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ABSTRACT

This compilation summarizes significant enforcement actions that
have been resolved during one quarterly period (April - June
1992) and includes copies of letters, Notices, and Orders sent by
the Nuclear Regulatory Commission to licensees with respect to
these enforcement actions. It is anticipated that the
information in this publication will be widely disseminated to
managers and employees engaged in activities licensed by the NRC,
so that actions can be taken to improve safety by avoiding future
violations similar to those described in this publication.
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ENFORCEMENT ACTIONS: SIGNIFIC?Xf ACTIONS RESOLVED

April - June 1992
o

INTRODUCTION

This issue of NUREG 3940 is being published to inform URC
licensees-about_significant_ enforcement-actions and their-
resolution for the socond quarter of 199?.. Enforc: ment-actions-
are issued by the DeputyfExecutive Director for Nuclear Materials
safety, safeguards and Operations Suppcrt (DEDS), the Deputy-
Executive Director for Nuclear Reactor Regulat' ion, Regional
Operation and Research (DEDR), and the Regional Administrators.
The_ Director, Office of Enforcement, may act for the DEDS or-DEDR
in the absence of the DEDS or DEDR or as directed. The actions
involved in this NUREG involve NRC's civil penalties as well as,

significant Notices of Violation.

An objective of the NRC Enforcement Program is to encourage
licensees to improve their performance and, by example, the
performance of the licensed industry. Therefore, it is
anticipated that the informati.on in this publication will be
widely disseminated te_ managers and employees engaged in
activities licensed by NRC, so all can learn-from the errors of
others, thus improving performance in the nuclear industry and
promoting the public health and safety as well as the common
defense and security.

With this issue an additional part is being included in NUREG-,

# 0940. In promulgatir.g the regulations-concerning deliberate
misconduct by unlicensed persons (56 FR 40664, August 15, 1991),
the Commission directed that a list of all-persons who are
currently the subject of an order prohibiting their employment in
licensed activities be made available with copies of the_ Orders.
Part III of this volume _contains that information. It will be

~

included for each person as long as the order remains effective.
The Commission believes this information may be useful to
licensees in making employment decisions.

A brief summary of each significant enforcement action that has
been_ resolved in the second quarter of_1992 can be found in the
section of this report entitled " Summaries." Each summary
provides the enforcement action (EA) number to identify the case '

for reference purposes. 'The supplement' number refers to the
activity area in which theJviolations.are classified according-to
guidance furnished in the U.S._ Nuclear Regulatory Commission's
" General Statement of-Policy and Procedure for-NRC Enforcement
Actions," 10 CFR Part 2, Appendix 1C, 57 Fed.. Reg. 5791 (February
18, 1992). Violations are categorized in terms of five levels of
severity to show their relative importance within each of.the

_

following activity areas:

NUREG-0940 1
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Supplement I - Reactor Operations
Supplement II - Facility Construction
Supplement III - Safeguards
Supplement IV - Health Physics-
Supplement V - Transportation

_

_

Supplement VI - Fuel Cycle and Materials. Operations-
Supplement VII - Miscellaneous Matters
Supplement VIII - Emergency' Preparedness

Part I.A of this report consists of copies of completed civil
-

penalty or Order actions involving reactor licensees, arranged
alphabetically.- Part I.B includes copies of Notices of Violation-
that were issued to reactor licensees for a SeverityfLevel III
violation, but for which no civil penalties were assessed. Part
II.A contains ci>ril penalty or Order actions involving materials
licensees. Part II.B includes copics of Notices of Violation
that have be;an issuad to material licensees,_but for which no-

civil penalty was assessed. Part III contains an action taken
against an individual.

,

%

a
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SUMMARIES-

I. REACTOR LICENSEES.

'

A. Civil Penalties and Orders
Carolina Power and Light Company, Raleigh,
North Carolina (Brunswick Steam Electric Plant)
Supplement I, EA 92-024

A Notice of Violation and Proposed Imposition of Civil
Penalty in the amount of-$100,000 was issued-March 24,
1992 to emphasize the importance of ensuring that
proceduralized work controls are adequate. The action
was based on inadequate work control related to the

,

-emergency diesel generators. The procedure used to
degrease the EDG in preparation for painting was

_ _

inadequate in that it specified use of a. degreasing
agent which left a residue that set up and prevented
operation of the fuel racks. Though the. fuel racks were
required to be lubricated after cleaning, no signoff
step was provided.- Consequently, after being: notified
that the EDG was ready to be lubricated, maintenance-
personnel decided to postpone it until-after the
upcoming weekend.- Two days later, the EDG received a
valid start signal-'and failed. The base civil. penalty-

was escalated by 100% for the Licensee's poor past
performance. .The licensee responded and paid the civil
penalty on April 23, 1992.

.

Consumers Power Company,-Jackson, Michigan
(Palisades Nuclear Generating Plant)DSupplement I, EA 92-074

A Notice of Violation and Proposed-Imposition of Civil
Penalty in the amount of $75,000 was-issued. June =2,_1992
to emphraize the need-for implementing; adequate
management controls to ansure that independent
evaluations are promptly reviewed.to assess their impact
on_ equipment. operability._.The action was1 based on a
violation involving the licensee's failure to establish
measures. to promptly identify and correct 'significant IX)
nonconformances following_ receipt of a contractor's
report reviewing EQ equipment. The civil | penalty'was
escalated by 50% for poor past performance in the IX) q

The licensee _ paid the civil penalty 1on June-12,area.
1992. ;

-|
Florida-Power Corporation, Crystal River, Florida 1 q
(Crystal River, Unit 3) Supplement C, EA 92-002 '

A Notice of Violation and Proposed Imposition _of-Civil a
Penalty in the amount'of=$50,000 was issued April-9,-

_

NUREG-0940 -3
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1992 to emphasize that the NRC cor.siders serious the
lack of adequate command, control and communications on
the part of the control room staff that permitted the
bypassing of the_ Engineered Safety Actuation System

,

(ESFAS). The action was based on the inadequate
performance of the licensed members of the control room
staff which led to bypassing the ESFAS, thereby'
rendering the high pressure injection system unavailable
during the existence of a valid demand signal. The
licensee responded and paid the civil penalty on May 8,
1992.

Iowa Electric Light, Cedar Rapids, Iowa
(Duane Arnold Energy Center) Supplement IV, EA 92-056

A Notice of Violation and Proposed Impocition of Civil
Penalty in the amount of $12,500 was issued May 1, 1992
to emphasize the need for stringent radiation protection
controls to prevent a substantial potential for an
exposure in excess of 10 CFR- Part 20 limits, The' action-

was based on health physics violations _during an ISI
inspection of the recirculation system riser that had a
significant potential for overexposure to two contract
workers. The violations involved the failure to conduct
an adequate survey 1xf the work site and the failure to
provide adequate training for the contract workers
regarding operation of electronic ~ dosimeters and the
response to the alarms. The civil penalty was mitigated
25% for licensee identification of the root causes of
the self-identifying event and an additional.50% for the
licensee's prompt and comprehensive corrective action.

|
The licensee responded and paid the civil penalty on May
26, 1992.i

David M. Manning, New York Power Authority, White _ Plains,
New York (Fitzpatrick Nuclear Facility) EA 91-054

An Order Suspending License (Effective Immediately) and
Order to Show Cause Why License Should Not be Revoked

| was issued May 2, 1991. The action was based on'(1) the
'

operator's-attempt to conceal-his-useLof cocaine by
substituting a-bogus urine sample on October 9,- 1990

-

when selected for a random' drug test in accordance with
fitness for duty requirements; (2) the operator not-
informing the NRC of a drug-habit when that information
was required by NRC Form 396 which the operator
submitted to the-NRC on April 14,11986; and (3)_ the
operator's failure to provide a second urine sample on
October 9, 1990 as required because he' knew that the
samile.would be " dirty" with cocaine. In addition, the
operator failed to conform to the prohibition against

NUREG-0940 4
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i
1

3

drug use in the Commission requirements demonstrated an3

i intentional disregard for_the important obligations of a
licensed operator. The operator replied on June 6, 1991*

and requested a hearing on the order against his-
i license. The Order was modified on-.May 9, 1991 to allow
'

the operator to. resume Part 50 activities provided New
York Power Authority implement the drug testing program

l- specified by Order (See EA 91-053). -In_ addition the
operator was permitted to seek reinstatement of his Part-
55 duties following the successful completion of the'

1

specified 3-year drug rehabilitation program. The Board
; issued a decision January 21, 1992 and it became final

|
March 20, 1992.

i

New York Power Authority, White Plains, New York-

| (Fitzpatrick Nuclear Facility) EA 91-053

An Order Modifying License (Effective Immediately) was

| issued May 2, 1991. The Order was issued to suspend the
Part 55 License of an operator and remove that;

individual from Part 50 licensed duties. The licensee
,

responded May 31, 1991 requesting a hearing and a
i modification of the Order. An Order Modifying the Order

was issued August 9, 1992 allowing the operator to4

resume Part 50 activities provided the licensee
; - implemented the specified drug-testing-program. A

Motion for Approval of Settlement Agreement was signed;

i October 7, 1991. The Board issued a decision January -

| 21, 1992 and it became final. March 20,.1992.

!
! Northern States Power Company, Minneapolis, Minnesota
! (Prairie Island Nuclear Generating Plant, Unit.2)
i Supplement I, EA 92-067
i
' A Notice of Violation and Proposed Imposition of Oivil

Penalty in the amount of $12,500 was' issued May 21, 1992
to emphasize the need for adequate procedures for4

reduced inventory operations. The action'was based on
,

an inadequate operation procedure which resulted in an'

unplanned loss of shutdown cooling with'_the unit in cold-;

! shutdown (Mode 5)',-loops not-filled. The base' civil
j penalty was mitigated for the licensee's determination
i of the root cause of the self-disclosing' event, the

licensee's comprehensive actions, and for good past,

performance, and was escalated for the prior notice- H

j provided to the licensee in the_ form of various generic '

documents on loss of shutdown cooling events. Thei

licensee responded and paid the civil penalty on June-
15, 1992.

i.

a

:
:

:
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B. Severity Level III Violation. No Civil Penalty
.

- Commonwealth Edison Company, Downers Grove, Illinois
,

(Byron Nuclear Station) Supplement VII, EA 92-019
t

A Notice'of Violation was issued April 22, 1992 based on
an incident of discrimination by a licensee contractor.
This involved a quality control inspector-employed by
the contractor who was-fired after contacting the NRC
and appearing at a DOL hearing for another employee of
the contractor. A civil penalty was not proposed
because (1) the time that had passed since this .

violation occurred, (2) the plant was under construction

| at the time of the violation and has since been
completed and operating for several years without'

i further violations of this type,-(3) no similar
violations have occurred at other CECO NRC-licensed
facilities, and - (4) the apparent isolated nature of the,

vio'lation.

Tennessee Valley Authority, Chattanooga, Tennessee
,

(Sequoyah Nuclear Plant, Unit 2) Supplement-I', EA 92-065

A Notice of Violation was issued May 19, 1992 based on a
violation in"olving the discovery of the Unit 2 ice
condenser in a degraded condition. During the

,

|
performance of inspections while the unit was in Mode 5
for the Cycle 5 refueling outage, ice condenser;

|
inspections revealed that 27 of the 48-ice condenser
doors required excessive force to:open. Water
intrusion, freezing, and expansion within the floor
assembly caused the lower-ice-condenser concrete floor
pad to be raised up to three inches which caused the

~

metal flashing at the base of the doors to interfere
with-the door's operaticn. A civil penalty was not
proposed because the licensee's staff identified the
violation and because of the licensee's prompt and
extensive corrective actions that-included shutting ~down
the-operating unit, initiating rapid followup activity-
to correct the violation, installing an on-line
monitoring system, and= modifying maintenance practices.

II. MATERIALS LICENSEES

E A. Civil Penalties and Orders'

Allied Inspection Services, Inc., St. Clair, Michigan
Supplement VI, EA 91-135

'

A Notice of Violation and Proposed Imposition'of-Civil
penalty in the amount of $5,000 was issued October 25,
1991 to emphasize ~the importance of wearing alarm-

NUREG-0940 6
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-

R
|

i R
i

'

,

; ratemeters during radiographic operations, and the
importance of being cognizant of current NRC,

_

j requirements. The action was based on a violation
[ regarding licensee radiography personnel's failure to
| wear alarm ratemeters during radiographic operations on
; approximately 162 separate occasions, two of which
; occurred after the licensee became aware of the
i requirement. The licensee responded October 28, 1991'
|- requesting consideration of its financial condition. A
j -promissory note was signed by the licensee'on April 20,
4 1992 and the first payment was made May 1, 1992.
I-

5 Alonso and Carus Iron Works,-Inc., Catano,-Puerto Rico
i Supplement VI, EA 92-012
:

! A' Notice of Violation and' Proposed Imposition of Civil
! Penalty in the amount of $2,500fwas issued April 22,
i 1992 to emphasize the importance of conducting safe
j' radiographic operations and to ensure compliance with
j regulatory requirements and license conditions. The
( action was based on a violation involving the failure of
|- a licensee radiographer to conduct radiation-surveys
L following three' successive radiographic exposures.
! After an investigation it was determined that the

violation was not willful because the radiographer was3

j under extreme emotional distress at the' time.- The base
j civil penalty was-mitigated for prompt and extensive
;_ corrective action. The licensee responded and paid the
; civil penalty on May 14, 1992.

I ATEC Associates, Inc., Indianapolis, Indiana'
Supplements IV and VI, EA 92-051

!
! A Notice of Violation and Proposed Imposition of Civil
| Penalties-in the amount of $2,375'was issued April 30,

1992 to emphasize the importance of complying with4

{ license and regulatory requirements and ensuring
| effective-management oversight of'l-icensed activities.
?' The action was-based on numerous violations.that-was'-
; grouped;into two_ problems involving:-the failure to-

: control access to licensed-material andiregulatory:
j- breakdown in the= control of. licensed activities. The
i _ base civil penalty for the first group of. violations was

increased 150% because NRC-identified the violations and'

there were multiple _ occurrences and the base-civil ~
penalty for the second group off violations: was _ increased;

125% because NRC identified the violations, the2

i corrective-action at the time of the-enforcement
conference was not comprehensive, and the licensee had4

'

prior opportunity to-identify the problems. The.
licensee responded and paid _the civil penalties-May 21,.

| 1992.
7

i

!

NUREG-0940 7,
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Certified Testing Laboratories, Inc., Bordentown, New Jersey
supplement VII, EA 89-079

A Notice of Violation and Proposed Imposition of Civil
Penalty in the amount of $8,000 and Order to Show Cause
Why License Should Not Be Modified was issued March 9,

;

j 1990 to emphasize the importance of the licensee's
j responsibilities for ensuring that (1)' licensed

activities are conducted safely and in accordanco with;

I the conditions of the license, (2) accurate records of
!

these activities are maintained, and (3) all'information

|
communicated to the NRC-(either orally or in writing) is
both complete and accurate. The action was based on the i

VP/RSO falsifying repo: ts of audits that were never I

performed and willfully providing false information to
the NRC in April 1988.. The Order required the licensee
to show cause why the license should not have been
modified to remove the VP/RSO from all licensed
activities. The licensee responded March 27,.1990
denying part of the violations and requesting
mitigation. After consideration by the staff, an Order
Imposing Civil Monetary Penalty was issued August 29,
1990. A Settlement was agreed to concerning the
provisions of the Order to Show Cause. A hearing was
requested as to'the civil penalty. The Atomic Safety
and Licensing Board modified the civil penalty and
assessed $5,000. The licunsee paid the civil penalty in
the amount of $5,000 on April 7, 1992.

Chemetron Corporation, Pittsburgh, Pennsylvania
supplement IV, EA 91-060

A Notice of Violation and Proposed Imposition of Civil|

Penalty in the amount of $7,500 was issued August 14,
1991 to emphasize theLneed for strict control of
licensed material. The action was based on the failure
to maintain control of licensed material on a
contamination-site in Ohio. The licensee responded

,

L September 30, 1991 requesting a reduction in'the
severity level of the violation and mitigation of the
civil penalty. - After considering the licensee's-
response, an order Imposing Civil Mnnetary Penalty was
issued January 13, 1992. The licensee paid the civil
penalty April 1, 1992.

Department of Veterans Affairs, Houston, Texas |
Supplements IV and VI,fEAs 91-096 and C1-157 |

A Notice of Violation and Proposed-Imposition of! Civil-
Penalty.in the amocnt of'$25,000 and Confirmatory-Order' -

|
were issued November 15,11991 to-emphasize the- l

importance of taking necessary steps to maintain a j!

i

NUREG-0940 8
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i
i
i radiation safety program that ensures strict compliance
! with all radiation safety requirements and is
i commensurate with NRC's expectations of a broad-scope

medical licensee. The action was based on numotous:

violations-of radiation safety requirements and the
,

,
failure of the licensee to implement corrective actions

! for previous violations to preclude recurrence. The
. licensee responded December 11, 1991 contesting several
! violations and requesting mitigation. After considering
;- the licensee's response, an Order Imposing Civil

Monetary Penalty was issued March 4, 1992. The licensee
,

j paid the civil penalty on April 3, 1992.

General Electric Company, Wilmington, North Carolina i

| Supplement VI, EA 91-185

A Notice of Violation and Proposed Imposition of Civil
i Penalty in the amount of__$20,000 was issued March 13,
j 1992 to emphasize the importance of ensuring that
; criticality control measures are maintained at the

highest degree of effectiveness. The action was based
} on a number of violations related to inadequate

'

| procedures or the operations staff's failure-to follow i

procedures that collectively resulted in ineffective
process and mass limit controls. Because_these1

i violations created the potential for an inadvertent-
| criticality, they were aggregated into a Severity Level
; II problem. The licensee responded and paid the civil

penalty on April 9, 1992.
i

h Georgetown University Medical Center, Washington, DC
: Supplements IV and VI, EA 92-016

| A Notice of Violation and Proposed Imposition of Civil
i Penalty in the amount of $3,750 was issued. April 16,
.

1992 to emphasize (1) the importance_of appropriate
! management attention to, and oversight of,_the radiation

safety program to ensure activities are conducted: safely'

{ and in accordance with the requirements; (2)-the
i seriousness with which the NRC views willful actions
! that cause or contribute to. violations of:NRC
; requirements; and (3) -the -importar.ce of ensuring . proper-
i security of licensed material at the facility in the
! future. The action was-based on violations that

| collectively indicate a breakdown in the control of the
licensee's radiation safety and compliance program. An4

: investigation concluded that the root cause of one
violation, involving the failure of the Radiation Safety

'

! -Committee to perform an annual audit of the-entire

| radiation safety program, was a-willful decision on the
; part of the former Radiation Safety Officer'not to
i initiate the audit.. _Another violation involving the
,

failure to secure licensed material recurred repeatedly ,
!

!

{
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even after the responsible technologists were retrained.
The base civil penalty was escalated because NRC
identified the violations and because the licensee's
past enforcement history included.other violations
involving the lack of control of licensed material.
However, mitigation was allowed because the dicensee's
corrective action was prompt and comprehensive. The-
licensee responded and paid the civil penalty on April
30, 1992.

Hospital de Damas, Ponce, Puerto Rico
Supplement VI, EA 92-038

A Notice of Violation and Proposed Imposition of Civil
Penalty in the amount of $3,750 was issued March 27,
1992 to emphasize the importance of maintaining an
effective radiation safety program and ensuring
compliance with regulatory requirements and license
conditions. The action was based on violations
involving training, radiation surveys, leak testing of
sources, and instrument calibration. The base civil
penalty was esca]ated because the NRC identified the
violations and because of the licensee's past
performance. The licensee responded and paid the civil
penalty on April 23, 1992.

Ketchikan General Hospital, Ketchikan, Alaska
Supplement VI, EA 91-146

A Notice of Violation Tnd Proposed Imposition of Civil
Penalty in the amount ef $2,500 was issued January 13,
1992 to emphasite the eed for offective management and
Committee oversight of the licensee's radiation safety
program. The action was based on-violations involving
the failure to (1) conduct annual reviews of the
radiation safety program,-(2) conduct dose calibrator
linearity tests, (3) conduct a dose calibrator geometry
test upon installation, (4) perform survey meter

-

calibrations, (5) label syringes or syringe shields, (6)
conduct quarterly inventories of sealed sources (repeat
violation) (7) check the exhaust port of-the xenon
system, (8) record the dose calibrator medel and serial

-

number of daily constancy and quarterly linearity
records, (9) include the Radiation Safety Officer's
signature on records for dose calibrator accuracy tests,
leak tests and physical inventories, (10)' include
trigger levels and curvey meter identificat ion on
records for daily surveys and weekly-wipe tests, and
(11) record surveys of previously contaminated waste
destined for non-radioactive disposal. The licensee
responded in letters dated February 5 and 26, 1992. The
licensee requested mitigation on the basis that the
' licensee is a small, rural, isolated facility with

NUREG-0940 10
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!

j limited financial resources. After considering the_ _
"

,

; licensee's response,'the staff issued-an Order Imposing
! Civil Penalty in the amount of $1,000 on May 4,-2992.

[ The licensee paid-the civil penalty on May 6, 1992. ].

U; -

Mayaquez Medical Center, Mayaquez, Puerto Rico|
Supplement IV, EA 92-039:

'

i An Order ~ Modifying Licenses and a Notice of-Violation
j_ vere issued April 22, 1992. The action was based on

violations that include significant and cont'inuing,

i problems in the areas of management controls, program
i organization,, personnel radiation-protection, facilities
i and equipment, control of accountability of licensed-
! materials, and patient protection during treatment. An
! Order Podifying Licenses was issued-rather than a civil
j penalty because of the' licensee's inability to pay. The

Order requires, in-part, that the licensee obtaini
I independent consulting services,' submit a written
|- Performance Improvement Plan, and submit monthly reports

until the Performance Improvement Plan,is completed.

j' Sequoyah Fuels Corporation, Gore, Ok.lahoma
f EA 91-067

An Order Modifying License (Effective Immediately) and
Demand for Information was issued' October 3, 1991. _The

''

i action involves a number ff significant safety.
violations and regulatory problems with regard to the

3

;_ August 1990 solvent extraction tank excavation. The
Order was based on.NRC's conclusions'that'certaini

licensee managers failed to follow NRC requirements and; .

.

j. the conditions of the'NRC license,_that a certain
,

,

; employee made false statements-and withheld information
j from the NRC, and that the licensee's Health and-Safety
j and Environmental Programs are in.need-of substantial'
{ improvement to assure the health and safetyLof_the-

| . general public,-the licensee's employees _, contractor

|' -personnel-who work.at the site, and. protection of.tbe
environment.

Sequoyah Fuels Corporation, Gore,; Oklahoma
EA 91-196-.

!
.

! A Confirmatory Order Modifying License _(Effective
[ Immediately).was issued January 13, 1992. The Order was-

issued to confirm _the commitments,made_by the Licensee;

: in a December 18, 1991 l_etterLto notify the-NRC should-
the' Licensee desire to utilize-certain individuals for-,

the performance or supervision of licensed activities.-
i
,

4

s

f-
!
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Sequoyah Fuels Corporation, Gore, Oklahoma
EA 92-045

An Order Modifying Licensef(Effective Immediately) and
Demand for Information was issued March 13,.1992. The
action imposed as license conditions new reporting
requirements intended to give-the NRC added assurance
the.t' issues of potential safety and regulatory-
significance are promptly brought to NRC's attention.
The Demand for Information seeks the Licensee's basis
for having confidence that its Vice President for
Regulatory Affairs will communicate fully with the NRC
-on issues concerning potential conditions that may
impact on public health and safety.

Sequoyah Fuels Corporation, Gore, Oklahoma
EA 92-059

A Confirmatory Order Modifying License-(Effective
Immediately) was issued April 3, 1992. The action
modifies Section IV.C of the March 13, 1992 Order which
required the reporting of_any failure that leads to one
of.three specified contamination events. The new
revision requires the reporting of-any occurrence that
would lead to one of those events,-regardless of the
cause. Subsection 2.was modified-to require the
reporting of any contamination event in rc:rtricted: areas-
that requires activities.in that area to be suspended

~

for more than 8 hours pending doccutamination, an
opposed to 24 hours.

Sibley Memorial Hospital, Washington, D.C.
Supplement VI, EA 92-080

A Notice of Violation and Proposed Imposition of Civil
Penalty in the amount of-$2,500 was issued June 2,-1992
to emphasize the importance of adequate attention to,
and oversight of the radiation-program,;so as-to ensure
that (1) licensed activities are-conducted safely and in-
accordance.with requirements,-and (2) violations,;when
they exist, are-promptly: identified and corrected.- The
violations involved problems in1 conducting required
training,' maintaining records, and performing surveys,
bioassays,-physical inventories, and. calibration-of the

| dose calibrator. Escalation was offsetJby. mitigation
j for prompt = and ef fective corrective action .jecause NRC

identified the violations. The licensee responded and'y
| paid _the civil penalty on June 18, 1992.

St. Joseph's' Hospital-and. Medical Center, Paterson,
New Jersey, EA-92-013

A Confirmatory Order Modifying License (Effective-
Immediately).was issued February 10, 1992. The action

NUREG-0940 12-
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:
1

~

confirms certain amtions concerning the role of the

| responsible individual and implementing additional
. procedural requirements which were agreed to by the
! licensee as a result of the Notice of Violation and
| Proposed Imposition of Civil Penalties issued December
i 3, 1991. The Notice of Violation was issued for

violations associated with unauthorized-moving of a high*

} dose rate afterloader and failure to provide complete
i and accurate information to the NRC. The Order confirms
i these actions as partlof the license for a period of

three years.:

1

; Taylor Hospital, Ridley Park, Pennsylvania

|
Supplements IV and VI, EA 92-064

e

' A Notice of Violation and Proposed Imposition of Civil
! Penalty-in the amount of $1,250 was issued May 1,-1992
j to emphasize the importance of management, the radiation
; safety committee, and the radiation safety officer
; maintaining proper control of radioactive material at

the facility. The action was based on the improper
disposal of a device containing a 14 millicurie
americium-241 source, as well as two other violations,,

! involving the failure to perform inventories and leak
j tests of the source. Tlus base civil penalty was
; mitigated for the licensee's prior performance. The
j licensee responded and paid the civil penalty on:May 22,
| 1992
|

[ University of Cincinnati, Cincinnati, Ohio
j Supplement VII, EA 91-071
:

; A Notice of Violation and Proposed Imposition of Civil
Penalty in the amount of $2,000 and a Demand for

| Information was issued May 1, 1992 to emphasize th0 need
; for total candor of licensee representatives in their-
j dealings with the-N? The action was based on the.

; licensee providing incomplete and inaccurate information
|- to an NRC inspector concerning leak test and inventory

cards for sealed sources. The base civil penalty was#

-

; mitigated due to the licensee's identification and
reporting of the violation.and immediate corrective.
action. Full mitigation was not warranted due:to the-
willful nature of tho' violation and the fact that it-

[ involved a Deputy RSO. The licensee responded and paid
the civil penalty on May 20, 1992.

Western Atlas International, Houston, Texas
3

| Supplement V, EA 91-121

j A Notice of Violation and Proposed Imposition _of Civil
Penalty in the amount of $10,000 was issued December 20,

,

i 1992 to emphasize the significance of-violations that

-

.

!
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put the general public at risk, and to assure that the
licensee's' corrective actions are lasting. The action
was based on the licensee's failure to install the
safety pin on a transportation-cpackage closure mechanism
and to adequately block and brace the package,-resulting
in the loss of the package and an exposure to a member
of the public._The violation was categorized as a-
Severity Level I and the civil penalty was based on-
" industrial users of material" category. Mitigation of
the base civil penalty-for-good past performance was''

!

offset because the licensee had prior Notice regarding !

the defect in the closure mechanism. The licensee
responded January 24, 1992 requesting mitigation of the,

civil penalty. After considering the licensee's
response, an Order Imposing Civil Monetary Penalty.was ]
issued June 5, 1992. The licensee paid the civil '

penalty on June 11, 1992.

B. Severity Level III-Violation, No Civil Penalty

Bothwell Regional Health Center, Sedalia, Missouri
Supplement VI, EA 92-070

A Notice of Violation was issued May 6, 1992 based on
violation including the failure to (1) perform an
adequate weekly chart check to detect arithmetic errors,
and.(2) review the dose calculations within three
working days after administering the.first. teletherapy
fractional dose when the prescribedEdose is to be
administered in more than three fractions. A civil-

penalty was not proposed because the licensee identified
the violation and the excellent past regulatory
performance of the licensee.

.

Harper Hospital Division, Detroit, Michigan
Supplement VI, EA 92-069

A Notice of Violation-was-issued April 22, 1992 based-on
a cobalt-60 teletherapy misadministration. :The *

violations involved the failure ofLthe radiation
i therapists to. follow the procedures;of the licensee's-

quality management program,1and to notify the'NRC of.thei
misadministration within one calendar day.of| discovery.
A civil-penalty-was not= issued because the licensee
identified the violation, the licensee's corrective
actions were immediate and comprehensive, and the
licensee's past performance was good.

Yale-New Haven Hospital, New Haven, Connecticut-
Supplements IV'and VI, EA 92-052'

A Notice of Violationtwas issued April;15,-1992 based on-
violations involving a' radiation exposure in the amount

NUREG-0940 14
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I
:

}
j of approximately 40 rem to the tip of.the left' finger of

an individual. Two other violations of NRC requirementss-

;- that contributed to the overexposure were several
: examples of the-failure to follow procedures and the
1 inadequate survey by the individ'lal of the' radiological--
j conditions and hazards that led to the overexposure. A~

-

civil penalty:was not-issued based on the_ licensee's3

enforcement-history and because the licensee identified j

i and reported the matter and took prompt and extensive- '

2 corrective action.

i

_III. INDIVIDUAL ACTIONS-

| Patrick E.'C. Chun, M.D. IA 91-001
1

$ A Termination of NSC micense and Order Prohibiting
i Certain Involvement in NRC-Licensed Activities for One

| Year was issued November 12, 1991. The action was
, issued because the licensee provided false information:
i to the NRC, including the claim that: (1) the licansee
i wac self-employed when he was actually an employee of
j the Tulsa Heart Center (THC), (2) the licensee owned'the
} equipment when he actually was using THC's_ equipment,
' and (3) the licensee was the emplcher when in fact THC
! was. The Licensee requested a hearing on November 18,
i 1991. On November 27, 1991, an order Modifying Order -

i was-issued. An Order Approving Settlement Agreement and
i Terminating Proceeding was. issued May 26, 1992.- The*

Licensee agreed that for a one-year period he_would.not-
apply for or hold an NRC license, not ba named-on an'NRC

. license in any capacity, and would not perform'any
I activities as an authorized user either under a broad
j scope license or as a visiting-authorized user.

*

i
|

i
k

f
|

i

!'
i
|
!

!

!

.

L
<

.

!
!

:

I
{ NUREG-0940 15-
.

L

_~ .



. . . . . . . - _ . . _ _ . . . _ . . .. . _ _ _ _ . . . _ .__...._...~. . _ ._. . . . _ . . _ _ _ . . - . . . _ _ . . . . _ . . . _ -_ _ . - ._ _

. .

|

|

,

4

I.A. REACTOR LICENSEES, CIVIL PENALTIES ~AND' ORDERS-

|
,

>

"

i

s ..

-NUREG-0940L
|

|

|

' 4 - - =4--e.. . . - . . - . . . . . , , , , . f
~



- - . - _ _ . _.-

p. s e C g''o
UNITED 5f ATE S

NUCLEAR REGULATORY COMMISSION/ ,

$ RE GroN ilg(
2 s 101 MARIETTA STREET.N W, SulTE 2900*

) ATL A84T A.CEoRotA 30323

% . . . . <# MAR 2 4 1902

Docket Nos. 50-325 and 50-324
License Nos. DPR-71 and DPR-62
EA 92-024

Carolina Power and Light Company
ATTN: Mr. Lynn W. Eury

l Executive Vice President
Power Supply

Post Office Box 1551
Raleigh, North Carolina 27602

Gentlemen:

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL PENALTY - $100,000
(hRC INSPECTION REPORT N05. 50-325/92-01 AND 50-324/92-01)

This refers to the Nuclear Regulatory Comission (NRC) inspection conducted by
Mr. R. Prevatte on January 4-31 and February 3, 1992, at the Brunswick Steam
Electric Plant. The inspection included a review of the facts and circumstances
related to the use of an inadequate maintenance procedure during cleaning
activities on emergency diesel generator (EDG) No. 2 which consequently resulted
in the failure of the EDG to start on demand on January 6, 1992, while Unit I
was at 20 percent power and Unit 2 was at 100 percent power. The report

| documenting this inspectiori was sent to you by letter dated February 13, 1992.
As a result of this inspection, a violation of NRC requirements was identified.
An enforcement conference was held on March 3, 1992, in the NRC Region 11
office to discuss the violation, its cause, and your corrective actions to
preclude recurrence. A sumary of the conference was sent to you by letter
dated March 4, 1992.

The violation in the enclosed Notice of Violation and Proposed Imposition of
Civil Penalty (Notice) involved an insdequate maintenance procedure which was
used by plant services maintenance personnel.to clean EDG No. 2 in preparation
for painting. The procedure was inadequate in that it had not been properly

| evaluated to determine whether the materials and processes used to clean EDG
| No. 2 would impact'the operability of the diesel generator or would otherwise-

constitute an unreviewed s.lety question. On January 3,1992, with EDG No. -2
in operable st*tus, plant services personnel, using a degreasing solvent with
water, proceeded to spray the left side of EDG No. 2. Though the procedure
required that the fuel control racks be lubricated after cleaning, the procedure

i did not contain a signoff step, and following receipt of notification that the
| cleaning was complete, maintenance personnel decided that the lubrication of the
'

fuel control racks could be done on the morning of January 6, 1992. As a result,
the cleaning solvent dried leaving a residue which fortned a crystalline adhesive,

bond that effectively disabled the fuel control racks by mechanical binding. On
January 6,1992, with reactor power at 20 percent, an overspeed test was
performed on the Unit 2 Main Turbine Generator. As the turbine was tripped,
reverse pwer and diesel auto start alarms were received; however, EDG No. 2 ,

<

i

!

NUREG-0940 I.A-1

|



_ _ . . _ _ _ ___ _ _ _ _ _ _ _ . _ _ . . - _ . _ _ . __ _ _ ._ _ _ - _ _ _ _ _

Carolina Power and Light C' ompany -2- MAR 2 4 1992,

failed t'o start._ Subsequent investigation revealed that-EDG No- 2 fuel contri,1
; racks were not moving and when a mechanic pushed the manual control lever on the
' fuel control racks to move them, & EDG started,

in this case', there was no loss of offsite power and EDG Nos. 1,.3, and 4-did-
start, as designed, on receipt of the diesel auto start signal. Other safety
issues become evident when consideration is given to the effect of spraying
diesel generator electrical systems with solvent, particularly when the
personnel involved in such activity may not have the requisite knowledge or
procedural guidance regarding the-constraints on such activity. This event is
seen as a continuation of.significant problems related to work control that.
have yet to be adequately resolved.

The significance of this violation, and the basis of NRC's concern, is not
focused on the diesel generator, but centers on the apparent inability-of. ,

Carolina power and Light Company management to properly and consistentl.,
control work on components and systems at the Brunswick Steam Electric Plant
that are important to safety. On August 30, 1990, escalated-enforcement action
(EA 90-130) was issued with a proposed civil penalty of $62,500 to emphasize
the importanc- if proper work control and job planni'..g associated _with
activities related to the installation of a traversing incore probe on July 5,
1990. On November 30, 1990, a Severity Level 111 violation (EA 90-154) was

'issued for the failure to follow procedures and the subsequent inaccurate
completion of procedural requirements associated with a maintenance surveil -
lance test. On March 26, 1991, EA'91-023-was issued with a proposed civil-

penalty of $50,000 for violations involving the failure to follow procedures
related to a calibration test of a process computer point on the feedwater
control system. On May 31, 1991 EA 91-045 was issued wit 5 a proposed civil
penalty of $87,500 for violations involving the failure to follow procedures.
On January 3,1992, EA 91-158 was issued with a. proposed civil penalty of
$125,000 for violations involving inadequate corrective action relatedLto work,

control and independant verification-inadequacies.

Therefore, in accordance with the " General Statement of Policy and 'rocedure
: for NRC Enforcement Actions," (Enforcement Policy) 10 CFR Part 2, e.,,pendix C-

(1991), this violation raises a significant regulatory concern:and has been
categorized at Severity Level _ Ill. To emphasi.ze the importance of ensuring-that
proceduralized work controls are adequate, I have been authorized, af ter consul-
tation with the Director, Office of Enforcement, and the Deputy Executive
Director'for Nuclear Reactor Regulation, Regional Operations and Research,-to
issue the enclosed Notice of Violation and Proposed Imposition of Civil Penalty
in the amount of- $100,000- for-the -Severity Level 111 violation. -The base value--
of a civil' penalty for a Severity Level Ill violation is $50,000.

The escalation and mitigation factors in the Enforcement Policy were considered.
The self-disclosing nature of the event did not warrant escalation or mitigation
for identification and reporting. As to corrective. action to prevent' recurrence,;
imediate cor ective action was taken to correct the diesel gener_ator operability
problem. However, your long-term corrective action-to address overall work
control. problems is essentially similar to your past corrective action that has-
not been proven particularly_ effective. In addition .it appears to the NRC staff;

|- that you have mischaracterized the root cause of the problem as failure:to
|

[L
,
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E 24i Carolina Power and Light Company. -3-

s

i require a' post-maintenance test as opposed to failure to adequately evaluate
: whether the ;d activity would constitute an unreviewed safety question and
| take actionr vpropriate. Therefore, your corrective actions do not werrant

mitigation. -Escalation of 100 percent was warranted for past performance which
reflects a history of the continuing problem related to work control. The other
adjustment factors in the Policy were considered and no further adjustnient to

{ the base civil penalty is considered appropriate. Therefore, based on the
| above, the base civil p3nalty has been increased by 100 percent.

i

You are required to respond to this letter and should follow the instructions4-

: specified in the enclosed Notice when preparing your response. In your
j response, you should document the specific actions taken and any additional
i actions you plan to prevent recurrence. After reviewing your response to this
! Notice, including your proposed corrective actions and the results of future
j inspections, the hRC will determine whether further NRC enforcement action is

; necessary to ensure compliance with .NRC regulatory requirements.
.

h In accordance with 10 CFR 2.790 of the NRC's '' Rules of Practice," a copy of
j this letter and its enclosure will be placed-in the NRC Public Document Room.
t . ,

i The responses directed by this letter and the enclosed Notice are not subject
; to the clearance procedures.of the Office of Management and Budget as required
; by the Paperwork Reduction Act of 1980, Pub. L. No. 96-511.
1
j Should you have any questions concerning this letter, please contact us.
. s

Sincerely.

| dAZWStewart T Ebneterg-
j Regional Administrator
k Enclosure: "

Notice of Violation and Proposed.

Imposition of CivH Penalty
i
! cc w/ enc 1:
j S. H. Smith, Jr.
! President & CEO

Carolina Power and Light-Co.
! P. O. Box 1551
[ Raleigh, NC 27602

j. R. A. Watson
j Sr. Vice President
! Carolina Power and Light Co.
* P. O. Box 1551
f Raleigh, NC 2760?

i
I

i
1

i

i
j- ,
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NOTICE Of VIOLATION'
AND-

PROPOSCD IMPOSITION OF CIVlt PENALTY-
,

Carolina Power and Light Company Docket Nos. 50-369 and 50-324
Brunswick Steam Electric Plant License Nos. DPR-71 and DPR-62
Units 1 and 2 EA 92-024

During an NRC inspection conducted on January 4-31, and February 3, 1992, a

violation of NRC requirements was identified. In accordance with the " General
Statement of Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2,
Appendix C (1991), the Nuclear Regulatory Commission proposes to impose a civil
penalty pursuant to '',ction 234 of the Atomic Energy Act of 1954, as amended
(Act) 42 U.S.C. 2's2, and 10 CFR 2.205. The particular violation and associated
civil penalty arr ,et forth below:

|Technical Specification 6.8.1.a requires that written procedures shall
be established and implemented as recommended in Appendix "A" of NRC j

Regulatory Guide 1.33 November 1972. Section 1.1 of Appendix "A*'
_ _

i-

I

requires that procedures for maintenance which can affect the performance-
of safety-related equipment be properly preplanr.ed and performed with
written-procedures or instructions appropriate to the circumstances.

Contrary to the above, on January 3 1992, the licensee performed a
maintenance work activity on Emergency Diesel Generator-(FDG) No. 2, a
safety-related component using a procedure thet was not appropriate to
the circumstances. Specit' $ ly, the procedure, Repainting Diesel
Generators, dated May 16, 1991 and updated January 2, 1992, did net
receive an adequate review to evaluate the-irpact of the planned work on
the operability of EDG No. 2. The maintenance work activity performed
under this procedure resulted in the f ailure of EDG No. 2 to start Upon
receipt of a valid start signal on January.6,1992.

-
This is a Severity Level Ill violation (Supplement 1).
Civil Penalty - $100,000'

Pursuant to the provisions of 10 CFR 2.G1, Carolina Power and Light Company
~

(Licensee) is h2reby required to submit a written statement or explanation to
the Director, Office of Enforcement, U.S. Nuclear Regulatory Commission..within-
30 days of-the date of this Notice of Violation and Proposed imposition of Civil
Penalty (Notice). This reply should be clearly marked as a " Reply to a Notice-
of Violation" and would-include for each alleged' violation: (1) admission or.

;

denial of the alleged violation, (2) the _ reasons for the violation if admitted,
and if denied, the reasons why, (3) the corrective steps,that have been taken

~

and the results achieved, (4) the corrective steps'that will be taken.to avoid
further violations, and (5) the date when full compliance will _be achieved._ _lf
an adequate reply is not received within the time specified in this Notice, an
order or a Demand for Information may be issued as to why the license should not
be modified suspended, or revoked or why such other action as may be proper
should not be taken.- Consideration may be given,to extending the response time
for-good cause shown. Under the authority of-Section 182 of the Act.
42 U.S.C. 2232, this response shall be submitted under oath or affirmation'.

,

1.

<;
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Notice of Violation -2-
:

I ,

4 Within th'e same time as provided for the response required above under 1

i 10 CFR 2.201, the Licensee may pay the civil penalty by letter addressed to the
( Director, Office of Enforcement, U.S. Nuclear Regulatory Comission, with a j

j check, draft, money order, or electronic transfer pay (ble to the Treasurer of
j the United States in the amourt of the civii penalty proposed above, or the ;

! cumulative amount of the civil per-lties if more than one civil penalty is !
I proposed, or may protest imposition of the civil penalty in whole or in part,
i by a written answer addressed to the Director Office of Enforcement, U.S.

Nuclear Regulatory Comission. S huld the Licensee fail to answer within the*

j time specified, an order imposing the civil penalty will be issued. Should the
; Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting the
,

civil penalty, in whole or in part, such answer should be citarly marked as an 1

" Answer to a Notice of Violation" and may- (1) deny the violation listed in4

| this Notice in whole or in part, (2) demonstrate extenuating circumstances.
| (3) show error in this Notice, or (4) show other reasons why the penalty should
; not be imposed. In addition to protesting the civil penalty in whole or in
{ part, such answer may request remission or mitigation of the penalty,
i

in requesting mitigation of the proposed penalt
Section V.B of 10 CFR Part 2, Appendix C (1991)y, the factors addressed inAny-j

, should be addressed.j
i written answer in accordance with 10 CFR 2.205 should be set forth separately
j from the statement or explanation in reply pursuant to 10 CFR 2.201, but may
i incorporate parts of the 10 CFet 2.201 reply by specific reference (e.g.. citing

,

| page and paragraph numbers) to avoid repetition. The attention of the Licensee
j is directed to the other provision > of 10 CFR 2.205, regarding the procedure
3

for imposing a civil penalty.
t-

j Upon failure _to pay any civil penalty due which subsequently has been deter-
j mined in accordance with the applicable provisions of 10 CFR 2.205, thi matter.

may be referred to the Attorney General, and the penalty, unless compromised,

Section 234c of the Act. 42 U.S.C. 2282(c)y civil action pursuant to
remitted, or mitigated, may be collected b.

j .

f The responte noted above (Reply to Notice of Violation, letter with payment
of civil penalty, and Answer to a Notice of Violation) should be addressed;

j to: Director, Office of Enforcement, U.S. raclear Regulatory Comission,
1 ATTN: Document Control Desk, Washington, D.C. 20553 with a copy to the Regional
| Administrator U.S. Nuclear Regulatory Comission, Region 11, and-a copy to the F

i NRC Resident Inspector at the facility that is the subject of this Notice.
!'
;

i Dated at Atlanta, Georgia
i this A rfday of March 1992
|-

!
:

!
!

i
8 +

i

!

t

j '

.

:
!
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Docket No. 50-255
License No. DPR-20
EA 92-074

consumers Power Company
AfrN: Mr. David P. Hoffman

Vice President - Nuclear
Operations

1945 West Parnall Road
Jackson, Michigan 49201

Dear Mr. Hoffman j

SUBJECT: PALISADES NUCLEAR GENERATING PLANT
NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
PENALTY - $75,000 ,

(NRC INSPECTION REPORT NO. 50-255/92011(DRS))

This refers to the special safety inspection conducted during the
period of February 12-14, February 25-27, March 24-27, and
April 16, 1992, at the Palisades Nuclear Generating Plant. The
inspection included a review of the-circumstances surrounding the
main steam isolation valves being inoperabic in the event of a
high energy line break, and your disposition of a contractor's
review of the environmental qualification (EQ) equipment list.
The report documenting this inspection was sent to you by letter
dated April 27, 1992. During this inspection a violation of NRC
requirements was identified.

Your plan for enhancing the environmental qualification of
elcQtrical equipment was sent to the NRC by letter dated
April 30, 1992, and an enforcement conference was held on May 1,
1992, to discuss the violation, its causes, and your corrective
actions. The report summarizing the conference was sent to you
by letter dated May 6, 1992.

In response to previous EQ program problems, you commissioned a
contractor to perform an independent review of the EQ equipment
list. The contractor's report, which identified a nua.ber of
deficiencies in the EQ equipment list as well as in the plant's
equipment data base, was received by your staf f in December 1990.
Your initial-screening review of the report, performed shortly
After it was received, did not identify any immediate concerns

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

,
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Consumers Power Company 2 June 2, 1992

!

; with compliance with 10 CFR 50.49. Based on other priorities a
- more detailed review of the report was deferred. In March 1991,

the plant was returned to service following a six month outage.<

The detailed review of the contractor's report began in November.

1991. As a result of the review, you determined on February 5,*

i 1992, that the main steam isolation valves could be rendered ;

) inoperable by a steam line break outside of containment. Since |
| the plant was operating at 100 percent power, a 72 hour temporary

waiver of compliance was requested. However, on February 6,
1992, you determined that the deficiency could not be corrected

1

] in 72 hours and promptly shut down the plant. At least six other
a significant EQ deficiencies were-identified as a result of the

| detailed review and were reported to the NRC.

! We believe that your initiation of a special independent review
of the EQ program in light of past problems in this area was a
very positive action. The contractor's report was briefly'

*

reviewed upon its receipt to assess the significance of the items
raised and to determine what, if any, immediate corrective
actions were necessary. However, this review was not,

sufficiently comprehensive nor given sufficient management
attention to assure that items having potential impact on
operability were promptly addressed. Notwithstanding indications

,

. in the report that certain equipment in harsh environments was
! not environmentally qualified, it was nearly a year before a
; detailed review of the report was undertaken.
1

The root cause of this problem appears to be either a lack of<

detailed knowledge about EQ requirements on the part of the
i reviewer or excessive workloads associated with the steam

generator replacement project which caused the initial review to'

be superficial. An independent contractor review, such as the*

j one performed, requires a thoroosh initial review by personnel
i having sufficient time and expertise to assure that immediate

operability issues, if they exist, are identified and corrected.-

j Additionally, we are concerned that there was no formal tracking -

j of the contractor's report to ensure both management's awareness
; of the report and a timely completion of the detailed review.
.

{ One violation is described in the enclosed Notice of Violation
and Proposed Imposition of Civil Penalty (Notice) involving.,

j failure to establish measures to promptly identify and correct
J

|

i

,

!

;

k

i
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Consumers Power company 3 June 2. 1992

significant EQ nonconformances. This violation is a significant
"

regulatory concern because it resulted in safety-related
equipment, nonsafety-related equipment which affects safee.y-
related equipment, and accident monitoring instruments not being
environmentally qualified for an extended period of time. Most
notably, the violation resulted in the main steam isolation valve
circuitry not being able to perform its intended safety function
vnder certain conditions. Therefore, in accordance with the
" General Statement of Policy and Procedure for NRC Enforcement
Actions," (Enforcement Policy) 10 CFR Part 2, Appendix C (1992),
this violation has been categorized at Severity Level III.

We acknowledge your corrective actions to enhance the Palisades
EQ program, including your decision to shut down the plant and
initiate modifications to reloceto or replace non-EQ equipment.
However, even at the Enforcement Conference, you did not appear
to recognize the need for independent evaluations, such as the
special contractor review performed in thia case, to be reviewed
by personnel having sufficient expertise and time to assure
operability issues, where they exist, are identified and promptly
resolved. The EQ issues addressed in the contractor report are
complicated from technical and regulatory viewpoints.
Notwithstanding, the process followed in this case to establish
the significance of the contractor report findings and the course >

of licensee action was not acceptable.

To emphasize the need for implementing adequate nanagement
controls to ensure that independer.t evaluations are promptly
reviewed to assess their impact on equipment operability, I have
b5en authorized after consultation with the Director, Office of
Enforcement, and the Deputy Executive Director for Nuclear
Reactor Regulation, Regional Operations and Research, to issue
the enclosed Notice of Violation and Proposed Imposition of Civil
Penalty (Notice) in the amount of $75,000 for the violation
described in the Notice. The base value of a civil penalty for a
Severity Level III violation is $50,000.

The civil penalty adjustment factors in the Enforcement Policy
were considered. We considered escalating the base civil penalty
for identification and reporting because the NRC identified your
failure to'take immediate corrective actions when you first
reviewed the contractor's report. However, you also identified
that there was an EQ violation and.promptly notified the NRC.
Therefore, no adjustment was made for-this factor. The base
civil penalty was not mitigated for your corrective actions in
that those actions were not sufficiently comprehensive, as
discussed above. Likewise, escalation was not considered to be
warranted for this factor since you ultimately corrected the EQ

-NUREG-0940 1. A-8 -
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deficiencien. Tha base civil penalty was escalated by 50 peretnt
for past performance because of your prior EQ violations. We
considered escalating the base civil penalty for duration,
considering the lengthy period of time during which the specific
EQ deficiencies existed and the year during which corrective

| actions were not initiated following their identification by your '

| contractor. However, considering the proactive action on your
part to initiate the contractor review which led to the eventual
correction of the EQ problems, we have determined that additional i

escalation for duration is not appropriate. The other factors in |

the Enforcement Policy were considered and no further adjustment
to the base civil penalty was considered appropriate. Therefore,
based on the above, the base civil penalty has been increased by
50 percent.

You are required to respond to this= letter and should follow the
instructions specified in the enclosed Hotice when preparing your
response. In your response, you should document the specific

,

'

actions taken and any additional actions you plan to prevent
recurrence. After reviewing your response to this Notice,
including your proposed corrective actions and the results of
future inspections, the NRC will determine whether further NRC
enforcement action is necessary to ensure compliance with NRC-
regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter, its enclosure, and your responses will be
placed in the NRC Public Docur. ant Room.

The responses directed by this letter and the enclosed Notice are
not subject to the cicarance procedures of the office of
Management and Budget as required by the Paperwork Reduction Act
of 1980, Public Law No. 96-511.

Sincerely,

/

A. Bert Davis
Regional Administrator

Enclosure:
Notice of Violation and Proposed

Imposition of Civil Penalty

See Distribution Next Pace
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NOTICE OF VIOLATION
AND

PR0p0 SED IMPOSITION OF CIVIL PENALTY

Consumers Power Company Docket No. 50-255
i

Palisades Nuclear Generating Plant License No. DPR-20'

EA 92-074'
,

During an NRC inspection conducted from February 12-14, February
.

25-27, March 24-27, and April 16, 1992, a violation of HRC
requirements was identified. In accordance with the " General
Statement of Policy and Procedure for NRC Enforcement Actions,"
10 CFR Part 2, Appendix C (1991)- the Nuclet.r Regulatory,

Commission proposes to impose a civil penalty pursuant to Section
234 of the Atomic Energy Act of 1954, as amended (Act), 42 U.S.C.
2282, and 10 CFR 2.205. The particular violation and associated
civil penalty are set forth_below

10 CFR Part 50, Appendix B, Criterion XVI, Corrective Action,
requires, in part that measures be established to assure that,

conditions adverse to quality, such as nonconformances, are
promptly identified and corrected.

electrical equipment important ' _ in part, that each item of10 CFR 50.49(e) and (f) require,
afety must be qualified for

the most severe design basis acc nt (harsh) environment during
or following which the equipment as required to remain functional
by appropriate testing, analysis, or a combination thereof.

Contrary to the above, from December 1990 until November 1991,
the licensee failed to establish measures to promptly identify
and correct significant environmental qualification
nonconformances identified in a contractor report dated
December 28, 1990, and which_were conditions adverse to quality.
Specifically, until it initiated its detailed review of the
contractor report in November 1991, the-licensee failed to
promptly identify and correct the following conditions adverse to
quality and affecting electrical equipment important to safety:

1. On January 20, 1992, the licensee identified that the '
residual heat removal heat exchanger temperature element TE-
0351B was not qualified for a harsh environment (Licensee
Event Report No. 255/92-006).-.

2. On February 5, 1992, the: licensee identified that the main
steam isolation valve actuator solenoid valves.SV-0506, SV-
0508, SV-0513, and SV-0524 were not qualified for'a harsh _
environment (Licensee' Event Report'No. 255/92-007).

3. On February 14, 1992, the licensee' identified that the mein '

steam line radiation elements RE-2323 and RE-2324 wero-not
qualified for a harsh environment'(Licensee Event Report No. !

255/92-012).
_

NUREG-0940 1.A-10
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Notice of Violation 2
1

i i

4

! 4. On February 17, 1992, the licensee identified that the plant
i stack flow transmitter PT-1818 was not qualified for a harsh
j environment (Licensee Event Report No. 255/92-013).

*

1

5. On February 25, 1992, the licensee identified that solenoid#

* valves SV-0823A, SV-0823B, SV-0826A, and SV-08268, and !

i position switches POS-0823 and POS-0826 used for control and
indication of the control valves for the service water-

j outlet flow from the component cooling water heat exchangers
were not qualified for a harsh environment. Additionally,i

I they were not electrically isolated from environmentally
1 qualified instruments in the same electrical scheme
j (Licensee Event Report No. 255/92-016).
4

6. On March 5, 1992, the licensee identified that the
- containment electrical penetration connectors for the

solenoid valves which supply control air to the safety'

; injection tanks pressure and fill control valves were not
j qualified for a harsh environment (Licensee Event Report No.

255/92-018).*

j

I 7. On March 9, 1992, the licensee identified tnat 39 position
'

switch circuits were not qualified for a harsh cuvironment,
* in that they contained unqualified wire nuts to make
! electrical connections (Licenseo Event Report No. 255/92-
) 019). *

|
'

This is a Severity Level III violation (Supplement I)'.
Civil Penalty - $75,000

1

{ Pursuant to the provisions of 10 CFR 2.201, Consumers Power
! Company (Licensee) is hereby required to submit a written '

statement of explanation to the Director, Office of Enforcement,,

i U.S. Nuclear Regulatory-Commission, within 30 days of tha date of
| this Notice of Violation and Proposed Imposition of Civil Penalty
j (Notice). This reply should be clearly marked as a " Reply to a
; Notice of Violation" and should include for each alleged
1 violations- (1) admission or denial of the alleged violation, (2) .

the reasons for the violation if admitted, and if denied, the
reasons why, (3) the corrective steps that have been taken and.

{ the results achieved, (4) the corrective steps that will be taken
j to avoid further violations, and (5) the date when full
i compliance is achieved. If an adequate reply is not received
; within the time specified in this Notice, an order or a demand

for information may be issued as to why the license should not be*

| modified, suspended, or revoked or why such other actions-as may
I be proper should not be taken. Consideration may be given to

extending the response time for good cause shown. Under LNe,

! authority of Sectior. 182 of the Act, 42 U.S.C. 2232, tr.is
I response shall be submitted under oath or affirmation.

3,

1 $

|
'

NUREG-0940 I.A-11j
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Notice of Violation 3
|

Within the same tiz>e as provided for the response required under
10 CFR 2.201, the Licensee may pay the civil penalty by letter
addressed to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Commission, with a check, draft, money order, or
electronic transfer payable to the Treasurer of the United States
in the arount of the civil penalty proposed above, or may protest
imposition of the civil penalty in whole or in part, by a written
answer addressed to the Director, office of Enforcement, U. S.

'

Nuclear Regulatory Commission. Should the Licensee fail to
answer within the time specified, an order imposing the civil i

penalty will be issued. Should the Licensee elect to file an
answer in accordance with 10 CFR 2.205 protesting the civil
penalty, in whole or in part, such answer should be clearly
marked as an " Answer'to a Notice of Violation" and may: (1) deny
the violation listed in this Notice in whole or in part, (2)
demonstrate extenuating circumstances, (3) show error in this e

Notice, or'(4) show other-reasons why the penalty should not be
imposed. In addition to protesting the civil penalty in whole or >

in part, such answer may request remission or mitigation of the
'

penalty.

In-requesting mitigation of the proposed penalty, the factors
addressed in Section V.B of 10 CFR Part 2, Appendix C (1991), .

should be addressed. -Any written answer in accordance with 10
CFR 2.205 should be set forth separately from the statement or
explanation in reply pursuant to 10 CFR 2.201, but may
incorporate parts of the 10 CFR 2.201 reply by specific reference
(e.g., citing page and paragraph numbers) to avoid repetition.
The attention of the Licensee is directed to the other provisions ;

of 10 CFR 2.205, regarding the procedure for imposing a civil'
penalty.

Upon failure to pay any civil penalty due which subsequently has
been determined in accordance with the applicable provisions of
10 CFR 2.235, this matter may be referred to the Attorney
Gereral, and the penalty, unless compromised, remitted, or
mitigated, may be collected by civil action pursuant to section
234c of the Act, 42 U.S.C. 2282c.

The responses noted above (Reply to Nntica'nf Violation, letter
with payment of civil-penalty, and Answer to a' Notice of
violation) should be-addressed to:, Director, Office.of
Enforccment, U.S. Nuclear Regulatory-Commission, ATTN Document
Control Desk, Washington, D.C. 20555 with a copy to the Regional. .

Administrator, U.S. Nuclear Regulatory Commissionf Region III,

,

|
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Notice of Violation 4

799 Roosevelt Road, Glen Ellyn, Illinois 60137, and a copy to the
NRC Resident Inspector at the Palisades Huclear Generating Plant,

i

FOR THE NUCLEAR REGULATORY COMMISSION

A4+te
A. Bert Davis i

Regional Administrator '

Dated at Glen Ellyn, Illinois
this 2nd day of June 1992

!

;

!

,

]

i

,

4
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Docket No. 50 302
License No. DPR-72
EA 92-002

Florida Power Corporation !

Mr. P. M. Beard Jr.
Senior Vice President, Nuclear Operations
ATTN: Manager, Nuclear Operations Licensing
Post Office Bos 219 - NA-21
Crystal River, Florida 32629

Gentlemen:

SUBJECT: NOTICE Of VIOLATION AND PROPOSED IMPOSIT'ON OF CIVIL PENALTY $50,000

(NRC INSPECTION REPORT NO. 50-302/91-25)

This refers to the Nuclear Regulatory Comission (NRC) inspection conducted on
December 8 - 23, 1991, at the Crystal River t) nit 3 facility. The intpection
included a review of the facts and circumstances related to the reactor trip
and safety injection event that occurred on December 8, 1991, and the subsequent
failure to make timely notif ti.ation to the NRC and State of Florida authorities
of that event. The report documenting this inspectiot,was sent to you by letter
dated January 6, 1992. An enforcement conference was held on January 13, 1992,
in the NRC Region II of fice to discuss the violations, their cause, and your
corrective actions. A sumary of the enforcement conference was sent to you by
letter dated January 27, 1992.

On Occember 8,1991, while increasing reactor power from 10 percent in
preparation for phasing the unit to the grid, the operators transferred the
auxiliary steam supply to the main steam system. In anticipation of a
decrease in reactor coolant system (RCS) temperature from the increased steam
flow, control rods were withdrawn twice to increase power and maintain RCS
temperature. As powe. and RCS pressure increased, the pressurizer spray valve

; RCV-14 opened, bJt failed to close. However, the main control board valve
position indicator showed that RCV-14 was closed. With RCS pressure decrehsingi

due to continued pressurizer spray, the operators inade two more power in:reases
to approximately 15 percent of full power without an understanding of the cause
of the depressurization.

RCS pressure reached the reactor trip setpoint of 1600 psig approsimate:ly
15 minutes af ter RCS depresst.rization began and the reactor automatically
tripped at 3:09 a.m. P.CS pressure decreased to-1650 psig at which time the "ES
A and B dot Bypassed" alarms annunciated. The purpose of these alarms is to
notify the operators that the automatic actuation of the Engineered Safety
FeatureActuationSystem(ESFAS)forhighpressureinjection(HPI)maybe
bypassed to prevent r.n inadvertent actuation of HPl during a controlled plant

,

'

1
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| shutdown and cooldown. Approximately one minute af ter the alams annunciated,
both ESFAS trains of the automatic actuation of HPl on RCS Pressure Low were

i inappropriately bypassed. Within approximately six minutes, sufficient actua-
tion logic bistables tripped, as indicated by main control panel alams, toJ

i actuate the ESFAS HPl had it not been bypassed. Twelve seconds later, the
operators took the "A" train of HPl actuation out of bypass and it imediately

I actuated. Four seconds after that, the "B" train was taken out of bypass and
]

it also immediately actuated.

The NRC is particularly concerned about the performance of the control room staff
during this event. A critical nonroutine plant evolution was conducted on the3

j midnight shift by a crew that had not trained together. The initial respunse of
the crew to the RCS pressure transient was inadequate in that it did not focus
on the symptom (decreasing RCS pressure), but rather the expected results of a
power increase. Additionally, inadequate comand, control, and corynunication
by that crew resulted in bypassing a critical safety feature while the reactor<

was in the midst of a transient and before the cause was known and the SR0 did
; not countemand that action in a timely manner. Further, the emergency operating
i procedures were exited by the operators before they completed all applicable
; steps. The control room si 3ff also failed to follow procedures that resulted
j in late notification of we evat to the NRC and the State of Florida,
f In addition to the control room staff's performance, NRC is also concerned that

an erroneous spray valve position indication, caused by inadequate maintenance,
2 and deficiencies in the adequacy of alam response procedures and implementation

of the abnormal operating procedures unnecessarily challenged the ability of the,

operators to respond to the transient in an acceptable manner.
'

Violation I in the enclosed Notice of Violation and Proposed Imposition of
Civil Penalty (Notice) involves failure to comply with Technical Specification
(TS) 3.3.2.1 when both ESFAS instrument channels for HPI actuation were4

bypassed, thereby rendering the automatic safety system unavailable during the
! existence of a valid signal. This violation is a serious concern to the NRC

because it involves non-conservative actions by NRC licensed plant operationsi

staff.
,

.

; In accordance with the guidance contained in Supplement 1 of the " General
Statement of Policy and Procedure for NRC Enforcement Actions," (Enforcement2

*

Policy),10 CFR Part 2. Appendix C (i991), this violation could be categorized
; at a severity level higher than Severity Level 111. However, given the safety

significance of,this case, specifically, that manual actuation for HPI wasf

available and that adequate subconling margin was always maintained, this
; violation has been categorized at Severity Level 111.

| The Enforcement Policy states that civil penalties are considered for Severity
i Level Ill violations. The escalation and mitigation factors set forth in the

Enforcement Policy are nomally considered in making adjustments to the base4

} civil penalty. These factors would riomally result in complete mitigation of '

' the civil penalty based on your cceprehensive corrective actions and your goofi
'

past perfomance. However, the N'lC considers the lack of adequate command,
control, and comunications on the part of your control room staff that pemit-
ted the bypassing of the ESFAS to be especially serious. Therefort, I have been

.
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authorized, af ter consultation with the Director, Of fice of Enforcement, and the
Deputy Executive Director for Nuclear Reartor Regulation. Regional Operations
and Research, and the Comission, to issue the enclosed Notice of Violation and
Proposed imposition of Civil Penalty (Notice) in the amount of $50,000 for the
Severity Level 111 violation.

Violation !!.A in the Notice involves a failure to follow procedures that
resulted when operations personnel improperly implemented Abnonnal Procedure
AP-380, Engineered Safeguards Actuation. A followup action step iu that
procedure isolates possible causes of RCS pressure decrease. Had the procedure
been properly implemented during the event and all applicable actions taken,
the pressurizer spray block valve would have been isolated significantly
earlier in the transient. The implications of this violation are of particular
concern especially in view of three previous nuclear plant examination reports
(50-302/0L-89-02, /0L-90-02, and /0L-91-301) which emphasized the apparent
generic weakness in the use of procedures by operators. The NRC also notes
that the operators failed to refer to the annunciator response procedure that
was directly applicable to the decreasing reactor coolant system pressure.
Moreover, the NRC is concerned that this procedure would have been of minimal
help because it was oriented toward control circuit failures. We understand
that you have programs currently underway to improve both emergency operating
procedures and annunciator response procedures.

Violation II.B involves the failure of the Emergency Coordinator to promptly
initiate an assessment and classification of the Decmber 8.1991, event as an
Unusual Event. The event was not recognized as a condition requiring classifi-
cation as an Unusual Lvent until af ter plant conditions had stabilized. The
delay in classifying the proper emergency 6:: tion level of the event caused
required reporting to be untimely to both the NRC and State of Florida authori-

'
ties. The NRC is concerned because the Shif t Supervisor, who was the Emergency
Coordinator, relied on his knowledge of the requirements for timely notification
rather than checking the procedures.

Violation ll.C in the Notice involves the failure to notify the NRC of a valid
high pressure injection within one hour as required by 10 CFR 50.72.

Violation 11.0 in the Notice involves the failure to correct conditions
adverse to quality. Repetitive failures of pressurizer spray valve RCV-14
position indication that occurred in June 1990 and July 1991 were not effec-
tively corrected. The missing valve stem anti-rotation key and retaining bolt
should have been identified earlier through your maintenance activities in
response to previous problems. This condition initiated-the transient on
December 8,1991 and contributed to the operators being misled during the
transient.

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your response, in your re-
sponse, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. including those reconnended in your
report of January 10, 1992, entitled " Generic Implications of Reactor Trip
Events in December 1991." That report addressed a number of reconnended
corrective actions that included (1) the revision of procedures and operating
practices, as necessary, to assure predictable and consistent operation of

NUREG-0940 1.A-16
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' Florida Power Corporation -4-

systems and plant evolutions, and (2) providing re:redial training to the shif t
on d'uty during the transient. As these recommendations transcend the corrective
actions for the violations described in the Notice, your response should also
address any plans to (1) assure that plant management's policies for procedure
usage and adherence are established, discussed with, and understood by plant
personnel, and (2) provide training to all operating shifts concerning
appropriate operator actions and conservative operating practices expected for
such transients. After reviewing your response to this Notice, including your
proposed corrective actions and the results of future inspections, the NRC will
detemine whether further NRC enforcement action is necessary to ensure com-
pliance with NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of
this letter and its enclosure will be placed in the NRC Public Document Room.

The responses directed by this letter and the enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as required

i

by the Paperwork Reduction Act of 1980 Pub. L. No. 96-511. ,

Should you have any questions concerning this letter, please contact us.

Sincerely.

O

0$r2ON'

hit n1kd hator

Enclosure: ,

Notice of Violation and
Proposed Imposition of Civil Penalty

cc w/ encl:
Gary L. Boldt
Vice President, Nuclear Production
Florida Power Corporation
P. O. Box 219-5A-2C

| Crystal River FL 32629
!
| P. F. McKee, Director

Nuclear Plant Operations
Florida Power Corporation
P. O. Box 219-NA-2C
Crystal River, FL 32629

R. C. Widell, Director
Nuclear Operations Site Support
Florida Power Corporation
P. O. Box 219-NA-21
Crystal River, FL _ 32629

,
.

| cc w/enci con't: (seenextpage)

NUREG-0940 1.A-17
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cc y/enci con't:
A. H. Stephens
General Counsel
Florida Power Corporation
MAC . ASD4

P. O. Box 14042
,

St. Petersburg, FL 33733

Attorney General
Department of Legal Affairs
The Capitol i

; Tallahassee, FL 32304 '

Jacob Daniel Nash
Office of Radiation Control
Department of Health and

Rehabilitative Services
- 1317 Winewood Boulevard
Tallahassee, FL 32399-0700

Administrator
Departuent of Envircnmental

Regulation
- Power Plant Siting Section
State of Florida
2600 Blair Stone Road
Tallahassee, FL 32301

Robert G. Nave, Director
Emergency Management
Department of Comunity Affairs
2740 Centerview Drive '

Tallahassee FL 32399-2100

Chairman
Board of County Connissioners
Citrus County
110 H. Apopka Avenue
Inverness, F1. 36250

Robert B. Borsum
B&W Nuclear Technologies
1700 Rockville Pike, Suite 525
Rockville, MD 20852 1631

State of Florida

l'
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION OF CIVIL PENALTY

Flo'rida Power Corporation Docket No. 50-302
Crystal River Nuclear Plant License No. OPR 72
Unit 3 EA 92-002

During an NRC inspection conducted on December 8 - 23, 1991, violations of NRC
requirenents were identified, in accordance with the " General Statement of
Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1991). the Nuclear Regulatory Comission proposes to impose a civil penalty
pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (Act),
42 U.S.C. 2282, and 10 CFR 2.205. The particular violations and associated
civil penalty are set forth below:

1. Violation Assessed a Civil Penalty

A. Technical Specification (TS) section 3.3.2.1 requires that the
Engineered Safety Feature Actuation System (ESFAS) instrumentation
channels shall be OPERABLE as stated in Table 3.3 3. TS Table 3.3 3
states that two out of three channels of the " Reactor Coolant System
Pressure Low" ESFAS instrunentation for High Pressure Injection must
be available in Modes 1, 2, or 3.

Contrary to the above, on December 8, 1991, at 3:13 a.m., the " Reactor
Coolant System Pressure Low" ESFAS instrumentation for High Pressure
Injection was not OPERABLE or available while the reactor was in '

Mode 3. Specifically, at 3:13 a.m., a licensed operator bypassed all
three channels of both trains fcr over six minutes during a Reactor
Coolant System (RCS) pressure transient. The bypass of these channels
disabled automatic High Pressure injection. Diverse Contair1ent
Isolation Emergency Feedwater Initiation and Control, and start of
the Emergency Diesel Generators. As a result, the system failed to
automatically actuate when called upon by a valid low RCS pressure
condition.

This is a Severity level !!! Violation (Supplement 1).
Civil Penalty - $50,000

II. Violations Not Assessed a Civil Penalty
~

A. TS 6.8.1 requires that written procedures shall be established,
implementeo, and maintained as recomended in Appendix "A" of
Regulatory Guide 1.33, November 1972. Appendix "A" recomends
procedures for correcting abnomal or alam conditions. Abnormal -

Procedure AP-380, " Engineered Safeguards Actuation," states.in
follow-up action 3.14 to "Close RCV-13.",

i Contrary to the above, on December 8,'1991, procedures for correcting
i abnonnal conditions were not-implemented in that RCV-13 (the pressu-
; rizer f. pray block valve) was not closed in accordance with Abnormel

!

!

; .NREG-0940 I.A-19
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Notice of Violation -2-

)
Proced;re AP-380. As a result, the RCS pressure transient was not.

terminated until 35 minutes after the Engineered Safeguards Actuation
occurred.

This is a Severity Level IV Violation (Supplement 1)

B. 10 CFR 50.54(q) requires that a licensee follow and maintain in effect
emergency plans which meet the prescribed standards. The licensee's
Radiological Emergency Response Pian (RERP) was developed using the
guidance of NUREG-0654/ FEMA-REP-1, " Criteria for Preparation and
Evaluation of Radiological Emergency Response Plans and Preparedness |

'

Support of Nuclear Power Plants." RERP Section 8.2 states " Emergency
Action Levels are used to assure that the initial classification of
emergencies can be accomplished rapidly, based on specific instrument
readings, alarms, and observations...." RERP Section 13.1 states
"for each emergency classification...the Emergency Coordinator shall |

'assure that those assessnent activities required to identify fully
the nature of the emergency are completed quickly...," RERP Table
8.1 indicates that an " Unusual Event" was the appropriate Emergency
Action Level classification for a valid actuation of ECCS and required
prompt notification of offsite authorities.

Contrary to the above, on December 8,1991, the RERP reporting
re uirements applicable for notification of offsite authorities weres
not properly implemented. A valid actuation of the High Pressure
injection portion of ECCS occurred, with discharge into the RCS,
which was not rapidly classified as an Unusual Event nor promptly
reported to offsite authorities. High Pressure injection actuattd at
3:19 a.m., and an Unusual Event was declared at 4:55 a.m., 96 minutes
after the High Pressure Injection. Authorities for the State of
Florida were notified of the Unusual Event at 5:15 a.m., almost two
hours after the High Pressure injection.

Inis is a Severity Level !Y Violation (Supplement VI!!).

C. 10 CFR 50.72 (b)(1)(iv), requires that the licensee shall notify the
NRC as soon es practical and in all cases within one hour of the
occurrence of any event that results in or should have.resulted in
Emergency Core Cooling System (ECCS) discharge into the RCS as the
result of a valid signal.

Contrary to the above, on December 8. 1991, the licensee did not
notify the NRC within one hour of an event that resulted in ECCS
discharge into the RCS, A valid actuation of the High Pressure
Injection portion of ECCS occurred, with discharge into the RCS, at
3:19 a.m.- The NRC was notified at 5:32 a.m., two hours and thirteen

-minutes after the High Pressure injection.

This is a Severity Level IV Violation (Supplement 1).

NUREG-0940 1.A-20
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Notice of Violetion -3-

I D. 10 CFR Part 50, Appendix B, Criterinn XVI, requires measures be
j established to assure that conditions adverse to quality, such as

failures, malfunctions, deficiencies, and deviations are promptly
4

identified and corrected.

| Contrary to the above, conditions adverse to quality were not promptly
identified and corrected. Repetitive malfunctions of the pressurizer,

spray valve (RCV-14) position indication that occurred in June 1990,-

i and July 1991, v.. not effectively corrected. As a result, on
.

] December 8, 1991, the RCV-14 valve malfunctioned resulting in a J

! reactor coolant system pressure transient and erroneous indication
j of the valve position as closed when the valve was stuck open.
1

j This is a Severity Level IV Violation (Suppler'ent I).

Pursuant to the provisions of 10 CFR 2.201, Florie power Corporation (Licensee)
is hereby required to submit a written statement 2xplanation to the Director.
Office of Enforcement, U.S. Nuclear Regulatory Con.oission, within 30 days of the

j date of this Notice cf Ytolation and Proposad Imposition of Civil Penalty
(Notice). This reply should be clearly marked as a " Reply to a Notice of
Violation" and should include for each alleged violation: (1) admission or4

| denial of the alleged violation,(3) the corrective steps that have been taken(2) the reasons for the violation if admitted,i and if denied, the reasons why,
and the results achieved (4) the corrective steps that will be taken to avoid

i further violations, and (S) the date when full compliance will be achieved. If
an adequate reply is not received within the titae specified in this Notice, an'

; order or a demand for infonnation may be issued as to why the license should not
i be modified, suspended, or revoked or why such other action as may be proper
( should not be taken. Consideration may be given to extending the response time

for good cause shown. Under the authority of Section 182 of the Act.
42 U.S.C. 2232, this response shall be submitted under oath or affirmation.

Within the same i me as provided for the response required above under
10 CFR 2.201, the Licensee may pay the civil penalty by letter addressed to the
Direc* 3r, Office of Enforcement U.S. Nuclear Regulatory Commission, with a

' chec6, deaft, money order, or electronic transfer payable to the Treasurer of
'the Uniteo States in the amount of the civil penalty proposed above, or the
cumulative amount of the civil penalties if more than one civil penalty is
proposed, or may protest imposition of the civil penalty in whole or in part,
by a written answer addressed to the Director, Office of Enforcement, U.S.,

Nuclear Regulatory Comission. Should the Licensee fail to answer within the'

time specified, an order imposing the civil penalty will be issued. Should
'

the Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting
the civil penalty, in whole or in part, such answer should be clearly marked as

i an " Answer to a Notice of Violation" and may: (1) deny the violation listed in
this Notice, in whole or in part, (2) demonstrate extenuating circumstances,
(3) show error in this Notice, or (4) show other reasons why the penalty should'

not be imposed. In addition to protesting the civil penalty -in whole or in
part, such answer may request remission or mitigation of the penalty.

4

L
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Notice of Violation -4

; In requesting mitigation of the proposed penalty, the factors addressed in
Section V.B of 10 CFR Part ? Appendix C (1991), should be addressed. Any
written answer in accordance with 10 CFR 2.205 should be set forth separately

| from the statement or explanation in reply pursuant to 10 CFR 2.201, but may
incorporate parts of the 10 CFR 2.201 reply by specific reference (e.g.,
citing page and paragraph numbers) to avoid repetition.

The attention of the Licensee is directed to the other provisions of
10 CFR 2.205, regarding the procedure for imposing a civil penalty.

Upon failure to pay any civil penalty due which subsequently has been determined
in accordance with the applicable provisions of 10 CFR 2.205, this matter may be
referred to the Attorney General, and the penalty, unless compromised, remitted,
or mitigated, may be collected by civil action pursuant to Section 134c of the
Act. 42 U.S.C. 2282c.

The response noted above (Reply to Notice of Violation, letter wich payment of ,

civil penalty, and Answer to a Notice of Violation) should be addressed to.
Pirector, Office of Enforcement, U.S. Nuclear Regulatory Conmission, ATTN: j
Document Control Desk, Washington, D.C. 20555 with a copy to the Regional
Administrator, U.S. Nuclear F.egulatory Connission, Region !!'and a copy to~the
NRC Resident Inspector at the facility that is the subject of this hetice.

Dated at Atlanta, Georgia
this11)dayofApril1992

;

i

!

)
.
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i

i Dockr* No. 50 331
i License No. DPR-49

EA 92-056 i

,

Iowa Electric Light
j and Power Company

ATTN: Mr. Lee Liu,

? Chairman of the Board
i- and Chief Executive Officer

IE Towers3

: Post Office Box 551

|
Cedar Rapids, Iowa 52406

* Dear Mr. Liu: )

) SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL PENALTY - $12,500 I

(NRC INSPECTION REPORT NO. 50-331/92007)

; Thir refers to the special safety inspection conducted March 17 through
'

March 27, 1992, to review the circumstances-surrounding a higher than expected
1 radiation exposure event which occurred at the Duane Arnold Energy Center on
.

March 15, 1992. The report documenting this inspection was mailed to you by
1 letter dated April 3, 1992. Significant violations of NRC requirements were
i identified during the inspection, and on April 9,1992, an enforcement conference

was held in the Region III office. Attending the enforcement conference were.

i nr. R. W. McCaughy, Vice President - Production Dr. Carl J. Paperiello, Deputy
d Regional Administrator, NRC Region !!!; and other members of our respective
i staffs. A copy of the enforcement conference report was mailed to you on
; April 15, 1992.
,

The incident occurred on March 15, 1992, and involved two contract workers who
were performing inservice inspection (ISI) work on the 'A' riser of the reactor

j rteirculation system. Radiation rurvey data indicated that radiation levels in
! the work area were expected to be about 800 millirems per hour (mrem /hr).
; However, radiation surveys conducted after the incident indicate the radiation
1 le/els were actually as high as 15 Rem /hr in the work area. At the enforcement

conference, you ir.dicated that a subsequen+. review of plant records for similar!

; reactor conditions found that similar high radiation fields (15 - 20 Rem /hr)
' were encountered.

| Doth wrkers wert issued electronic dosimeters set to alarm at an accumulated
dose of 250 mrett or a dose rate of 2000 mrem /hr. The workers were briefed on
the radiologica; work conditions, but were not given a demonstration of the
alarm signals provided by the electronic dosimeter. The electronic dosimeter
dose rate alarm activated as soon as one worker entereo the area. The worker-

; informed his supervisor of the alarm, but both stated they were unaware of your

CERTIFIED MN,L

RETURN RECEIPT REQUESTED
i
.

1
,
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lowa Electric Light- -2- May ?, 1992
and Power Company

policy to exit a work area upon activation of a high dose rate alarm and both
thought that no action was required until the intermittent tone became constant.
Thercfore, both the worker and the supervisor decided the work activity should,

continue. The worker remainco at the work site for 5 to 10 minutes and exited
to obtain another piece of equipment. The worker then reentered the ares for
enother 5 to 10 minc es to complete the set-up of equipment. The worker
indicated that his dose rate alarn activated the entire tino that he was in the
dres. but he did not hear the alarm for the accumulated dose. Upon exiting the
work area. the worker read t'ie electronic dosimeter and found that it read
1,310 mrem. A second worker had remained in a lower dose rate area until the
first worker exited the work area. The second worker enterad the area and his
dose rate alarm activated. After exiting the work area at the direction of a
radiation protection technician, the second worker found his Slectronic dosimeter i

read 200 mrem. It is possible that the work area dose rate could have been
higher and that the workers Nuld have remained in the wcrk area for a longer ,

'

pe; tod of time, both of which would have led to higher doscs to the workers.

the violations, w!.ich are described in the enclosed Notice of Violation,
.perta h to: .(1) the failure to perform en adequate f9rvey of the radiation .

'16vels in the specific work arcat and (2) the failure to instruct workers in
%e purposes and functions of thc protective devices employed and the appropriate '
response to warnings made in the event of any unusual occurrLnce, and the
f ailure to keep workers informed of radiettori levels.- Although the unplanned
radiation s posure received by the individuals w45 not in excess of regulatory
limits, the absence of adequate surveys and instructions created a tubstantial
potential for a radiation exposure in excess of regulatory liv.ts. Therefore,
the violations have been categorized in the aggregate as.a ".,everity Level 111 '

'

p*oblem in accordance with the " General Statement of Folk,y and Procedure for >

NRC Enforcement Actions," (Enforcement Policy) 10 CFR Pret'2. Appendix C
>

(1992).

The root causes of the violations and the subsequent corrective actions were
discussed during the April 9, 1992, enforcement conference. The major factors c

contributing to the violations appeared to be inedequate instructions to
*

workers regarding the operation of electronic dosimeters and inadequate pre-job
Evaluations of the work site dose iate. The NRC recognizes that immediate ,

corrective actions were taken when the violations were identified.i

|

| This substantial potential for a radiation exposure in excess of regulatory- '

! limits is-of significant concern to the NRC because two independent circumstances.
an inadequate evnluation of the radiological conditions and the inadequate
instruction on the use of electronic dosimetry, contributed to the incident.:

Had the radiation protection technicians been given better information on the'

| nature and exact location cf the planned inservice inspection (151) work so that *

a survey of the specific work area could be performed, or.had the radiation'

protection technicians-accompanied the workers to the job site to determine the
radiation levels in the specific work area, or had better. instructions concerning

.!
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Iowa Electric Light -3- May 1, 1992
and Power Company

the use of electronic dosimeters been given, the incident might have been avoided.
The incident might also have been avoided if survey data obtained during previous
outages had been effectively utilized to evaluate the radiological hazards |

present while performing the 151 work on thc riser with the reactor vessel
water level lowered. To emphasize the need for stringent radiation protection

.

controls tc prevent a substantial potential for an exposure in excess of 10 CFR
1 Part 20 limits, whether or not such exposure occurs I have been authorized,
i aftsr consultation with the Director, Office of Enforcement, and the Ocputy
| Executive Director for Nuclear Reactor Regulation, Regional Operations and
{ Research, to issue the enclosed Notice of Violatier. and Proposed Imposition of
j Civil Penticy (Notice) in the amount of $12,500 for the Severity Level !!!

]
problem. ]

! The base value of a civil penalty for e Severity Level 111 problem is $50,000.
| The civil penalty adjustment factors in the Enforcement Policy were considered
< and the amount of the civil penalty was mitigated by 75 percent. Considering ;

i that the matter v.s not reportable, the civil penalty was reduced 25 percent
'

| because of your initiative in identifying the root cause of the self-disclosing ,

} event. The civil penalty was mitigated an additional 50 percent because of i

) your prompt and extensive corrective actions, which included an_immediate
! cessation of all work activities in the drywell and a plant wide work stand-
i down on the following day so that the. circumstances surrounding the event could
4 M riiwussed with all plant workers. The remaining factors in the enforcement i

j polic) H ,e also considered and no further adjustment to the base civil penalty
; is considered appropriate.
.

! You are required to respond to this letter and should follow the instructions
' '

.

I specified in the enclosed Notice when preparing your response. In your response,
; you should document the specific actions taken and any additional actions you
,

plan to prevent recurrence. After reviewing your-response to this Notice,
! - including your proposed corrective actions and the results of. future instections,
j the NRC will determine whether further NRC enforcement action is necessary to
1 ensure compliance with NPC regulatory requirements. In accordance with 10 CFR
i 2.790 of the NRC's " Rules of Practice," a copy of this letter -its enclosure,-

j and your response will be placed in the NRC Public Document Room.
4

| The response directed by this letter and the enclosed Notice are not subject to
i the clearance procedures of the Office of Management and Budget as required by
I the Paperwork Reduction Act of 19 0 , Public Law No. 96-511.
1

j Sincerely.

[ f f% . M

i A. Bert Davis
1 Regional Administrator

'
1

i- - Enclosure: Notice of Violation and Proposed
i Imposition of Civil Penalty
!

|

|
i

!
!

!

!-
:
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NOTICE OF VIOL ATION
AND

PROPOSED IMPOSITa0N OF CIV!t PENALTY

lowa Electric Light and Power Company Docket No. 50-331
Duane Arnold Energy Center License No. OPR-49

EA 92-066

During an NRC inspection conducted March 17 through 27, 1992, violations of NRC
requirements were identified. In accordance with the " General Statement of
Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2. Appendix .C
(1992), the Nuclear Regulatory Comission proposes to impose a civil pentity
pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (A# 42
U.S.C. 2282, and 10 CFR 2.205. The particular violations and associate 'l

penalty are set forth below:
1

A. 10 CFR 20.201(b) requires that each licensee make such surveys as may oe
necessary to comply with the requirements of 10 CFR Part 20 and which are
reasonablt under the circumstances to evaluate the extent of radioactive
hazards that may be present. As defined in 10 CFR 20.201(a), " survey"
means an evaluation of the radiation hazards incident to the production,
use, release, disposal, or presence of r dioactive materials or other ,

sources of radiation under a specific set of conditions.

Contrary to the above, on March 15, 1992, the licensee did not make an
adequate survey to assure compliance with that part of 10 CFR 20.101 that
limits the radiation exposure to the whole body. Specifically, dose rates
in the area of the recirculation system 'A' riser were not determined by
survey of the specific work location.

B. 10 CFR 19.12 requires, in part, that all individuals working in or
frequenting any portion of a restricted area be kept informed of radiation

,

in the frequented portions of the restricted area, be instructed in the
purposes and functions of the protective devices employed, and be instructed
in the appropriate response to warnings made in the ovent of any unusual
occurrence that may involve exposure to radiation. *

Contrary to the above, on March 15, 1992, two workers involved with the.
in:ervice inspection of the recirculation system 'A' riser in the drywell,
a high radiation area, were not adequately instructed.in the operation of
their dig".tal dosimeters '.. +5at the alarm signals were not demonstrated
or otherwise appropriatJ v res u ibed; were not adequately instructed in
the appropriate response to the digital dcsimeter alarms; and were not
adequately informed of the actual radiation levels in their work area.

,

This is a Severity Level 111 problem (Supplement IV).
Cumulative Civtl Penalty - $12,500 (assessed equally between the two violations).

1-

!
i
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i
j
j Notice of Violation -2-
:

!
1 Pursuant to the prc<isions of 10 CFR 2.201, Iowa Electric and Power Company
j (Licensve) is hereby required to submit a written statement of explanation to
i the Director, Office of Enforcement U.S. Nuclear Regulatory Comission, within :

! 30 days of the date of this Notice of Violation and Proposed Imposition of !
! Civil Penalty (Notice). This reply should be clearly marked as a " Reply to a

Notice of Violat*9n" and should include for each. alleged violation: (1)
admission or dental of the alleged violation. (2) the reasons for the violation i

,

j if admitted, and if denied, the reasons why (3) the corrective steps that have
been taken and the results achieved (4) the corrective steps that will bei

i taken to avoid further violations, and (5) the date when full compliance will
be achieved. If an adequate reply is not received within the time specified in

; '

i this Notice, an order or a demand for information may be issued as to why the
i license should not be modified, sugended, or revoked or why such other actions
j as may be proper should not be taken. Consideration may be given to extending :

the res90nse time for good cause shown. Under the authority of-Se '. ion 182 of
! the Act. 42 U.S.C. 2232, this response shall be submitted under oan. or

affirmation.
1

3 Within the same time as provided for the response required under 10 CFR 2.201, .

j the Licensee may pay the civil penalty by letter addressed to the Director, !

! Office of. Enforcement, U.S. Nuclear Regulatory Comission, with a check, draf t,
j money order, or electronic transfer payable to the Treasurer of the United
j States in the amount of the civil penalty proposed above, or.may protest
: imposition of the civil penalty in whole or in part, by a written answer
i addressed to the Director, Office of Enforcement, U. S. hoclear Regulatory
: Comission. Should the Licensee fail to answer within the time specified, an ,

! order imposing the civil penalty will be issued. Should the Licensee elect to
i file an answer in accordance with 10 CFR 2.205 protesting the civil penalty, in

whole or in part, such answer should be clearly marked as an " Answer to a'

i Notice of Violation" and may: (1) deny the violations listed in this Notice in
[ whole or in part (2) demonstrate extenuating circumstances. (3) show error in ;

i this Notice, or (4) show other reasons why the penalty should not be imposed.
} In addition to protesting the civil penalty in whole or in part, such answer
j may request remission or mitigation of the penalty. In requesting mitigation
; of the proposed penalty, the factors addressed in Section V.B of 10 CFR Part 2
| Appendix C (1992), should be addressed. Any written answer in accordance with

10 CFR 2.205 should be set forth separately from the statement or explanation4

in reply pursuant to 10 CFR 2.201, but may incorporate parts of the 10 CFR-

: 2.201 reply by specific reference (e.g., citing page and paragraph numbers) to
! avoid repetition. The attention of the Licensee is directed to the other-
! provisions of 10 CFR 2.205, regarding the procedure for imposing a civil:
i penalty.
)

| Upon failure to pay any civil penalty due which subsequently has bien determined
i. in accordance with the applicable provisions of 10 CFR 2.205, this matter may
i be referred to the Attorney General, and tne penalty, unless compromised,
; remitted, or mitigated, may be collected by civil action pursuant to Section

234c of the Act. 42 U.S.C. 2282c.;

I

i

i

t

!

:
i *

|

i
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:

Notice of Violation -3-
,,

;

The responses noted above (Reply to Notice of Violation. letter with payment of
civil penalty, and Answer to a Notice ot- \'iolation) should be addressed to:
Director. Of fice of Enforcement. U.S. Nuclear Regulatory Comission. ATTN:
Document Control Desk. Washington D.C. 20555 with a copy to the Regional
Administrator. U.S. Nuclear Regulatory Commission. Region III. 799 Poosevelt
Road. bien Ellyn. Illinois 60137, and a copy to the NRC Resident inspector at,

.

the Duane Arnold Energy Center.'

FOR THE NUCLEAR REGULATORY COMMISSION
;

hb) YW
A. Bert Davis
Regional Administrator

Dated at Glen Ellyn. Illinois |

this 1st day of May 1992
!

i

.

>

.

?

i

I
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i {])~y, ,i NUCLEAR REGULATORY COMMISSION
! t UNITED STATES

.I 0, a WAsHlivGioN. O C. 20b66

%, ...../'

;
j MAY 0 21991
1 Docket No. 55-8615
; License No. 50P-10561-1

EA 91-054;

3 Mr. David H. Manning
HOME ADDRESS DELETED

! UNDER 10 CFR 2.790
,

1

i Dear Mr. Hanning: '

SUBJECT: ORDER SUSPENDING LICENSE (EFFECTIVE IMMEDIATELY) AND ORDER TO
SHOW CAUSE WHY LICENSE SHOULD NOT BE REV0KED

I The enclosed Order is being issued to you as a result of certain NRC concerns
regarding actions by you as a Senior Reactor Operator at the Fitzpatrick4

.i Nuclear Power Plant. The Order suspends your Part $5 license and provides
] you an opportunity to show cause why your license should not be revoked. The
i,

Order also provides you with an opportunity for a hearing on these scatters.

: In addition, an Order is also being issued on this date to New York Power
! Authority modifying that license to prohibit your involvement in activities

subject to the Part 50 license. A copy of that Order is also enclosu. You,

may also request a hearing on that Order.j

: Although you participated in the licensee's Employee Assistance Program, these
| Orders are being issued because of your lack of trustworthiness as demonstrated

by: (1) your attempt to conceal use of cocaine by substituting a bogus urine
sample on October 9,1990 when selected for a random drug test in accordance with

i fitness for duty requirements; (2) your not informing the NRC of a drug habit
; when that information was required by an NRC form 396, which you completed on
1 April 14, 1986 and submitted to the NRC; and (3) your fat'ure to provide a second
! urine sample on October 9,1990 as required by 10 CFR Part 26.because you knew

that the sample would be '' dirty" with cccaine. In addition, your failure to
conform to the prohibition against drug use in the Commission requirements, which,

i have the purpose of protecting the public health and safety, demonstrates an
intentional disregard for the important obligations of a licensed operator.

Questions concerning these Orders may be addressed to James Lieberman, Director,
Office of Enforcement. He can be reached at 301-492-0741.

,

in accordance with Section 2.790 of the NRC's " Rules of Practice," Part 2
Title 10, Code of Federal Regulations, a copy of this letter and the

i enclosures will be placed in the NRC's Public Document '400m .
' Sincerely, -

- gs h4 %LC

J mes H. Sniezek
: eputy Executive Director for

Nuclear Reactor Regulation,
Regional Operations, and Research

i
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Mr. David M. Manning

Enclosures:
1. Order
2. Letter to New York Power Authority (NYPA) with attached Order

cc w/encis:
Public Document Room

,

I

i

_
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UNITED STATES
huCLEAR REGULATORY COMMISSION

|

! In the Matter of
Docket No. 55-8615

David M. Manning License No. 50P-10561-1
i Senior Reactor Operator EA 91-054
|

ORDER SUSPENDING LICENSE (EFFECTIVE IMMEDIATELY) AND ORDER TO
SHOW CAUSE WHY LICENSE SHOULD NOT BE REV0KED

|

| 1

l

David M. Manning (Licensee) is the holder of Senior Reactor Operator License

No. 50P-10561-1 (License) issued by the Nuclear Regulatory Commission (NRC or

Commission) pursuant to 10 CFR Part 55 on September 9, 1988. The license

authorizes the Licensee to manipulate, and supervise the manipulation of, the

controls of the nuclear power reactor at the New York Power Authority's

(Facility Licensee) Fitzpatrick Nuclear Power Plant in Scriba, New York.

|

| !!

On October 9,1990, the Licensee, while on duty at the Fitzpatrick facility, was

requested by the Facility Licensee to provide a urine sample to the nurse at

the plant after being randomly selected as part of the routine fitness for

duty chemical testing program required of the Facility Licensee by the NRC

| pursuant to 10 CFR 26.24. After receiving a sample from the Licensee, the t

nurse checked the temperature of the sample and found that the temperature was-
l

j below specifications in 10 CFR Part 26, Appendix A, Section 2.4(g)(14), for

accepting the sample. As a result. the Licensee was requested to provide

another urine sample to the facility Licensee pursuant to the same section of

the Appendix. The Licensee refused to provide another sample. As a result,

|

|
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2

the facility Licensee, in accordance with 10 CFR 26.27(c), removed the Licensee

from licensed operator duties for cause, placed the Licensee on 14 days leave,

and referred the Licensee to an Employee Assistanc; Program. Although the

Licensee has completed the inpatient portion of that program, the Licensee is

still in an outpatient statut, is subject to monthly random testing, and has

not been returned to the duties authorized by his Part 55 license. However,

the Licensee now has unescorted access and is involved in licensed activities

subject to the Part 50 license at the Fitzpatrick facility.

III

On April 24, 1991, the Licensee was interviewed by an investigator from the

NRC Office of investigations concerning the circumstances surrounding the

reasons why the temperature of his initial sample was below the specifications,

as well as his refusal to provide a second urine sample to the Facility

Licensee on October 9, 1990. During that interview,-the Licensee. indicated

that when he received notice from the Facility Licensee that he was selected

to provide a urine sample for the random drug test on October 9, 1990, he

retrieved a bogus urine sample from his locker which he had previously stored

j there, a practice that he'had started irt At. gust 1990 for this conti:1gency, and:

f: went to the men's room on the way to the test and heated the sample to what he

- thought would be body temperature. The Licensee stated that he put the. sample

! in his pants and went to the test facility where he provided that sample to the-
|

nurse. The Licensee admitted that, althougi. he was informed by the nurse,

|
|
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i
1
4

f

! 3
4

1

] shortly thneafter, that another sample was required because the. temperature was

! below the specifications required by the testing program, he refused-to provide-
!
! another sample. The Licensee noted that because of his-refusal to provide -|

-

i

another sample as required by the fitner for duty program regulations, he was

j informed by his department supervisor, as well as the Resident Manager for the

j~ Fitzpatrick facility, that he would be placed on 14 days leave, and would be |

! referred to the Employee Assistance Program for evaluation. ;
!
;
I

During the interview with t' NRC investigator, the Lice'nsee' indicated that he

aid not want to provide the requested sample to the nurse when : Elected for ,
,

j testing on October 9,1990 (a Tuesday) because he knew it'was " dirty" from
,

a cocaine. The Licensee stated that he had used about I gram of cocaine on the

} Sunday before the test. The Licensee also noted that he had been using cocaine
i

! since 1977 and had also used " speed" during that time. The Licensee further
4

i indicated that on weekends he used cocaine in amounts from 1 to 3 grams.
!
l.

The Licensee also adaitted to the NRC investigator.tl . he had previous 1r been

referred to the Employee Assistance Program as a result of a test that indicated

j cocaine use on an annual physical screening in August 1988. However,-the-
|-

-

| Licensee stated that he had not used cocaine or any other controlled substance
i

j since October 1990, that he was now drug free, and that he had attended.a

j thirty-day inpatient substance abuse clinic.

I
!
1

i

j

:

i:

4

.

!
:

:-
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IV

The responsibilities associated with a senior reactor operator license issued

pursuant to 10 CFR Part 55 are significant with respect to the protection of

the public health and safety. The character of the individual, which includes

the individual's exercise of sound judgment, is a consideration in issuing an.

operator license. See Section 182a of the Atomic Energy Act of 1954, as amended.

In determining whether or not an individual seeking a license to be a reactor

operator has th< necessary character, including sound judgement, the Commission

may take into acount a history of illegal drug use by' the applicant, prior to

May 26, 1987 each applicant for a reactor operator license was required to

certify tha. the applicant had no drug or narcotic habit on the Certificate

of Medical History, ERC Form 395. Since tha: time, the NRC has required an

evaluation of the applicant prepared by a l' censed medical practitioner as part

of a license application. 53 10 CFR 55. 3(a). This evaluation is presented

on a Certificate of Medical Examination, NRC Form 396. Sy 10'CFR 55.23.

Among the factors to be considered by the certifying physician are factors such
_

as use of illegal drugs or abuse of alcohol. 53 Form 396; also ANSI /ANS

3.4-1983, Section 5.2.2.

In accordance with 10 CFR Part 26, the Facility Licensee established a program

to provide reasonable assurance that nuclear power plant personnel'are not under

the influence of any substance, legal or illegal, which affects their ability to

safely and competently. perform.their duties, including measures for early

detection of persons who are not. fit-to' perform licensed activities.

._
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| V

i
i
'

The Licensee's actions described in sections !! and !!! above raise significant
i

concerns regarding the Licensee's integrity and trustworthiness. Speci fica lly ,
! these concerns are: (1) the Licensee intentionally engaged in a premeditated

scheme to avoid detect.on of his drug use and to violate the fitness for duty
:

j program required by the NRC by storing a " clean" sample in his locker (which -
I

he admitted to have begun tioing about three months prior to the' test), andf

; substituting that rample for the real sample that was required when he was
:

; selected for a random test; (2) notwithstanding his admitted use of cocaine

between 1977 and October 1990, the Licensee, in a Certificate of Medical History

j (Form 396) signed by him on April 14, 1986, answered "No" to Question 24, "Have

you ever had or do you now have any of the following?... Drug, narcotic habit er

excessive drinking" (The Licensee did note on the Form 396 that he was convicted

.- of " Driving While Ability Impaired" in Oneida City Court, One,ida, New York'in

| April 1982.); and (3) the Licensee refused to provide another sample to the

| Facility Licensee for testing when the temperature of the initial sample was

below specifications because he knew that his sample would be " dirty" with

; cocaine even though the Facility License is required by Part 26 to obtain a

t second sample, and the Licensee is required by Part 55 to abide by all of the
i. '

- requirements of _ the Facility License. In addition,-the Licensee's failure to-

conform to the prohibition against drug use in New York Power Authority's:

program and the Comission's requirements, which have the purpose of protecting

the public health ar.d safety, demonstrates an intentional disregard for the

important obligations of a licensed operator. The above actions demonstrate a

lack of trustworthiness by the Licensee and an inability or unwillingness te
.
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comply with the Comission's requirements. Therefore, the NRC does not have the

necessary reasonable assurance *. hat the Licensee will carry out his duties to

operate the Fitzpatrick facility safely in a trustworthy manner and observe

all applicable requirements including obligations relating to the fitness for
-

O
duty requirements of the Facility License.

VI

Based on the above, if at the time the License was issued, the NRC had known

of the Liter-see's inability or unwillingness- to refrain from the use of illegal

drugs, and if the NRC had known of the Licensee's willingness to attempt to

circumvent compliance with the Commission's regulations, the License would not-

have been issued. Section 186 of the Atomic Energy Act of 1954, as amended,

and 10 CFR 55.61(b) provide that a license may'be revoked for any reason for ,

which a license would not be issued upon an original application.

Consequently, in view of the above and lacking the requisite reasonable

assurance that the Licensee will abide by Commission requirements, l'have

determined that the public health and safety requires that the License be

suspended. Pursuant to 10 CFR 2.204, I find that the public health and safety

requires that this Order must be effective imediately.
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5 VII
I
i

s.

) Accordingly, pursuant to Sections 107, 161b, 1611. 182, and 185 of the

f Atomic Energy Act of 1954, as amended,'and the Commission's regulations in

10 CFR 2.202, 2.204, and 10 CFR Part 55, IT IS HEREBY ORDEREO, EFFECTIVE

i DiMEDIATELY, THAT LICENSE NO. 50P-10561-1 IS HEREBY SUSPENDED PEh' DING FURTHER

I ORDER.
!

4

i The Regional Administrator, NRC Region I, .may relax or terminate this
3

| condition for good cause shown.
:
i
1

j. VIII
.

f

|

| Further, pursuant-to sections 107, 161b, 161c, 1611, 1610, 182 and 186 of the

! Atomic Energy Act of 1954, es amended, and the Commission's regulations in
)

'

~

10 CFR 2.202 and 10 CFR Part 55, IT 1S HEREBY ORDERED THAT the Licensee shall

show cause why License No. 50P-10561-1 should not b'e .vok< and why it should
. -

! not have been, suspended.
!

!

IX,

|
,

I Pursuant'to 10 CFR 2.202(b), the Licensee shall show cause, as required by

f Section VIII above, ty filing a written answer under oath or affirmation within
'

|.
20 days after the date of issuance of this Order, setting forth the matters of =

.

fact and law on which the Licensee relies. Any other: person' adversely affected

,

b

:
!

--
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by this Order may submit an answer to this Order within 20 days of the date of

this Order. The Licensee may answer this Order, as provided in 10_CFR

2.202(d), by consenting to the entry of an Order suspending or revoking its

license. Any answer to this Order shall be submitted to the Director, Office

of Enforcement, U.S. Nuclear Regulatory Comissiun, ATTN: Document Control

Desk, Washington, D.C. 20555. Copies also shall be sent to the Assistant

General Counsel for Hearings and Enforcement at the same address, and to the

Regional Administrator, NRC Region I,_475 Allendale Road, King of Prussia,

Pennsylvania 19406.

x

The Licensee or any other person adversely affected by this Order may request

a hearing on this Order within 20 days of its issuance. Any request for _a

hearing shall be submitted to the Secretary, U.S. Nuclear Regulatory

Commission, ATTN: Chief, Docketing and Service Section, Washington, D.C.

20555, and shall include a copy of the answer to the Order. Copies of the

hearing request also shall be sent to the Director, Office of Enforcement, U.S.

Nuclear Regulatory Comission, Washington, D.C. 20555, to the-- Assistant General-

Counsel for Hearings and Enforcement at the same address, to the Regional

Admir.istrator, NRC Region I, 475 Allendale Road, King of Prussia, Pennsylvania

19406, and to the Licensee if the hearing request is by a person other than

the Licensee. If a person other-than the Licensee requests a hearing, that

person shall-set forth with particularity the manner in which his interest is

adversely affected by this Order and shall. address the criteria set forth in

10 CFR 2.714(d).

NUREG-0940- I.A-38
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| If a hearing is requested by the Licensee or_a person whose interest is
< - adversely affected, the Corrinission will issue an Order designating the time and

place of any hearing. If a hearing is held, the issue to be considered at such

hearing shall be whether this Order should be sustained,

i

|- XI
;

:

] In the absence of any request for hearing, the provision specified in Section
' VII above shall be final 20 days from the date of this Order without further

j order or proceedings. AN ANSWER OR A REQUEST FOR HEARING SHALL NOT STAY THE

IMMEDIATE EFFECTIVENESS OF_ THIS ORDER. If an answer to this'0rder is submitted
4 ..

as provided in section IX but a hearing is not requested, the Order raay be

! relaxed or rescinded as provided in section VII. However, unless the Order

is relaxed or rescinded, the Order provision of section VII'is final.

|

In addition, in the absence of any request for a hearing' and in the absence

| of adequate cause being shown as provided in sections VI!! and IX, an Order
<

will be issued making the provisions specified in Section VIII effective and,

q

final without further proceedings.

! R THE NUCLEAR REGULATORY COMMISSION

5 M Y LG

) J mes H. Sniezek
! D puty Executive Director for
4 clear Reactor Regulation,
g Regional Operations and Research

: '
Dated at,Rockville, Maryland;

this JN( day of May 1991
1

4

.
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!\s UNITED STATES
T

i. - . ,E NUCLEAR REGULATORY COMMISSION
WASHINGTON D.C. 20M49, c

4...*/4

AUG 0 s 1991

Docket No. 55-8615
License No. 50P-10561-1
EA 91-054

Mr. David M. Manning
HOME ADDRESS DELETED
UNDER 10 CFR 2.790

Dear Mr. Manning:

SUBJECT: MODIFICATION OF ORDER ISSUED BY NRC MAY 2, 1991
.

1

This refers to your June 6,1991 response to the Order Suspending License I

(Effective immediately) and Order to Show Cause Why License Should Not Be
Revoked issued by the NRC on May 2,1991. The subject Order was issued as a
result of hRC concerns regarding actions by you as a Senior Reactor Operator
at the FitzPatrick Nuclear Power Plant.

The NRC staff has carefully reviewed your response and has determined that the
information prvvided warrants a modification of the original Order. Therefore,
the Order has been modified to allow eventual consideration for resumption of
Part 55 duties at FitzPatrick and to set conditions that must be satisfied
before such consideration. Also enclosed is a copy of an Order that modifies
our May 2, 1991 Order to the New York Power Authority,

Questions concerning these Orders may be addressed to Marian Zobler, counsel
for tha Staff. She can be reached at 301-492-1572.

In accordance with Section 2.790 of the NRC's " Rules of Practice," Part 2,
Title 10, Code of Federal Regulations, a copy of this letter and the
enclosure will be placed in the NRC's Public Document Room.

Sincerely,

- itnG4

/J mes H. Sniezek

(.fiuclear Reactor Regulation,Quputy Executive Director for
Regional Operations, and Research

Enclosures: As Stated

cc w/encls:
Public Document Room (PDR)
Local Public Document Room (LPDR)
HRC Resident inspector
D, Geoffrey Gosch, Esq.
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UNITED STATES,

NUCLEAR REGULATORY LOMMISSIONa

:

| In the Matter of
Docket No. 55 86153

,

Da id M. Manning License No. SOP 10561-12

; Senior Reactor Operator EA 91-054

i

! MODIFICATION OF ORDER SUSPENDINO LICENSE
(EFFECTIVE IMMEDIATELY)

.

t

,

f David M. Manning (Licensee) is the holder of Senior Reactor Operator License No. SOP.
!

|- 10561 1 (License) issued by the Nuclear Regulatory Commission (NRC or Commission)

pursuant to 10 C.F.R. Part 55 on September 2,1988. The License authorizes the Licenee

; to manipulate, and supervise the manipulation of, the controls of the nuclear power reactor ,

!
'

at the New York Power Authority's (Facility Licensee) FitzPatrick Nuclear Power Piant in -
|

Scriba, New York.
!

i
4

| II

,

On May 2,1991, an Order Suspending License (Effective Immediately) and Order to Show

| Cause Why License Should Not Be Revoked was issued to the Licensee. ' The Licensee
4

responded to this Order on June 6,1991, by requesting relief from the conditions of this
!

Order or a hearing at which he and witnesses on his behalf may be beard.
,

i

.

!
i
i

NUREG-0940 I.A-41j.
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In his response, the Licensee admitted some of the factual allegations of sections 1, II, Ill,

and V of this Order but denied any inference or subjective conclusion that he is not reliable,

trustworthy, a person of integrity or is not a person that the Commission and his employer,

|
| the Facility Licensee, can reasonably be assured will exercise sound judgment in the safe
!
'

and efficient operation of the FitzPatrick facility. The Licensee further denied that he

willfully or materially misrepresented his drug habit on NRC Form 396.-

|
The Licensee further asserted that denial is one of the symptoms of cocaine use, which is |

manifested in attempts to avoid drug tests or other disclosure of that use.

In support of these assertions, the - Licensee described his- participation in various

rehabilitation programs. The Licensee further stated that he' has committed himself'to-

L compliance with and obedience to the Fitness for Duty requirements of the Commission and

the Facility Licensee, has been drug tested eight times since his return to work and all test

results have been negative, and continues to be subject to frequent random testing

III

|

The Staff has carefully reviewed the' Licensee's response, including financial and medical

records attached thereto, and the arguments made in it, and has consulted a medical expert

|

| in the field of drug rehabilitation. . The Staff agrees that denial, including attempts to -
i

!. conceal use of illegal drugs, may be a symptom of the drug use itself, and therefore, the
l
'

drug user may attempt to conceal the drug use.
.
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4

(

. . 3
e
;

f' However, the Staff does not agree, based on expert me' ical advice, that the Licensee's-d
i
j. progress to date indicates that he is rehabilitated or that the symptoms that may be
4

| associated with drug use, including denial, are completely eradicated, Rehabilitation
s

requires long-term abstinence accompanied by counseling and participation in support,

i

j - groups, among other measures. Since the Licenwe's efforts to date, however successful,

i
j represer: only detoxification and short-term abstinence, the Staffis not prepared to conclude

i
; that he is rehabilitated and to permit his resumption of licensed duties. The Staff hu
|

j concluded, based on the reascns given in the initial Ord.r and Licensee's answer, that the
!

! License shouM remain suspended. However, based on expert medical advice, the License
!-
I will not be revoked and the suspension will be for a period of time that will allow adequate
i
i Essurance that the Licensee is rehtbilitated. This- time period must include testing,
i

} counseling, and other measures to ensure that the Licensee has abstained from drug um and

i

7 to provide a high degree of assurance that he will not resume drug use in the future,
i;

L IV
!

,

!
| Therefore, pursuan> 'o sections 107,161b,161c,161i,1610,182,-and 186 of the Atomic
<.

{- Energy Act of 1954, as amended, and the Commission's regulations in 10 C.F.R. { 2.2021
. ,

| - |
| and 10 C.F.R. Part 55, IT IS HEREBY-ORDERED, EFFECTIVE Ihth1EDIATELY, - |
! |

| THAT THE ORDER OF hfAY 2,1991', IS HEREBY h!O'DIFIED TO REQUIRE THAT:
i

!

.

!

I
i.
,

i-
,
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A. .The License No. SOP-1(461-1 is suspended for a minimum of three years from the
,

date of this Order.

B. License No. SOP-10561-1 may be reinstated and/or renewed provided Licensee

provides the Staff with evidence that he has completed the following three year drug

rehabilitation program. The three year drug rehabilitation program shall commence

upori written notification by Licensee to the Regional Administrator, NRC Region

I, of Licensee's intent to comply with the program and approval by the Staff of the i

'panies to conduct the drug tests required by C(l) below, 'if the Facility Licensee

does not conduct the tests, and the party described in C(5) below. After completion

of the program, Licensee mzy apply for such license reinstatement or r,newal. In

addition, Licensee must also co.nply with all the requirements of 10 C.F.R. Part 55,

including submission of a favorable medical certification.

C. The three year drug rehabilitation prc3 ram must include:

(1) Drug testing conducted by tbs Facility Licensee or a third party mutually

acceptable to the Licensee and the NRC Staff that includes:

(a) random observed d ug tests at least once a week for the first year of

the program;

_(b) random observed drug tests at least twice a month for the second year
_

of the program;

:
t
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!

l'
i

I,
t 5-
i
;

| (c) random observed drug tests at least once a month for the third year of -
,

|- the pogram; and
}
q (d) for the entire three years of the program, observed drug testing on the
i
f

i first day back from any unexcused or unanticipated absence of 24
1

| hours or more, or after any sch duled absence of more than three.

f calendar days;
!-

! (2)_ participation in self-help groups or other group counseling meetings, such as

k those conducted by Alcoholics Anonymous and Narcotics Anonymous, at least
i
| three times a week for the three years of the program;
I

| -(3) neurological and neuro-psycho!'ogical testing by qualified clinicians mutually
;

| acceptable to the Licensee and the Staff within six months prior to applying
i

{ for renewal or reinstatement of his license under 10 C.F.R. Part 55;-
!

[ (4) _ meeting with NRC senior management and an NRC medical consultant prior

. - to return to 10 C.F.R. Part 55 licensed duties; and
i
; (5) participation, for the purposes of monitoring' his progress,; in_ an initial
i

; interview and in fellow-up sessions at least twice a month for the first year

f of this program and at least once a month for the next two years with a

i qualified professional drug counselor who is ' mutually acceptable to' the

5 Licensee and the Staff.

!-
~

D. . Licensee must inform NRC Region'! Regional Administrator immediately of any

p positive. drug test and maintain records of each negative drug test and each .
J

f.
.

.

|

|

i
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attendance at self-help meetings and counseling sessions as referenced in C(2) and

C(5) above. Licensee must provide the Region 1 Regional Administrator with these

records on a semiannual basis. Any deviations from the requirements of C(2) and

C(5) above shall be explained and justified in the records provided to the Regional

Administrator.
'

i

E. The portion of the hiay 2,~ 1091 Order requiring Mr. Manning to show cause why j

license should not be revoked, 56 Fed. Reg. 22020 (May 13,1991), is hereby

rescinded.

Upon application by Licensee, the Regional Administrator, NRC Region 1. may relax or

terminate these conditions for good cause shown.

V

In his answer to the May 2,1991 Order Suspending License (Effective immediately) and

Order to Show Cause Why License Should Not Be Revoked, the Licensee requested a -

hearing, In response, an Atomic Safety and Licensing Board was established and a
,

1
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proceeding is underway. Thus, in accordance with 10 C.F.R. $$ 2.717(b) and 2.718, any

further answers by the parties shall be as directed by the presiding Licensing Board.
<

FOR THE NUCLEAR REGULATORY COMMISSION

-3 ,7 )
Y.,_gna,uYk- '#

f
/ 0
J es H. Sniezek

eputy Executive Director for
uclear Reactor Regulation,
Regional Operations and Research

Dated at Rockville, Maryland
this 1D ay of August 1991d

._
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MAY 0 21991,

!

! Docket No. 50-333
License No. DPR-59

! EA 91-053

New York Power Authority
i ATTH: Mr. R. Beedle
' Executive Vice President -

Nuclear Generation
i123 Main Street

i White Plains, New York 10601 !

'
Dear Mr. Beedle:

SUBJECT: ORDER MODIFYING LICENSE (EFFECTIVE IMMEDIATELY)

The enclosed Order Modifying License (Effective Immediately) is being issued to
you as a result of certain NRC concerns regarding the actions of Mr. David Manning,
an employee licensed as a Senior Reactor Operator at your Fitzpatrick Nuclear4

Facility. The Order modifies your licuse to prohibit Mr. Manning from being4

involved in activities subject to your Part 50 license. Both you and Mr. Manning-

have an opportunity for a hearing on this Order.

In addition, an Order is being issued on this date to Mr. Manning suspending
his Part 55 license. A copy of that Order is also enclosed.

I Although Mr. Manning participated in your Employee Assistance Frogram, these
i Orders are being issued because of his lack of trustworthiness as-demonstra-
| ted by: (1) his attempt to conceal his use of cocair.e by substituting a bogus
| urine sample on October 9,1990 when selected for a random drug test in
| accordance with fitness for duty requirements; (2) his not informing the NRC

of a drug habit when that information was required by an NRC Fonn 396, completed
,

by him on April 14, 1986 and submitted to the NRC; and (3).his failure to;

provide a second urine sample on October 9,1990 as required by 10 CFR Part 26
i because he knew that the sample would be " dirty" with cocaine, in addition,

Mr. Manning's failure to conform to the prohibition against drug use-in the'

Comission requirements, which have the purpose of protecting the public
health and safety, demonstrates an. intentional disregard for the important
obligations of a licensed operator.

Questions concerning these Orders may be addressed to James Lieberman, Director,
;
" Office of Enforcement. He can be reached at 301-492-0741.

.

.
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New Yor;k Power Authority -2-

In accordance with Section 2.790 of the NRC's " Rules of Practice," Part 2,
Title 10 Code of Federal Regulations, a copy of this letter and the
enclosures will be placed in the NRC's Public Document Room,

interely,

Anp $*

J mes H. Sniezek
eputy Executive Director for

Nuclear Reactor Regulation,
Regional Operations, and Research

.4

Enclosures: As Stated '

cc w/encis:
J. Brons, President and Chief Operations Officer
S. Zulla, Vice President, Nuclear Engineering
M. Josiger, Vice President, Nuclear Operations & Maintenance
J. Gray, Director, Nuclear Licensing, BWR
A. Klausmann, Senior Vice President, Appraisal & Compliance Services
G. Tasick, Quality Assurance Superintendent
G. Wilverding, Manager, Nuclear Safety Evaluation
G. Goldstein, Assistant General Counsel
Department of Public Service, State of New York
State of New York, Department of Law
Public Document Room (PDR)
Local Public Document Room (LPDR)

~

i

Nuclear Safety Information Center (NSIC)
NRC Resident inspector
State of New York, SLO Designee
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UNITED STATES
HUCLEAR REGULATORY C0r.MISSICH

In th( Patter of
Docket No. 50-333.

New York Fower Authority License No. DPR-59
Fitzpatrick ) EA 91-053

ORDER MODIFYING LICENSE (EFFECTIVE IMMEDI ATELY)='

1

,

New York Power Authority (Licensee) is the holder of Facility Operating
4

license No. DPR-59, issued by the Nuclear Regulatory Commission (NRC or
,

Comission) pursuant to 10 CFR Part 50. The License authorizes the operation

of the Fitzpatrick facility in Scriba, New York, in accordance with the

conditions specified therein.

a

11
-

On October 9,1990, David M. Manning (Mr. Manning), a licensed Senior Reactor

Operator licensed under 10 CFR Part 55 at the Fitzpatrick facility, while ons

duty at the facility, was requested by the Licensee to provide a urine sample
.

to the nurse at the plant after being randomly selected as part of the routine

fitness for duty chemical testing program required of the Licensee by the NRC

pursuant to 10 CFR 26.24. After receiving a sample from Mr. Manning .the nurse

checked the temperature of the sample and found that the temperature was not

within the range specified in 10 CFR Part 26, Appendix A, Section 2.4(g)(14), --

for accepting the sample. As a result, Mr. Manning was requested to provide

another urine sample pursuant to the same section of Appendix A. Mr. Manning

|

NUREG-0940 I.A-50

____ _- _ _ _ _ _ _ _ _ _ _ - _ _ - _ - _ _



- .- -. .. - - - . - -

a

:
)

!

2.

a

i refused to provide another sample. As a result, the Licensee, in at. ordance
; I

'

with 10 CFR 26.27(c), removed Mr. Manning from licensed operator duties for

j cause, placed Mr. Manning on 14 days leave, and referred Mr. Manning to an ;

Employee Assistance Program. Although Mr. Manning has completed the inp)tient
1.

portion of that program, Mr. Manning is still in an outpatient . status, is

j subject to monthly random testing, and has not been returned to the duties
.

3
authorized by his Part 55 license. However, Mr. Manning now has unescorted

access and is involved in activities subject to the 10 CFR Part 50 license

; at the Fitzpatrick f acility.

:

!

! III

!
:

On April 24, 1991, Mr. Manning was interviewed by an investigator from the NRC"

Office of Investigations concerning the circumstances surrounding the reasons
j

why his initial sample was outside the acceptable temperature range, 'as well

as his refusal to r. vide a second urine sample to the Licensee on October 9,

1990. During that interview, Mr. Manning indicated that when he-received,

notice from the Licensee that he was selected to provide a urine sample for

the random drug test on October 9,1990, he retrieved a bogus urine sample from

his locker which he had previously stored there and went to the men's room ca

I the way to the test and heated the sarnple to what he thought would be body

teinperature. Mr. Hanning stated that he put the sample in his pants and went
!

to the test facility where he provided that sample to the nurse. Mr. Manning

admitted that, although he was informed by the nurse, shortly thereaf ter, that

another sample was required because the tem,aerature was below tne specif fcations

,

1

i

|

|
'

!
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3

rcquired by the testing program, he refused to provide another sample.

Mr. Manning noted that because of his refusal to provide another sample as

required by the fitness for duty program regulations, he was informed. by his

department supervisor, as well as the Resident Manager for the Fit: patrick

faci)ity, that he would be placed on 14 days leave, and would be referred to

the Employae es'. tatar,e Prusi em f'c evaluation.

During the interview with the NRC investigator, Mr. Manning indicated that he

-did not want tv: provide the requested sample to the nurse when selected for |

|

testing on October 9,1990 (a Tuesday' because he knew it was " dirty" from ;
i

cocaine. Mr. Manning stated that he had used about 1 gram of cocaine on the

Sunday before the test. Mr. Manning also noted that he had been using cocaine

since 1977 and had also used " speed" during that time. Mr. Manning further

indicated that on weekends he ~used cocaine in amounts from I to 3 grams.

Mr. Manning also admitted to the NRC investigator that he nad previously been

referreo-to the Employee Assistance Program as a result of a test that indicated

cocaine use during an annual physical screening in August 1988. However,

Mr. Manning. claimed that he had not used cocaine or any other controlled
l'

substance since October 1990, that he was now drug free, and that he had

attended a thirty-day inpatient substance abuse clinic.

IV
:

| In accordance with 10 CFR Part 26, the Licensee established a program to

provide reasonable assurance _that nuclear power plant personnel are not under-

a
:
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4

i
.

4

; the influence of any substance, legal or illegal, which aff ects their ability
i
j to safely and competently perform their duties, including measures for early

detection of persons who are not fit to perform licensed activities.

!
4

; Mr. Manning's actions described above raise significant concerns regarding his

integrity and trustworthiness. Specifically, these concerns.are: (1) Mr. Manning

|
intentionally engaged in a-premeditatad scheme to avoid detection of hi:; drug use

and to violat6 the fitness for duty program required by the NRC by storing a

" clean" sample in his locker (which he admitted to have begun doing about three

months prior to the test), and substituting that sample for the real sample that

| was required when he was selected for a random test; (2) notwithstanding his

admitted use of cocaine between 1977 and October 1990, Mr. Manning, in a

Certificate of Medical History (form 396) signed-by him on April 14, 1986,

answered "No" to Question 24, "Have you ever had or do you now have any of = the

j following?... Drug, narcotic habit or excessive drinking" (Mr. Manning did note

{ on the Form 396 that he was convicted of " Driving While Ability Impaired" in
i

Oneida City Court, Oneida, New York in April 1982.); and (3) Mr. Manning refused
:
; to provide another sample to the Licensee for-testing when the temperature of

the initial sample was below the specifications because he. knew that his-sample -

f_ would be " dirty" with cocaine, even though the Licensee is required by Part 26
!

to obtain a second sample, and Mr. Manning is required by Part 55 and his: Senior -,

Reactor Operator's license to abide by all- of the . requirements of the Facility -
i License. In addition, Mr. Manning's fa'ilure to conform to the prohibition--

j. against drug use-in 'the Comission requiremenH, which have the purpose of

protecting the public health and safety, demonstrates an intentional disregard- l
~

|

for the important obligations of a ' licensed operator, The above actions |
.

P

~
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5

demonstrate a lack of trustworthiness by Mr. Manning and an inability or

unwillingness to comply with the Commission's requirements. Therefore, the

NRC does not have the necessary reasonable assurance that Mr. Manning will

carry out Part 50 activities safely, in a trustworthy manner, and observe all

applicable requirements including obligations relating to the Licensee's
~

fitness for duty requirements.
,

V

P. Manning's actions described above are unacceptable and, accordingly, I have

issued a separate Order suspending his 10 CFR Part .a license. Furthermore, as

a result of his actions, I lack the requisite reasonable assurance that, with

Mr. Hanning involved in any activities licensed under 10 CFR Part 50, che

Licensee's current operations can be conducted such that the health and safety -

of the public, including the Licensee's employees, will be protected. Therefore,

the public health and safety require that License No. OPR-59 be modified to

prohibit Mr. David M. Manning from involvement in licensed activities under this
'

license. Furthermore, pursuant to 10 CFR 2.204, I find that the public health

and safety require that this Order must be effective immediately.

VI

Accordingly, pursuant to Sections 103,161b,161c,1611 -and 1610, '182,

and 186 of the Atomic Energy Act of 1954, as amended, and the Comission's -

i
i. NUREG-0940 I.A-54
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:
,

i 6
,

j regulations in 10 CFR 2.204 and 10 CFR Part 50, IT IS HEREBY ORDERED,
:

| EFFECTIVE IMMEDIATELY, THAT:

!
1

| License No. DPR-59 is modified by adding the following condition:
:
:

I

j Mr. David M. Manning shall not participate in any licensed activity

; under License No. DPR-59 without prior written approval of the Regional
:

j Administrator, Region I. If such approval is sought, the Licenset
i
j shall provide o statement-as to its basis for concluding that Mr. Manning:
4-
"

; will properly carry out licensed activities in light of his past conduct
4

; and lack of trustworthiness as described in this Order.
1

'

{ The Regional Administrator, NRC Region I, may relax or terminate this condition
;
~

for good cause shown,
i
j
:

{ Vil
!
!
:

i The Licensee, Mr. Manning, oc other person adversely affected by this

f- Order may submit an answer to this Order or request a hearing on this Order

; within 20 days of the date of this Order. The answer may_ set forth the
!
i matters of fact and law on which the Licensee, Mr. Manning, or other person
i

adversely affected relies and the reasons as to why the Order should

- not have been issued. . Any answer filed within 20 days of the date of this

Order may also request a hearing. Any answer or request for hearing
i

e. shall be submitted to the Secretary, U.S. Nuclear Regulatory Commission,
[.
I

4

A

4

;

NUREG-0940 1.A-55
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-ATTN: Chief, Docketing and Service Section, Washington, D.C. 20555. Copies

shall also be sent to the Director, Office of Enforcement, U.S. Nuclear

Regulatory Commission, Washington, D.C. 20555, to the Assistant General Counsel

for Hearings and Enforcennt at the same address, to the Regional Administrator,

NRC Region I, 475 Allendale Road, King of Prussia, Pennsylvania 19406, and to

the Licensee if the answer or hearing request is by a person other than the

Licensee. If a person other than the Licensee or Mr. Manning requests a

hearing, that person shall set forth with particularity the manner in which

the person's interest is adversely affected by the Order ar.d should address

the criteria set forth in 10 CFR 2.714(d).

If a hearing is sequested by the Licensee, Mr. Manning, or a person whose

interest is adversely affected, the Comission will issue an Order designating

the time and place of any hearing. If a hearing 4 held, the issue to be

considered at such hearing shall be whether this Order'should be sustained,

in the ab<ence of any request for a hearing, the provisions specified.in

Section VI above shall be final 20 days from the date-of this Order without
,

further order or proceedings. AN ANSWER OR REQUEST FOR A HEARING SHALL NOT

STAY THE IMMEDIATE EFFECTIVENESS OF THIS ORDER.

If an answer to this' 0rder is submitted as provided 'above but a hearing is.

not requested .the Order may be relaxed or rescinded as provided in section-

NUREG-0940 1.A-56
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Yl. However, unless the Order is relaxed or rescinded, the Order is final

as provided above, f

FOR THE NUCLEAR-REGULATORY COMMISSION

Wntt&

J mes H. Sniezek
puty Executive Director for

!!uclear Reactor Regulation,
Regional Operations and Research

Dated at,Rockville, Maryland
this #Je day of May 1991
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'Docket No. 50-333
License No. DPR-59
EA 91-053

New York Power Authority
ATTN: Mr. R. Beedle

Executive Vice President -
Nuclear Generation !

123 Mrin Street |
White Plains, New York 10501 )

Dear Mr. Beedle:

SUBJECT: MODIFICATION OF ORDER ISSUED BY NRC MAY 2, 1991

This letter is in response to your May 31, 1991 response to the Order Modifying
License (Effective immediately) issued by the NRC on May 2,1991 and the letter
you faxed to me on August 8, 1991, supplementing your original response. In
the August letter you outlined the follow-up drug testing frequency that-has
been applied to Mr. Manning in the past, and the testing program you intend to
apply to Mr. Manning in the future.

As I told you during our telephone conversation on August 6,1991, af ter
careful review of your May 31, 1991 response, and af ter further inedical
consultation, the Staff has finalized the conceptual approach outlined in our
July 16,1991 response. On that same day, a copy of what the Staff would
consider as an acceptable follow-up program was faxed to you. Your response
was the letter dated August 8, 1991. Af ter full consideration of your August 8,
1991 response, I have decided, for the protection of the public health and safety,
to issue the enclosed ocdified order which incorporates the terms of the follow-
up drug testing program contained in the fax to you on August 6,1991.

In addittor , an Order '.s being issued on this date to Mr. Manning modifying,

l the order issued to him on May 2, 1991. A copy of that Order is also enclosed.
1

In accordance with Section 2.790 of the NRC's " Rules of Practice,' Part 2,
|- Title 10, Code of Federal Regulations, a copy of this letter and the enclosures

will be placed in the NRC's Public Document Room.

Sincerely, .

~pgh n

ames H. Sniezek
eputy Executive Director for

Nuclear Reactor Regulation,
~ Regional Operations, and Research

Enclosures: As stated

_.
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f- UNITED STAT'ES
j NUCLEAR REGULATORY COMMISSION

b In the i. fatter of
j Docket No. 50-333
j New York Power Authority License No. DPR-59
i. FitzPatrick : EA 91-053

[
| MODIFIC ' TION OF ORDER MODIFYING LICENSE
! ,dFFECTIVE IMMEDIATELY)
|
; ,

1
-

I!

f
; New York Power Authority (Licensee) is the holder of Facility Operating Licen e-

i
j No. DPR-59, issued by the Nuclear Regulatory Commission (NRC or Commission)-
!

j pursuant to 10 C.F.R. Part 50. The License authorizes the operation of the FitzPatrick

!
facility in Scriba, New York, in accordance with the conditions specified therein.

,

f
I

|' II
:

On May 2,1991, an Order Modifying License (Effective immediately) was issued to the .

'

Licensee to prohi'oit panicipation by a licensed _ Senior Reactor Operator,

i- David M. Manning, in Part 50 licensed activities without the prior written approval of the

|_- _ NRC Regional Administrator, Region L

!

!
; ---

-

['l The Licensee responded to this Order on May 31, 1991, by requesting that the NRC
;

} reconsider the matter and rescind this Order. To support this regnest, the Licensee asserted

- that the decision as to who is fit to work at the FitzPatrick plant is properly the management

e

.

,

:
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responsibility of the Licensee and that the facts and law do not support issuance of this

Order.

Stating that the rehabilitation of the employee is one of the objectives of 10 C.F.R. Part 26,

the Licensee asserted that reinstatement to duties is part of rehabilitation and that this Order

had usurped the Licensee's authority in that decision. The Licensee further stated that

decisions concerning reliability and trustworthiness have traditionally been the respor. Dility

of management and that the NRC has recognized a licensee's competence to make these

determinations. Therefore, the Licensee argued that there is no basis for the NRC to

overturn the Licensee's decision to reinstate Mr. Manning's grant of unescorted access.

The Licensee argued that Mr. Manning's untrustworthiness was symptomatic of the

substance abuse problem for which he underwent treatment and concluded that "in the

absence of a substance abuse problem . . . there is no reason to assume that Mr. Manning

would attempt to cheat in a random drug test, misrepresent a drug habit on a Certificate of

Medical History, or otherwise attempt to deceive the NRC or fail to comply with NRC

requirements", adding, "It]he Authority [ Licensee] believes that the successful rehabilitation

,

of Mr. Manning . . eradicated the substance abuse problem,' including the deceit that .
~

I

I accompanied it."
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In cori,clusion, the Licenve stated that this Order defeats the entire purpose of an otherwise

successful rehsbilitation, rtating that there was " ample basis to conclude that hir hianning

was rehabilitated.' >

!!!

,

The Staff has carefully reviewed the Licensee's response and the aaguments made in it and

consulted a medical expert in the fictd of drug rehabilitation. The Staff agrees that denial,

including attempts to conceal use of illegal drugs, may be a symptom of the drug use itself,

and that reinstatement to productive work is_ an important step in the _ process of.

rehabilitation.

Ilowever, the Staff does not agree, based on expert medical advice, that hit. hianning's

progress to date indicates that be is rehabilitated or that the symptoms that may be

associated with drug use, including denial, have been completely eradicated. Rehabilitation

requires long-term abstinence accompanied by counseling and partic;pation in support

groups, among other measures. Since hir, hianning's efforts to date, however successful,

represent only detoxification and short-term abstinenc^, C: Staffis not prepared to conclude

that he is rehabilitated and to permit his return t. Nrt 5$ liccJed duties. The Staff has

determined, for the reasons set forth in the initial Ordet and in Licensee's anu -

Mr. Manning may perform Part 50 licensed activities only if he can provide cononumg

assurance that he has not returned to using drugs.

NUREG-0940 1.A-61
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! IV
|.
t

|

Therefore, pursuant to Sections 103,161b,1611,1610,182, and 186 of the Atomic Energy

Act or 1954, as amended, and the Commission's regulations in 10 C.F.R. 2.204 and 10

C.F.R. Part 50, TIIE ORDER OF MAY 2,1991 IS 11EREBY MODIFIED TO REQUIRE

TilAT:

1) ne provisions of the Order Modifying License (Effective immediately) issued

on May 2,1991, 56 Fed. Reg. 22022 (May 15,1991), directing that

David M. Manning be removed from 10 C.F.R. Part 50 licensed activities,

!are modified to allow Mr. Manning to be returned to Part 50 activities

'
provided Licensee complies with the following provisions:

a) for three years from the date of Mr. Manning's return to Part 50

licensed activities, the Licensee will conduct random drug tests of [

David M. Manning and observe the collection of urine samp:es |

|

provided by Mr. Manning in accordance with Section. 2.4(f) of
i

| Appendix A,10 C.F.R. Part 26 and its established procedures. The - -

period between each drug test must not exceed 90 days, with a new
- i

90-day period beginning the day after a test is conducted;

b) for three years from the date of Mr. Manning's return to Part 50
:

licensed activities, the Licensee will conduct observed dmg tests of
.

Mr. Manning on the first day back from any unexcused or. i

1
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i
j unanticipated absence of 24 hours or more, or after any scheduled
:

j absence of more than three calendar days;
!

c) Licensee must notify the NRC Region i Regional Administrator of any;

! positive result within 24 hours.

j The Regional Administrator, NRC Region I, may relax or terminate these conditions for_
j

good cause shown, j
.

|

!

f V
f
i

.

!
!

In its answer to the May 2,1991 Order Madifying License (Effective immediately), the
'

i
! Licensee requested a hearing. In re:ponse, an Atomic Safety and Licensing Board was
:

established and a proceeding is underway. Thus, in accordance with 10 C.F.R. 66 2.717(b)

| and 2.718, any further answers by the panies shall be as directed by the presiding Licensing
i

: Board.

!

( FOR THE NUCLEAR REGULATORY COMMISSJON

b ,,o 14:a ujev

i
'

i ames H. Sniezek
I Deputy Er,ecutive Director for iv

Nuclear Reactor Regulation,
'

Regional Operations and Research
,

Dated at Rockville, Maryland!-

i this 'f' day of August 1991

i
i

>

i

.

e

:
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October 7, 1991

UNITED STATES OF AMERICA
NUCLEAR REGULATORY COMMISSION

.

BEFORE Tile ATOMIC SAFETY AND LICENSING BOARD

in the Matter of ) Docket No. 05(b333-OM
) ASLDP No. 91-645-02 OM

NEW YORK POWER AUTliORITY ) Facility Operating
) License No. DPR 59

(James A. FitrPatrick ) E.A. 91-053

Nuclear Power Plant) )

SE'ITLEMENT AGREEMENT

On May 2,1991, the NRC staff (Staff) issued an " Order Modifying License
f

(Effective immediately)" to the New York Power Authority (NYPA) with respect to the

James A. FitzPatrick Nuclear Power Plant. 56 Fed. Reg. 22022 (May 13,1991), The

Order Modifying Licena modified NYPA's facility license No. DPR 59 to prohibit

Mr. David M. Manning, a licensed senior reactor operator, from involvement in licensed

activities under this license. On May 31.1991, NYPA filed its answer to the Order
.

Modifying License. In its answer, NYPA requested reconsideration of or a hearing on
,

the Order Modifying License. In Response to NYPA's answer, the Staff issued

" Modification of Order Modifying License (Effective immediately)" on August 9,1991.

56 Fed. Reg. 41378, August 20,1991. After discussions between the Staff and NYPA,

both the Staff and NYPA agree that it is in the public interest to terminate this proceeding.
,

without further litigation and agree to the following terms and conditions.

1. NYPA withdraws its request for a hearing dated May 31,1991. ,

|
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2. The Staff withdraws both Orders issued to NYPA, dated Ef ay 2 and August 9,

1991.

3. NYPA agrees that it will not deviate from the follow-up drug testing program it

established for David bl. Manning, in accordance with 10 C.F.R. Part 26, without

first obtaining the concurrence of NRC Region 1 Regional Administrator. Such

drug testing program is as follows:

for three years frorn the date of David M. hianning's return to' Part 50a.

licensed activities,' NYPA will conduct random drug tests of Mr. Manning _

and observe the collection of urine samples provided by Mr. Manning in-

accordance with Section 2.4(f) of Appendix A,10 C.F.R. Part 26 and its

established procedures. The period t . tween each drug test will not exceed
,

90 days, with a new 90-Ly period beginning the day after a test has been

conducted,

b. for three years from the date of Mr. Manning's return to Part 50 licensed

activities, NYPA will conduct observed drug tests of Mr. Manning, as '.

described in item a above, ont

1) the first day back from any unexcused or unanticipated absence of,

'

- 24 hours or more; or

2) after any scheduled absence of more than three calendar days.

2 Mr. Manning returned to Part 50 duties on August 28, 1991. Letter to the
Board from D. Jeffrey Gosch, dated August 30,1991.
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3

c. NYPA will notify the NRC Region I Regional Administrator of any

positive result within 24 hours.

4. The Staff and the Licensee shall jointly move the Atomic Safety and Licensing
.

Board for an Order approving this Settlement Agreement and terminating this

proceeding. This agreement shall become effective upon Approval by the

Licensing Board.

FOR TIIE NUCLEAR REGULATORY COMMISSION

-

Marian L. Zobler
Counsel for NRC f

FOR Tile NEW YORK POWER AUTliORITY

.0 C. bD
G Id C. Goldstein
Counsel for the New York Power Authority

A J. Levine
Counsel for the New York Power Authority

Dated October 7 ,1991

|
i

NUREG-0940- I.A-66.

. . ... - .. .. _ . . - . -, - - . . - . . -



_ _ _ _ _ _ _ _ _ _ _

ges tag, pu t s p statgg
/ .fo NUCifAH ftf GUL ATORY COWitMON[ . * yn G'' \'

nectou m
:. 4 g g | 1, ooseve,,.omo
' f ocaN tLLvN. iLLmois 6out
' .... May 21, 1992.

,

Docket No. 50-306
License No. DPR-60
EA 92-067

Northern Stater. Power Company
ATTH: Mr. L. R. Eliason

Vice President, Nuclear
Generation

414 Nicollet Hall
,

Minneapolis, Minnesota 55401

Dear Mr. Eliason:

SUILIECT: PRAIRIE ISIMID NUCLEAR GENERATING PLANT - UNIT 2
NOTICE OF VIO1ATION AND PROPOSED IMPOSITION OF CIVILPENALTY - $12,500
(NRC INSPECTION REPORT NO. 50-306/92006(DRP))

This refers t o the special safety inspection conducted during the
period of Feb uary 20 through March 30, 1992, at the Prairie Island
Nuclear Generating Plant, Unit 2. The inspection included a review
of the circumstar.ces surrounding the interruption of shutdown
ccoling during reduced inventory operations on February 20, 1992.

The report documenting this inspection was sent to you by letter
dated April 10, 1992. During this inspection a violation of HRC
requirements was identified. An Augmented Inspection Team (AIT)
conducted the initial NRC review of this event and its findings are
documented in Inspection Report No. 50-306/92005 sent to you by
letter dated March 17, 1992. An enforcement conference was held on
April 21, 1992, to discuss the violation, its cause, and your
corrective actions. The report summarizing the conference was sent
to you by letter dated April 30, 1992. The event was. reported via
the Emergenc) Notification System on February 20, 1992, and-a
Licensee Event Report was submitted to the NRC by letter dated
March 23, 199?,

On February 20, 1992, Prairie Island Unit 2 was in cold shutdown
for a scheduled refueling and maintenance outage. Reactor
Coolant System (RCS) temperature was being maintained at

CERTIFIED MAIL
RETURN RECEIPT REQUESTED
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Northern States Power Company -2- May 21, 1992
,

i

approximately 135 degrees Fahrenholt as indicated on the core exit'

thermocouples. Water was being drained from the RCS to establish
conditions for removing steam generator manways and installing,

steam generator nozzle dans in pt'oparation for eddy current
j testing. RCS water level was allowed to decrease below the level
,

|
necessary for continued operation of the inservice residual heat
removal (RHR) pump, making it necessary to shut off the pump and
interrupt operation of the RHR system. Makeup water to the RCS was
added in accordance with procedures, and the standby RHR pump was

i placed in service for shutdown cooling. Although one core exit'

thermocouple reached 221.5 degrees Fahrenheit, the maximum
calculated average RCS temperature remained below 171 degrees
Fahrenheit, which represented an approximate increase of 36 degrees
Fahrenheit as the result of the 22 minute event.
The NRC recognizes that the actual impact of the event on plant
nuclear safety was minimal. However, while the sudden increase in
temperature did not have significant consequences, the conditions
which 611 owed this event to occur are cause for significant
regulatory concern. Specifically, interruptions of shutdown
cooling have buen of particular concern to the NRC staff over the
past few years because it has been recognized-that such situations
provide the potential for adverse impact on the safety of the,

nuclear reactor when plant systems, that- might normally be
available to mitigate such situations, are not required to be
operable. The rooc causes for the event were fully discussed in

'

the AIT report and during the enforcement conference.

One violation with three examples is described in the enclosed
Hotice of Violation (Notice) . The violation involves an inadequate
procedure for RCS reduced inventory operation. The root cause of

'

the violation was plant management's over-reliance on engineering
experience in the control room to provide detailed guidance to the
operators for RCS reduced inventory operations rather than ,

providing an adequate procedure. This violation represents a
I significant regulatory concern because, as discussed above, any
! unexpected loss of shutdwn cooling can lead to situations in which

nuclear safety can be compromised. Better training, planning, and
command and control could have prevented this event. .It was also
of concern that the operators cohtinued the drain down in spite of
indications that should have caused questioning of whether the
irstruments were properly monitoring the situation. Therefore, in >

accordance with the " General Statement of Policy and Procedure for
NRC Enforcement Actions," (Enfor*:ement Policy) 10 CFR Part 2,

Appendix C (1992), this violation has been categorized at Severity
Level III.

NUREG-0940 1 A-68
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Northe:n States Power Company -3 May 21, 1992-

The staff recognizes that immediate corrective action was taken
when the violation was identified. We also understand that you
will develop a new procedure to support reduced inventory
eperations while keeping the RCS intact, validate this new
precedure on a simulator prior to its use, and review the adequacy
of all other critical evolution procedures. In addition, at the
enforcement conference you discussed a number of other actions that
were being considered including hardware changes designed to
preclude a repetition of this event.

To emphasize the nood for adequate procedures for reduced inventory
operations, I have been authorized after consultation with the
Director, Office of Enforcement, and the Deputy Executive Director
for Nuclear Reactor Regulation, Regional Operations and Research to
issue the enclosed Hotice of Violation and proposed Imposition of
Civil Penalty (Notico) in the amount of $12,500 for the Severity
Level III violation described in the Notice. The base value of acivil penalty for a Severity Level III violation is $30,000.
The civil penalty adjustment factors in the Enforcement Policy were
considered. The base civil penalty was mitigated by 25 percent for
identification. Although the event was self-disclosing, -you
demonstrated initiative in identifying the root cause of the
violation. The base civil penalty was mitigated by 50 percent for
the corrective actions, discussed above, that you have initiated or
plan to implement. . Additionally,- the base civil penalty was >

mitigated by 100 percent for your good past performance. However,
the base civil penalty was escalated by 100 percent due to the fact
that you had prior opportunities to identify the inadequate
procedure. NRC and industry noticos have been extensive regarding
the loss of shutdown cooling. For example, Generic Letter 88-17
was issued, in part, in response to the April 1987 Diablo Canyon
loss of decay heat removal event, to emphasize the safetysignificance that the NRC places on partial loss of shutdown
cooling events and loss of control of reactor vessel level during
mid-loop operation. The NAC also sent copies ' of that Generic
letter to every individual licensed operator to reemphasize that
point. In addition, Northern States Power was aware of the October
1991 Vogtle loss of decay heat removal event. While you did
provide some additional training in response to the notice that was
received, that notice should have caused you to more fully evaluate
and enhance your procedures and training. The other factors in the
enforcement policy were considered, and no further adjustment to

f
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Northern States power Company -4- May 21, 1992

the base civil penalty was considered appropriate. Therefore,
based on the above, the base civil penalty has been decreased by
75 percent.

You are required to respond to this letter and should follow the
instructions specified in the enclosed Notice when preparing your
response. In your response, you should document the - specific
actions taken and any additional actions you plan - to prevent
recurrence. After reviewing your response to this Notice,
including your proposed corrective actions and the results of
future inspections, the NRC will dete.rmine whether further NRC
enforcement action is necessary to ensure compliance' with NRC
regulatory requirements.
In accordance with 10 CPR 2.790 of the NRC's " Rules of practice,"
a copy of this letter, its encionure, and your responses will be
placed in the NRC Publio-Document Room.

The responres directed by this~ letter and the enclosed Notice are
not subject to the clearance procedures of the Office of Management
and Dudget as required by the paperverk Reduction Act of 1980,
Public law No. 96-511.

,

.

Sincerely,

f6 "

i
A. Dort Davis
Regional Administrator .

'

Enclosures Notice of Violation and proposed
Imposition of Civil Penalty

SEE DISTRIBUTION NEXT PAGE
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION OF CIVIL PENALTY

Northern States Power Company Docket No. 50-306
Prairie Island Nuclear License No. DPR-60
Generating Plant - Unit 2 FA 92-067

During an NRC inspection conducted from February 20 through
March 30,1992, a violation of NRC requirements was identified. In
accordance with the " General Statement of Policy and Procedure for
NRC Enforcement Actions," 10 CFR Part 2, Appendix C (1992), the
Nuclear Regulatory Commission proposes to impose a civil penalty
pursuant to Section 234 of the Atomic Energy Act of 1954, as
amended (Act), 42 U.S.C. 2282, and 10 CFR 2.205. The particular
violation and_ associated civil penalty are set forth below:

10 CFR 50, Appendix B, Criterion V states, in part, that activities
affecting quality shall be prescribed by documented instructions,
procedures, or drawings of a type appropriate to the circumstances.

Contrary to the above, on February 6, 1992, the licensee issued
procedure D2, "RCS Reduced Inventory Operation," Revision 21,-for
draining the Reactor Coolant System (RCS), which was not of a type
appropriate to the circumstances of its use in that:

1. The procedure did not specify an indicated Tygon tube reading
of RCS level at which the operator was required to verify that
the wide range Emergency Response Computer System (ERCS) RCS
level indication was functioning.

2. The procedure did not provide adequate direction .for
controlling RCS pressee, a frequency for recording RCS level
or RCS pressure readings, or a precaution indicating RCS
pressure higher than about three psig would prevent the ERCS
RCS level indicators from functioning.

3. The procedure did not specify any frequency-for calculating-
holdup tank volume for comparison with the change in volume
based on the change - in RCS level indication and - did not
clearly specify a level-to-volume ratio to be used to
calculate holdup tank volume.

This is a severity Level III violation (Supplement I).
Civil Penalty - $12,500

-NUREG-0940 I.A-71
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Notice,of Violation -2 -

Pursuant to the provisions of 10 CPR 2.201, the Northern States
Power company (Licensee)- is hereby required to submit a written
statement of explanation to the Director, Office of Enforcement,
U.S. Nuclear Regulatory Commission, within 30 days of the date of
this Notice of Violation and Proposed Imposition of Civil Penalty
(Notice). This reply should be clearly marked as a " Reply to a
Notice of Violation" and should include for each alleged violations
(1) admission or denial of the alleged violation, (2) the reasons
for the violation if admitted, and if denied, the reasons why, (3)
the corrective steps that have been taken and the.results achieved,
(4) the corrective steps that will be taken to avoid further
violations, and (5) the date when full compliance will be achieved.
If an adequate reply is not roccived within the time specified in
this Notico, an order or a demand for information may be issued as
to why the license should not be modified, suspended, or revoked or
why such other actions as may be proper should not be taken.
Consideration may be given to extending the response time for good
cause shown. Under the authority of Section-182 of the Act, 42
U.S.C. 2232, this respone shall be submitted under oath . cr
affirmation.

IWithin the same time as provided for the response required under 10
CFR 2.201, the Licensee may - pay the civil penalty by letter
addressed to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Commission, with a check, draft, money ordor, or
electronic transfer payable to the Treasurer of the United States
in the aucunt of the civil penalty proposed above, or may protest
imposition of the civil penalty in wMle or in part, by a written
answer addressed to the Director, Offico of Enforcitent, U. S.
Nuclear Regulatory Commission. Should the Licensee fail to answer.
within the time specified, an order imposing the civ4.1 penalty will
be issued. Should the Licensco elect to file an answer in
accordance with 10 CFR 2.205 protesting the civil penalty, .in whole
or in part, such answer should *)e clearly marked as an " Answer to
a' Notice of Violation" and maya (1) deny the violations listed in-
this Notice in whole or in part, (2) demonstrato extenuating-
circumstances, (3) show error-in this Notico, or (4) nhow other
reasons why the penalty should not be imposed. In addition to
protesting the civil penalty in whole or in part, such answer may
request remission or mitigation of the penalty.

In requesting mitigation of the proposed penalty, the factors
addressed in Section V " 10 CFR Part-2, Appendix C (1992),

,

t
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Notice of Violation -3 -

,

should be addressed. Any written answer in accordance with 10 CFR
2.205 should be set forth separately from the statement or
explanation in reply pursuant to 10 CFR 2.201, but may incorporate
parts of the 10 CFR 2.201 reply by specific reference (e.g. , citing
page and paragraph numbers) to avoid repetition. The attention of
the Licensee is directed to the other provisions of 10 CFR 2.205,
regarding the procedure for imposing a civil penalty.
Upon failure to pay any civil penalty due which subsequently has
been determined in accordance with the applicable provisions of 10
CFR 2.205, this matter may be referred to the Attorney General, and
the penalty, unless compromised, remitted, or mitigated, may be
collected by civil action pursuant to Section 234c of the Act, 42
U.S.C. 2282c.

The responses noted above (Reply to Hotice of Violation, letter
with payment of civil penalty, and Answer to a Notice of Violation)
should be addressed to: Director, Office of Enforcement, U.S.
Nuclear Regulatory Commission, ATTNs. Document Control Desk,
Washington, D.C. 20555 with a copy to the Regional Administrator,
U.S. Nuclear Regulatory Commission, Region III, 799 Roosevelt Road,
Glen Ellyn, Illinois 60137, and a copy to the NRC Resident
Inspector at the Prairie Island-Nuclear Generating Plant.

FOR THE NUCLEAR REGULATORY COMMISSION

eb M
A. Bert Davis
Regional Administrator

Dated at Glen Ellyn, Il3inois
this 21rt day of May 199?
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Dockets No. 50-454 and 50-455
Licenses No. NPF-37 and NPF-66
Construction Permit CPPR-131
EA 92-019

Commonwealth Edison Company
ATTN Mr. Cordell Reed

Senior Vice President
Opus West III
1400 Opus place
Downers Grove, Illinois 60515

Dear Mr. Reed:

SUIL7ECT t NOTICE OF VIOLATION
,

(U.S. Department of Labor Case No. 87-ERA-4) j

i

This refers to the results of an investigation and hearing
conducted by the U. S. Department of Labor (DOL) into a complaint
filed on October 3, 1986, by a quality control inspector formerly
employed by the Natfield Electric Compar.y at the Byron Nuclear
Station. In his complaint.(DOL Case No. 87-ERA-4), the former
quality control inspector alleged that llatfield Electric Company
improperly terminated his employment on September 12, 1986,
following his contacts with the NRC in May and June'1986, and his
August 19, 1986, appearance at a DOL hearing involving another
former employee of Hatfield Electric. An October 31, 1986,j
decision by the DOL Area Director instructed the Hatfieldt

Electric Company to reinstate the former qttality control
inspector. That decision was appealed by Hatfield Electric
Company and was upheld by a. DOL Administrative Law Judge on
August 13, 1987. Subsequently, on January 22, 1992, the DOL
Deputy Secretary affirmed the Administrative Law Judge's
recommended decision.

After reviewing that decision, the NRC finds that a violation of
the Commission's regulations has occurred. An enforcementi

conference is not being held in this case because additional
information is not necessary. The NRC review of the technical

i

electrical components by the Hatfield Electcic Company at the,

CERTIFIED MAIL
RETURN RECEIPT REOUESTED

,
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Commonwealth Edison company -2- April 22, 1992

Byron Nuclear Station was documented in NRC Inspection Report
Nos. 50-454/86031; 50-455/86017, which was mailed to you on
December 5, 1986.

The violation described in the enclosed Notice of Violation
concerns an incident of discrimination in violation of 10 CFR
50.7, "Employeo Protection." Specifically, under 10 CFR 50.7,
discrimination by a Comnission licensee, or its contractor,
against hn employee for engaging in certain protected activities
is prohibited. The activities which are protected include
providing the commission information about possible violations of
requirements imposed under either the Atomic Energy Act or the
Energy Reorganization Act, requesting the Commission to inst *tute
action against his or her employer for the administration or
enforcement of these requirements, or testifying in any
Commissinn proceeding.

This has been-categorized as a Severity Level III violation
because discrimination by first-line supervisors against
employees for raising safety concerns or participating in formal
proceedings is a significant regulatory concern, whether the ,

actions were taken by the licensee or its contractor.

iSuch discriminatory acts could create a chilling offect which
could lead to individuals not raising safety issues. Such an
environment cannet be tolerated if licensees are to fulfill their
responsibility to protect _the public health and safety. .It is
imperative that managers and supervisors of the licensco and its
contractors avoid actions that discriminate against individuals
for cooperating in proceedings under the Atomic Energy Act or the
Energy Reorganization Act or for raising safety concerns. The
actions of the licensee and its contractors must also promote an
environment conducive to the reporting of safety issues.
Therefore, to emphasize the importance of maintaining an-
environment in which-employees are free to provide information or
safety concerns without fear of retaliation, I am issuing the
enclosed Notice of Violation in accordance with the "Cenural-
Statement of policy and procedure for NRC Enforcement Actions,"
(Enforcement Policy) 10 CFR Part 2, Appendix C (1986).

Normally, a civil penalty is considered for a Severity. Lovel III
violation. However, after consultation with the Commission, I

J

,

.
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Commonwealth Edison Company -3 April 22, 1992-

have decided that a civil penalty will not be proposed in this
case. In reaching this decision the staff consideroda (1) the
time that has passed sincu this violation occurred; (2) that the
plant was under construction at the time of the violation'and has
since been completed and operating for several years without
further violations of this typer (3) that no similar violstions
have occurred at other- Ceco NRC-licensed facilities since the
occurrence of this September 12, 1986, violation; and (4) the
apparent isolated nature of the violation.

The NRC acknowledges that your July 29, 1986, letter described
corrective actions in response to n similar, previous enforcement
action (EA 86-87). The corrective actions for this earlier
violation included (1) meeting with senior management of all
site contractors to discuss their obligations under 10 CFR 50.7;
(2) developing an "early warning" system to determine if a
discharge involving worker protection is lawful; and (3) pre- -

planning reductions-in-force to determine whether a discharge is
improperly motivated.

While normally a written response to a Notice-of Violation is.
required, we are not requiring a -response to the specific
violation for the above-reasons.- However, we note-that-the
individuals involved in the September 12, 1986, discriminato ry -
act are employed in the quality assurance organization of the
William Pope Company, another contractor at the Byron Nuclear
station. Therefore, we are requesting that you provide written
assurance that the individuals responsible for the September 12,
1986, discriminatory act now appreciate the need for open
communications when an employee raises a safety concern.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter, its enclosure, and your response will be
placed in the NRC Public Document Room.

The response directed by this letter and the enclosed Notice are
not subject to the clearance procedures of the_ Office _of

-NUREG-0940 1.B-3
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Commonwealth Edison Company -4 April 22, 1992-

Management and Budget as required by the Paperwork Reduction Act
of 1980, Pub. L. No. 96-511.

Sincerely,

ll/t. <

A. Bert Davis
Regional Administrator

Enclosures Notice of Violation'

cc v/ enclosure
DCD/DCD (RIDS)
M. Wallace, Vice President

PWR operations
T. Kovach, Nuclear Licensing Manager
T. Schuster, Nuclear Licensing
Administrator

R. Pleniewicz, Station Manager
D. Brindle, Regulatory Assurance
Supervisor _

.

Resident Inspectors: Byron, Braidwood,
Zion

'dichard Hubbard
J. W. McCaffrey, Chief '

Public titilities Division
Diano Chavez, DAARE/ SAFE
Licensing Project Manager, NRR
Robert Howmann, Office of Public

Counsel, State of Illinois Center
Robert M. Thompson, Administrator
Wisconsin Division of Emergoney
covernment
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NOTICE OF VIOIATION

Commonwealth Edison Company Dockets No. 50-454 and 50-455
Byron Nuclear Station Licenses No. HpF-37 and HpF-66

Construction Permit CPPR-131
EA 92-019

Based on the results of an investigation and hearing conducted by
the U. S. Department of Labor (DOL Case 87-ERA-4) and the
resulting Order of the Deputy Secretary of labor, dated
January 29, 1992, the NRC determined that a violation of its
regulations occurred. In accordance with the " General Statement
of Policy and Procedure for NRC Enforcement Actions," 10 CFR
part 2, Appendix C (1986), the violation is listed belowt

10 CFR 50.7 prohibits discrimination by a commission
licensee, permittee, an applicant for a Commission license
or permit, or a contractor-or subcontractor of-a Commission
licensee, permittee, or applicant against an employee for
engaging in certain protected activities. Discrimination
includes discharge or other actions relating to the
compensation, terms, _ conditions, and privilegen of
employment.

Contrary to the above, an employee of Hatfield Electric
Company, a subcontractor of the Commonwealth Edison Company,
who was a quality control. inspector at the Dyron Nuclear
Power Station,-Was discharged on September 12, 1986, by
Hatfield Electric Company, for engaging in protected-
activities. Theos protected activities were (1) reportingto the NRC on May 9, 1986, the Hatfield Electric Company's
inadequate inntallation and inspection of electrical
components et the Eyron Nuclear Power Station, and
(2) participating as a witness on August 39,'1986, in a
hearing conducted by the U. S. Department of Labor under
Section 210 of the Energy Reorganization Act of 1974, as
amended (Lanor Department Case No. 86-ERA-33).

This is a Severit/ Level III violation (Supplement VII).
A reply is not required bec6use 'the licensee's letter. of July 29,
1986, described the corrective actions to prevent recurrence and

<

h
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Notice of Violation -2 -

similar violations have not occurred at either the 13yron Nuclear
Station or the other NRC licensed facilities operated by the
Commonwealth Edison Cornpany since this violation occurred on
September 12, 1986.

FOR TIIE NUCLEAR REGULATORY COMMISSION

M '

A. Bert Davis
Regional Administrator

Dated at Glen Ellyn, Illinois
the p day of April 1992

i

,

f

i

i
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Docket hos. 50-327 and 50-328
License Nos. DPR-77 and DPR-79,

: EA 92-065
.

Tennessee Valley Authority
! ATTN: Dr. Mark 0. Medfor1
' Vice President

Nuclear Assurance Licensing1
*

and Fuels
3B Lookout Place

i 1101 Market Street
Chattanooga, Tennessee 37402-2E01

| Gentlemen:

1 SUBJECT: NOTICE OF VIOLATION
(NRC INSPECTION REFORT N05, 50-327/92-06 AND 50-328/92-06)

This refers to the Nuclear Regulatory Commission (NRC) inspection conducted by
Mr. W. Holland on March 1 - April 7,1092, at the Sequoyah Nuclear Plant. The
inspection included a review of the facts and circumstances related to a,

failure to comply with Technical Specificat;on requirements for the operabilitya

' of ice condenser inlet doors on Units 1 and 2 for an unknown period of time
' during operation in Modes 1, 2, 3, and 4, which you identified and reported on

March 17, 1992. On March 23, 1992, o Confirmation of Action Letter was sent' to
you confirming that several actions related to the ice condenser problems be
completed prior to the restart of Unit 1. Tne report documenting this inspec-

| tion was sent to you by letter dated April 9,1992. As a result of this' inspection, a violation of NRC requirements wa: identified. An enforcement
conference was held on May 1,1992, in the NRC Region 11 office to discuss the
violation, its cause, and your corrective actions to preclude recurrence. A

; summary of the enforcement conference was sent to you by letter dated May 1,
1992.'

! The violation in the enclosed Notice of Violation (Natice) involved the discovery
of the Unit 2 ice condenser in a degraded condition. During the performance ofi

; routine inspections while the unit wt; in Mode 5 for the Cycle 5 refueling
outage, ice condenser inspections revebleo that 27 of the 48 ice condenser '
doors required excessive force to open. Approximately 15 of the doors were
severely restrained in that force above :he maximum torque required by Tech-

. nical Specifications 4.6.5.3.1.b.1 and 4.6.5.3.1.b.3 would have been required to
'

open the doors. Water intrusion, fecezing, and expansion within the floor
asstmbly caused the lower-ice-condenser concrete floor pad to be raised up to
three inches which caused the metal flashing at the base of the doors to,

interfere with the door's operation. A similar problem was found in Unit 1.
This condition was caused by a combination of the failure to install sealant
material in some of the wear slab joints during initial installation that
allowed water intrusion to the floor assembly and the maintenance defrosting
and cleaning activities that allowed water to accumulate or, the floor.

.

$

|

|

NUREG-0940 I.B-7

!

_ _ . - _ _ . ,-



E IITennessee Valley Authority 2

*
This violation is of concern to the NRC because it represents the gradual
degradation of a safety system. This degradation may have occurred through at
least two cycles and could have been detected through more detailed licensee
inspection activities or better scheduling of surveillance activities. There-
fore, this violation has been categorized at Severity Level 111.

In accordance with the " General $tatement of Policy and Procedure for NRC
Enforcement Actions " (Enforcement Policy) 10 CFR Part 2. Appendix C
(57 FR 5791, February 18,1992), a civil penalty is considered for a Severity
Level 111 violation. However, af ter consultation with the Director Office of
Enforcement, and the Deputy Executive Director for Nuclear Reactor Regulation,
Regional Operations and Research, I have decided that a civil penalty will not
be proposed in this case because your staf f identified the violation and
because of your prompt and extensive corrective actions that included shutting
down the operating unit, initiating rapid followup activity to correct the
violation, installing an on-line monitoring system, and modifying maintenance
practices.

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your respt'se. In your response,
you should document the specific actions taken and any additional actions you
plan to prevent recurrence. Af ter reviewing your response to this Notice,
including your proposed corrective actions and the results of future inspections,
the hRC will deterinine whether further NRC enforcement action-is necessary to
ensure compliance with'NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of
this letter and its enclosure will be placed in the NRC Public Document Room.

The responses directed by this letter and the enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, Pub. L. No. 96-511.

Should you have any questions concerning this letter, please contact us.

Sincerely,

k.
D. Ebneter

egional Administrator

Enclosure:
Notice of Violation

cc w/ enc 1:
Mr. J. B. Waters, Director
Tennessee Valley Authority
ET 12A
400 West Summit Hill Drive
Knoxville, Tennessee 37902

b
v
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NOTICE OF V10LATION

Tennessee Valley Authority Docket Nos. 50-327 and 50-326
Sequoyah Nuclear Plant License Nos. DPR-77, DPR-79
Units 1 and 2 EA 92-065

During an NRC it.pection conducted on March 1 - April 7,1992, a violation of
NRC requirements was identified. In accordance with the " General Statement of
Poliry and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(57 rR 5791, February 18,1992), the violation is listed below:

Technical Specification 3.6.5.3 requires, in part, that the ice condenser
inlet doors be operable when in MODES 1, 2, 3, and 4

Contrary to the above, on March 17 and 18,1992 numerous ice condenser
doors on both units were discovered to require force in excess of the
torque values required for operability as specified in lechnical Specifica-
tions 4.6.5.3.1.b.1 and 3. This condition resulted in the ice condenser
system being in a degraded condition and could have existed for an extended
period of time with both units operating in Mode 1.

This is a Severity Level !!! violation (Supplement 1).

Pursuant to the provisions of 10 CFR 2.201, Tennessee Valley Authority (Licensee)
is hereby required to submit a written statement or explanation to the U.S.
huclear Regulatory Commission, ATTN: Document Control Dest Washington,
DC 20555, with a copy to the Regional Administrator, Region 11, and a copy to
the NRC Resident inspector at the Sequoyah Nuclear Plant, within 30 days of
the date of the letter transmitting this Notice of Violation (Notice). This
reply should be clearly marked as a " Reply to a Notice of Violation" and should
include for each violation: (1) the reason for the violation or, if contested,
the basis for disputing the violation, (2) the corrective steps that have been
taken and the results achieved. (3) the corrective steps that will be taken to

} avoid further violations, and (4) the date when full compliance will be achieveo.
If an adequate reply is not received within the time specified in this Notice,
an order or a Demand for Information may be issued to show cause why the license
should not be modified, suspended, or revoked, or why such other action as may
be proper should not be taken. Where good cause is shown, consideration will be
given to extending the response time. Under the authority of Section 182 of the
Act, 42 U.S.C. 2232, this response shall be submitted unoer oath or affirmation.

Dated at Atlanta, Georgia
this f(M day of May 1992

NUREG-0940 1.B-9
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.. + s October 25, 1991

Docket No. 030-15055 +

License No. 21-18428-01
EA 91-135

>

Allied Inspection Services, Inc.
ATTN: Mr. T. Donald Grashaw
4704 Ketchum Road
P. C. Box 268
St. Clair, MI 48079

Dear Mr. Grashaw:

SUBJECT: NOTICE OF VIOLATION AND PP.0 POSED IMPOSITION OF CIVIL PENALTY - $5,000
(NRC INSPECTION REPORT NO. 030-15055/91001(DRSS))

|

This refers to the inspection conducted on September 26, 1991, at your St. Clair,
Michigan facility. The report documenting this inspection was sent to you by
letter dated October 11, 1991. During this inspection, violations of NRC
requirements were identified. An Enforcement Conference was held on
October 16, 1991, at the NRC Region !*l Office to discuss the violations,
their causes, and your corrective actions.

During the inspection, it was determined that you and your staff had performed
radiographic operations on approximately 162 occasions f rom January 10, 1991,
through September 23, 1991, as listed in your utilization log, without wearing
personnel monitoring alarm ratemeters. The requirement for alarm ratemeters
became effective on January 10, 1991, after being publishec as a final rule in-
the Federal Register on January 10, 1990. Additionally, the March / June i990
edition of the NRC Office of Nuclear Materials Safety and Safeguards Newsletter
discussed the now rule. You stated that you did nut receive these publications,

I in the mail. However, in early September 1991 you received an NRC Information
Notice (IN 91-49) which alerted you to the alarm ratemeter requirement. You
promptly ordered ratemeters on September 12, 1991; however, radiographic-
operations were performed on two subsrquent occacions prior to receiving the
ratemeters on September 24, 1991.

We are concerned with your failure to be cognizant of current NRC requirements
which resulted in multiple violations over an eight month period. Once you
were alerted to the alarm ratemeter requirement by the NRC Information Notice,
you nade an effort to come 17to compliance. However, you continued to perform
radiograpnic operations without alarm ratemeters. -In the future, when violations
of NRC requireraents are identified, we expect:you to correct the violatien
before proceeding, rather than continue to violate NRC requirements. If .it is
not reasonable for you to correct the violation you should promptly contact the
NRC Regional Office for further guidance.

CERTIFIED Mall
RETURN RECEIFT REQUESTED

l

l
!

| NUREG-0940 II.A-1
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Allied Inspection Services, Inc. -E- October 25, 1991

NRC requires strict compliance with all regulations designed to ensure that
radiographic operations do not result in unnecessary or potentially harmful
radiation exposures to radiography personnel or the general'public. The alarm
ratemeters required by 10 CFR 34.33 are intended to give an early and audible
warning of unexpected high radiation levels allowing radiography personnel to
take prompt corrective actions. Therefore, in accordance with the " General
Statement of Policy and Procedure for NRC Enforcement Actions," (Enforcement
Policy) 10 CFR Part 2, Appendix C (1991), this violation has been categoriced
at Severity Level 111.

At the Enforcement conference you presented your longer _tarm corrective actions
i

which included reviewing NRC correspondence more thoroughly upon receipt, date
stamping all NRC correspondence when received, periodically reviewing NRC
correspondence for missing documents, and implementing a system for'tracting
required tasks. NRC staff suggested several other prud:nt corrective actions,
including revising the quarterly audit checklist to include the wearing of
alarm ratemeters as an audit line item, and reviewing all previously issued i

NRC correspondence to ensure that other requirements have not been missed.

a g radiographicIo emphasize the importance of wearing alarm ratemeters du n

operations, and the importance of being cognizant of curre..c NRC requirements.
I have been authorized to issue the enclosed Notice of Violation and Proposed
Imposition of Civil Penalty (Notice) in the amount of $5,000 for the Soverity
Level Ill violation. |

The base value of a civil penalty for a Severity Level 111 violation is $5,000. '

The civil penalty adjustment factors in the Enforcement Policy were considered i

and on balance no adjustment to tht base civil penalty has been deemed appropriate. i

filt sation of the base civil penalty.for the identification and reporting
fact;r was not warranted in that you continued to perform radiographic operations
without +b ratemeters on two occasions after you-became aware of the requirement.
No mitiqu ;on of the base civil penalty'was warranted for the corrective action

actions, as discussed above, were notfactor in that your longer term correct
sufficiently comprehensive. Full 100 _'ent mitigation of the base civil
penalty was warranted for your good y erformance. However, 100 percent
escalat'on of the base civil penalty wa, varranted for the prior notice and
multip occurrence factors. You a dowem radiographic operations to be performed
on approximately 162 separate occasions without alarm ratemeters after the -
effective date of the requirement, two of which were after you became aware of
the' requirement. The other adjustment factors in-the Policy were-considered and
no further adjustment to the base civil penalty was considered appropriate.

Four additional. violations not assessed a civil penalty were identified'as
described-in the-enclosed Notice.

You are requ bed to respond to this letter and should follow-the instructions
specified in $he enclosed _Noticc when preparing your response,. In your response,
you should document the specific actions'taken and any additional actions you

'

,

5
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! Allied Insrer' ion Se, vices, Inc. -3- October 25, 1991

plan to prevent recurrence. After reviewing your response to this Notice,<

including your proposed corrective actions and the results of future inspections,
the NRC will determine whether further NRC enforcement action is necessary to

) ensure compliance with Nr,C regulatory requirements. .1
1

i

j In accordance with 10 CTR 2 790 of the NRC's " Rules of Practice," a copy of inis j
| letter, its enclosure and yi- response!. will be placed in the NRC Public -

q Document Room.
,

4

| The responses directed by this letter and the enclosed Notice are not subject
,

to the clearance procedures of the Office of Management and Budget as required '

f by the Paperwork Reduction Act of 1980. Pub. L. No. 96-511. !

} Sincerely,
i

*() M4
i i

: A. Dert Davis
i Regional Administrator

,
2

i Enclosure: Notice of Violation
i and Proposed Imposition of Civil-
j Penalty
a

e cc w/ enclosure:
i- DCD/DCB /alDS)
}_ J. Lieberesn Director,
; Office ;f Enforcement

| State of Michigan
i

i
i .

i
'

1

!

'

!

!
,

i

i

i_
|
!'
|
'

s
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'

_

i
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION OF .CIVL iD:ALD
L
l
|

L Allied Inspection Services, Inc. Docket No. 030-15055
St. Clair, Michigan License No. 21-18428-01

EA 91-135

|

During an NRC inspection conducted on. September 26, 1991, violations cf NRC
requirements were identified. -In-accordance with the " General 5,atement of
Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2,- Appendix C

~

| (1991), the Nuclear Regulatory Commission proposes to impose a civil penalty
( pursuant to Section 234 of the Atomic. Energy Act of 1954, as amended (Act), 42
L U.S.C. 2282, and 10 CFR 2.20f The particular violat' s and associated civil
| penalty are set forth below:

I. Violation Assessed a Civil Per.alty

10 CFR 34.33(a) requir % in part, that the..llcensee not permit any
individual to act as a radiographer or a radiographer's assistant unless,

!at all times during radiographic operations, the individual wears a direct
reading pocket dosimet e , an alarm ratemeter, and either a film-badge ori

a thermoluminescent dosimeter.

Contrary to the above on appr ximately 162 occasions from January 10, 1991,
through September 23. 1991, the attending 'icensee radiographer (s) and.

.

radiographer's assistant did not wear an alarm ratemater while conducting
~

radiographic cperations at field sites.

This is a Severity Level III violation (Supplement VI).
Civil Penalty - $5,000.

II. Violations Not Assessed a' Civil Penalty.

A. 10 CFR 34.13(c) requires that pocket dosimeters be checked at
|

intervals not to exceed one year for correct response to radiation.

' Contrary to the above, from November 6, 1989, to September 26. 1991,-
f. an interval exceeding one year, pocket dosimeters were not checked.for

correct response to radiation.

This is a 54. verity Level IV vio'.ation-(Supplement VI).

B. 10 CFR 71.5(a) requires that licensees;Who transport licensed material
outside the confines of-their plants er deliver licensed material to
a carrier for transport comply Hth the-applicable requirements of the
regulations appropriate to the mode of transport of theLDepartment of-
Transportation (DOT) in 49 CFR Part 170-189.

.

.
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|

Notice of Violation -2-

1. 49 CFR 172.203(d)(1)(iii) requires that the description for a
shipment of radioactive material include the activity
contained in each package of the shipment in terms cf curies,
millicuries or microcuries.

Contrary to the above, from January 31, 1991 to September 26,
| 1991, the licensee routinely transported iridium-192 source

,

i

; No. 1718 without updating the activity included on the oescription
| for shipment to account for the source's 74 day half-life.
! Specifically,-on September 26, 1991, the description for shipment

for iridium-192 source No. 1718 stated the activity as 80 curies
when the actual activity was approximately 9.7 curies.

2. 49 CFR 172.604(a) requires, in part, that.a person.who-offers a
hazardous material for transportation provide on a shipping

_ paper a 24-hour emergency response telephone number for use in
the event of an emergency involving the hazardous material.

| Pursuant to 19-CFR 172.101, radioactive raaterial is classified
| as a hazardous. material.

Contrary to-the above, from January 31, 1991 to September 26,
1991, the licensee failed to include on its shipr*ng papers a
24-hour emergency response telephone number, durt..g' routine
transport of its iridium-192 source No. 1718, a hazardous material.

' 3. 49 CFR 177.817(e)(2) requires that the driver and' carrier store
the shipping paper as follows:

(ii) When the driver is not at the vehicle's controls, the '

shipping paper shall be: (a) In a holder which is mounted to _
the inside of the door on the driver's side of the vehicle; or
(b) on_the driver's seat in the vehicle.

i

Contrary to the above, as of_ September 26, 1991,=the licensee
routinely transported. licensed material consisting of iridium-192
and cobalt-60 sealed radioraphy sources and, when the driver was
not at the vehicle's controls, the shipping paper was stored by
attaching it to the inside rear window of the vehicle or by
posting it inside the trailer located'behind the vehicle.

This is_a Seve-ity Level IV problem (Supplement V),

Pursuant to the provisions of 10 CFR_2.201, Allied Inspection Services, Inc.
|

| (Licensee) is hereby required to submit a written statement or explanation to
! the Director, Office of Enforcement, U.S. Nuclear Regulatory Commission, within
j 30 days of the date of this Notice of Violation and Proposed Imposition of i
| Civil Penalty (Notice). This reply should be clearly marked as a " Reply to a.
'

Notice of-Violation" and's_hould include for each alleged violation: _ (1)
__

l

admission or denial of the alleged violation,-(2) the reasons-for the violation
|

|

-NUREG-0940 II.A-5.
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Notico of Violation --3'-

if admitted,-and f denied, the reasons why, '3) the corrective steps that have.

been taken and the results achieved, (4) the-corrective steps..that will be
taken to avoid further violations, and (5) the date when full' compliance will
be achieved. If an adequate reply is not received withir. the time specified in
this Notice, an order or demand for information may be issued as to why the
license should not be modified, suspended, or revoked or why such other action
as may be proper snould not be taken. Consideration may be given to extending
the response time for good cause shown. Under the authority of Section 182 of
the Act 42 U.S.C. 2232, this response shall be submitted under oath or

-affirmation.

Within the same time as provided for the response required above under 10 CFR-
2.201, the Licensee may pay the civil penalty by letter addressed to the-
Director, Office of Enforcement U.S. Nuclear-Regulatory Commission, with a -
check, draft, money order, or electronic transfer payable to the' Treasurer of
the United States in the amount of the civil cenalty proposed above, or may
protest imposition of the civil penalty, in whole or in part, by a written
answer addressed to the Director, Office of Enforcement, U.S. Nuclear Regulatory
Commission. Should the Licensec fail to answer within the time specified, an
order imposing 'he civil penalty will be issued. Should the Licensee elect to -
file an answer in accordance with 10 CFR 2.205 protesting the civil penalty,
in whole or in part, such answer should be clearly marked as an " Answer to a
Notice of Violation" and may: (1) deny the viola +1ons listed in this Notice,
in whole or in part, (2) demonstrate exte ating circumstances,-(3):show error
in this Notice, or (4) show other reasons wny the penalty-should not be imposed.
In addition to protesting the civil penalty, in whole or in part such answer
may request remission or mitigation _of the penalt; .

~

'

In requesting mitigation of the proposed penalty the factors addressed in
Section V.B of 10 CFR Part 2, Appendix C (1991) should be addressed. Any
written answer in accordance with 10 CFR 2.205 should be set forth separately

_

,
from the statement or-explanation in reply pursusnt to-10 CFR 2.201, but may
incorporate parts of the 10 CFR 2.201 reply by specific' reference (e.g., citing'

page and paragraph numbers) to avoid repetition. The attention of the Licensee-
-is directed to the other provisions of 10 CFR 2.205,' regarding the. procedure
for imp; sing a civil penalty.

Upon failure to pay any civil penalty due which subsequently has been determined-
in accordance with the applicable provisions ofl0 CFR 2.205, this matter may be.
referred-to the Attorney Ocneral, and the penalty, unless compromised, remitted.
or mitigated,'ma', be collected by civil action pursuant to Section 234(c) of the.,

I

Act, 42 U.S.C. 2282c.

The response noted above (Reply to Notice of Violation.-letter with papent of-
civil penalty, and Answer to a Notice of Violation)'should be addressed to:

s
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Notice of Violation -4-,

i.

Director, Office of Enforcement U.S. Nuclear Regulatory-Comission, ATTN: )
Document Control Desk, Washington, D.C 20555 with a copy to the' Regional |

! Administrator, U.S. Nuclear Regulatory Comission, Region !!I. !

!
: FOR THE NUCLEAR REGULATORY COMMISSION

[ W
4.

! A. Bert Davis
. Regional Administrator

i Dateda,pGlenEllyn, Illinois
this217 day of October 1991
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Docket No. 030-20541
License No. 52-21350 01
EA 92-012

Alonso and Carus Iron Works, Inc.
ATTN: Mr. Laureano Carus, President
Post Office Box $66
Catano, Puerto Rico 00632

Gentlemen:

SUBJECT: NOTICE OF V10LAT10h AND PROPOSED IMPOSITION OF CIVll PENALTY -
$2,500 (NRC INSPECTION REPORT N0. 52-21350-01/91-01 AND NRC 0FFICE
OF INVESTIGATIONS REPORT NO. 2-91-014)

This refers to the Nuclear Regulatory Comission (NRC) inspection conducted by
Mr. L. Franklin on October 7, 9,10 and 17,1991, at your f acility in Catano,
Puerto Rico, and at a field radiography site at the San Juan Airport, San Juan,
Puerto Rico. This also refers to an investigation conducted by Mr. R. Burch of
the NRC Office of Investigations (01), Region 11 Field Office, which was
cortpleted on March 27, 1992.

The inspection included a review of the activities conducted under your license"

with respect to radiation safety and compliance with NRC regulations and the
conditions of your license. As a rcsult of the inspection findings, a
Confirmation of Action Letter was sent to you by letter dated October 25, 1991,
to confim actions you were to take to ensure that your radiographers perform

o

surveys during radiographic operations in accordance with NRC regulations. The*

report documenting this inspection was sent to you by letter dated Noveaber 25,
1991. As a result of this inspection, violations of NRC requirements were
identified.

The investigation referred to above included a review of the apparent
intentional failure by one of your radiographers, who was also the assistant
Radiation Safety Officer, to perform surveys during field radiographic
coerations at the San Juan Airport on October _11, 1991, pursuant to the
requirements of 10 CFR 34.43. - The investigation concluded there were
mitigating circumstances that contributed to the radiographer's failure to
cceply with the survey requirements. The mitigating circumstances, in part,
involved the radiographer experiencing extreme emotional stress related to a
close family member being terminally ill which may have impaired his ability to
properly perfom radiographic operations. The synopsis of the OI investigation
report was sent to you by letter dated April 9,1992.

An enforoement conference wu conducted by telephone on April 15, 1992, with
Ms. G. Bonilla, your management representative, Mr. W. Rivera, Radiation Safety
Officer, and Mr. J. Ruiz-Carlo, a Radiographer, to discuss the violations,
their cause, and your corrective actions to preclude recurrence. As indicated

NUREG-0940 II.A-8
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l.

d'uring the enforcement conference, the NP.C had not taken final enforcement
,

! action until this time, pending completion of the investigation. During the
enforcement conference, the licensee's representatives indicated their
understanding of this action and agreed with the violations. A list of the
attendees at the enforcenent conference is enclosed.

,

The violation described in Part I of the enclosed Notice of Violation and
Proposed Imposition of Civil Penalty (Notice) involved the failure to perform
required radiation surveys during radiographic operations at the San Juan'

Airport on October 11, 1991. In this particular event, a radiographer was
observed by an NRC Inspector to have perfonned three successive radiographics

exposures without performing a survey that included the guide tube to determine
that the sealed source had been returned to its Shielded position after each
exposure. Inherent in radicgraphic operations is the potential for significant
radiation hazards and the NRC relies on radiographers to perfonn required
actions such as surveys to minimize these hazard; to both themselves and the
general public.

When the NRC issues a license to use radioactive material, it is expected that
the licensee, and particularly licensee radiographers, will fully meet their
regulatory responsibilities to ensure that the use of licensed materials does
not endanger the public health and safety. Although we recognize that personal
stress may have contributed to the radiographer's inability to conduct licensed

~

activities in accordance with NRC requirerents, it is nevertheless incumbent on
the licensee to ensure that personnel engaged .in licensed activities can safely

-perform radiographic operations. Licensees must ensure that radiograpters
understand that if they are unable to perform licensed radiography duties in a
safe manner because of illness or other technical problems such as the
inability to perform surveys becaus6 of a difficult set-up, they must inform
their supervision.

Therefore, in accordance with the " General Staterrent of Policy and Procedure
for NRC Enforcecent Actions," (Enforcement Policy) 10 CFR Part 2 Appendix C
(1991), the violation in Part I of the Notice has been categorized at Severity
Level 111 because required radiation surveys were not conducted following three
successive radiographic exposures.

To emphasize the importance of conducting safe radiographic operations and to
ensure compliance with regulatory requirements and license conditions, I have
been authorized to issue the enclosed Notice of Violation and Proposed
Imposition of Civil Penalty in the amount of $2,500 for the Severity Level 111
violation set forth in Part I of the Notice. The base value of a civil penalty
for a Severity level Ill violation is $5,000.

After careful review of all the circumstances involved in this case, we have
decided to mitigate the civil penalty by 50 percent. Considerations included
the fact that NRC identified the violation involving the failure to survey, the
discussions about surveys that the NRC inspector had with the radiographer on
the day prior to the event, your subsequent corrective actions, and your good
past performance.

|

- NUREG-0940 II.A-9
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Alonso and Carus Iron Works. .anc. 3

hhe violation described in Part !! of the enclosed Notice involved the failure
to post the high radiation area in which radiography was being performed on
October 11. 1991. Although the violation was categorized at Severity level IV,
it is a concern because of the safety implications associated with high
radiation areas and providing adequate warning to the public that radiographic
operations are underway.

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your response. In your
response, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. After reviewing your response to this
Notice, including your proposed corrective actions and the results of future
inspections, the NRC will detennine whether further hP.C enforcement action is
necessary to ensure compliance with NRC regulatory requirements.

By letter dated December 13, 1991, you were issued an Order (EA 91-171)
modifying your license to restrict your utilization of the radiographer
involved in the radiographic activity at the San Juan Airport on October 11,
1991. The radiographer subsequently responded to the Order by letter dated
December 30, 1991, wherein he explained'his actions of October 11, 1991, and
requested a hearing on the Order. As a result of that information, the NRC
staff conducted additional follow up review between January 24-30, 1992,
during which the radiographer advised that after reconsidering his coments in
the December 30th letter, he agreed that his actions on October 11, 1991, did
not meet regulatory requirements. On February 20, 1992, a settlement agreement
was reached wherein certain actions were to be effectuated to meet the terms of
the settlement agreement. On March 24, 1992, the NRC Atomic Safety and
Licensing Board approved the settlement agreement and terminated further
proceedings. We do not plan any further action relative to the Order other
than ensuring that the terms and conditions of the Settlement Agreement are
fulfilled.

In accordance with 10 CFR 2.790 of the NRC's ' Rules of Practice," a copy of
this letter and its enclosures will be placed in the NRC Public Document Room.

The responses directed by this letter and th enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980 Pub. L. No. 96-511.

Should you have any questions concerning this letter, please contact us.

Sincerely,

gy/ h
Stewart D. Ebneter
Regional Administrator

NUREG-0940 II.A-10
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Enclosures:
1. Notice of Violation and Proposed

Imposition of Civil Penalty.

List of Enforcement Conference Attendees
'

2.
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NOTICE OF V10LA110N
AND

- PROPOSED IMPOSITION OF civil PENALTY

Alonso and Carus Iron Works, Inc. Docket No. 030-20541
Catano, Puerto Rico License No. 52-21350-01

EA 92-012

During an NRC inspection conducted on October 7, 9,10 and 17,1991, violations
of NRC requirements were identified, in accordance with the " General Statement
of Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1991) the Nuclear Regulatory Ccmission proposes to impose a civil penalty
pursu;nt to Section 234 of the Atomic Energy Act of 1954, as amended (Act),
42 U.S.C. 2282, and 10 CFR 2.205. The particular violations and associated
civil penalty are set forth below:

1. Violation Assessed a Civil Penalty

10 CFR 34.43 (b) requires, in part,- the licensee to ensure that a survey
with a calibrated and operable radiation survey instrument is made after

'

each radiographic exposure to determine that the sealed source has been
returned to its shielded position.

1

Contrary to the above, on October 11, 1991, a licensee radfographer did
not perfonn a survey after three radiographic exposures to detennine that
the sealed source had been returned to its shielded position after each
exposure.

This is a Severity Level III violation (Supplement VI).
Civil Penalty - $2,500

11. Violation Nat Assessed a Civil Penalty

10 CFR 34.42 requires, notwithstanding any provisions in 10 CFR 20,204
(c), that areas in which radiography is being perfonned be conspicuously
posted as required by 10 CFR 20,203 (b) and (c)(1).

10 CFP 20.203 (c)(1) requires that each high radiation area shall be
conspicuously posted with a sign or signs bearing the radiation caution
symbol and the words " CAUTION HIGH RADIATION AREA."

Contrary to the above, on October 11, 1991, during radiography perfonned -
at San Juan International Airport, San Juan, Puerto Rico, the licensee did
not post the high radiation area in which industrial- radiography was being
performed.

This it a Severity Level IV violation (Supplement VI).

Pursuant to the provisions of 10 CFR 2.201, Alonso and Carus Iron Works, Inc.
(Licensee) is hereby required to submit a written statement or explanation to

NUREG-0940 11.A-12
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Hotice of Violation 2

,

f
:

the Director. Office of Enforcement, U.S. Nuclear Regulatory Comission,a

within 30 days of the date of this Notice of Violation and Proposed Imposition of
CivilPenalty(Notice). This reply should be clearly marked as a " Reply to a

. Notice of Violation' and should include for each alleged violation: (1)admis-
| sion or denial of the alleged violation, (2) the reasons for the violation
; if attitted, and if denied, the reasons why, (3) the corrective steps that have
1 been taken and the results achieved, (4) the corrective steps that will be

taken to avoid further violations, and ($) the date when full compliance will
be achieved. If an adequate reply is not received within the time specified in

i this Notice, an order or a Demand for Information may be issued as to why the
license should not be modified, suspe9ded, or revoked or why such other action,

i as may be proper should not be taken. Consideration may be given to extending
; the re,ponse time for good cause shown. Under the authority-of Section 102 of
' the tsct, 42 U.S.C. 2232, this response shall be submitted under oath or

affination.
I Within the same time as provided for the response required above under

10 CFR 2.201, the Licensee may pay the civil penalty by letter addressed to the-,

Director, Office of Enforcement U.S. Nuclear Regulatory Comission, with a
.

check, draft, money order, or electronic transfer payable to the Treasurer of
the United States in the amount of the civil penalty proposed above, or the'

cumulative amount of the civil penalties if more than one civil penalty is-
proposed, or may protest imposition of the civil penalty in whole or in part,
by a written answer addressed to the Director, Office of Enforcement, U.S.

| Nuclear Regulatory Comission. Should the Licensee fail to answer within the
time specified, an order imposing the civil penalty will be issued. Should the

i Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting the
civil penalty, in whole or in part, such answer should be clearly marked as an
" Answer to a Notice of Violation" and may: (1) deny the violation listed in
this Notice in whole or in part, (2) demonstrate extenuating circumstances,

: (3) show error in this Notice, or (4) shcw other reasons why the penalty should
| rot be imposed. In addition to protesting the civil penalty in whole or in

part, such answer may request remission or mitigation of _ the penalty.

In requesting mitigation of the proposed penalty, the factors addressed in
7

Section V.B of 10 CFR Part 2. Appendix C (1991), should be addressed. Any;

written answer in accordance with 10 CFR 2.205 shouid be set forth separately'

from the statement or explanation in reply pursuant to 10 CFR 2.201, but may
; incorporate parts of the 10 CFR 2.201 reply by specific reference (e.g., citing

page and paragraph numbars) to avoid repetition. The attention of the Licensee
is directed to the other provisions of 10 CFR 2.205, regarding the procedure,

for imposing a civil penalty.
'

Upon failure to ray any civil penalty due which subsequently has been deter-
mined in'accordance with the applicable provisions of 10 CFR 2.205, this matter
may be referreo to the Attorney General, and the penalty, unless compromised,,

remitted, or mitigated, may be collected by civil action pursuant to
Section 234c of the Act, 42 U.S.C. 2282c.

I

i

! |

li

:
'
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Notice of Violation 3

4

The response noted above (Reply to Notice of Violation, letter with payment
ofcivilpenalty,andAnswertoafoticeofViolation)shouldbeaddressed
to: Director, Office of Enforcement, U.S. Nuclear Regulatory Ccmission.
ATTN: Document Control Desk, Washington, D.C. 20555 with a copy to the Regional
Administrator, U.S. Nuclear Regulatory Comission, Region II, Atlanta, Georgia.

Dated at Atlanta. Georgia
this21+e day of April 1992

\

|

|

l
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s *.*** April 30, 1992'

1 Docket No. 030-13245
License No. 13-17732-01
EA 92-051

'

ATEC Associates, Inc.
4 ATTN: James Sherer
'

Assistant Vice President
; 5150 East 65th Street
s Indianapolis, IN 46220-4871
.

Dear Mr. Sherer:*

i-

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
PENALTIES - $2,375'

; (NRC INSPECTION REPORT NO. 030-13245/92001(DRSS))
! This refers to the routine safety inspection conducted ot.

February 25 through March 19, 1992 of activities authorized by
NRC License No. 13-17732-01 at your facility in Indianapolis,
Indiana, and at one of your temporary job sites. During the
inspection, a substantial number of violations of NRC,

requirements were identified. .The report documenting this
; inspection was sent to you by letter, dated March 27, 1992. On

April 7, 1992, an enforcement conference was conducted with you,

i and Mr. Tim Keller, your Radiation Protection Officer, to discuss
the apparent violations, their causes and your corrective
actions. A copy of the enforcement conference report was sent to

; you on April 21, 1992.

; During the enforcement conference, we discussed the. apparent
i whole body dose of 2.14 rems to one of your workers during the
| fourth calendar quarter of 1990. We_ expressed concern that this
' appeared to be an apparent violation of 10 CFR 20.101(a), failure
! to maintain a radiation worker's quarterly radiation exposure

below 1.25 rems. Your RSO informed us that subsequent to the
' 1992 inspection, he conducted a more thorough investigation of

the circumstances surrounding the-exposure and concluded that-the*

worke' did not receive.the dose. We have, therefore, not cited_

you for the apparent overexposure, but have, instead, cited you4

for failing to conduct an adequate evaluation pursuant to 10 CFR
20.201(b) at the time of the inspection. Accordingly, we have

! not cited you for failure to make a written report to.the NRC' regarding the appanent overexposure.
.

* CERTIFIED MAIL
| RETURN RECEIPT REQUESTED

t

,

!
l

|
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Aprfl 30,1992ATEC Associates, 7.nc . - 2 -

During the enforcement conference, we also discussed an apparent
violation of -10 CFR 20.405(a) (1) (iv) involving your failure to
report in writing to the NRC, within 30 days,'an incident at a
temporary job site which resulted in damage to a moisture / density
gauge. The report was required because the damage to the gauge
was in excess of $2000. You stated that the incident-occurred on
June 70, 1991 instead of June 6 and that the written report was
only four days late. After further consideration of this. matter,
and in view of the fact that the NRC no longer-requires licensecs
to make a written report based on damage to property in excess of ,

a specitied dollar amount, we have not included this< item in the .

Notice. 1

Tina remaining violations that were identified during the .
inspection are described in the enclosed Notice of Violation and
Proposed Imposition of Civil Penalties (Notice). These
violationc are divided into two areas of concerns (1) violations
associated with a failure to control access to licensed material
and (2) violations associated with a regulatory breakdown in the
management control of licensed, activities.
The violations involving failure to control access to licensed
material include: (1) failure to secure a moisture / density gauge
from unauthorized removal; (2) failure to lock the source in a
moisture / density gauge to prevent accidental exposure while the
gauge was not being used; and (3) failure to maintain immediate
centrol of a moisture / density gauge while it was not in storage
at a temporary job site. The latter violation.resulted in the
gauge-being-run over and damaged by construction equipment.
These violations are of concern to the NRC because they could
have resulted in unnecessary radiation exposure-to members of the
public. Therefore, in accordance with the " General Statement of
Policy and Procedure for URC Enforcement Actions," (Enforcement
Policy) 10 CFR Part 2, Appendix C-(1992), violations involving
failure to control access to licensed material have been
classified in the aggregate as a' Severity Level III problem.

The violations involving a regulatory breakdown in the management
control of licensed activities include: (1) use and storage of
moisture / density gauges at unauthorized locations; (2) use of the
gauges by persons who had not completed the training required by-
your NRC license; (3) failure to adequately evaluate an exposure
that appeared to exceed regulatory requirements; (4) failure to

NUREG-0940 II.A-16
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: ATEC Associates, Ina -3- April 30, 1992 '

.

ler" test sealed sourcee and conduct scaled source inventories at
I tht required frequency? (5) failuro to maintain radiation

-

<

*

exposure records and post copies of regulatory documents.and
i notices as required; and (6) failure _tc comply with coveral'
j transportation requirements-including blocking and bracing of a
i gauge during transport and adequately documenting and maintaining
! a shipping paper in the appropriate location. These violations

demonstrate a significant lack of management attention to, and
i control of, activities authorized by your NRC license.

Therefore, in accordance with the " General Statement of Policy >'

and Procedure for NRC Enforcement Acticns," (Enforcement Policy)
; 10 CFR Part 2, Appendix C -(1992), violations associated with a
; regulatory breakdown in the management control of licensed
i activities have been classified in the aggregate as a Severity

| Level III-problem.
:

The root causes of the violations and the subsequent corrective
I actions were discussed during the April 7, 1992, enforcement
j conference. The NRC recognizes that some_ corrective actions have
! been initiated and appear acceptable. However, they tend to

focus on the individual violations and not on the root cause of
j the violations, namely, the laxity by which you-approached the
- supervision and overall at agement of radiation safety practices
; and compliance with regulatory requirements. Incumbent upon any
i NRC licensee is the responsibility to protect public health and
j safety, including the health and safety of the employees, by

assuring that all requirements of the NRC license are inct and any,

I potential violation of NRC requirements is identified and
expeditiously corrected.

,

To emphasize the importance of complying with license and
regulatory requirements and ensuring effective management-
oversight of licensed activities, I an issuing the enclosed
Notice of Violation and Proposed Imposition of Civil Penalties
(Notice) in the cumulative amount of $2,375 for the two Severity.

: Level III problems identified above,
i

The base value of a civil penalty for each Severity Level III8

violation is $500. The civil penalty adjustment factors in the
Enforcement Policy were considered and'the amount of the civil

,

i penalty for violations involving failure to control access to
j licensed material was increased by 150 percent. The civil
; penalty-was initially increased by 50 percent because all of the

.i

1

i

4 -
J
,

a

T

I
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April 30, 1992ATEC Ascociates, Inc. -4 -

violations were identified by the NRC, when they should have been-
identified by licensee management. The civil penalty was
increased by an additional 100 percent because there were
multiple occurrences of the access contiol problems. In three
instances, there was a failure to control access to licensed
material contained in the moisture / density gauges.- The remaining
factors in the enforcement policy were considered and no further
adjustment is considered appropriate. Therefore, based on'the
above, the civil penalty for violations associated with failure
to control access to licensed materihl is $1,250.

The amount of the civil penalty for violations involving a
regulatory breakdown in the managemer.t control of licensed
activities was increased by 125. percent. This civil penalty was
initially increased by 50 percent because, again, all of the
violations were identified by tne NRC, when they should have been
identified by licenseo management. Escalation of the civil
penalty by an additional 25 percent is. warranted because the ,

corrective-actions that you hav? taken-and those that you are ]considering do not-sufficiently address the root cause of the-
violations - inadequate attention to, and control-over, the
radiation safety and compliance program. During the enforcement
conference, for example, it was apparent that your Radiation
safety officer had not yet reviewed all the commitments made-in
various licensing submittals to -the NRC, a situation that NRC
finds unacceptable. The-civil penalty was increased by an
additional 50 percent because you had prior notice of the
potential for violations associated with the transportation of
licensed material as a result of specific precautionary and
instructional information that was provided to you by the NRC.
In this instance you were-sent.Information Notice No. 90-35,
" Transportation of Type A Quantities of Non-Fissile Radioactive
Materials." Each of the regulatory ' requirements for the six
transportation violations identified during the inspection is
addressed in the Information Notice. Licensees are expected to
take prompt action to assure compliance with-the regulatory
requirements that are discussed in such notices. The remaining
factors in the enforcement pol' icy.were also considered and:no .

further adjustment to the base civil penalty is considered
appropriate. Therefore based on the above, the civil penalty
associattd with a regulatory breakdown in the management control.
of your licensed activities is $1,125.

i

NUkEG-0940 II.A-18
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ATEC Associates, Inc. -5- April 30, 1992

I
i You are. required to respond to this letter and should follow the
|- instructions specified in the-enclosed Notico when preparing your
| response. In addition-to your specific response to the
a violations, please also address the actions you have--implemented

or plan to.take to ensure timely and lasting improvement in your-'

1 radiation safety program. You should address the management and
} oversight of the program and any improvements needed in the
j procedures |and practices'to-achieve and maintain compliance with i

; NRC requirements and license conditions, including internal or
j external audits to assess-the effectiveness of your program.

! In accordance with 10 CFR 2.790 of the NRC's " Rules of~ Practice,"
i a copy of this letter, its enclosure, and your responses will bc
; placed in the NRC Public Document Room.--
,

! The responses directed by this letter and the enclosed Notice are
8 not subject to the clearance procedures of the Office of

Management and Budget as required by the~ Paperwork Roduction Act
of 1980, Public Law No. 96-511.

,

j dincerely,

i d 13 v6b W A
'

- A. Bert Davis
!- Regional Administrator
4

i
e
; Enclosure:
: Notice of Violation and Proposed
i Imposition of Civil Penalties
i
j. cc/ enclosure:
| DCD/DCB (RIDS)
t
I

i
.
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NOTICE OF VIDIATION
APO

PROPOSED IMPOSITION OF CIVIL PENALTIES

ATEC Associates, Inc. Docket No. 030-13245
Indianapolis, IN 46120 License No. 13-17732-01

EA 92-051
<

During an NRC inspection conducted from February 25 through
March 19, 1992, violations of NRC requirements were identified.
In accordance with the " General Statement of Policy and Procedure
for NRC Enforcement Actions," 10 CFR-Part 2, Appendix C (1992),
the Nuclear Regulatory Conmission proposes to impose civil
penalties pursuant to Section 234 of the Atomic Energy Act_of
1954, as amended (Act), 42 U.S.C. 2282, and 10 CFR 2.205.: The
particular violations and associated civil penalties are set
forth below:

I. Violations Associated With Failure To Cantrol Access To
Licensed Material

A. 10 CFR 20.207(a) reqdires that licensed materials
stored in an unrestricted area be secured from
unauthorized removal from the place of storage.

Contrary-to the above, on February 26, 1992, a-
moisture / density gauge containing licensed materials
was stored in the back of an open bed pickup truck in
an unrestricted area, during the lunch hour and was not
secured from. unauthorized removal from the place of
storage.

B. 10 CFR 20.207(b) requires that' licensed materials in an
unrestricted area and not in storage be tended under
the constant surveillance-and immediate control of the
licensee.

Contrary to the above, on June 20, 1991, a Campbell
Pacific Nuclear 1 moisture / density gauge containing+
licensed materials was placed in an unrestricted area
at a temporary. job site and was neither in storage nor
under the-immediate control of the licensee.

NUREG-0940 II.A-20
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! Notice'of Violation -2-
?

J

C. Condition 17-of License No.'13-17732-01 requires that2

! licensed material be possessed and used in accordance
;- with the statements, representations and procedures

contained in an application dated November 27, 1987,'

, and other referenced documents.

The application dated November 27, 1987, contains a
description of the licensee's Radiation Protectiony

*
Prc gram. -Item No. 3.1'cf the Radiation Protection
Program specifies that locks be maintained on
radioactive equipment to prevent accidental exposure of>

a sealed source when not.under.the direct supervision
of approved personnel.

t
: Contrary to the above, on February 26, 1992, a lock was

not in place on a moisture / density gauge, radioactive.

| equipment, to prevent accidental exposure of the scaled
; source and the gauge was not under the direct
} supervision of approved personnel.
4

These violations are categorized in the aggregate as a
. Severity Level III problem. (Supplements IV and VI)

Cumulative Civil Penalty - $1,250 (assessed equally among
the three violations),

!

| II. Violations Associated With a Reculatory Breakdown in the
,' Manacement Control of Licensed Activities
i A. 10 CFR 20.201(b) requires that each licensen make such
) surveys as may be necessary to comply with the
: requirements of Part 20 and which are reasonable under,

I

the circumstances to evaluate the extent of radiatior.
|- hazards that may be present. As defined in 10 CFR~

20.201(a), " survey" means an evaluation ofzthe
radiation hazards incident to the production, 'use,:,

! release, disposal, or presence of radioactive materials' or other sources of radiation under a specific set of
| conditions,

'

Contrary to the above, the licensee did not make
* surveys to assure compliance with that part of 10 CFR
j. 20.101 that limits the radiation exposure to the whole
1

(

i

|.
.

;

|-

i

!

i-
i
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Notice of Violation -2 -

body of an individual in a restricted area to one and
one-quarter rems per calendar quarter. Specifically,
as of February 26, 1992, the licensee failed _to conduct
an adequate evaluation of the radiation hazards that
may have existed during the fourth quarter of 1990 to
determine the validity of an apparent whole body dose
of 2.14 roms to an individual as indicated by the
individual's film badge.

10 CFR 20.401(a) requires that each licensco maintainB. records showing radiation exposures on Form HRC-5, in
accordance with the instructions contained in that
form, or on cicar and legible records containing all
the information required by Form NRC-5.

Contrary to the above, an of February 26, 19: . '

licensee did not maintain exposure records cont. ig

the required information. Specifically, the lico.sae's
exposure records did,not include social security
numbers or birthdates for 11 individuals for whom
radiation monitoring is required.

C. 10 CFR 19.11(a) and (b) require, in-part, that the
licensee post current copjes of Part 19,- Part 20, the
license, license conditions, documents incorporated
into the license, license amendments and operating
procedures; or that the licensee post a notice.
describing these documents and where they may be
examined.-

Contrary to the above,-as.of February 26, 1992,.none of
the requited documents or notices were posted.

D. Condition 10 of License No. 13-17732-01'- requires that
licensed material be used at the licensee's facilitieslocated at 5150 East 65th Street,-Indianapolie, Indiana
and at temporary job sites of the licensee anywhere in
the United States where the U.S. Nuclear Regulatory
Commission maintains jurisdiction for regulating the
use of licenced mater'al.

i

i
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!

Contrary to the above, from early 1991 to February 26,4

i 1992, licensed material was used at a facility located
i' in Terre Haute, Indiana, and from January 1992 to
i February 26, 1992, licensed material was used at a
: facility located in Evansville, Indiana. Neither
i facility is an authorized place of use cur a temporary
1 job site.

E. Condition 11.A of License No. 13-17732-01 requires that
; licensed material be used by, or under the supervision
j and in the physical presence of, individuals who have ,

satisfactorily completed the device manufacturer's
training program for gauge users and have been

j designated by the licensco's Radiation Protection
f Officer. The licensee shall maintain records of the

individuals who have been designated as authorized;

; users.
i
j Contrary to the above, as of February 26, 1992,
t licensed material wag used by at least 10 individuals

who had not completed the device manufacturer's
I training program for gauge users, who were not under
j the supervision and in the physical presence of
?, individuals who had satisfactorily completed the device-
! manufacturer's training program for gauge users,-and
j who had not been designated by the licensee's Radiation

Protection Officer,#

i
F. Condition 12.A(1) ~ of License No.~ 13-17732-01 requires

that scaled sources be tested for leakage and/or
; contamination at intervals 70t to exceed 6 months,
4 unless. exempted by Condition 12.A(2).
;

. Contrary to the above, several sealed sources,
i containing millicurie quantities of cosium-137 and
i americium-241 and not exempted-by condition 12.A(2),
', were not tested for leakage or contamination at the

required frequency. Specifically, sealed sourcesiin'

| Serial No. MD-0059540 moisture / density gauge were not
i leak tested between October 29, 1990 and January 1992;
5 sealed sources in Serial.No. MD-9119195
', moisture / density gauge'were not leak tested between

b i
i

:
i.

r
|

I 1

i

1

#
I

!
-

i

NUREG-0940 II.A-23
i.

L . . _,M. -

.



- _ -. - .

i.

J-
.

I,

,
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i
1

March 25, 1991 and January 1992; and sealed' sources in
Serial No MD-0049516 were not leak tested between:

|
October 23, 1990 and January 1992.

1
This is a repeat violation.

i G. Condition 15 of License No. 13-17732-01 requires that
the licensec conduct a physical inventory overy 6'

.

months to account for_all gauges received and pcssessed
| under the license. The records of the inventories-
|

shall be maintained for two years from the datn of the
j inventory for inspection by the Commission, and shall

include the quantities and kinds of byproduct material,+

manufacturer's name and model numbers, location of i

l

gauge, and-the date of the inventory.

j contrary to the above, as of February 26, 1992 the !

; licensco's records indicated that the last physical
inventory of gauges' received and possessed under the;
license was conducteQ on April 3, 1991.

:

i H. 10 CFR 71.5(a) requires that each licensec who
transports licensed material outside of the confines of'

| its plant or other place of use, or delivers licensed
material to a carrier for transport, comply with the4

; applicable requirements of the regulations appropriate
to the mode of transport of the Department of,

i Transportation-(DOT) in 49 CPR Parts 170-189.
i
2 1. 49 CFR 177.842(d) requires that packages of

1,
radioactive materici be co blocked und braced that
they cannot change position curing conditions

| normally incident to transportation.
4

Contrary to the above, on February 26, 1992,-a
,

; moisture / density gauge containing radioactive
material was-transported by a representative.of

j the licencee outside the confines-of its plant and
the gauge was not blocked or braced so that it;-

could not change position during conditions
'

normally incident'to transportation.
Spesifically,.the gauge was allowed to slide'

] freely, approximately two feet in each direction
1

i
.

4

i
4

4

4

i

i

s

i
'
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Notice of Violation - 6 -

in the pickup truck because of (1) the length of
the chain which secured the gauge storage case to
the truck bed and (2) the lack of an additional
block or brace.

2. 49 CFR 177.817 (c) requires a driver of a motor
vehicle containing hazardous material to ensure
that the shipping paper is readily available to,
and recognizable by, authorities in the event of
accident or inspection. Specifically, the driver
shall store the shipping paper as follows: (i)
When the driver is at the vehicle's controls, the
shipping paper shall be: (A) Within his immediate
reach while he is restrained by the lap belt; and
(B) cither readily visible to a person entering
the driver's compartment or in a holder which is
mounted to the inside of the door on the driver's
side of the vehicle. (ii) When the driver is not
at the vehicle's controls, the shipping paper
shall be: (A) In a holder which is mounte(. to the
inside of the door on the driver's side of the
vehicle; or (B)lon the driver's seat in the
vehicle. Pursuant to 49 CFR 172.101, radioactive
material is classified as a hazardous material.
Contrary to the above, on February 26, 1992, the
driver of a motor vehicle containing radioactive
material in a moisture / density gauge did not have
the shipping paper readily available as required.
Specifically, the drivs who was employed by the,

licensee, stored the shipping paper inside the
case containing the moisture / density gauge when he
was not at the vehicle's controls. The driver
stated further that the shipping paper is
typically stored in the gauge case, even when he
is at the vehicle's controls.

3. 49 CFR 172.203 (d) (1) (iii) requires, in part, that
the description on the shipping paper for a
shipment of radioactive material include the
activity of the package in terms of curies,
millicuries, or microcuries.

|
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Contrary to the above, on February 26, 1992, the
shipping papers for shipments of radioactive
material, gauges possessed by the licensee,
indicated 0.00 curies of cesium-137, although the
gauges contained a nominal 8 millicuries of
cesium-137. pursuant to'49 CFR 172.101,
radioactive material is classified as a hazardous
material.

4. 49 CFR 172.201(d) requires that each shipping
paper which accompanies a hazardous material
contain an emergency response-telephone number.

Contrary to the above,.on February 26, 1992,.the
shipping paper accompanying a moisture / density
gauge containing radioactive material did not
contain an emergency response telephone 1 number. ;

5. 49 CFR 172.203 (c) (2) . requires that- for shipment of
reportable quantity of radioactive material, thed

letters "RQ" be entered on the shipping paper
*

either before or ofter the basic. description
required for each hazardous substance.

Contrary-to the.above, on February.26, 1992, the
shipping _ paper accompanying a reportable quantity
of radioactive material in a moisture / density
gauge did not contain the letters "RQ."

6. 49'CFR 172.324(b) requires that packages:
containing reportable quantities of radioactive
material be marked with the letters "RQ" on the
package in association with the proper shipping
name.

Contrary to the above, on February 26,~1992', two
casac containing-moisture / density gauges,
reportable quantities of radioactive material,
were not markr i with the letters "RQ" as required.

4
-

|
'
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l- Notice of Violation -8 -

:

!2
! These violations are categorized in the aggregate as a Severity
|- Level III problem (Supplements IV, V, and VI).
!
j Cumulative Civil penalty - $1,125 (assessed equally among the 13
!- violations). '

;
Pursuant to the provisions of 10 CFR 2.201, ATEC Associates, Inc.

; (Licensee) is hereby required to submit a written. statement of
: explanation to the Director, Office of Enforcement, U.S. Nuclear
j Regulatory Commission, within 30 days of the date of this Notice
!. of Violation and Proposed Imposition'of Civil-Fcnalties (Notice).
! This reply should be clearly marked as a " Reply to a Notice of
| Violation" and should include for each alleged violation: (1)~

admission or denial of the alleged violation, (2) the reasons for
| the violation if admitted, and if denied, the reasons why, (3)
i the corrective steps that have been taken and the results
; achieved, (4)-the corrective steps that will be taken to avoid
i further violations, and (5) the date when full compliance is
! achieved. If an adequate reply is not received within the time
. specified in.this Notice, an order or a demand for information

{. may be issued as to why the license should not be modified, "

suspended, or revoked or why such other actions as may be. proper
j should not be taken. Concideration may be given to extending the
; response time for good cause_shown. Under the authority of
1- Section 182 of the Act, 42 U.S.C. 2232,-this response shall be
I submitted under oath or affirmation.
!

~

| Within the same time as provided for the response required under
! 10 CFR 2.201, the Licensee may-pay-the civil penalties-by' letter
i addressed to the Director, Office of Enforcement, U.S. Nuclear
i Regulatory Commission, with a check, draft, money order, or
i clectronic transfer payable to the' Treasurer of the United States
! in the cumulative amount of the civil penalties proposed above,
"

or may protest imposition of the civil penalties in whole or in
P part, by a written answer addressed to the Director, Office of
1 Enforcement, U. S. Nuclear Regulatory Commission. .Should the
1 Licensco fail to answer within the time specifiedi an order-
i= imposing the civil penalties will be issued. Should the Licensee
! elect to file an answer in accordance with 10 CFR 2.205
|- protesting-the civil penalties, in whole or in part, such answer
i should be clearly marked as an " Answer;to a Notice of Violation"

|( and may: (1) deny the violations listed in this Notice in whole

f
i

!
i

e

i

i
,

:
i-

!

!.

|
|

:
;
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Notico'of Violation -9-r-

or in part, (2) demonstrate extenuating circumstances, (3) show
error in this Notice, or (4) show other reasons why the penalties
should not be imposed. In afdition to protesting the civil
penalties in whole or in pa~t, such anuwer may request remissionr
or mitigation of the penalties.

'
In requesting mitigation of the proposed penalties, the factors
addressed in Section V.B of 10 CFR Part 2, Appendix C-(1992),
should bn addressed. Any written. answer in accordance with 10 s

CFR 2.205 should be set forth separately from the statement or
explanation in reply pursuant to 10 CFR 2.201,'but may
incorporate parts of the 10 CFR 2.201 reply by specific reference
(e.g., citing page'and paragraph numbers) to avoid repetition.
The attention of the Licensee is directed to the other provisions
of 10 CFR 2.205, regarding the procedure for imposing a civil
penalties.

Upon failure to pay any civil penalties due which subsequently
has been determined in accordance with' the applicable provisions
of 10.CFR 2.205, this matter may be referred to the Attorney
General,=and the penalties, unless compromised, remitted, or
mitigated, may be collected by civil action pursuant to Section
234c of the Act, 42 U.S.C. 2282c.

The responses noted above (Reply to Notice of Violation, letter
with payment of civil penalties, and' Answer to a Notice of
violation) should be addressed to: Director, office of
Enforcement, U.S. Nuclear Regulatory Commission, ATTN: Document
Cont.ol Desk,' Washington, D.C. 20555 with a copy to the Regional
Administrator, U.S. Nuclear Regulatory Commission, Region III,
799 Roosevelt Road, Glen Ellyn, Illinois 60137.

FOR THE NUCLEAR REGULATORY COMMISSION

W
A. Bert Davis
Regional--Administrator

Dated Glen Ellyn,-Illinois:
this day of April 1992

NUREG-0940 II.A-28
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| Docket No. -030-12145
License No. 29-14150-01
EA 89-79.

4* Certified Testing Laboratories, Inc.
ATTN: Joseph F. Citardi

President
i 155 U.S. Route 130

Bordentown, New Jersey 08505
,

Gentl__..:4

1

SUBJECT: NOTICE OF VIOLATION AND PROPCSED IMPOSITION OF civil PENALTY - $8,000
AND ORDER TO SHOW CAUSE WHY LICENSE SHOULD NOT CE MODIFIED
(NRC Inspection Report No. 88-C01 and Investigation Report 1-85-008)

This letter refers to the NRC safety inspection conducted on April 22, 1988, i.t
Bordento n, New Jersey of activities authorized by MRC License No. 29-14150-01.i

1 This letter also refers to the subsequent inve tigation condLcted by the NRC
Office of Investigations (01). The report c' the inspection, as well the
syncpsis of the OI investigation, were fore ded to you on November 28, 1989,

~
During the inspection and investigation, viclations of NRC requirements werea

identified. On December 12, 1989, an enforcement conference was held with you
a and a member of your s;aff cLring which these violations, their causes, and your
; corrective actions were discussed.
4

3 The violations are described in the enclosed Notice of Violation and Proposed
- Imposition of Civil Penalty. The violations include: (1) the falsification

of two field audit inspection reports dated July 20, 1987, and July 21, 1987,'

by the Vice President / Radiation Safety Officer (VP/R50) in that records were
created, when in fact, the VP/RSO admitted to an 01 investigator that the
audits were not performed on those dates; and (2) the VP/RSO willfully providing-

information that was not accurate in all material respects in that during a;

| telephone call with three NRC representatives in April 1988 the VP/RS0 stated
that he personally performed the eudit on July 21, 1987, wher. in fact, no such,

; audit was performed.
.

'

During the transcribed enforcement conference on December 12, 1989, the VP/RSO
asserted (in contradiction to his statements to the 0! in February 1989) that
he had performed the audits of the two radiographers at the required three
month interval. -The VP/RSO asserted that the particular audit reports were;

lost, and that since his sut, sequent documentation of the audits was i;ot4

contemporaneous with their performance he stated that he n.ay have entered the
wrong dates for when the eudits were performed when he finally prepared th(
audit reports. Subsequently, on Decer.ter 19, 1989, legal courisel-for the
licensee submitted to Region- 1 (1) a source utilization icg and radiography

'

repcrt purporting to establish that-one of the radiographers had performed
radiography un July 20, 1987, which the licensee asserts is corroboration for
the performance of the audic un July 20,-1967 by the VP/RSO, and (2) inforn;a-.

#

tion that the other radiographer performec radiography on July la and 27,

,

i
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Certified Testing Laboratories, Inc. - 2 -

1987, and suggests that the audit may have been conducted on either of those
dates (instead of July 21, 1989.

Notwithstanding the VP/RSO's contention at the enforcement conference, and the-
supplemental information }rovided after the conference,'the NRC has concluded
that (1) the VP/RSO willfully f alsified two field audit inspecticri reports dated'

caused the-licensee to be in-
and thereby(2) the VP/RSO willfully providedJuly 20,1987 and July 21, 1987,

violation of a condition of its license and
inaccurate information to the NRC on April 25, 1988. This conclusion is based
on the admissions by the VP/RSO to 01 during the February 1989 interview that
he made up the field audit reports, as well es the documentary evidence
establishing that the field audit reports were duplicated by _" whiting out"
information and placing a date on the report that could not have been correct.

A license to use radioactive material is a privilege that confers upon the
licensee, its officials and erployees, the special trust and confidence of the

_public. When the NRC issues a license, it is expected and required that-the-
licensee, as well as its employees and contractors, be completely candid and

~

honest in all of their dealings with the NRC. This includes ensuring the
coeplete and accurate recording and maintenance of records of performance of
activities. required by the license, since the' NRC relies on these records to
determine compliance with regulatory requirements. Creation of falsified
field audit inspection reports by the VP/RSO,-indicating that the field audits
were performed on the specified dates without actually having performed the
audits, and then willfully providing information that was~not accurate in all
material respects to the NRC during a telephone conversttion, in-an apparent
attempt to authenticate one of the audits,' violates that trust, further,
these actions by the YP/RSO call into question your ability to properly
perform licensed activities while the responsible individual is still involved
in those activities.

Accordingly, I have determined that, in the . interest of public health ' nda

safety, the enclused Orcer to Show Cause Why License Should Not Be Modified
should be issued. The order requires, in part, _ that you show cause.why t' e-

-VP/RSO, in light of his involvement in wrongdoing, should not be removed from
any involvement in-the perto_rmance and supervision of all licensed activities.
Should Mr. Joseph Cuozzo be removed from the position of RSO and'any other -
p?sition is,volving the performance or supervision of licensed activities
including supervision of any RSO, you must suspend all licensed activities
antil such time that a qualified individual is approved to serve ws RSO by the
NRC in an amendment of your l_icense.

In addition to the Order, to emphasize' the importance of your _ responsibilities
for ensuring' that (1) -licansed activitier are' conducted'ssfely and in accordance
with the conditions of your. license;-(2) accurate records of these activities
are maintained; and (S) all information comunicated to the NRC-(either ' orally -
or in writing)<is both complete and accurate,11 am issuing the enclosed Notice
of Violation and Proposed iniposition of- Civil Penalty (Notice). in the amourt of
$8,000 for the violations set forth in Section I of the enclosed Hotice.

The violations set forth in Section I of the Notice have been classified in
the aggregate as a Severity Level 11 problem in accordance with the .eneral

- Statement of Policy and Procedure fer NRC Enforcement Actions," 10_CFR-Part 2,
Appendix C, (Enforcement Policy) (1988),~ that was in effect at the time of the
violation, because they involved falsification of records and willfully

NUREG-0940 II.A-30
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.

prc ding information that was not accurate in all material respects to the
NRC sy a licensee official responsible for the Radiation Safeb Progr m.

j namely, the VP/RSO. The base civil penalty amount for a Severity Level 11
violation is $8,000. The escalation and uitigation factors in the enforcement,

pol.cy were considered and no adjustment to the base civil penalty amount was,

considered appropriate.

Two other violations of NRC requirements were identified during the inspection
and are set forth in Section 11 of the enclosed Notice. These violations have,

been classified at Severity Level IV.j

You are required to respond to the enclosed Notice and Order and, in preparing<

j your response, you should follow the instructions specified therein, in your
' response, you should document the specific actions taken and any additioral

acticns you plan to prevent recurrence. In addition, your response to this
letter should describe the changes that heve been n.ade and &ctions that have
been or will be implemented to ensure that (1) licensed activities are
conducted in accordance with the license, and (2) records of licensed

4 activities, as well us information submitted to the NRC, are complete and
_ accurate. This response should also provide your basis for concluding that
'

each person involved in licensed activities understanos his or her responsi-
; bility and is cocInitted to assura that NRC requirements will be followed and

records or information submitted + the NRC be con:plete and accurate. After
! reviewing your response to this No. ice, including your proposed corrective

actions, and the results of future inspections, the f.RC will determine whether
further enforcement action is necessary to ensure compliance with NRC'

regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," Part 2 Title
. 10, Code of Federal Regulations, a copy of this letter and the enclosures will
* be placed in the NRC's Public Document Room.

The responses directed by this letter and the enclosures are not subject to
the clearance procedures of the Office of Management and Budget as required by
the Paperwork Reduction Act of 1980, Pub. L. 90-511.

sincerely,,

M
H / L. Thompso , Jr
D 'ty Executive Di or for
Nuclear Materials safety, Safeguards

; and Operations Support

! Enclosures:
1. Notice of Violation and Proposed Imposition of Civil Penalty,

2. Order Modifying License and Order to Show Cause

cc w/encls:
Public Document Room (PDR)
Nuclear Safety Information Center (NSIC)
State of New Jersey

: Mr. Joseph Cuozzo

NUREG-0940 II.A-31
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| NOTICE Of VIOLATION
4 AND

! IROPOSG 1hPOSiT10N OF civil PENALTY

{

Certified Tasting Laborstories, Inc. Docket No. 030 12145
: Bur e ntown, New Jersey License No. 29-14150-C1
1 EA 89-79

1
'

i

! Ouring an NRC inspectiran conducttd on April I2,1988, at the licensce'r f acility
j in Cordt ' town, New Jersey, and a subsequent investigation by the NRC Office of

1rvestistions, violations of NRC requirements were identified. In accordance'

with the " General Statemnt of Pclicy and Procedure for URC Enforcement Actions,"
!

j 10 CFR P6rt 2 Appendik ; (1988), tht Huclear Regulatory Comission proposes to |

trapose s civd pnalty pursuant to Section 234 of th( Ltomic Energy Act oft

! 1984, as amended ("Act"), 42 U.S.C. 2282, and 10 CFR 2 205. The particular
violations and the associated civil penalty are set forth below:

j

! !. V!"LAf!ONS AS$tSSED A CIVIL PENALTY

!8
>

A. Condition 16 of License No. 29-14150-01 requires, in part, that
i licensed material be possessed and used in accordance with statenients,
! representations and procedures contained in a letter dated January 7 !

-

'

|
1985. Item No. 5 of this letter requires the Radiation Safety Of ficer
er his designated representative to perform unannounced field auditr
inspections of each radiographer at intervals not to exceed three months, t

3 Contrary to the above.i '

(
!: 1. field audit inspection reports, datt.d July 20, 1987 and July 21, ,

| 1987, documenting quarterly field audits of two radiographers, i

! were created by the Vice President / Radiation Safety Of ficer -

i (VP/R$0); however, field audits of the ir,dicated radiographers
! were not performed on tne recorded dates, as admitted by the

VP/RSO in an interview with an NRC investigator on February 8,
-

'

1989.

2. between July 1987 and January 6,1988, no field audits for one
; - cpecific radiographer were perfortned.
4

i 8. 10 CFR 30.9(a) requires, in part that information provided to the -

-?

! Comission by a licensee be complete and accurate in all material
; respects.
1 ..

provided by the VP/RSO during 4-
.

.

! Contrary to the above, it.formatiot.
telephone conversation with three NRC representatives on April 25,I

! 1988, was inac'. urate in that the Vice President / Radiation Safety
Officer (VP/R50), in response to quesilons'regarding the field audit'

inspection report dated July 21, 1987, stated that he personally4

performed the field audit inspection. This statement by the VP/RSO'

was not accurate in all material respects in that the VP/RSO subse-
quently admitted to an NRC investigator on February 8,1989 that he
had not audited the radiographer on July 21, 1987, but had "made up";
the audit report to give ta appearance of compliance with the quar-

3 terly audit requirement, ihe statement was material because it had
the potential to affect an ongoing NRC review of the matter,

u

i
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Notice of Violation 2-

,

-

!

These violations have been categcrized in the aggregate as a Severity 1

level !! problem. (SupplementVII) [,

T
~

j Civil Penalty - $8,000 (assessed ecually between the two violations,' |
< .

| 11. VIOLATIONS NOT ASSESSED A C1Yll PENALTY
L

! A. 10 CFR Part 20.105(b) requires that, except as authorized by the |
j Comission pursuant to 10 CFR 20.105(a), radiation levels in
| unrestricted areas be limited so that an incividual. who was i

!
3

continuously present in the area, could not receive a dose in utess
! of 2 mill'rers in any hour, or 100 millirems in any seven !
j consecutive days. j

| Contrary to the above, on April 22' 1988, radiation levels in the !,

: laboratory portion (an unrestricted area) of the licensee's facility '

at Bordentown, New Jersey, were such that an individual who was
} contirously present in the area could have received a dose in
! excess of 2 millirems in any hour, or 100 rui111 rems in any seven ;

.

j consecutive days. Specifically, radiation levels of .4 millirems per
i hour existed 18 itches from the outside surface of a storage bin >

located in the laboratory area.4

; This is a Severity Level--IV violation. (SupplementIV)

: 8. 10 CFR Part 34.24 requires, in part, that each radiation survey
instrument used to conduct physical radiaticn surveys shall be
calibrated at intervals not to exceed three months. *

r

Contrary to the above, between January 25 and February 2,1988, :
F physical radiation surveys were conducted with a survey instrumcnt

which had not been calibrated at three month intervals. Specific- i
'

ally, these surveys were performed with a radiation survey instrument '

'

which was last calibrated on October 19, 1987, an interval of more
than three months prior to the date of use.-

This is a Severity Level IV violation. (SupplementVI)

Pursuant to the provision of 10 CFR 2.201, Certified Testing Laboratories, Inc. ,

is hereby required to submit a written statement or explanation to the Director, !2

Office of Enforcement, U.S. Nuclear Regulatory Comission, within 30 days.of the
date of the Notice. The reply should be clearly marked as a " Reply to a Notice
of Violation" and should include for each alleged violation: (1) adnission or

i denial of the alleged violation, (2) the reasons for the violation if admitted, e

| (3) the corrective steps that have been taken and the results achieved (4)-the
i corrective' steps that will be taken to Avcid further violations, and (5) the '

| date when full compliance will be achieved. If- an acequate reply is not'
. received within the time specified in this iotice, an order may be issued to
show cause why the license should not be modified, suspended, or revokeo or why
such other action as sty be proper should not be taken. Consideration may be- - r

given to extendin'g the response time for good cause shown. Under .the authcrity -- *

of Section 182 of the Atomic Energy Act, 42 U.S.C. 2232, this response shal1 be
,

submitted.under oath or: affirmation. .

'
:

-

!
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Notice of Violation -3-

Within the same time as provided for the response required atu e under 10 CIR
2.201 the Licensee may pay the civil g enalty by letter to the Director, Of fice
of Enforcement, U.S. Nuclear Regulatory Connission, witn a check, dt af t, or
money order pay 6 ole to the 1reasurer of the United States in the amount of the
civil peth1ty proposed above, or snay protest infosition of the civil peralty in
whole or in part by a written answer addressed to the Director, Of fice of
Enforcennt, U.S. Nuclear Regulatory ConAission. Should the Licensee fail to
answer within the time specified, an order isnposing the civil penalty will t>e
issued. Should the Licensee elect to file an answer in accordance with 10 CFR
2.205 protesting the civil penaltj, in whole or in part, such answer should be
clearly marked as " Answer to a Notice of Violation" and may: (1) deny the viola-
tions listed in this Notice in whole or in part, (2) demonstrate ex .nuating
circumstances, (3) show error in this Notice, or (4) show other reasons why the
pen 31ty should not be imposed. In addition to protesting the civil penalty,
such answer nay request rtemission or mitigation of the penalty.

In requesting mitigation of the proposed penalty, the f actors addressed in
Section V.B of 10 CFR Part 2, Appendix C (1989), should be addressed. Any
written ar swer in accordance with 10 CFR 2.205 should be set forth separately
from the statement or explanation in reply pursuant to 10 CTR 2.201, but may
incorporate parts of the 10 CFR 2.201 reply by specific reference (e.g. ,
citing page and paragraph rurters) to avoid repetition. The attention of the
Licensee is directed to the other provisions of 10 CFR 2.205, regarding the
procedure for imposing a civil penalty.

Upon failure to pay any civil penalty due which subsequently has been deternined
in accordance with the applicable provisions of 10 CFR 2.205, this rnatter may be
referred to the Attorney General, and the penalty, unless compronised, remitted,
or mitigated, may be collected by civil action pursuant to Section 234c of the
Atomic Energy Act, 42 U.S.C. 2282c.

responses to the Director, Office of Enforcement, noted above (Reply to ais a

Mtice of Violation, letter with payrnent of civil per.alty, and Ar.swer to a
Nctice of Violation) should be addressed to: Director, Of fice of Enforcernent,
U.S. Nuclear Regulatory Cornission, ATTN: Document Control Desk, Washington,
DC 20055 with a copy to the Regional Administrator, U.S. Nuclear Regulatory
Cornission, Region I, 475 Allendale Road, King of Prussia, Pennsylvania 19406.

FOR THE NUCLEAR REGULATORY COMMIS$10N

4f. M?! I
to - L. Thompson Jr.
De ty Executiv Dir et r for
Nuclear Materials Safe y, Safeguards,

and Operations Support

Dated at Rockville, Marylandc

this(fC4ayofMarch1990
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UNITED STATES
!!UCLEAR REGt1ATORY C0"MISS10t1

Inth(Hetterof )
-Docket No. 030-121a5

CERTIFIED TESTIkG LABORATORY, INC. License No. 29-14150-01
Bordentown, New Jersey EA 89-079

ORDER TO SHOW CAUSE WHY LICENSE SHOULD NOT DE MODIFIED

I

Certified Testing Laboratory, Bordentown, New Jersey (Licensee) is the holder

of Byproduct Haterial License No. 29-14150-01 (license) issued by the Nuclear

Regulatory Comission (NRC or Comission) pursuant to 10 CFR Parts 30 and 34.
1The !icense authorizes the use of byproduct material for the cora.i of 1

industrial radiography and related activities. The license originally issuta

on January 10, 1973, was last renewed on February 5,1987, and is due to expire
1on April 30, 1990. |

|

|

!!

On April 22, 1988, an NRC inspection was conducted at the Licensee's facilities

in Bordentown, New Jersey, in iddition in the inspection activities that identi-

fied the violations noted at that time, the NRC inspectors also reviewed the

t ensee's field audit reports of radiographer's activities. The inspectors,

i noted that there was a radiographer's field inspection audit report issued for-
|

| July 21,1987, which was signed by Mr. Joseph Cuozzo, the Licensee's Vice-

President and Radiation Safety Officer (VP/RS0) for the Cordentown facility;

however, there was no corresponding source utilizat'~ log showing that the

radiographic device had been logged out on July 21, ev87 nor was thtre a1

L corresponding radiation survey Jeport docurienting that radiography had been
!

| performed. Further, the Licensee's payroll records indicated that the radio-
| '

- grapher who was alleged to have been audited on July 21 -1987, was on vacation,
,

during this time period.

NUREG-0940 II.A-35
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OnApril 25, 1988, during 4 telephone cotiversation with three f.RC representatives,

the VP/RSO orally inforn.ed them that he persunally audited the radiographer in

question on July 21, 1987. Although the VP/R50 was asked to locate and mail to

the NRC o copy of the utilization record for that date to verify that the

radicgrarhic device was in use, such source utilization log was never sent.

Subsequently, during an interview by the NRC Office of Investigations (01) o n

February 8,1989,14r. Joseph Cuozzo admitted that the July 21, 1987, rz & graphy

field inspection audit report, as well as a second aucit rt rt dated July 20, |

!1987, were f raudulent in that he had not audited either individual although his
_

signature at :he bottom of each document so indicated. Mr. Cuozzo stated that

he was very busy during the time period nnd no radiography or field audits were!

performtd on those days. Mr. Cuozzo also stated that he "made up" both documents

to give the appearance that he was conforming with the three month audit rtquire-

ment, af ter reviewing the field survey files and discovering that neither redio- ;

grapher had been audited within three months of his previous audit, as required.

Mr. Cuozro stated he accomplished the falsification when he ' whited out" the ;

radiographer's name and audit date from a previous, valid audit, made a copy of

the document, and then inserted the names of the radiographers allegedly audited

on each of the audit reports. Mr. Cuozzo said he then inserted the date of

performance of the audits as July 20, 1987 and July 21, 1987, respectively. The
,

original " whit 2d out" field survey report was provided to the NRC during the

investigation In addition, Mr. Cuozzo provided a signed letter dated

February 8,1989, stating.that the ferms were.made up and audits were never
'

actually ' performed on July 20, 1987 and July 21, 1907. These facts establish

a.Yiolation of a licenE ' Condition requiring a quarterly field' audit of each

,

NUREG r140- II,A-36
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-3 '

radiographer. Furthermore, the information provided by Mr. Cuozzo during the -

April 25,1988, telephone call with the NRC was also false, and constitutes a

willful failure to provide information to the NRC that is cctplete and accurate
,

in all material respects.

;
>

Due Sg a subscquent transcribed enforcement cor.ference by the NRC with the

Licensee on December 12, 1989, at the Licensee's facility, ifr. Cuozzo (in cona

tradiction to his previous statements to the 01 investigator) indicated that ;

he had actually performed the audits of the two radiographers within the three

month interval as required by the license. However, Mr. Cuorzo indicated that

the particular audit reports were lost, and because his subsequent documentation

of the audits was 'ntemp raneous with their performance he may have entered,

the wrong dates t 'r usu; e cdit sre performed. '

i

!

Notwithstanding Mr. Cuozzo s assertion at the enforcement conference, his <

statements and admissions .o the hRC investigator on February 8,19ft9, the

| documentary evidence indicating that inforr:stion on the original audit report
i
. was " whited out," and the absence of any utilization log for July 21, 1987,
!
i establish that, at a minimum, the field audit report for July 21, 1987 was
I

fraudulent, and that the VP/R50's oral stata :.at to the NRC represeritatives on
,

! April 25,1988 was false.
[ ,

;

!!!

I

i

The NRC in its investigation and inspection process must be able to obtain

complete and accurate information from the Licensee in order to carry out the

NRC's statutory mission. False statements to Commission officials car. hot and

NUREG-0940 II.A-37
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will n'ot be tolerated. The actier.s of Mr. Cuozzo raise questions concerning

whether the Licensee will comply with Conmission requirements while Mr. Cuozzo"

is the Radiation Safety Officer at the Bordentown facility. Ir. addition, these

actions, as well as the conflicting infnrrnation provided by Mr. Cuozzo during

the inspection, investigation, and enforcement conference, raise substantial

questions whether f(r. Cuozzo would comply with Commission requirements in the

performance or supervision of any licensed activities.

Therefore, in view of the potential for serious adversc effects to the health
!

| and safety of the public that could arise from inadequately managed and supervised-

activities under a radiography license, and -in light of Mr. Cuozzo's past actions,_
i

! 6m ordering that the Licensee show cause why fir. Cuozzo should not be removed -
,

from the position of Radiation Safety Officer (RS0)-of the Bordentown facility

and from all involvement in the performance or supervision of NRC licensed >

activities.
,.

IV

Accordingly, pursuant to Sections 81,161b,161c,1611,1610,182, and'186 of

the Atomic Energy Act of 1954, as amended, and the Connission's regulations in .

10 CFR 2.202 and 10 CFR Parts 30 and 34, IT IS HEREBY ORDERED THAT:

Certified Testing Laboratory, Inc., shall show cause why License No.

29-14150-01 should'not be modified to add-the following condition:

,

,

.
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br. Joseph Cuozzo shall not serve as Radiation Safety Officer or in
,

any other position involving the perforniance or supervision of any

licensed activities for Certified Testing Laboratories, Inc., '

including the supervision of any Radiation Safety Of ficer,
t

Y

The licensee shall show cause, as required by Section IV above, by filing a

written answer under oath cr aff'rmation within thirty days af ter the date of

issuance of this Order, setting forth the natters of fact and law on which the
,

Licensee relies to demonstrate that the prohibition of Mr. Joseph Cuozzo from

performance of licensed activities is not warranted. Mr. Joseph Cuozzo may also

file a written answer within thirty days after the issuance of this Order,

setting forth the matters of fact and law relied upon to demonstrate that

modification of License No. 29-14150 01 is not warranted. The Licensee may

answer this Order, as provided in 10 CFR 2.202(d), by consenting to the entry

of an order in substantially the form proposed in this Order.

Y1
'

!
!

1

The Licensee, Mr.- Cuozzo, or any other person adversely affected by this Order

nay request a hearing within thirty days of the date of its issuance. . Any

answer to this Order or request for hearing shall be submitted to the '

:
- Director, Office of Enforcement, U.S. Nuclear Regulatory Commission,' ATTN:

3 Document Control Desk, Washington, D.C. 20555. Copies shall also'be'sent to-

the Secretary, U.S. Nuclear Regulatory Comission and the Assistant Ger.eral.

:

h

! I

i
.
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Counse'l for Hearings and Enforcement at the same adaress and to the Regional

Admi'dstrator, NRC Region 1, 475 Allendale Road, King of hussia, Pennsylvania

19406. If a person other than the Licensee or Mr. Cuozzo requests a hearing,

that person shall set forth with particularity the manner in which his

interest is adversely affected by this Order and shall address the criteria

set forth in 10 CFR 2.714(d). Upon the Licensee's consent to the condition

set forth in Section IV of this Order, or upon failure of the Licensee and

Mr. Cuozzo to file an answer within the specified time, and in the absence of |

any request for a hearing, the license is inodified to include the condition

specified in Section lY above without further Order or proceedings,

if a hearing is requested by the Licenste or a person whose interest is

adversely affected, the Coninission will issue an Order designating the time

and pl6ce of any hearing, if a hearing is held, the issue to be considered at

such a hearing shall be whether this Order should be sustained.

FOR THE NUCLEAR REGULATORY COMMISSION

/

'Q4 //8, ft

Hu L. Thompso Jr.
De ty Executiv Dir c or for
Nuclear Materials S ty, Safeguards,

and Operations Sunport

Dated at Rockville, Maryland
this Qt/- day of March 1990

NUREG-0940 ll.A-40

_ __ _ _ _ _ . _ _ __ , ._ _ _ _ _ .



_ . _ ._ _ __. m __ _ _ . _ _ . _ _ _.. _ _ _ _ _ - . - . _ . - _ _ ._ _.__..._ _ _ ___ _

i
1

|
i

*

4

/ . .. \ UNITcD STATES
j [\ % NUCLEAR REGULATORY COMMISSION3 .,y jj ;, wAmmatoN. O c. 20sn
; s a

j \ ,,, . / AUB 2 91990 !

4
;
i
I Docket No. 030-12145
j License No. 29-14150-01
.,' CA 89-79 !

Certified Testing Laboratories, Inc.'

j ATTN: Joseph F. Citardi
President

155 US Route 130
!' Bordentown, New Jersey 08505
}

; .ent1eaens
I

i- Subject: ORDER IMPOSING A CIV!L MONETARY PEhALTY - $8,000
|

This letter refers to your letter dated March 27, 1990, in response to the.

. Notice of Violation and Proposed Imposition of Civil Penalty (Notice) sent
j to you with the NRC letter dated March 9,1989. The NRC letter and Hotice
i described violations which were identified during an NRC inspection conducted
; in 1988 and a subsequent investigation by the NRC Office of Investigations (01),
i The violations incluaed falsification of records and a #alse statement to the
{ NRC by the Vice President / Radiation Safety Officer (VP/RS0). To emphasize the
; importance of ensuring that licensed activities are conducted safely and in
' ac;ordance with the conditions of your license, accurate-reco ds are maintained..

and information communicated to the NRC is complete and accurate, a civil4

| penalty in the amount of $8,000 was proposed for the two violations set forth
; in Section 1 of the Notice. Those violations were classified in the aggregate
; at Severity Level II.
,

in your respo;.se to the Notice, you (1) admit Part 1. A.2 of Violation 1. A, but
do not admit Part I.A.1 of that violation nor Violation 1.B; (2) claim that the
violations in Section I are more appropriately classified at Severity Level V,
and (3) request mitigation-of the civil penalty, for several stated reasons.
Af ter careful consideration of your response, we have concluded, for the
reasons given in the Appendix attached to the enclosed Order Imposing a Civil
Monetary Penalty, that the violations did o..ur as stated. in the Notice, and
that the violations in Section I were appropriately classified in the aggregate,

; at Severity Level II. Further, we find that you have not provided an adequate
j hasis for any mitigation of the associated penalty. Accordingly, we hereby
i serve the enclosed Order on Certified Testing Laboratories imposing a civil

monetary penalty in the amount of $8,000.

In your response, you also requested a hearing- concerning the proposed penalty.
However, your request.was premature since the penalty has not, until this date,
been imposed by Order. As noted in the enclosed Order, you may either pay the
imposed penalty or request a hearing. In the absence of a-Hearing _ Request by.

the. licensee, the VP/RSO is not entitled to a hearing.i
.
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Certified Testing Laboratories, Inc. - E -

In accurdance with Section 2.790 of the hRC's " Rules of Fractice," Part 2,
Title 10. Code of federal Regulations, a copy of this letter and the
enclosures will be placed in the NRC's Pubitc Document Room. In your March'

27, 1950 letter, you requested a ccpy of the 01 report of an interview with
the VP/RSO in February 1989. As your attorney was orally advised by NRC staf f
counsel on or about June 19, 1990, this document can be made available for
release to you with the understanding that if it is released, a copy will 6150
be placed in the NRC's Public Document Room.

Sincerely,

k fl

ygh L. Thompso Jr
Ddp y Executhe Di entor
fo' Nuclear Materidhf Safety, Safeguards,

and Operations Support

Enclosures:
1. Order Imposing A-Civil ;

|Monetary Penalty
2. . Appendix - Evaluation and Conclusion |

cc w/encls:
PubileDocumentRoom(PDR)
Nuclear Safety Information Center (NSIC)
State of New Jersey

!

d

6

.
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UNITED STATES
HUCLEAR REGULATORY COMM15510h

in the' Hatter of )
'

Docket No. 030-12146
CERTIFIED TESTfkG LAB 0FATORIES, INC. License No. 29-141!0-01
Bordentown, New Jersey EA 89-79

ORDER IMPO$lhG A CIVIL fc0f;ETARY PENALTY

I
|

Certifivd Testing Laboratories, Inc., Bordentown, New Jersey (the " licensee")

is the holder of License No. 030-12145 (the " license") issued by the Nuclear

Regulatory Comission (the "Conriission" or "NRC*) pursuant to 10 CFR Parts 30

and 34. The license authorizes the use of by-product material for the conduct

of industrial radiography and related activities. The license was originally

issued on January 10, 1973, was last renewed on February 5,1987, and was due

to expire on April 30, 1990. However, the licensee requested renewal of the

license in an application dated March 20, 1990. On April 10, 1990, NRC Region

I issued a letter notifying the licensee that the license remains in effect

under a timely renewal application pursuant to 10 CTk 30.37(b), per. din 9

Comission action on the renewal application.

Il

i The hRC concucted a safety inspection of the-licensee's activities at the

licensee's facility on April 22, 1988. Subsequently, the hRC Office of

Investigations performed an investigation. Based on the inspection anc

investigation,.the hRC found th6t the licenste had not conducted its

activities in full compliance with NRC requirea.ents. A written Notice of

Violation and Proposed imposition of Civil Per.alty was served upcn the

licensee by letter dated March 9,1990.- The Notice stated the nature of the
I
:

i NUREG-0940 II.A-43
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violations, the provisions of the NRC's requit its that the licensee had

violated, the severity level of the violations, and the amount of the civil

penalty proposed for the violations. The licensee responded to the Notice by

letter dated March 27, 1990. In its response, the licensee admitt, Violation

I.A.2, does not admit Violations I.A.1 and 1.B. requests a lower severity

level classification, and requests mitigation of the penalty.

Ill

Af ter consideration of the licensea's response and the statment of facts,

explariation, arid arguments contained therein, the hRC staff has determined, as

set forth in the Appendix to-this Order, that (1).the violations occurred as

stated in the Notice, (2) the violations in Section I of the Notice were |

i

appropriately classified in the aggregate at Severity 1.evel II, (3) and the

$8,000 penalty proposed for the violations set forth in the Notice of

Violation and Proposed Imposition of Civil Penalty should be imposed.

,

lY

In view of the foregoing and pursuant to Section 234 of the Atomic Energy Act
i

of 1954, as anoended ( Act), 42 U.S.C. 2282, and 10 CFR 2.205, IT IS HEREBY

ORDERED THAT:

;

The licensee pay a civil penalty in the amount of $8,000 within thirty days'

of the date of this Order, by check, draf t, or money order, payable

'NUREG 0940 II.A-44

_. ._ _ _ _ . . . . _. . . . _ . _. . __.



____ _ - ___m.____ _ . .. __ _ __.__ _.__ _ __._. _ _ . _ _ _ _ __ _

,

!

3
,

|

1
i

} -3-
4

) to the Treasurer of the United States and mailed to the Director, Office j

!

j of Enforcement U.S. Nuclear Regulatory Comission, ATTH: Document
1

Control Desk, Washington, D.C. 20555.

k
f

| The licensee may request a hearing within thirty days of the date of- this crder.
t

A request for a hearing shall be clearly marked as a " Request for an Enforcement
i
j Hearing'' and shall be addressed to the Director, Office of Enforcement, U.S.

i huclear Reguletory Comission Document Control Desk, Washington, D.C. 20555. |
|
j A copy of the hearing request should also be sent to the Assistant General i

1 .

Counsel for Hearings and Enforcement, at the same address, and to the Regional

| Administrator, NRC Region I, 475 Allendale Road, King of Prussia, Pennsylvania
t

! 19406.
1

!
t >

l If a hearing is requested, the Ccmission will issue an Order designating the

time and place of the hearing. If the licensee fails to request'a hearingj

within thirty days of this Order, the provisions of this Order shall be ef fec.
,

:

tive without further proceedings. If paynent has nut been n.ade by t' hat time,

the matter may be referred to the Attorrey General for collection.,

. ,

4

!
. :

i In the event the licensee requests a hearing is provided above, the issue to r

;
'- be considered at the hearing shall be:

1 (a) whether the licensee comitted Violations 1. A.1 and 1.B. as set forth in

the Notice of Violation referred to in Section 11 above. and,

4

j

4

.

:
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,

(b) whether, on the basis of those violations and Violation 1. A.2 set f urth

in the Notice of Violation that the licensee admitted, this Order should

be sustained.

FOR ThE NUCLEAR RECULA10EY COMNISSION

k k Y PJ/
Hugh L. Thonpsor[i Jr
De) ty ExecutiSC Di eJe r
for Nuclear Materia r Safety, Safeguards,

and Operations Support j

Dated at Rockville, Maryland
Cthisj f Aday of August 1990

_ _ _ _ _

_
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APPENDIX

QALUATIONANDCONCLUSION

On March 9,1990, a Notice of Violation and Troposed !ciresition of Civil hr.alty
was issued to Certified Testing Laboratories, Inc., Bordentcwn, New Arsey, for
violations identified during an hRC inspection and sLbsequent investigattor, ty
the NRC Of fice of Iraestigations. The licensee res r.ded to the Notice on
March 27, 1990. In its response, the lictrisee (1) does not admit certain parts
of the two violations for which a p(nalty was propostd; (E) claims that the
Severity Level for the violations assessed a civil penalty is more appropriately
a Severity Level V rather than a Luel 11 as cited; ar.d (3) requests mitigation

-of the civil penalty for a nue.ber of stated reasons, including its corrective
actions, past perforn.ance, and ability to pay. The NRC evaluation and conclusion
concerning the licensee's response are as follows:-

1, Restatement of Violations Assessed a Civil Penalty

1. Y10LAT!0NS ASSESSED A CIV!L PEEALTY

A. Condition 16 of License No. 29-14150-01 requires, in part, that
licensed material be possessed and used in accordance with state-
cents, representations and procedures contained in a letter dated
January 7, 1985. Iteu f;o. 5 of this letter requires the
Radiation Safety Officer or his cesignated representative to-
perform unannounced fielo audit inspections of euch radiographer
at intervals not to exceed three months.

Contrary to the above,

1. field audit inspection reports, dated July 20, 1987 and
July 21, 1987, docun,enting quarterly field audits of two
radiographers, were created by the Vice President /Radiaticn--

Safety Officer (VP/R50); however, field audits of the indi-
cated radiographers were not performed on the recorded
cates. as admitted by the VP/RSO in an interview with en
NRC investigator en February 8, 1989.

2. between July 1987 and January 6,1988, no field audits for
one specific radiographer were performed..

B. 10CFR30.9(a) requires,inpart,thatinformationprovidedto
the Comission by a licensee be complete and accurate in all '

material respects.

Contrary to the above, information provided by the VF/RSO
during a telephone conversation with three NRC representatins -
on April 25, 1968, was inaccurate in that the Vice Fresident/
Radiation Safety Officer (VP/RS0),Lin response-to questions.
regarding the field ;udit inspection report dated July El,1587,
stated that he personally perforced the field audit inspection.
This statement'by the VP/RSO was not accurate in all material

' respects in that the VP/RSO subsequently admitted to an NRC
investigator on February 8,1969 that he had not audited the

.
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'

radiographer on July 21, 1967, but had 'made up" the audit
report to give the appearance of contpliance with the quarterly
audit requirement. The statenient was material because it had'

the potential to affect an ongoing NRC review of the matter.

These violations have been categorized in the aggregate as a Severity
Level !! problem. (Supplementvil)

Civil penalty - $8,000 (assessed equally between the two violations)

2. Sumary of Licensee Response

The licensee admits, in part, one of the two violations in Section 1 of
the Notice for which the civil pu.alty was proposed. Specifically, the
licensee admits Part I.A.2 of Violation I.A., noting that the failure tu
perform the audits between July 1987 and January 1988 was caused by tha
VP/R50's inattention to the requirements of his position, as well as the
low level of activity during the period. However, the licensee does not
ahit Part 1.A.1 of the violation, clain.ing that the audits more likely
than nut were done ar.d sin. ply ducumented af ter the fact (although in one
case, a wrong date was selectcd.) While the licensee does not specifically
admit or deny Violation 1.0, concerning the accuracy of staten,ents made to
three NRC representatives by the VP/R50 on April 25, 1906, the answer
appears to deny the violation by noting the lack of inf ormation to
suggest a motive for the VP/R50 to " attempt to mislead the NRC about
whether he had performed the audits."

The licensee states that, if any audits were done in July 19P7, the
associated audit reports wtre prepared a significant nunber uf months
after these audits. The licensee further states that the failure to
prepare audit reports at the same time as the audit, or imediately
afterwards, was a violation of company policy. The licensee indicates
that submittal of these reports to the NRC without a clear label (such as
"Cor. formed Copy; initial Reports.Frobably Lost; Audit Performed July,
1987; Report' Prepared April,1988") made these reports incoraplete and
created a false impression of accuracy.

In support of its contention that it is far more likely than not that the
audits were dore but docun.ented afterwards, the liter.see states that
records reflect that the radiography that the VP/RSO asserts he audited
~as performed at the Bordentown offices of Certified during the entire
day on each of three days in July (specifically, on July 20, 1987 by one '

radiographer, and on July 14 and 27,1989 by another radiographer);-the
work area is one closed door and less than 75 feet from the VP/R50's
office; and the VP/R50's practice is to frequently visit the work area ',

during the day. Thus, he had ample opportunity to observe the radiographer's
work. Furthermore, the licensee states that there is no-information which
wculd suggest any motive for the VP/RSO to either prepare willf ully false
reports er to attempt to mislead the NRC about whether he had performed -

the audits, since the VP/RSO had at all ticies conceded that he had not
performed any audits between August 1987 and January-1988. If the VP/RSO

I

|
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i
i simply asserted that he could r.ct recoli dether he had performed the July
! audits (given that the reports were r;ot in vis files at the tir.ne of the
{ irispection), the n.issed audits for July wct.ld bsrdly have been r' ore serious
j than the cisssd audits over the folicwmg six unths. The licensee notes
j that the \F/ASO did nct attempt tc "make up* audit reports f or the pericd
; between August 1987 and January 1986.
4

l- The licenste requests that if tie hKC centinues to maittain its cccclusion
i that the July 1987 audit reports were willfully falsified by the '!P/R50,
I then the licensee requests a (cpy of the 01 report of interview with the
f R50 on february 8,1989, since it.e fir.cfog of willfviness was based

.

,

pric:arily on th t report of inter v iew. (As noted in the cover letter,
the 01 report can be m.edt available subject to certain conditions.)

1 The licensee also n.aintains that oncer the stancatcs contained in the
; Enforcement Policy, Supplement VII, the severity level of the violations in

,

t Section 1 is r. ore appropriately a Severity Level V rather than a Severity
} Level 11, and therefore the penalty should be at most $500, based on e

Severity Level V classification. In support of this contention, the -

licensee claims that if the audits had teen performed in July, as.it- '

believes, but the reports were eitt er never prepared or lost, then the late i
reports with an incorrect date for the one audit seem to be "incornplete or

; inaccurate information which [was) provided to the Cccanission and the
j incoupleteness or-inaccuracy is of minor significance.' '

i
9

j The licensee alt,o centends that, based upon applicaticn of the escalation / - i
i t.itigation f actors set fcrth in the policy, the civil penalty should be
i either cancelled or raitigated. Specifically, the licensee claims that,
| in light of the extensive oversight new being prcsiced by the corporate :

radiatiori safMv director, a durcase in the penalty by approxin.ately 50%
. ,

is appropriat. . ader the Currective Action factor. In addition, the !

j lictnsee o,aintains that the prior good perforraance of the VP/RSC shculo
I cause a reduction of the penalty, perhaps by es rauch as 2005.
( ,

The licensee also. requests that the NRC give ccnsideration to their ability,

! to pay the civil penalty. The licensee claims that " gross revenues (SALES)
i from all licensed activities at the Bordentown- iucation were only abcut
j $46,000 in 1987 (and $37,000 last year). Af ter direct labor and other
; costs, net revenues ve probably less than $8,000 for both years combined."
I The licensee also notes its intent to charge the VP/RSO for any penalty.
I ultimately imposed by the NRC, claiming that such penalty would be the !
| direct result of-his carelessness, and the VP/RSO still faces the possi-- *

; bility.of discharge if the evidence discloses willfulness on his part.
~

,

i The licensee claims that it seriously act.bts that the niistakes by the
| VP/R50 meet the %cre than rnere negligence" standard requirt ior such a
; serious penalty. The licensee also notes that the VP/R50's errors have
;. already caused him a $2,500 fee personally and the threat of a-federal ;
- prosecution for a nuuber of months. In light _of the sanctions he has

airc6dy suffered,- the licensee tr,aintains that a letter or reprimand to;

:' the individual would constitute an adequate sanction. >

!

! !
e

!

!
,

!
!
l ..
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The licensee also requests a hearing unless the fine is dropped or
reduced to $500 or below.

3. NRC Evaluation of Licensee Response

The NRC concludes that the reports were falsified since the VP/RSO
(nutwithstanding any subsequent contentions) did admit in his interview
with the 01 investigator in February 1989, that he made up both documents
after reviewing files and discovering that no other radiographer had been
audited within three months of the previous audit. Further, when enforce-
ment action was a9 parent, the VP/RSO changed his story as to whether he
personally made changes to the audit docun.ents. Moreover, there may h ve
been other instances of falsification of records that were not cited, e.g.,
on the records of the 1/6/87 and 1/6/88 audits for the same individual,
the only difference is the year, with all other factors being the same,
including the time of observation, the location, the size of the pipe,
and the slant of a typed entry.

With respect to the licensee's contention that the violation should be
classified at Severity Level V, the NRC maintains that the violations in
Section I are of more than * minor safety significanca" because the NRC
relies on such records, as well as statements concerning such records,
to ensure that the radiographers are being audited so as to verify that |
they perform their tasks safely and in accordance with requirements,

'

Completion of these records by the Yp/RSO without actually performing the -,

audits, and then providing inaccurate informat. ion to the NRC, fore, the
represents,

at a minimum, c:reless disregard for NRC requirements. There
violations were appropriately classified in the aggregate at Severity'

*

Level !!.

With respect to the licensee's requests to cancel or mitigate the civil
pen 61ty based on its corrective actions prior enforcement history and its ';

abilitytopay,theNRCconcludesthat(1)thelicensee'scorrective
actions were not sufficiently prompt to provide basis for mitigation of
the penalty; (2) the licensee's past enforcement history, consists of eight' |
violations in 1986 and 1987 and, accordingly, provides no basis for mitiga- !

tion of the penalty; and (3) the licensee provides insufficient basis for
concluding that the payment of the proposed penalty would either put the ,

. licensee out of business or adversely affect its ability to safely conduct
licensed activities, since the licensee.did, in fact, acknowledge-a profit
at its facility.

With respect to the licensee's statement that it intends to charge any
penalty imposed by the NRC to the VP/RSO, the NRC notes that such an action
is a licensee decision that is not considered by the NRC when determining
whether to escalate or mitigate a civil penalty, as the NRC considers the
circumstances of the licensee, not individuals within the licensee.

<
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4. NRCCONCLUS103

| The licensee has not provided s.Jficient basis for the NRC to
J (1) reclassify the Severit/ Level of the violations in Section I of the -
i Notice, or (2) reduce the associated $8,000 penalty for the violations. |

| Therefore, the NRC concludes that a civil penalty in the amount of.$8,000
,

i should be in; posed by Order. 1

i
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4 . , , . . '# August 14, 1991

Docket No. 040-08724
License No. SUB-1357
EA 91-060

Chemetron Corporation
ATTH: Michael Lederman

President
c/o Sunbeam-Oster Company, Inc.

iCentre City lower, 21st floor
!

650 Smithfield Street
Pittsburgh, Pennsylvania 15222

Dear Mr. Lederman:
!
:

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOS1110N OF CIVIL PENALTY - $7,500
(NRC INSPECTION REPORT NO. 040-08274/91002)

This refers to the special safety inspection at the Chemetron Corporation,
Newburgh Heights, Ohio, facility, conducted March 19 through April 15, 1991.
During the inspection, a violation of NRC requirements was identified, and on
May 16, 1991, an enforcement conference was held in the Region !!! office. A
copy of the enforcement conference report was mailed to you on May 24, 1991.-

The May 24, 1991, letter transmitting the enforcement conference report requested
that you provide a plan to perform radiation surveys of all equipment which
originated in Building 21 at your Harvard Avenue site and assess whether other
contamination was spread to homes-and/or possessions of current and formcr
employees. The letter stated our decision on cnforcement action would consider
your response to this matter. After requesting a delay in the time to respond
to that letter, Chemetron provided its response on July 3,1991. - The response
was considered to be deficient in that it did not project schedules, milestones,
or written reports. Our concerns regarding your response were documented in a
letter dated July 24, 1991.

Our May 24, 1991, letter also stated that our decision on enforcement action
would take into account- the schedule for site characterization and remediatfor
of the Harvard and Bert Avenue sites, including the contamination addressed in
the enclosed violation, requested by Mr. Richard L. Bangart, Director. Division
of low-level Waste Management and Decommissioning, in a letter to you dated
May 9,1991. There have been several exchanges between Chemetron and the NRC
staff regarding this matter. Chemetron's response, deted July 16, 1991, was
inadequate in that it did not addrest the characterization and remediation for.

the Harvard Avenue site outside the Building 21 area.

CERTiflED MAIL
RETURN RECEIPT REQUESTED
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j Chemetron Corporation -2- August 14, 1991 ;

| ,
,,

i After considering these matters, we have concluded that Chemetron Corporation !

4 has not been proactive or aggressive in gaining control over all radioactive i
1 material under its responsibility and in developing finn tirne lines and schedules '

I for remediation of all hazards. Consequently, we have concluded that |
) enforcement discretion for the unauthorized removal and loss of control of

,
; licensed material would be inappropriate and that a civil penalty-should be r

j proposed. !

j The violation described in the enclosed Notice of Violation and Proposed
j Imposition of Civil Penalty (Notice) addresses Chemetron's failure to secure- !

|
licensed material in the fom of depleted uranium from unauthorized removal end
failure to maintain the material under constant surveillance and immediate !s

j control. The violation is-significant due to the length of time that it has '

1 existed, the broad area over which the contaminction was spread, and the fact >

|- that it may involve equipment, materials and areas that are no longer under the--
; licensee's control. The NRC acknowledges the contamination represents a |
} relatively low hazard to public health and safety. Nonetheless, non-radiation *

q workers were unnecessarily exposed to licensed material possessed by Chemetron
; Corporation for which Sunbeam-Oster Company is now responsible, in accordance
i with the " General Statement of Policy and Procedure for NRC Enforcement i
| Actions * (Enforcement Policy) 10 CFR Part 2. Appendix C (1991), this violation i

! has been categorized as a Severity level-111.
1 ;

j The root causes of the violation and the subsequent corrective actions were
discussed during the Enforcement Conference. The NRC recognizes that corrective ;

action has been initiated and that your organization is corresponding with the ;
i NRC to reach acceptable goals for the completion of this corrective action.
| The major factor contributing to the violations appeared to be the failure of
1 prior management to recognize the extent of the contamination controls necessary.

To emphasize the need for strict control of licensed material, I have been
j authorized, af tur consultation with the. Director, Of fice of Enforcement, to
; issue the enclosed Notice of Violation and Proposed imposition of Civil Penalty
i (Notice) in the amount of $7,500 for the Severity Level III violation.

.

: i

j The base value of a civil penalty for a Severity level Ill violation is $5,000. '

The civil- penalty adjustment factors in the Enforcement Policy were considered;

and the amount of the base civil penalty was increased 50 percent due to the NRC;

! identifying the violation in a letter to you dated January 28, 1991, and due i
,

- to the NRC having to identify the extent of the problem and requesting that you- '

extend your surveys to the other buildings at. the Harvard Avenue site. An
j- adjustment was not made for corrective action since your actions were not >

i extensive, though adequate. _ For-instance, current and former employees were not
! contacted to determine if they _had removed any property from the facility and j
i radiation surveys of their homes were not performed. The remaining factors in
I the Enforcement Policy were also considered a$d no further adjustment to the
| base civil penalty is considered appropriate. ' ,

i
.i

| You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your response, in your response,,

! you should document the specific actions taken Snd any additional actiors you
|

!
|
:
I

!

! o
; i
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Chemetron Corporation -3- August 14, 1991

plan to prevent recurrence. Af ter reviewing your response to this- Notice,
including your propoaed corrective actions and t'.s results of future inspections,
the NRC will de;armine whether further NRC enforceaent action is necessary to
ensure compliance with NRC regul ttory requirements.

In accordance with 10 G R 2.790 of the NRC's " Rules of Practice," a copy of this
letter and its enclosure will be placed in the NRC Public Document Roo i.

The responses directed by this letter and the enclosed Notice are not subject to
the clearance procedures of the Office of Management and Budget as required by
the Paperwork Reduction Act of 1980, Pub. L. No. 96-511.

Sincerely.

. (f Y
A. Bert Davis
Regional Administrator

Enclosure: Notice of Violation and Proposed
Irnposition of Civil Penalty

cc w/ enclosure:
Mr. Robert E. Owen, Administrator.

Radiological Health P ~ gram Ohio
Department of Health

Mr. Donald Schregardus,'irector Ohiov
Environmental Protection Agency

'

Village of Newburgh Heights Mayors
Office

DCD/DCB(RID $)-
.
'

Ms. Kathryn Jones, Ohio Environmental-
Protection Agency. N.E.0.0. ,

James Benetti, SAT-26
U.S. Environmental Protection
Agency

.

.

e
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION Of civil PENALTY

Chemetron Corporation Docket No. 040-08724
Newburgh Heights, Ohio License No. SUB-1357

EA 91-060

During an NRC Inspection conducted March 19 through April 15, 1991, a violation
of NRC requirements was identified. In accrrdance with the " General Statement
of Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1991), the Nuclear Regulatory Comission proposes to impose a civil penalty
pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (Act),
42 U.S.C. 2282, and 10 CFR 2.205. -The particular violation and associated civil
penalty is set forth below:

10 CFR 20,207(a) requires that licensed materials ste-ed in an unrestricted
area be secure from unauthorized removal from the pn.ce of storage.

10 CFR 20.207(b) requires that licensed rnaterials in an unrestricted area
and not in storage be under constant surveillance and the imediate control-
of the licensee. As defined in 10 CFR 20.3(a)(17), an unrestr4ted_ area
includes any area access to which is not controlled by the licensee for
purposes of protection of individuals from exposure to radiation and
radioactive materials.

Contrary to the above, on March 19. 1991, licensed material consisting of
depleted uranium as contamination was located on equipment and in structures
in Building Numbers 1, 38. 3C, 4, 58, 6, 9, 10, 11, 14, 16A, 168, 17, 19.
and 20 at 2910 Harvard Avenue, Newburgh Heights, Ohio, which are
unrestricted areas, and this material was not in storage, was not secured
against unauthorized removal, and was not under constant surveillance and
imediate control of the licensee.

This is a Severity Level til violation (Supplement IV)
Civil Penalty - $7.500

Pursuant to the provisions of-10 CFR 2.201. the Chemetron Corporation (Licensee)
is hereby required to submit a written statunent of explanation to-the Director,

-

Office of Enforcement, U.S. Nuclear Regulatory Comission, within 30 days of the
date of this Notice of Violation and Proposed-Imposition of Civil Penalty (Notice).
This reply should be clearly marked as a " Reply to a Notice of Violation" and
should include for each alleged violation: (1) admission or denial of the
alleged violation, (2) the reasons for the violation if admitted and, if denied,
the reasons why, (3) the corrective steps that have been taken and the results

'NUREG-0940 II.A-55-
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Notice of Violation -2-

achieved, (4) the corrective steps that will be taken to avoid further violations,
and (5) the date when full compliance is achieved. If an adequate reply is not
received within the time specified in this Notice, an order may be issued to
show cause why the license should not be modified, suspended, or revoked or why
such other actions as may be proper should not be taken. Consideration may be
given to extending the response time for good cause shown. Under the authority
of Section 182 of the Act. 42 U.S.C. 2232, inis response shall be submitted
under oath or affinnation.

Within the same time as provided for the response required under 10 CFR 2.201,
the Licensee may pay the civil penalty by letter addressed to the Director,
Of fice of Enforcement U.S. Nucicar Regulatory Commission, with a check, draf t,
money order, or electronic transfer payable to the Treasurer of the United
States in the amount of the civil penalty proposed above, or may protest
imposition of the civil penalty in whole or in part, by a written answer
addressed to the Director Office of Enforcement U. S. Nuclear Regulatory
Comission. Should the Licensee fail to answer within the time specified, an
order imposing the civil penalty will be issued. Should the Licensce elect to
file an answer in accordance with 10 CFR 2.205 protesting the civil penalty, in
whole or in part, such answer should be clearly marked as an '' Answer to a Notice

5 of Violation" and may: (1) deny the violation listed in this Notice in whole
# or in part.-(2) demonstrate extenuating circumstances, (3) show error in this

Notice, or (4) show other reasons why the penalty should not be imposed. In
addition to protesting the civil penalty in whole or in part, such answer may s

'request remission or mitigation of the penalty.

In requesting mitigation of the proposed penalty, the factors addressed in
Section V.B of 10 CFR part 2 Appendix C _ (1991), should be addressed._ Any
written answer in accordance with 10 Cf R 2.205 should be set forth separately
from the statement or explanation in reply pur:;uant to 10 CFR 2.201, but may
incnrporate parts of the 10 CIR 2.201 reply by specific reference (e.g., citing
page and paragraph numbers) to avoid repetition. The attention of-the Licensee

~

is directed to the other provisions of 10 CFR 2.205, regarding the procedure for
imposing a civil penalty.

Upon failure to pay any civil penalty due which subsequently has been detennined
in accordance with the applicable provisions of 10 CFR 2.205.-this matter may be
referred to the Attorney General, and the penalty, unless compromised, remitted,
or mitigated, may be collected by civil action pursuant to Section 234c of the
Act. 42 U.S.C. 2282c.

The responses noted above (Reply to Notice of Violation, letter with payment of
civil penalty, and Answer to a Notice of Violation) should be .iddressed to:
Director, Of fice of Enforcement, U.S. Nuclear Regulatory Comis'. ion, ATTN:
Document Control Desk Washington, D.C. 20555 with a copy to the Regional

4
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Notice e Violation -3-

Administrator, U.S. Nuclear Regulatory C4 * ion, Region Ill. 799 Roosevelt
Road, Glen Ellyn, Illinois 60137.

FOR THE NUCLEAR REGULATORY C0411SS10N

$ bLn
A. Bert Davis
Regional Administrator

DatedalGlenEllyn, Illinois
this /rMay of August 1991
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Decket No. 040-08724
License No. SUB-1357
EA 91-060

Chemetron Corporation
ATTN: Michael Lederman

President
Sunbeam-Oster Company, Inc.
Centre City Tower, 21st Floor
650 Smithfield Street
Pittsburgh, Pennsylvania 15222

Dear Mr. Lederman:

SUBJECT: ORDER IMPOSING CIVIL MONETARY PENALTY - $7,500

This refers to your letter, dated September 20, 1991, in response
to the Notice of Violation and Proposed Imposition of Civil
Penalty (Notice) sent to you by our letter dated August 14, 1991.
Our letter and Notico described one violation identified by the
NRC during a special safety inspection, conducted March 19
through April 15, 1991. The violation concerned the failure to i

secure licensed material, in this caso depleted uranium as
contamination, from unauthorized removal. To emphasize the need
for strict control of licensed material, a civil penalty of
$7,500 was proposed on August 14, 1991.

In your response to the Notice, you did not contest that the
violation occurred, but requested that the severity level of the
violation be reduced or the amount of the propose' civil penalty
be mitigated in its entirety because your actions in tha matter
were timely, comprehensive and reasonable. Also, you contended
that the violation lacked any demonstrated safety significance,
and therefore did not warrant imposition of a civil penalty.

After considering your response, we concluded for the reasons
given in the appendix attached to the enclosed Order Imposing
civil Monetary Penalty that you did not provide an adequate basis
for either reducing the severity level of the violation or
mitigating-the amount of the civil penalty.

Accordingly, we hareby serve the enclosed order Imposing civil
Monetary Penalty on Chemetron Corporation imposing a civil
monetary penalty in the amount of $7,500 We will review the
effectiveness of your corrective actions during a subsequent
inspection.
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i Chemetron Corperation -2-
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i '

3 In accordance with 10 CPR 2.790 of the NRC's " Rules of Practice,"
j a copy of this letter and the enciosares will be placed in the

NRC's Public Document Room.'

3
Sincerely, !

A o h) ))<
| Hug L. Thompso , Jr oputy
j Exp utive Dire tor Nuclear

Materials Safety, eguards and
i Operations Support *

} IEnclosures:'

i 1. Order Imposing civil Monetary
Penalty-i

2. Appendix - Evaluation and
conclusion j

{ cc w/ enclosures
Mr. Robert E. Owen, Administrator ,

,1 Radiological Health Program
i Ohio Department of Health
1 Mr. Donald _Schregardun, Director
! Ohio Environmental Protection Agency
i Village of Newburgh Heights Mayor's Office
;. DCD/DCB (RIDS)
| Ms. Kathryn Jones
; Ohio Environmental
i Protection Agency, N.E.D.O.
i James Benetti, SAT-26
{ U. S. Environmental Protection Agency
.

!
i

|
'

,

|
!-
i '

!
i I
;

i

|
!

i

i
;

:

;

!

I

i

!'
I
:
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! UNITED STATES-
NUCLEAR PEGULATCRt COMMISSION

,

In t$e Mattet of ) Docket No. 040 ^9724<

; C1 etron Corporation ) License No. SUB 1357
: Newourgh Heights, Ohio ) EA 91-060
1

! ORDER IMPOSING CIVIL MONETARY PENALTY
4

) I
i

f Chemetron Corporation (Licensee)_ is the holder of Source Material

|, License No. SUB-1357 issued by the Nuclear Regulatory Commission
;
; (NRC or Commission) on June 12,.-1979. The License authorizas the

! Licensee to store and cossess depleted uranium contamination
t

] incident to conducting radiation surveys and decontamination of
1

{ facilities, . equipment and plant areas at 2910 Harvard Avenue,
u

j Newburgh Heights, Ohio, in accordance-with the conditions
4

.

.

'

j specified therein. Previously, on October 8, 1965, the Atomic

i
Energy Commission (predecessor agency of the NRC) issued Source'

k Material License No. SUB-852 which authorized the Licensee to use.

! depleted uranium compounds in the manufacture of a chemical
1

3 catalyst at 2910 Harvard Avenue, Newburgh Heights, Ohio, in
!
I accordance witn the conu......a specified therein. Source-

'

Material License No. SUB-852 was in effect until superseded on
t-

- June 12, 1979, with the issuance of Source Material-License No.

? SUB-1357.
j
i
s

l' - II'

;
;
E

i

[ An inspection or tne Licensee's activities-was conducted from~

.,

h March 19 through April 15,'1991. -The results offthe inspection
I-
) indicated that the Licensee had not conducted its activities in
4

:
;
e

h

.

|
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2

full. compliance with NRC requirements. A written Notice of
,

Violacion and Proposed Imposition of Civil Penalty (Notice) was

served upon the Licensee by letter dated August 14, 1991. The
,

Notice states the nature of the violation, the provision of the

NRC's requirements that the Licensee has violated, and the amount

of the civil penalty proposed for the violation. The Licensee

responded to the Notice by letter dated Septembar 20, 1991. In

its response, the Licensee regr- ted that ti - writy level of

the violation be reduced or the amount of ths - sposed civil

penalty be mitigated in its entirety.
1

III

After consideration of the Licensee's response and the statements

of fact, explanation, and arguments for mitigation contained

therein, the NRC staff has determined, as set forth in the

Appendix to this order, that the violation. occurred as stated and:

{
j that the penalty proposed for the violation designated in the

| Notice should be imposed.

IV-

|-

In view of the foregoing and: pursuant to.Section 234 of the

Atomic Energy Act of_1954, as amended-(Act)i 42 U. S. C. 2282,

and 10 CFR 2.205,-.IT IS HEREBY ORDERSD THAT:

t

i

; -The Licensee pay a civil penalty in the amount of--$7,500-

within-30 days'of the date of this order,-by. check, draft,

'NUREG-0940 II.A-61
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., electronic transfer or money order,_ payable to the Treasurer
of the United States and mailed to the Director, Office of

Entorcement, U. S. Nuclear Regulatory Commission, ATTN 2

Document Control Desk, Washington, D.C. 20555.

V

The Licensee may request a hearing within-30 days of.the date of

this order. A request for a hearing should be clearly marked asn a

" Request for an Enforcement Hearing" and shall be' addressed to

the Director, Office of Enforcement, U. S. Nuclear Regulatory

Commissio,, ATTN: Document Control Desk, Washington, D.C. 20555.
l

Copies also shall be sent to the Assistant General Counsel for

Hearings and Enforcement at the same address and to the Regional

Administrator, NRC Region III,.799 Roosevelt Road, Glen Ellyn,

Illinois 60137.

If a hearing is requested, the Commission vill issue an Order

designating the time and place of the hearing. If the Licensee-

fails to request a hearing within 30 days of the date of this
'

Order, the provisions of this Order shall be effective without.

further proceedings. If payment hrs not been made by that time,

the matter may be referred to the Attorney General for.

= collection,

In the event the Licensee requests a hearing as-provided above,
r

l-
| the-issue to be considered at such hearing shall be:

~

1
l
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E

*

4-;

Whether on the basis of the violation admitted by the Licensee,
*

this Order should be sustained.
,

*

FOR THE NUCLEAR REGULATORY
" COMMISSION
i
k - A

.

W //??) ?'

g fugh L. Thompson J .

Dep y Dcecutiv Dr tor for
Nu', ear Materials afety,'

,
Safeguards and Operations Support

I

j Dated at Rockville, Maryland
i this 13th day of January 19 92
e

t

:

e

e

)

4

4

:
4

-

1

1

i

!

i.

3
m

t

i

!

.

e

i -
J
>

t

a
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APPENDIX

EVALUATION AND CONCLUSIONS

On August 14, 1991, a Notice of Violation and Proposed. Imposition
of civil Penalty (Notice) was issued-for the violation identified
during an NRC inspection. Chemetron Corporation responded to the
Notice on September 20, 1991. In its resp.ase, the Licensee did
not contest the violation, but requested that the severity level
of the violation be reduced or the amount of the proposed civil
penalty be mitigated in its entirety. The NRC's evaluation and
conclusion regarding the Licensee's reg'lests-are as follows:

I. Restatement of Violation

10 CFR 20.207(a) requires that licensed materials stored-in
an unrestricted area be secure from unauthorized removal
from the place of storage.

10 CFR 20.207(b) requires that licensed materials in an
unrestricted area and not in storage be under constant
surveillance and-the immediate control of the licensee. As i

defined in 10 CFR.20.3(a)(17), an unrestricted area includes !

any area access to which is not controlled by the licensee
for purposes of protection of individuals from exposure-to
radiation and radioactive materials.
Contrary to the above, on March 19, 1991, licensed material
consisting of depleted uranium ass contamination was. located
on equipment and in structures in L-allding Numbers 1, 3B,

3C, 4, 58, 6, 9, 10, 11, 14, 16A,.16s, 17, 19, and 20 at
2910 Harvard Avenue, Newburgh Heights, Ohio, which are-
. unrestricted areas, and this material was not in storage,.
was not secured against unauthorized removal, and was not
under constant surveillance and immediate control'of the
licensee.

This is a Severity Level III violation-(Supplement IV). Civil
Penalty - $7,500

II. Summary of Licensee's Resnonso Concernino Severity Level

The Licensee did not contest the violation. The Licensee
contends that the NRC did not give full consideration to the-
circumstances surrounding the-violation. The Licensee
argues that the severity level of the violation should be
reduced to. Level IV, based on the following: (1) the safety
significance of._the violation'is low; (2) the NRC
acknowledged that Chemetron's current management was not
responsible for the actual violation; (3) the present
Chemetron management team identified the violation to the

.NRC;.and (4) Chemetron's remediation:cfforts were
reasonable.

4
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j Appendix -2- *

:
1

1

I First,-the Licensee refers to the NRC's characterization of
g. the contamination as representing a relatively low hazard to

the public health and safety. The Licensee also notes that< *

s' the contamination is limited to an industrial complex,
; access to which is carefully controlled and is used by only
{ a relatively-few individuals. r

|. Sect d, the Licensee asserts that the NRC's August - 14, 1991,
j letter transmitting the Notice. stated that the major factor I

; contributing to the violations was'the failure of prior
; management to recognize the extent of the contamination
i controls necessary to-the project.
1

! Third, the Licensee contends that as early as August 1990=
l' the Licensee identified the spread of contamination.

; .ourth, the Licensee concludes that the violation
; represented an isolated occurrence rather than a'
; programmatic breakdown in the management controls applied to"
! its control of contamination and that its efforts at i

j remediation have been " responsive and effective."
.

Fifth, the Licensee-contends-that the violation was.not
j willful in-any fashion.
s

: Sixth, the Licensee argues'that the'NRC has 31ven undue
{ weight to the Licensee's lack of responsiveness to this
; matter, which it attributes to prior management. . Tlue
! Licensee further asserts that the NRC Enforcement Manual

states that the. promptness and extensiveness of_ corrective-
actions ~are normally not considered at all for the' purposes1

I of determining severity level and concludes that the NRC
j should_ revisit.its severity level determination in that
; regard.
| -

- -

. .j NRC's Evaluation of Licensee's Resconse Concerning Severity Level .
i

j 'First,z with regard to safety significance, the Licensee is'
!* correct in stating that the NRC's' August 14,- lo91,--letter

transmitting the Notice acknowledged the contananation '

; represents'acrelatively low hazard:to public health and
4- safety. This does not:mean that the violation was not of.i significantiregulatory concern.~ Nor has NRC stated that'the
; level of contamination is-not of concern. More than 200

-

i. areas.of contamination were.found in the various buildings
with numerous areas in substantial excess-of NRC guidelines:

j- in Regulatory Guide-1.86 for release for unrestricted'use,j- In fact,=the August 14, 1991, Ictter stated:
" The violation'is significant due.-tolthe~ length: . . - - . -

-of time that it has existed, the broad-area'over'which--

.

'

.

!:
l'
i
!I
t

'
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Appendix -3--

-,

the contamination was-spread, and'the fact that it may
involve equipment, materials and areas that are no
longer under the licensee's control.: The NRC
acknowledges that the contamination represents a
relatively low hazard to public health and safety.
Nonetheless,-non-radiation workers were unnecessarily
exposed to licensed material possessed by Chemetron
Corporation for which Sunbeam-Oster Company is now
responsible. "

. .

This statement accurately reflects the situation and
categoritation of the violation at Severity Level III.
Example C.11 of Supplement IV to the NRC enforcement policy
provides an example of a Severity Level.III violation as the
"significant failure to control licensed material." The ]
violation for the failure to control licensed material is i

significant because of the large area (more than 134,000 i

square feet in 15 buildings) which had-become' contaminated I

and the duration of the violation from the time uncontrolled-
contamination was first discovered until access to the
material was restricted. In this regard, the NRC notes that
the Licensee interprets the violation as'one of dispersal of
the contamination, rather than the failure to maintain
control of that material once it was identified. Clearly,
both elements are important, but the Licensee failed to
establish a restricted area to control access to the
contamination. While identifying the areas to which
contamination had been previously dispersed is necessary to
identify the areas-requiring control, the violation stated
in the Notice of Violation was of 10-CFR 20.207, and did not
involve the actions that caused the dispersal.

The violation described in the Notice concerns the
widespread and long-term nature'of the contamination and the
inadequate controls the Licensee had in place for'the
purpose'of protecting individuals from exposure to radiation
and radioactive materials and to prevent:the. spread of
contamination. The NRC's regulatory concern arising from
the violation is the Licensee's failure to: recognize the
significance of controlling access to the contamination, as
discussed-throughout this Appendix. Accordingly, this'was
not an isolated occurrence, but.resulted from inadequate
management controls.-

The Licensee's characterization that the contamination is
limited to_an industrial complex, . access to which was
carefully controlled and which-vas utilized by a small
numbec of individuals, does not take into consideration that
those individuals are not employees of-the Licensee and-are
therefore members-of the general public. .These workers,

NUREG-0940 II.A-66
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I
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; 4

I through no fault of their own, but through the inadequate
controls the Licensee had in place for the purpose of
protecting individuals from exposure t6 radiation and,

! radioactive material, have been exposed to the contamination
.

j spread by the activities of the Licensee.

$ Second, with respect to the Licensee's current management
i responsibility for the violation, the Licensee accurately
i points out that the NRC stated that the major factor
i contributing to the violation was the failure of prior'
: management to recognize the extent of the contamination
i controls necessary to the project. The NRC recognizes that
3 the Licensee's present management team did not become
; involved with this project until August 1990 and concludes

that the present management team did not cause the prior,

lack of contamination controls. However, regardless of the
'

i cause of the violation, current management is responsible
i for satisfying all commission requirements.

! Third, the Licensee contends that as early as August 1990
] the Licensee identified the spread of contamination, The
[ Licensee did inforn the NRC that contamination had been

spread to Building 20. However,-the Licensee did not act
',

promptly.to fully discover the extent of the contamination
either in Building 20 or.elsewhere nor did it act promptly

] to regain control over that material. These concerns are
reflected in the NRC's. letter of January 28, 1991, whichi

; transmitted Inspection Report No.
; letter stated in part:

' 040-08724/91001. That
J

f " In addition to responding to the violation in. . .

i the enclosed Notice, we request that yo'u also address
', the following two concerns that were identified during

this inspection:
4

j 1. Low level uranium contamination was disecvered in
Building 20. We are concerned that the building
appears to be contaminated-above the NRC's release-

#

criteria, is an unrestricted area, and it is-
; - currently occupied by'non-radiation workers.

i 2. Equipment with low level uranium contamination was
! discovered in Building 14 which is-an unrestricted
; area . -- It appears thatsthe contaminated equipment'

originated-from the previously demolished Building
, 21. We are concerned that thorough surveys have
!

not been performed to determine the: extent-and
-level-of contamination that may exist in Buildings
14-and 20 and in other unrestricted facilities at
Harvard Avenue. "

. .

.

:

|

?
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.

While the Licensee may have. identified that contamination
was spread to Building 20, the NRC had to inquire whether
contamination had been spread elsewhere and whether the

~

Licensee had taken any action to comply with 10 CFR 20.207
or restrict access to that contamination.
Fourth, the Licensee contends that it took reasonable
remediation steps in-light of other decontamination
activities. The Licensee's remediation program concerning
the disposal of the previously known contamination from
Building 21 is irrelevant to the severity level of the
violation. Rather, the Licensco failed to recognize the
need to control all contamination, which is the basis for
classifying the violation at Severity Level III. The
Licensee alco contended that the' violation represented an
isolated occurrence rather than a programmatic breakdown in
the management controls applied-to its control of
contamination. As discussed above, the NRC rejects this ,

-'

position. Moreover,'the Licensee's assertion ~that the
violation was an isolated-occurrence is refuted by the fact
that contamination was found in 15 buildings, none.of.which
were previously.within the Licensee's restricted radiation
area.

Fifth, the NRC acknowledges that the violation was not.
Willful. The NRC did not-assert willfulness as a basis for
classifying the violation at severity Level'III.

Sixth, the Licensee's lack of responsiveness in this matter
is only partially attributable to prior-management. The NRC
staff is most concerned that the Licensee:took1only limited
actions to-identify the extent of contamination after first
identifying it in August 1990'until the NRC: staff, in-its

'

letter of January 28, 1991, prodded the Licensee'to-take
more extensive action, and'the Licensee took no action to
regain control of that contamination until after.the NRC
identified that lack'of' control in the March 11991'
inspection.

As for the Licensee's. argument-that the promptness and
extensiveness of corrective actions are normally not
considered.at all for the. purposes of determiningfseverity
level, the NRC staf f does not fully, agree. . While corrective
action after the' identification of a violation is considered
under the' escalation.and mitigation factors,Ethe safety
significance of the violation,.--and'the: corresponding<

severity-level, depends on theEopportunity for-exposure _to
ionizing radiation. In'this instance, the Licensee did not-
take appropriate steps to. recognize =the-_need to regain
control of source material until:after the-March 1991n

|
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i
; inspection, even though it had a reasonable opportunity to

identify that need based on the earlier findings of
i contamination in buildings 14 and 20. Accordingly, the
] potential for exposare was increased.
<

I Based on-the foregoing, the NRC staff concludes that the
j violation stated in the Notice is properly classified at
j Severity Level III.

! III. Summarv of.kicensee's Recuest for Remission of the Civil
; Penalty

1

With respect to the " Identification and Reporting" factor,
, the Licensee contends that it, and.not the NRC, identified
! the violation. Also, the Licensee contends that the NRC's
{ request that the Licensee extend surveys to other buildings
i does not appear to=be the proper subject of the identifi-
| cation and reporting adjustment factor under the NRC
i . Enforcement' Policy. Further the Licensee argues that'

whether 1*.s response was comp,rehensive is a separate' matter
j to be considered under the corrective actions adjustment

factor, which the staff addressed separately. The Licensee
! quotes the Enforcement Policy'as stating that escalation is ,

: considered only "if-the NRC identifies the violation
! provided the licensee should have reasonably discovered the
i violation before the NRC identified it."
4

The Licensee also contends that its corrective actions were1

;_ appropriate and reasonable given the Licensee's established
~

priorities for decontaminating the Harvard Avenue facility
j and the Bert Avenue landfill.
f

}: Specifically, the Licensee quotes the Enforcement 1 Manual'as.
-

=

stating "[m]itigation of the-base civil penalty may be
appropriate if there.was essentially no other reasonable
action that the licensee should-have.taken," and-asserts

t that it took all reasonable actions to correct the
) violation, and therefore-deserves mitigation'of the civil
; penalty.

; Additionally, the Licensee contends that it is-unreasonable
1- to expect Chemetron to be anle<to anticipate all potential-
; locations-of contamination. . Finally, the Licensee ~ argues
' that-the NRC abused its discretion by considering extraneous, '

_ matters, i.e.,.the site characterization and remediation-of'

the Harvard and Bert Avenue-sites beyond the contamination-
of the buildings cited-in the violation.,

' NRC's Evaluation of Licensee's Reauest" for Remission' of theCivil Penalty

;

!'
!

)

- NUREG-0940 II.A-69-

!
_



. . - . - .--

-7-Appendix

As discussed above, the NRC agrees that the Licensee . _

identified the contamination of Building 20. However,-it
was the NRC's letter of January 28, 1991, which specifically
requested the Licensee to determine the extent of the
contamination in Buildings 14 and 20 and to determine if
contamination had been spread to any other unrestricted area
at_2910 Harvard Avenue, Newburgh Heights, Ohio. This NRC
questioning of the Licensee led to the discovery of
contamination in at least 15 buildings,_which the Licensee
had not considered.' In addition,.during its March 1991
inspection, the NRC, and not the Licensee, identified-the
need to restrict access or.otherwise regain control of this
contamination. The NRC concludes that the Licensee's
identification of contamination in Building 20 in August
1990 sho)1d have reasonably led it to identify the other
areas of-contamination and regain control of that
contamination. The NRC staff's primary concern is the
Licensee's failure to investigate other potentially
contaminated locations which would, and should, have
resulted in the Licensee's identification of the
contamination in the other buildings. The Licensee presents
no reasons-why it should not have reasonably identified thie
additional contamination. The Licensee's failure to
identify the full extent of the spread of. contamination or
the need to regain control of the contamination it did
identify are the reasons for increasing the. amount of the~

civil penalty by.50 percent under the civil penalty
adjustment factor for-identification and reporting.
Regarding the Licensee's contention that its corrective-
actions were reasonable and appropriate considering-its
other priorities and that_the Licensec.could not anticipate
all locations to which contamination was spread, the NRC
acknowledged in the August 14, 1991, letter transmitting the

your actions were not extensive, thoughNotice, "
. . .

adequate. For instance,-current.and former employees were
not contacted to determine if they_had_ removed-any property
from the facility and radiation surveys:of their homes were
not performed. The Licensee's point that its"

. .

corrective actions were reasonable and appropriate
considering its other priorities is of no relevance =as the
other-priorities to which the Licensee refers are the clean--

-up of the Harvard'and Bert Avenue sites which were known to
be contaminated prior.to determining thatLan_ additional 15
buildings had been contaminated. Furtheri_the-fact that the
Licensee did-not canvass employees to determine-what.
property had been removed.from the facility, even after
becoming aware-that1 contaminated lumber had been'taken from:

less than extensive--the facility,'is indicative of the
approach the Licensee has takenLto ensure that. contamination

-

~
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'

is controlled and removed from the public domain.
*

Therefore, the NRC concluded that no escalation or-
mitigation of the amount of the civil penalty is appropriate,

{ for the Licensee's_ corrective actions.
! Finally, the Licensee argues that the NRC considered
j extraneous matters, namely the schedule for site
4- characterization and remediation of the Harvard and Bert

Avenue sites, which the Licensee considered impermissible,4

i tainting the decision regarding this enforcement action, and
j was an abuse of discretion. The Licensee is referring to
'

the following passage in the August 14, 1991, letter
; transmitting the Notice:
;

" . we have concluded that Chemetron Corporation has; . .

not been proactive or aggressive in gaining control4

! over all-radioactive material under its responsibility
3 and in developing firm time lines and schedules for
j remediation of all hazards. Consequently, we have

corcluded that enforcement discretion for the
unauthorized removal and loss of control of licensed,

I material would be inappropriate and that a civil
; penalty should be proposed. "

. .
J

; This statement was made as a follow-up to the NRC's May 24,
1991, letter ~which stated tisat the NRC was withholding a.

decision concerning the enforcement action pending'

'

Chemetron's response on the spread of contamination outside'

the facility and on the schedule for characterization and
remediation of the Harvard and Bert Avenue sites.

; Enforcement discretion is-addressed in paragraph V.G of the
) NRC Enforcement Policy which states, "Because the NRC wants

to encourage and_ support licensee' initiative:for self-,

'

identification and correction of problems, NRC_nay exercise
discretion" (emphasis added). As-relevant here,

! Paragraph V.G.3-of the NRC Enforcement Policy provides that
; the NRC may refrain from proposing a civil penalty for a-
: Severity Level III-violation, as was the case here, only if:
i -(a) it does not involve the release of radioactive material,
j (b)_ it was identified- by the licensee: and reported, _ _

(c) comprehensive ccrrective action is.well underway within
. a reasonable time following' identification, and (d) it_was-
! not a violation that reasonably should have been corrected
'

prior to the_ violation because_the Licensee had prior notice
of-the problem involved. In this-' case: '(a).the_ violation
was identified by_the Licensee only at:the_. urging of-the3

'

NRC, (b) comprehensive corrective action was(slow and taken-
only at the insistence'of the NRC, _and (c) the Licensee ~had
notice of the problem at least-six. months before the

I
<

.
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violation was identified, and should have corrected it
within that time. Accordingly, enforcement discretion was
not warranted.

As for the Licensee's contention that the Staff improperly
considered the Licensee's failure to submit its characteri-
zation reports and remediation plans in a timely fashion in
issuing the Notice, the Staff was merely pointing to the
Licensee's general pattern of conduct in responding to
problems on time as its chief area of concern. This
language was intended to improve the Licensee's future
responsivenecs to potential problems. The Staff's
recitation of its concern in no way implies that enforement
discretion is warranted, as explained above. The Licensee's
contention that the NRC abused its discretion is without
basis.

IV. NRC Conclusion

The NRC has concluded, based on the-information presented by
the Licensee and evaluated by the NRC, that the violation
occurred as stated in the Notice and that the Licensee has
not provided an adequate basis for either reducing the
sevority level of the violation or for mitigation of the
civil penalty. Consequently, the proposed civil penalty in
the amount of $7,500 is justified and-appropriate and should
be imposed.

.

1
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NOV 151991

Docket No. 30-03255
License No. 42-00084-06
EAs 91-096 & 91-157

Department of Veterans Affairs

Veterans Administration Medical Center (VAMC)
ATTN: John Sheehan, Hospital Director
2002 Holcombe Boulevard
Houston, Texas 77211

Gentlemen:

SUBJECT: NOTICE OF VIOLATION, PROPOSED IMPOSITION OP $25,000
CIVIL PENALTY & CONFIRMATORY ORDFR (NRC INSPECTION
REPORT NO. 30-03255/91-01)

This is in reference to the June 10-12 and June 18-20, 1991,
inspection of NRC-licensed activities at the Veterans
Administration Medical Center ( VAMC) , Houston, Texas, and to the
discussion of the results of NRC's inspection at an enforcement
conference conducted on August 9, 1991, at the VAMC.

NRC's inspection, which was documented in a report issued on
July 23, 1991, disclosed 22 violations of radiation safety
requirements. The violations involved the VAMC's failure to
comply with NRC regulations and license conditions that require
the VAMC to: perform radiation and contamination surveys, monitor
personnel radiation exposures, conduct inventories of sealed
radioactive sources and maintain control of radioactive
materials, ensure the proper calibration and use of equipment,
ensure that the users and quantities of radioactive material are
approved by the Radiation Safety Committee (RSC), and maintain
records.

This inspection also revealed that the VAMC's corrective actions
for previous violations issued by the NRC were either not
implemented or ineffective in precluding recurrence. Six of the22 violations were repetitive violations involving: the storage
of xenon-133 in a location not equipped with a fume hood, the
failure in some instances to evaluate radiation exposures'or
issue radiation monitoring devices to workers, the failure to
perform surveys at the required frequencies in certain rooms, the
failure to maintain contamination survey records as required, thefailure to conduct quarterly inventories of all sealed
radioactive sources, and the failure to perform a daily
operability check of a survey instrument prior to each day of
use.
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Colle,tively,-these inspection findings indicate a notentiallyc
significant lack of attention to licensed responsibilities.
Although none of the violations resulted in any radiation
overexposures to hospital staff or release of radioactive
contaminants to the environment, these violations created a
potential for the safety of VAMC employees, the general public,
and, in some cases, patients, to have been compromised.- One
example of this is the inadvertant incineration of waste
containing cerium-141, strontium-85, scandium-46, and chromium-51
radioactive materials. Only the physical characteristics of the
radioactive material itself prevented material from being emitted
to the environment in the incinerator. effluent. The root-cause of
the incident was attributed to the lack of training of VAMC
employees who handle animal carcasses for. waste disposal.

These violations'can be attributed in some instances to a failing
of the radiation safety; staff, in some instances to a failing of
the users of radioactive material, who themselves have certain
responsibilities for meeting requirements, and in other instances
to a failing of the radiation safety committee to function as- i

expected. Although the NRC recognizes that you were'without-a
permanent 1 radiation safety officer for some period of time,
patient care'and-licensed activities continued.. Thus, it was
incumbent on the VAMC to ensure continued compliance with all
radiation safety requirements. NRC's concern-about.these
tindings is heightened by the fact that NRC assessed the VAMC a
$7,500 c.vil penalty in-April 1990 for similar shortcomings in
the management of its NRC-licensed activities,.and by the fact
that the VAMC's radiation safety. staff found some of the same
violations during its audits and no apparent corrective action
was taken.

Inspection findings of this nature in-successive inspections
reduces NRC's confidence in the VAMC's ability to manage its NRC-
licensed activities in a manner. consistent with NRC's
expectations of a-holder of a broad-scope. medical licensk. 'A
broad-scope license provides a significant degree of' freedom to a
licensee in reviewing and approving both the.uses and the1 users
of licensed radioactive material. 'However, incumbent with-that.
freedom is a heightened degree of-responsibility to ensure that-
all activities that are authorized by the RSC are in' fact.being-
carried out in accordance with NRC regulations and the terms of
the license.

These recent inspection findings,.which are.an indication.of'
continued. poor management of NRC-licensed activities, are of
significant' regulatory concern to NRC.- Therefore, in.accordance
with the " General Statement of Policy and Procedure for.NRC
Enforcement Actions," (Enforcement Policy) 10 CFR part 2,
Appendix C (1991), the violations are classified in the aggregate
as a Severity Level III-problem.
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NRC recognizes that the VAMC has now initiated corrective action
for each of the individual violations and has committed to long-
term corrective action to resolve the fundamental weaknesses inits radiation safety program. These actions include commitmentsto (1) increase the size of the radiation safety staff from two
to three individuals, (2) increase training for the radiation
safety officer (RSO) and assistant RSO, (3) increase audits by
the radiation safety staff and RSC, (4) develop an enforcement
scheme that can result in the suspension of activities a ./or
disciplinary action against individuals including suspension of
employees without pay, (5) train new and existing employees who
use radioactive material, (6) conduct RSC meetings every two
months, and (7) arrange for at least six quarterly audits of NRC-
licensed activities by representatives of the Department of
Veterans Affairs' National Advisory Committee on Radiation
Safety.

To emphasize the importance of taking necessary steps to maintain,

'

a radiation safety program that ensures strict compliance with
all radiation safety requirements and is commensurate with NRC's
expectations of a broad-scope medical licensee, I have been
authorized, after consultation with the Director, Office of
Enforcement, the Deputy Executive Director for Nuclear Materials
Safety, Safeguards and Operations Support, and the Commission, to
issue the enclosed Notice of Violation and Proposed Imposition of
Civil Penalty (Notice) in the amount of $25,000 for the Severity
Level III problem described above.

In determining the size of the civil penalty in this case, NRC
deviated, as permitted in its enforcement policy, from the normal
base value ($2,500) for medical facilities in Table IA of the
Enforcement Policy for a Severity Level III violation. We havedone so to impress upon the VAMC the significance that NRC
attaches to inspection findings of this nature in successive
years. This decision was based in part on the following
considerations: 1) NRC's inspection disclosed these violations
as opposed to their having been discovered and corrected through
the VAMC's own audit processes; 2) the VAMC failed to take
effective corrective action for a previous Notice of Violation
and Proposed Civil Penalty issued by the NRC in April 1990 and
failed to resolve more fundamental shortcomings in the management
of NRC-licensed activities; 3) the VAMC failed to act on its ownaudit findings to correct violations identified by its own
radiation safety staff; and (4) six of the 22 violations were
repetitive violations from the previous inspection.
In light of the VAMC's past performance, additional action is
necessary to give NRC greater confidence that the VAMC will
develop the capability to ensure strict compliance with NRC
requirements in the conduct of its nuclear medicine and research
programs. Therefore, the enclosed Confirmatory Order is being
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issued to confirm the VAMC's voluntary commitment to subject its
NRC-licensed programs to audits by representatives of the

Department of Veterans Affairs' National Advisory Committee on
Radiation Safety.

Questions concerning this Order should be addressed to d.
Lieberman, Director, Office of Enforcement, who can be reached at
(301) 492-0741.

With regard to the proposed civil penalty, the VAnc is required
to respond to this letter and should follow the instructions
specified in the enclosed Notice shen preparing its response. In
its response, the VAMC should document the specific actions
taken and any additional actions it plans to prevent recurrence.
After reviewing your response to this Notico, including your
proposed corrective actions and the results of future
inspections, the NRC will determine whether further NRC
enforcement action is'necessary to ensure compliance with NRC
regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter and its enclosure will be placed in the NRC
Public Document Room.

The responses directed by this letter and the enclosed Notice are
not subject to the clearance procedures of the Office of
Management and Budget as required by the Paperwork-Reduction Act
of 1980, Pub. L. No. 96-511.

Sincerely,_

N/|
Hg L. Thomp(on
D ty Executiv D rector for
Nuclear Materia Safety, Safeguards,

and Operations Support

Enclosures:
1. Notice-of Violation and Proposed Imposition

of Civil Penalty
2. Confirmatory Order Modifying License

See next page for cc's.
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j NOTICE OF VIOLATION
j AND
j PROPOSED IMPOSITION OF CIVIL PENALTY

| Department of Veterans Affairs Docket No. 30-03255
: VA Medical Center- License No. 42-00084-06

Houston, Texas EA 91-096;

1
'

During an NRC inspection conducted June 10-12, June 18-20 and
j June 28, 1991, violations of NRC requirements were identified.
i In accordance with the." General Statement of Policy and Procedure
} for NRC Enforcement Actions," 10 CFR Part 2, Appendix C (1991),
| the Nuclear Regulatory Commission proposes to impose a civil
j penalty. pursuant to Section 234 of the Atomic Energy Act of 1954,
j as amended (Act), 42 U.S.C. 2282,-and 10 CFR 2.205. The
i- particular violations and associated civil penalty are set forth
i below:
i

i A. License Condition 20 requires, in part, that licensed
material be possessed and used in accordance with'

! statements, representations, and procedures contained in the
,

; application dated May 22, 1985, and letter dated August 20,
j 1986.
1

1. Item 23.D.3(d) of the application dated May 22, 1985,
; specifies that a bioassay will be performed within
3 2 weeks of the last possible exposure to (volatile) I-
; 125 or I-131 when operations (in research areas) are
| being discontinued or when the' worker is terminating-
i activities with potential exposure to radiciodine.

! ' Contrary to the above, the licensee failedEto perform a
1- bioassay for an individual within 2 weeks of the

,

j individual's last exposure to (volatile) I-125 and I-
; 131, at which time the worker had terminated activities
i involving the use of radiciodine. Specifically, the
{- individual had last worked with millicurie quantities

of liquid radiciodineRat the licensee's facility ina

! -August 1990, and a bloassay was not performed until
[ March 31, 1991.

[ 2. Item 8 of the letter dated August 20, 1986, specifies,
; in part,-that for bioassays, the radiation safety-
i officer.(RSO) will perform the counting and
; calculations necessary.to determine.the amount of
; activity present in the person.

} -Contrary to the above, as.of June 20, 1991, the RSO had
*

failed to perform.the calculations necessary to
determine the-activity present in' individuals'for whom

4 bioassays were-performed. Specifically, the: bioassays
; performed.during the period from January 1990 to

June 1991 for individuals working in nuclear medicine

i
!

|-
f

;

i
r
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consisted of a thyroid count using a scintillation
detection system, but did not include the calculations
necessary to determine and evaluate the-activity
present'in the individuals' thyroid-glands.

3. Item 21.B.1 of the application dated May- 22, 1985,
specifies that xcnon-133 will beLstored in a_RADX Corp.
" Xenon-Kow II" located in the fume hood in Room 747A of
Building 1A.

Contrary to the above, the licensee did not limit the
storage of xenon-133 to the RADX Corp. " Xenon-Kow II"
within the designated fume hood _in' Room 747A of
Building 1A, but also stored xenon-133 in Room B-11 of
Building 26D on numerous occasions-from January 1990 to
June:1991.

This is a repeat violation.

4. Item 7.B(.3) of the application dated May.22,c1985,- 1

specifies that.the radiation safety committeo'(RSC)- |
will review the training and experience:of users of j
radioactive material and determine that their
qualifications are' sufficient to enable them to perform
their-duties safely and.in accordance with Nuclear |
Regulatory Commission regulations and the conditions'of

_

the license.

Contrary to the above. ' the- RSC had not reviewed a
physician user's training and' experience prior-to-the.
individual's use of gold-198 brachytherapy sources for
patient treatments during December 1989 and

'

February 1990.

5. Item 3 of the. letter dated August 20, 1986, specifies,
in_part, that_all radioactive material ordered by the
V. A. Medical Center;is ordered through the RSO who-
insures that the individual. ordering the.matetrialcis

Iapproved for the activity being~ ordered:and tnat-the-
activity ordered does not exceed.the-individual's
possession limit.

Contrary to the above, as of June 20,?1991,1 the_RSO.hadL
failed to insure that an individual who ordered xenon-
133 in curie quantities was approved for:the activity
-ordered'and that the activity ordered did not exceed ;

the individual's possession limit. Specifically,Ethe- 1

individual ordered and received 3-4 vials ofExonon-133 |
containing 1 curie each~per month over several years,- J

although the individual was only approved by tale RSC ' |

for a maximum possession limit of 400 millicuries.

L
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! 6. Item 1 of the letter dated August 20, 1986, describes
j .the conditions required for radionuclide use requests
i and approval by the RSC. Item 1.B. specifies, in part,
i that the procurement of all radioactive material must ;

be approved by the Radionuclide Use Subcommittee (RUS),

j of the RSC.

Contrary to the above, from January 10, 199i. to
June 20, 1991, the RUS and RSC failed to approve an.

| individual's procurement of radioactive material.
| Specifically, the inoividual had procured microcurie
j quantities of hydrc /'n-3, a material that the
| individual had not been approved to use or procure.
4

) 7. Items 22.B.3 and 22.B.4 of the application dated
i May 22, 1985, specify, in part, that contaminated-
! [ animal) carcasses-will be placed-in labeled plastic
! bags and stored in labeled radioactive waste drums

i,
specifically (designed) for biological waste, and the
drums will be turned over to the appropriate commercial

' firm for disposal.

Contrary to the above, during the week of May 27, 1991,
I the licensee' failed to place four contaminated animal
j carcasses, containing approximately 1 millicurie total

of cerium-141, strontium-85, scandium-46, an i chromium-
j 51, in a waste drum specified for radioactive biologic

waste and to transfer the carcasses to a commercial
{ firm for disposal. .The carcasses were-instead
' incinerated at the licensee's' facility on May 30, 1991.
I- 8. Item 15.H of the-application dated May 22, 1985,

specifies, in.part,,that the immediate areas, e.g.,
4

'

hoods, benches, etc., in which radioactive materials
, are used will be checked at least daily for
F contamination; that a log record will be maintained _of
! these survey results which are entirely negative; and
i that any contamination observed will be clearly marked
| and the RSO notified.

,

/
! Contrary to the above,.from January 10, 1990 to
i June 20, 1991, the licensee failed to check at least

.

daily for contamination in all laboratory areas where
radioactive material wasLused, and failed to maintain a
record of survey results for laboratory areas which,

-

were surveyed daily. ..Specifically, surveys were not
L~ conducted in Rooms 212 and 212A on each day of use, and

records were not. maintained for surveys conducted'in
Rooms 116, 118, and'119.'

9. ,. Item ~15.M of the application dated May 22, 1985',.
,

!

,

i
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specifies, in part, that users will perform'

decontamination procedures when necessary. Item 15.R
specifies,-in part, that if contamination exceeds a
level of 200 disintegrations per minute'(dpm) per
100 square centimeters, decontamination will be done.

Contrary to the above, from January 10, 1990 to
June 20, 1991, users of radioactive material had failed
to routinely perform decontamination procedures when
levels of contamination from phosphorus-32 exceeded
200 dpm per 100 square centimeters in Room 207A, a

research area.

10. Item 15.R of the application dated May 22, 1985,
specifies,_in part, that periodic surveys will be
conducted monthly in areas where less than
200 microcuries of radioactive material are used and
weekly in-all other lab areas. Weekly and monthly
surveys.will consist of a measurement of radiation-
levels Vith a survey meter and a s series oef smear tes's
to measure contamination levels.
Contrary to the above, from December 1990 to. June-1991,
the licensee failed to conduct monthly surveys in
laboratory areas where less than 200_microcuries of
radioactive material-were used, and-failed-to conduct.
weekly surveys in other laboratory areas where greater- .

than 200 microcuries of radioactive material were used.
Specifically, Room 225, where' loss than 200 mic"ocuries
of phosphorus-32 were used, was not surveyed monthly
between December 1990 and' June 1991. Additional 4y,
Rooms 116, 118, and 119, where' quantities in excess of
200 microcuries of. phosphorus-32 were used,-were not-
surveyed weekly between January and June 1991.

This is a repeat violation.

B. 10 CFR 20.201(b) requires that each licensee make such
surveys'as may be necessary to comply with the-requirements-
of Part 20 and.which are reasonable under the circumstancesL
to evaluate the extent of radiation hazards that may be
present. As defined in 10 CFR 20.201(a), " survey" means an
evaluation of the radiation hazards incident to the-
production, use, release, disposal, or presence of-
radioactive' materials or other sources of radiation _under a
specific set of conditions.

10 CFR 20.202 (a) (1) requires that each-licensee supply
appropriate' personnel monitoring equipment to, and require
the use of such equipment by, each individual who enters a
restricted area under such circumstance-that he' receives',-or

;
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'is likely.to receive, a dose in any caleniar quarter in
excess of 25 percent of_the applicable value specified-in
10 CFR 20.101(a).

10 CFR 20.101(a) requires that the licensee limit the whole
body and extremity radiation dose of an individual in a
restricted area to 1.25 and 18.75 rems per calendar quarter,
respectively.

Contrary.to the above, _as of_ June 20, 1991, the licensee did
not make surveys _to assure-compliance with that part of
10 CFR 20.101 that limits the radiation exposure to the
whole body and extremities, and did not provide. personnel
monitoring equipment tn each individual who entered-a
restricted-area undav circumstances such_that-they were
likely to e- -utve.a dose in any, calendar' quarter in excess
of 25 percent of the applicable values spec' led in
10 CFR 20.101(a). Specifically, the_ licensee failed to
evaluate exposures'for, or issue monitoring equipment to:
(1)- two physicians who had physically implanted
brachytherapy _ sources during patient treatments completed in
December 1989.and February 1990, and (2) nuclear _ medicine
technology students who physically withdrew and administered
radiopharnaceutical doses during 1990. The licensee-alsofailed to evaluate-an exposure received by an. individual

~

-during the fourth quarter of 1990, a period when_the
individual's monitoring badge was determined to have been
overexposed while not in use..

This-is a repeat violation.

C. 10 CFR 35.315(a) (8) requires, in part, that a licensee
measure the-thyroid. burden of each individual:who helped
prepare or administer dosages of iodipe-131 in amounts that'
required the patient.to be hospitalized for compliance with
10'CFR 35.75, and that the measurements-be performed:within-
3 days after the administration of the dosage.

'

Contrary to,the above, on September 12 and October-18, 1990,.
the licensee administered'to-two. patients approximately
100' millicuries _each of iodine-131 (in3 liquid ~ form),-dosages
which required hospitalization for compliance with
10 CFR 35.75, and the licensee.did not measure the thyroid

' burden of the nuclear medicine technologists and physicians--
who helped prepare and administer the dosages until

. _

September 17;and_ october 23, 1990, respectively, periods in--
excess of 3' days.

1D. 10 CFR 20.401(c) (1) -requires, in'part, that' records of-

-bioassays made pursuant tofl0 CFR 20.108 be preserved.until
the Commission; authorizes-disposition. -10 CFR 20.108-states ;
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that where necessary or desirable in order to aid in
determining the extent of an individual's exposure to
concentrations of radioactive material, the Commission may
incorporate appropriate provisions'in any license directing
the licensee to make available to the individual appropriate~

-

bioassay services. Item 23 of the license application dated-
May 22, 1985 describes the-licensee's bioassay procedures.

,

Contrary to the above, as of June 20, 1991, records of
bioassays mado pursuant to the conditions of the license for-

-

bioassays performed during the third quarter of 1990 were
not preserved. Specifically, records regarding-routine
bioassays for certain individuals in the research staff were
not kept, clthough-the NRC hadinot authorized their
disposition.

E. 10 CFR 35.70(a) requires that a licensee survey with a'

radiation detection survey instrument at the end of each day
of use all areas where radiopharmaceuticals are routinely
prepared for use or administered.
Contrary to the aoove, (1) from January 1990 to June 1991,
the licensee failed to survey with a radiation detection
instrument at the end of each day of use imaging rooms~

within the nuclear medicine department where
radiopharmaceuticals were routinely' administered; and.
(2) from April to June 1991,-the licensee failed-to. survey-
with a radiation detection instrument at the endsof each day-
of use the nuclear medicine hot lab where
radiopharmaceuticals were routinely. prepared.

F. 2 3 CFR 35.70(h) requires, in part,- that a licensee retain a-

record of-caun survey required by 10-CFR 35.70(e). The
-record must include, among other items, the removable-
contamination in each area-expressed in disintegrations per
minute per 100 square centimeters.

10 CFR 35.70(e) requires that a licensee survey-for
removable contamination once each week all areas 1where
radiopharmaceuticals are-routinely prepared for.use,
administered, or stored.

Contrary to the above, from April ~1991 to June 1991',.the--

licensee did not include in records.of removable
contamination surveys conducted iniareas~where
radiopharmaceuticals were routinely prepared for use and
administered, the removable contamination in each area
expressed in disintegrations per minute-per 100 square
centimeters.

This is a repeat violation.
-

1
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G. 10 CFR 35.50(c) requires a licensee to perform appropriate
checks for constancy and tests for accuracy, linearity, and
geometry dependence required by 10 CFR 35.50(b) following
adjustments or repair of the dose calibrator.

Contrary to the above, following the. repair of the RADX
Assayer I dose calibrator in March and April 1991, the
licensee did not perform a test for geometry dependence, and
such test was appropriate due to the nature of the repair.
The licensee had used the dose calibrator to measure patient
radiopharmaceutical doses from April to June 1991.

H. 10 CFR 35.51(a) (3) vequires that a licensee conspicuously
note the apparent exposure rate from a dedicated check
source, as determined at the time of calibration, and the
date of calibration on any survey instrument used to show
compliance with 10 CFR Part 35.

10 CFR 35.51(c) requires, in part, that a licensee-check
each survey instrume..t for proper operation with the jdedicated check source each day of-use.

Contrary to the above, from February to June 20, 1991, the
licensee did not conspicuously note on a Ludlum Model 14C
survey instrument (Scrial No. 81934) used to show compliance
with 10 CFR Part 35, the apparent exposure rate from a
dedicated check source as determined at the time of-

calibration, and the date of calibration; and from February-
to June 20, 1991, the. licensee routinely did not check its
survey instrument with a dedicated check source on days when
the instrument was.used. Specifically, the licensee had
used the survey instrument for routine surveys in the
nuclear medicine department from February to June 1991.
This is a repeat violation.

I. 10 CFR 35.205(e) requires, in part, that a licenseo check
each month the operation of reusable collection systems for
radioactive gases.

Contrary to the above, the licensee used two' reusable-

collection systems for radioactive xenon-133 gas and did not
check the operation of the collection systems from January
3990 to June 1991.

J. 10 CFR 35.59(g) requirm?,;in part, that a licensee in
) possession of a sealed source or brachytherapy source shall

conduct a quarterly physical = inventory.of-all such sources
g: in its possession.

Contrary to the above, the licensee did not conduct a
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' physical inventory of three scaled cources containing
cesium-137, iodine-125, and iodine-129 (Serial Nos. 052,
524927, and 2220:2179A, respective 1, from January 10, 1990
to June 20, 1991, a period in excess of a calendar, quarter.

This is a repeat violation.

K. 10 CFR 30.51(a) requires that each licensee keep records
showing the receipt, tranrfer, and disposal of byproduct
material.

Cortrary to the-above, as of June 20,_1991, the licensee did
not keep-records of the disposal of byproduct material.
Specifically, no records were kept for the disposal of
hydrogen-3 and iodine-125 via the sanitary sewerage system
within the nuclear medicine RIA lab.

L. 10 CFR 3' 92(b) requires _that a licensee retain for 3 years
a record .f each disposal of byproduct material permitted
undet 10 CFR 35.92(a), and that the record include the date
of the. disposal, the date on which the byproduct material
was placed in storage, the radionuclides disposed,_the -f

_

'

suri er-instrument used; the background dose rate, the dose
rate weasured at.the surface of each waste container, and
the name of the individual who performed the disposal.-

Contrary to the above, from January 1990.to June 1991, the
licensee's records of disposal of byproduct material:
permitted un $er 10 CFR 35.92 (a) did not include the date on
which the byproduct material was placed in storage.

M. 10 CFR 20.403(b) requires, in part, that each licensee shall
within 24 hours of-discovery of the event, report any event
involving licensed material possessed by the licensee that
may have caused or threatens to cause (1) a loss of one day
or more of the operation ofJany! facilities affectedoorL
(2) damage to property in excess of $2,000.

Contrary to the above, the-licensee failed to report within
24 hours.of discovery an event of May 30, 1991,- involving
licensed material which resulted in=the loss of more-than-

~

10 days of operation of'an incinerator at the licensee's-
facility, and-damage which required decontamination of.the
incinerator assessed at1$6,000.00. Specifically,.the
licensee incinerated animal carcasses containing. licensed
material on May. 30,-1991, _and the incinerator was-not
decontaminated and returned to operation until June _13,
1991.
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i- This'is a Severity Level III problem (Supplements IV & L
! Cumulative Livil Penalty - $25,000 (assoased equally among the 22 ;
i- violations).
j Pursuant to the provisions of 10 CFR 2.201,_the Department of
j. -Veterans Affairs (Licensee) is hereby required to submit a
j written statement or explanation to the Director, Office of
; Enforcement, U.S. Nuclear Regulatory Commission, within 30 days
i of the date of this Notice of Violation and Proposed Imposition
i of Civil Penalty (Notice). This reply should be clearly marked as
j a " Reply to a Notice of Violation" and should include for each
j alleged violation: (1) admission or denial of the alleged
; violation, (2) the reasons for the violation if admitted, and if
; denied, the reasons why, (3) the corrective' steps that have been
i taken and the results achieved, (4) the corrective steps that
! will be taken to avoid further violations ~ and (5) the date when,

! full compliance will be achieved. If an adequate reply is not
i received within the time specified in this Notice, an order or
j demand for information may be issued as to_why the license'should
j not be modified, suspended, or revoked or why such other action

as may be proper should not be taken. Consideration may be-given-
to extending the response time for good cause shown. Under.the.

authority of Section 182 of the Act, 42 U.S.C. 2232, this.

| response shall be submitted under oath or affirmation.
a

| Within the same time as provided for the response required above-
~

j under 10 CFR 2.201, the Licensee may. pay the civil penalty by
e letter addressed to the Director, Office of Enforcement, U.S.

Nuclear' Regulatory Commission, with a check, draft,-money order,
j or clectronic transfer payable _to the Treasurer of-thi United-
; States in the amount of'the civil penalty proposed above,:or-the
i cumulative amount of the civil penalties if moru than one civil
; penalty is proposed, or nay protest imposition of the civil
; penalty in wholefor in part, by a written. answer addressed to the

Director, Office of Enforcement, U.S.: Nuclear Regulatory
Commission. Should the Licensee fail to answer within the time

! specified, an-order imposing the civil penalty will be issued.
); Should the Licensee elect to file an answer in accordance with 10=
| CFR 2.205 protesting the civil penalty, in whole or in part, such-

! answer should be clearly marked as an." Answer to a Notice of
l Violation" and may: '(1)1 deny the violationst listed 11n this--_

! Notice-in whole or in part, (2) demonstrate extenuating |

| circumstances, (3) show error in this' Notice',-or (4)'show other.
reasons why the penalty should not be imposed. In? addition'to i

protesting the civil penalty in_whole or-in part, such answer _may
'

H

request remission or mitigation of thelpenhlty.
.

..

I In requesting mitigation of the pr6 posed penalty,-the' factors-
{ addressed in Section V.B of 10 CFR Part 2,-_ Appendix C'(1991), I'' should be addressed. Any written answer =in:accordance with 10-
| CFR-2.205 shouldLbe set forth separately-from the statement-or

.

-

:

1 1

!
p

._
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explanation in reply pursuant to 10 CFR 2.201, but may-
incorporate parts of the 10 CFR 2.201 reply by specific reference
(e.g., citing page and paragraph numbers) to avoid repetition.
The attention of the Licensee is directed to the other provisions
of 10 CFR.2.205, regarding the procedure for imposing a civil
penalty.

Upon failure to pay any civil penalty due which subsequently has
been determined in accordance with the applicable provisions of
10 CFR 2.205, this matter may be referred to the Attorney
General, and the penalty, unless compromised, remitted, or
mitigated, may be collected by civil action pursuant to Section
234c of the Act, 42 U.S.C. 2282c.

The response noted above (Reply to Notice of violation, letter
with payment of civil penalty, and Answer to a Notice of
violation) should be addressed to: Director, Office of j

Enforcement, U.S. Nuclear Regulatory Commission, ATTN: Document
Control Desk, Washington, D.C. 20555.with a copy to the Regional
Administrator, U.S. Nuclear Regulatory Commission, Region IV, 611
Ryan Plaza Drive, Suite 1000, Arlington, Texas 76011.

Dated at Rockville, Maryland'
this/5% day of November 1991

I

|
!

| NUREG-0940 II.A-86 |
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UNITED STATES
'' NUCLEAR REGULATORY COMMISSION

In the Matter of ) Docket No. 30-03255
Department of Veterans Affairs -) Licenso No. 42-00084-06
Houscon, Texas ) EA 91-157

CONFIRMATORY ORDER' MODIFYING LICENSE
(EFFECTIVE IMMEDIATELY)

I

The Department of Veterans Affairs (Licensee) is the holder of

NEC License No. 42-00084-06 issued by the Nuclear Regulatory

Commission (!UtC or Commission) pursuant to 10 CFR Parts 30 & 35.

The license authorizes the Licensee to possess and use a variety

of radioisotopes in medical resetrch, diagnosis and therapy at
,

the Veterans Administ;ation Medical Center (VAMC) in Houstong
Texas. The license was most recently amended in its entirety on
February 25, 1991, and was due to expire on August 31, 1991. The

Licensee has submitted a timely application for the renewal rf 1

the license.

II

!

As indicated in'the Notice of Violation and Proposed Imposition {

of Civil Penalty ($25,000) issued to the Licensee on this same

date, a June 10-12 and' June 18-20, 1991 inspection of this

Licensee's NRC-licensed' activities disclosed 22 violations of NRC
radiation' safety regulations and license commitments. ? In April

1990, NRC issued a Notice of Violation and' Proposed Imposition of

Civil Penalty ($7,500) as a result of'similar inspection
findings. On May110, 1990, the licensee paid-this civil penalty. "

NUREG-0940 II.A-87-
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2

Inspdction findings of this nature in successivo inspections
reduce NRC's confidence in the VAMC's ability to manage its NRC-

license activities in a manner consistent with NRC's expectationa

of a holder of a broad-scope medical licenso.

At an enforcement conferenco conducted at 6.ho VAMC on August 9,

1991, the Licensco made a number of commitments to take action to

ramolve what the NRC porceived as fundamental wesknesses in the
,.

management of the Licensee's radiation safety program. Among the

Licensee's planned-corrective actions was a program of quarterly

audits of its NRC-licensed programs to be conducted by

represe.ntatives of the Department of Veterans Affairs (DVA)

National Advisory Committee on Radiation Safety.

$ III

A. By letters dated August 13 and 28, 1991, the Licensee agreed

that DVA's National Advisory Committoo on Radiation Safoty

(Advisory Committoo) will:

1. Direct audits of the Licensco's NRC-licensed activities;

2. Establish standards for the audit process and submit

such standards, and the credentials of the auditors, to

NRC Region IV for its approval;

3. Dir. " six audits at calendar quarterly intervals within

18 months of the date of this order;-

4. Provide written audit reports, including recommended

corrective actions for findings identified.during.the

audits, to the Licensee _within two weeks of each audit;

NUREG-0940 11.A-88
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5'. Provide written audit reports to NRC Region IV within

f two weeks of each audit; and
;

6. Evaluate the Licenseo's written responses to the audit

] findings (sco paragraph D.1.).
4

i

1 |

] D. By lotter dated August 13, 1991, the Licensoo agreed that:

I
; The Licensoo will provido written responses-to the
L

.

'
,

; Advisory Committee's audit findings, including
i
'

corrective actions for deficiencies identified during:
1 --

] each audit,-and measures to prevent recurrence of
f

i sinilar deficiencies.
!

$
i
; The NRC staff has reviewed the Licensee's submittal and agrees

| that conduct of the audits would contribute to providing
1

| additional assurance that licensed activities at the VAMC will bo
| carried out in accordance with NRC regulations and licenso
1

,

j commitments.
:

}
.

; I find that the Licennee's commitments as set forth in its
!

letters of August 13 and 28, 1991, are acceptable and necessary
and concludo-that with these commitments the public health and-

4 ,

safety are reasonably assured.- In view of the forogoing, I have
j determined that the public health, safety,_and interest require

that the Licensce's commitments in its August 13 and 28, 1991,
4

j lotters be confirmed by this Order. .The ' Licensee has agreed to
_

this action. Pursuant to 10 CFR 2.202, I:have also. determined*

1

4

t

j NUREG-0940 II.A-89
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4

that'the public health, safety, and interest require that this
Order be immediately effective.

IV

Accordingly, pursuant to sectio:.s 81, 161b, 161c, 1611, 161o, 182

and 186 of the Atomic Energy Act of 1954, as amended, and the

Commission's regulations in 10 CFR 2.202 and 10 CFR Parts 30 and

35, IT IS HEREBY ORDERED, EFFECTIVE IMMEDIATELY, THAT LICENSE NO.

42-00084-06 IS MODIFIED AS FOLLOWSt

A. The Licensee shall have DVA's National Advisory Committee on

Radiation Safety (Advisory Committee):

1. Direct audits of the Licensee's NRC-licensed activities;-

2. Establish standards-for the audit process and submit )

such standards, and the credentials of the auditors, to !

NRC Re'( Mn IV for its approval;

3. Direct six audits at calender quarterly intervals (three

months) within 18 months of the date of this Order, the

first audit shall be completed within three months of

this Order;

4. Provide written audit reports, including recommended

corrective actions for findings identified during the

audits, to the-Licensee within two weeks of the 9

completion of the audit;

5. Provide written audit reports to NRC Region IV within

tso weeks of each audit;-and-

6._ Evaluate the Licensee's written responses _to_the audit

NUREG-09401 II.A-90
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.

findings (see paragraph D.).

B. The Licensee shall provide written responses to the Advisory
Committee's audit findings, including corrective actions for
deficiencies identified during each audit, and measures to

f
,.revent recurrence of similar deficiencies.

The Regional Administrator, Region IV, may relax or rescind, in

writing, any of the above conditions upon a showing by the
Licensen of good cause.

V

Any person other than-the Licenseo adversely affected-by this

Confirmatory order may request a hearing-within 20 days of its
issuanco. Atv request-fcr a hearing shall be submitted to the
Secretary, U.S. Nuclear Regulatory Commission, ATTN 1 Chief,

Docketing and Service Section, Washington, D.C. 20555. Copies

also shall be sent to the Director, Offica of Enforcement, U.S.

Nuclear Regulatory Commission, Washington, D.C. 20555,-to the

Assistant General Counsel for Hearings and Enforcement at the

same address, to the Regional Administrator, NRC Region IV,1611

Ryan plaza Drive, Suite 1000, Arlington, ";; xas 76011, and to the
Licensee. If such a person requests a hearing, that person shall
set forth with particularity the manner in which his interest is
adversoly affected by this Order and shall address the criteria

set forth in 10 CPR 2.714(d).

NUREG-0940 11.A-91
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If a hearing is requested by a person whose interest is adversely
affected, the Commission will issue an Order designating the timo

and place of any hearing. If a hearing is hold, the incue to be
considered at such hearing shall be whether this Confirmatory

Order should be sustained.

In the absence of any request for hearing, the provisions

specified in Section IV abovo shall be final 20 days from the
date of this Order without further order or proceedings. AN

ANSWER OR A REQUEST FOR LEARING SHALL NOT STAY Ti!E IMMEDIATE

EFFECTIVENESS OF THIS ORDER.

FOR Tl!E 14UCLEAR REGULATORY COMMISSION I

YkY .

11 g L. Thomps ..

D ty Executiv Diyector
for Nuclear Mat sils safety,
Safeguards, and Operations Support

Dated at Rockv1110, Maryland
this/ff4 day of November 1991

.
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Docket No. 30-03255
i License No. 42 00084-06
| EA 91-096

! Department of Veterans Affairs
Veterans Administration Medical Center (VAMC)

! ATTN: John Sheehan, Hospital Director
2002 Holconte Boulevard.

; Houston, Texas 77211
,

Gentlemen:
i

| SUBJECT: ORDER IMPOSING CIVIL MONETARY PENALTY - $25,000
.

j This refers to your letters dated Decerber 11, 1991, in response to the Notice
of Violation and Proposed Intposition of Civil Penalty (Notice) sent to you by4

! our letter dated November 15,--1991. Our letter and Notice described 22 viola-
i tions identified during an NRC inspection on June 10-12 and June 18-20, 1991, at
{ the Veterans Administration Medical Center (VAMC) in Houston, Texas.

| To emphasize the importance of taking necessary steps to maintain a radiation
; safety program that ensures strict compliance with all radiation safety require-

ments and is corrensurate with NRC's expectations of a broad-scope medicalr

J licensee, a civil penalty of $25,000 was proposed,

in your responses you contested Violations F,1, and L, and admitted the remainingy
'

19 violations. Citing a nunter of f actors, you requested mitigation of the
civil penalty.

After censideration of your responses, we have concluded for the reasons given
'

in the appendix attached to the enclosed Order imposing Civil Monetary Penalty>

that Violations F, I, and L occurred as stated in the Notice and that the full
amount of the proposed civil penalty should be assessed. Accordingly, we hereby
serve the enclosed Order on the VAMC, Houston, Texas, imposing a civil monetary
penalty in the amount of $25,000. We will review the effectiveness of your

1 corrective actions during a subsequent inspection.

Pursuant to the provisions of 10 CFR 2.201, your responses to Violations F, I,
and L were inadequate and failed to include your corrective steps, results
achieved, and date of compliance for each violation. Therefore, you are
required to respond to these violations and follow the instructions specified
in the Notice sent to you by our letter dated November 15, 1991.

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

,

NUREG-0940 II.A-93
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Department of Veterans Affairs -2-

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice", a copy of
this letter and the enclosures will be placed in the NRC's Public Document
Room.

Sincerely,

. Thompson [M))il L% G
Hygh r.
Depp y Executive 41 rect or
Nuclear Materials Safet . Safeguards

and Operations Support

Enclosure: As Stated

CCI
State of Texas Bureau of Radiation Contr6.

l
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!

] UNITED STATES
j NUCLEAR REGULATORY COMMIS$10N,

! .

]
In the Hatter ofs

DEPARTMENT OF VETERANS AFFAIRS Docket No. 30-03255
; VETERANS ADMINISTRATION HEDICAL CENTER License No. 42-00084-06

Nousten, Texas EA 91-0964

i
; ORDER IMPOSING CIVIL HONETARY PENALTY
;i

1
'

The Department of Veterans Affairs, Veterans Administration Medical Center

(VAMC). Houston, Texas (Licensee) is the holder of HRC Materials License

No. 42-00084-06 issued by the Nuclear Regulatory Comission (NRC or Comission)

! on August 27, 1986. The license authorizes the Licensee to possess a variety
1

of radioactive byproduct materials for use in medical research, diagnosis and

i therapy in accordance with the conditions specified therein.
!

I
i

| !!

!r

An inspection of the Licensee's activities o s conducted on June 10-12 and

June 18-20, 1991. The results of this inspection indicated that the Licensee

had not conducted its activities in full compliance with NRC requirements. A

eritten Notice of Violation and Proposed imposition of Civil Penalty (Notice);

and Confirmatory Order Modifying License (Effective imediately) were. served

upon the Licensee by letter dated November 15, 1991. The Notice stated the

nature of the violations, the provisions of the NRC's requirements that the

Licensee had violated, and the amount of the civil penalty proposed for' the

| violations. The Licensee responded to the Notice in two letters dated
1

December 11, 1991._ in its response, the Licensee requested mitigation of-the

proposed penalty based on its contention that: _1) three of the violations

(F, I, and L) involved procedures not required at the time of the inspection;
;

NUREG-0940 II,A-95

-,,--.,.,..n ,- n. , . . , , , . , - , , - - , , a. .- - - , , .-- , ~ _



.._ . . _.~ . _ _ _ _ _ _ _ _ _ _ _ _ _ . - _ - - _ . _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - . _ . _ . . _.. _ _ . _-.._ _

II

2--

,

2) the external audits described in the Confirmatory Order and internal audits

described in the VAMC response to the Notice are sufficient to attain and

maintain compliance with NRC requirements; and 3) the amount of the civil

penalty was excessive.

!!!

After consideration of the_ Licensee's response and the statements of fact. '

explanation, and arguments for mitigation contained therein, the NRC staff has

determined, as set forth in the Appendix to this Order, that the violations
1

occurred as stated and that the penalty proposed for the violations designated

in the Notice should be imposed by Order.

IV

in view of the foregoing and pursuant to Section 234 of the Atomic Energy Act of

1954, as amended ( Act), 42 U.S.C. 2282, and 10 CFR 2.205, IT IS HEREBY ORDERED

-THAT:

The Licensee pay a civil penalty in the amount of $25,000 within 30 days

of the date of this Order, by check, draf t, or money order, or electronic

transfer, payable to the Treasurer of the United States and mailed to the

Director, Office of Enforcement, U.S. Nuclear Regulatory Commission,

ATTN: Document Control Desk Washington, D.C. 20555.-

|
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4

V

!

1 The Licensee may request a hearing within 30 days of the date of this Order,

j A request for a hearing should be clearly marked as a " Request for an

Enforcement Hearing" and shall be addressed to the Director, Office of.

J

| Enforcement, U.S.-Nuclear Regulatory Comission, ATTN: Document Control Desk,
,

Washington, D.C. 20555. Copies also shall be sent to the Assistant General..

Counsel for Hearings and Enforcement at the same address and to the Regional

Administrator, NRC Region lY, 611 Ryan Plaza Drive, Suite 1000, Arlington,
'

Texas 76011.

. If a hearing is requested, the Comission will issue an Order designating the
i time and place of the hearing. If the Licensee fails to request a hearing

within 30 days of the date of this Order, the provisions of this Order shall

be effective without further proceedings. If payment has not been made by that,

time, the matter may be referred to the Attorney General for collection,,

!

In the event the Licensee requests a hearing as provided above, the issues
i

to be considered at such hearing shall be:

j

.

(a) whether the Licensee was in violation of the Comission's requirements

as set forth in Violations F, I, and L of the Notice referenced in
"

Section 11 above, and

i,
t

J
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,

(b) whether, on the basis of such violations, and the additional violations

set forth in the Notice which the Licensee has admitted, this Order

should be sustained.
FOR THE NUCLEAR REGULATORY COMMISSION

0 ) .'))

ty Executive /r.L. Thompson '
Hug

Dir tor for
NuclearMaterialsSdt.f.. Safeguards

and Operations Support

Dated at Rockville, Maryland
this 4th day of March 1992

NUREG-0940 .II.A-98
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APPENDIX

EVALUATIONS AND CONCLUSIONS

On Noverber
Penalty (Notice 15,)1991, a Notice of Violation and Proposed imposition of Civiland Confirmatory Order were issued for violations identified
during an NRC inspection. The licensee responded to the Notice on December 11,

; 1991. The licensee admitted all the violations with the exception of Violations
j F, 1, and L, argued that the Confirmatory Order was sufficient to attain and

maintain compliance, and requested mitigation of the civil penalty. The NRC's ;
evaluation and conclusion regarding the licensee's request are as follows:

|
1

Restatement of Violations
i

A. License Condition 20 requires, in part, that licensed material be possessed
: and used in accordance with statements, representations, and procedures

contained in the application dated May 22, 1985, and letter dated August 20,
| 1986.

1. Item 23.D.3(d) of the application dated Nay 22, 1985, specifies that.
a bicassay will be performed within 2 weeks of the last possible
exposure to (volatile) 1-125 or 1-131 when operations (in research"

areas) are being discontinueo or when the worker is terminating
] ectivities with potential exposure to radiciodine.
*

Contrary to the above, the licensee failed to perform a bicassay for
an individual within 2 weeks of the individual's last exposure to
(volatile) 1-125 and 1-131 at which time the worker had terminated

i activities involving the use of radioiodine. Specifically, the'
individual had last worked with millicurie quantities of liquid

; radiciodine at the licensee's facility in August-1990, and a bioassay
j was not performed until March 31, 1991.

. 2. Item 8 of the letter dated August 20. 1986, specifies, in part, that' for bioassays, the radiation safety officer (RS0) will perform the
counting and calculations necessary to determine the amount of,

activity present in the person.,

Contrary to the above, as of June 20, 1991, the RSO had failed to
perform the calculations necessary to determine the activity present'
in individuals for whom bionssays were performed. Specifically, the
bioassays performed during the period from January 1990 to June 1991
for individuals working in nuclear medicine consisted of a thyroid4

count using e scintillation detection system, but did not include the
calculations necessary to determine and evaluate the activity present;

} in the individuals' thyroid glands.

3. Item 21.B.1 of the application dated May 22, 1985, specifies that
xenon-133 will be stored in a RADX Corp. " Xenon-Kos II" located in
the fume hood in Room 747A of Building 1A,

[ .

i

i
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C'ontrary to the above, the licensee did not limit the storage of
xenon-133 to the RA0X Corp. " Xenon-Kow !!" within the designated fume
hood in Room 747A of Euilding 1A, but also stored xenon-133 in
Room B-11 of Building 260 on numerous occasions f rom January 1990 to
June 1991.

This is a repeat violation.

4 Item 7.B(.3) of the application dated May 22, 1985, specifies that
the radiation safety connittee (RSC) will review the training and
experience of users of radioactive material and determine that their
qualifications are sufficient to enable them to perform their duties
safely and in accordance with Nuclear Regulatory Corsnission
regulations and the conditions of the license,

Contrary to the above, the- RSC had not reviewed a physician user's
training and experience prior to the individual's use of gold-198
brachytherapy sources for patient treatments during December 1989 and ,

lFebruary.1990. -

5. Item 3 of the letter dated August 20, 1986, specifies, in part, that
all radioactive material ordered by the V. A. Medical Center is
ordered through the RSO who insures that the individual ordering the
material is approved for the activity being ordered and that-the
act;vity ordered does not exceed the individual's possession limit.

Contrary to the above, as of June 20, 1991, the RSO had failed to
insure that an individual who ordered xenon-133 in curie quantities
was approved for the activity ordered and that the activity ordered
did not exceed the individual's possession limit. Specifically, the
individual ordered and received 3-4 vials of xenon 133 containing
I curie each per month over several years, although the individual ,

was only approved by the RSC for a maximum possession limit of
400 millicuries.

6. Item 1 of the letter dated August 20, 1986, describes the conditions
required for radionuclide use-requests and approval by the RSC.
Item 1.B specifies, in part, that the procurement of all radioactive
material must be approved by the Radionuclide Use Subconnittee (RUS)
of the RSC.

Contrary to the above, from January 10, 1990, to June 20, 1991, the
RUS and RSC failed _to_a' prove an individual's procurement of
radioactive material. Specifically, the individual had procured
microcurie quantities of hydrogen-3, a material that the individual
had not been approved-to use or procure'.

7. Items 22.B.3 and 22.B.4 of the application dated May 22, 1985,
specify, in part, that contaminated [ animal] carcasses will be placed
in labeled plastic bags and_ stored in labeled radioactive waste drums
specifically [ designed] for biological waste, and the drums will be
turned over to the appropriate comercial firm for disposal.

|
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C'ontrary to the aoove, during the week of May 27, 1991, the licL.see I

failed to place four contaminated animal carcasses, containing
approximately 1 millicurie total of cerium-141, strontium-85,
scandium-46, and chromium 51, in a waste drum specified for
radioactive biologic waste and to transfer the carcasses to a
contnercial firm for disposal. The carcasses were instead incinerated
at the licensee's facility on May 30, 1991.

8. Item 15.H of the application dated May 22, 1985, specifies, in part,
that the immediate areas, e.g., hoods, benches, etc., in which
radioactive materials are used will be checked at least daily for
contamination; that a log record will be maintained of these survey
results which are entirely negative; and that any contamination
observed will be clearly marked anc the R$0 notified.

Contrary to the above, from January 10, 1990, to June 20, 1991 the
licensee failed to check at least daily for contamination in all
laboratory areas where radioactive material wa; used, and failed to
maintain a record of survey results for laboratory areas which were
surveyed daily. Specifically, surveys were not conducted in
Rooms 212 and 212A on each day of use, and records were not
maintained for surveys conducted in Rooms 116, 118, and 119.

9. Item 15.H of the application dated May 22, 1985, specifies, in part,
that users will perform decontamination procedures when necessary.
Item 15.R specifies, in part, that if contamination exceeds a level
of 200 disintegrations per minute (dpm) per 100 square centimeters. '

decontamination will be done.

Contrary to the above, from January 10, 1990 to June 20, 1991, users
of radioactive material had failed to routinely perform
decontamination procedures when levels of contamination from
phosphorus-32 exceeded 200 dpm per 100 square centimeters in
Room 207A, a research area.

,

i 10. Item 15 R of the application dated May 22, 1985,. specifies, in part,
that periodic surveys till be conducted monthly in areas where less
than 200 microcuries of radioactive material are used and weekly in,

! all other lab areas. Weekly and monthly surveys will consist of a
| measurement of radiation levels with a survey meter and a series of

smear tests to measure contamination levels.

Contrary to the above, from December 1990 to June 1991, the licensee
failed to conduct monthly surveys in laboratory areas where less than'

200 microcuries of radioactive material were used, and failed to
conduct weekly surveys in other laboratory areas where greater than

i 200 microcuries cf radioactive material were used. Specifically,
i Room 225, where less than 200 microcuries of phosphorus-32 were used,
i wat not surveyed monthly between December 1990 and June 1991.

Additionally, Rooms 116, 118, and 119, where quantities in excess of
200 microcuries of phosphorus-32 were used, were not surveyed weekly*

between January and June 1991.

This is a repeat violation.o

i
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B. 10 CFR' 20,201(b) requires that each licensee make such surveys as rnay be
necessary to comply with the requirements of Part 20 and which are
reasonable under the circumstances to evaluate the extent of radiation
hazards that may be present. As defined in 10 CFR 20.201(a), " survey"
means an evaluation of the radiation hazards incident to the production,
use, release, disposal, or presence of radioactive materials or other
sources of radiation under a specific set of conditions.

10 Cf R 20.202(a)(1) requires that each licensee supply appropriate
personnel monitoring equipment to, and require the use of such equipment
by, each individual who enters a restricted area under such circumstances

; that he receives, or is likely to receive, a dose in any calendar _ quarter
in excess of 25
10CFR20.101(a)percentoftheapplicablevaluespecifiedin

.

10 CFR 20,101(a) requires that the licensee limit the whole body and
extremity radiation dose of an individual in a restricted area to 1.25 and
18.75 rems per calendar quarter, respectively.

Contrary to the above, as of June 20, 1991, the licensee did not make
surveys.to assure compliance with that part of 10 CFR 20.101 that limits-
the radiation exposure to the whole body and extremities, and did not i

provide personnel monitoring equipment to each individual who entered a
restricted area under circumstances such that they were likely to recaive I
a dose in any calendar quarter in excess of 25 percent of the. applicable ;
values specified_in 10 CFR 20.101(a). Specifically, the licensee failed |
to evaluate exposures for, or issue monitoring equipment to: (1)two |
physicians who had physically implanted brachytherapy sources during
patient treatments r oleted in December 1989 and February 1990, and i

(2) nuclear medicin6 technology students who physically witharew and '

administered radiopharmaceutical doses during 1990. The licensee also
failed to evaluate an exposure received by an individuai during the fourth
quarter of 1990, a period when the individual's monitoring badge was
detert;ined to have been overexposed while not in use.

This is a repeat violation.

C. 10 CFR 35.315(a)(8) requires, in part, that a licensee measure the tnytaid !
burden of each individual-who helped prepare or administer dosages of
iodine-131 in amounts that required the patient to be hospitalized for
compliance with 10 CFR 35.75, and that the measurements be performed
within 3 days after the administration of the dosage.

Contrary to the above, on September 12 and October 18, 1990, the licensee
administered to two patients approxtrrately.100 mil 11 curies each of
iodine-131 (in liquid form), dosages which required hospitalization for
compliance with 10 CFR 35.75, and the licensee did not measure the thyroid
burden of the nuclear medicint technologists and physicians who helped
prepare and administer the dosages until September 17 and October 23, .

1990, respectively, periods in excess of 3 days.
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'

D. 10 CFR 20.401(c)(1) requires, in part, that records of bioassays made1

pursuant to 10 CFR 20.108 be preserved until the Comission authorizes,

i disposition. 10 CFR 20.108 states that where necessary or desirable in
order to aid in determining the extent of an individual's exposure to-

concentrations of radioactive material, the Comission may incorporate,

appropriate provisions in any license directing the licensee to makei

available to the individual appropriate bioassay services. Item 23 of the
license application dated May 22, 1985, describes the licensee's bioassay j
procedures. '

j
;

j Contrary to the above, as of June 20, 1991, records of bioassays made
i pursuant to the conditions of the license for bioassays performed during

the third quarter of 1990 were not preserved. Specifically, records
: regarding routine bioassays for certain individuals in the research staff
| were not kept, although the NRC had not authorized their disposition,

j E. 10 CFR 35.70(a) requires that a licensee survey with a radiation detection
survey instrument at the end of each day of use all areas wherea

| radiopharmaceuticals are routinely prepared for use or administered. |
*

Contrary to the above, (1) from January 1990 to June 1991, the licensee
i failed to survey with a radiation detection instrument at the end of each
i day of use imaging rooms within the nuclear medicine department where
J radiopharmaceuticals were routinely administered; and (2) from April to

June 1991, the licensee failed to survey with a radiation detection
; instrument at the end of each day of use the nuclear medicine hot lab
i where radiopharmaceuticals were routinely prepared.

4 F. 10 CFR 35.70(h) requires, in part, that a licensee retain a record of each
'

survey required by 10 CFR 35.70(e). The record must include, among other
items, the removable contamination in each area expressed in
disintegrations per minute per 100 square centimeters.

10 CFR 35.70(e) requires that a licensee survey for removable
contamination once each week all areas where radiopharmaceuticals are
routinely prepared for use, administered, or stored.

i

Contrary to the above, from April 1991 to June 1991, the licensee did not.

, include in records of removable contamination surveys conducted in areas
i where radiopharmaceuticals were routinely prepared for use and .

administered, the removable contamination in each area expressed ini

; disintegrations per minute per 100 square centimeters.

This is a-repeat violation.

G. 10 CFR 35.50(c) requires a licensee to perform appropriate checks for
constancy and tests for accuracy, linearity, and geometry dependence
required by.10 CFR 35.50(b) following adjustments or repair of the dose
calibrator.

. Contrary to the above, following the repair of the RADX Assayer I dose
; calibrator in March and April 1991, the licensee did not perform a test

i

#

o
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Appendix 6-

for ge' metry dependence, and such test was appropriate due to the natureo
of,the repair. The licensee had used the dose calibrator to measure
patient radiopharmaceutical doses from April to June 1991.

H. 10 CFR 35.51(a)(3) requires that a licensee conspicuously note the
apparent exposure rate from a dedicated check source as determined at the
time of calibration, and the date of calibration on any survey instrurent
used to show compliance with 10 CFR Part 35.

10 CFR 35.51(c) requires, in part that a licensee check each survey
instrumentforproperoperationwiththededicatedchecksourceeachday
of use.

Contrary to the above, from February to June 20, 1991, the licensee did
not conspicuously note on a Ludium Model 14C survey instrument (Serial
No. 81934) used to show compliance with 10 CFR Part 35, the apparent
exposure rate from a dedicated check source as determined at the time of
calibration, and the date of calibration; and from February to June 20,
1991, the licensee routinely did not check its survey instrument with a
dedicated check source on days when the instrument was used.
Specifically,-the licensee had-used the survey instrument for routine
surveys in the nuclear medicine department from February to June 1991.

This is a repeat violation.

I. 10 CFR 35.205(e) requires, in part, that a-licensee check each month the
operation of reusable collection systems for radioactive gases.

Contrary to the above, the licensee used two reusable collection systems
for radioactive xenon-133 gas and did not check the operation of the
collection systems from January 1990 to June 1991.

J. 10 CFR 35.59(g) requires, in part, that a licensee in possession of a
scaled source or brachytherapy source shall conduct a quarterly physical
inventory of all such sources in its possession.

Contrary to the above, the licensee did not conduct a phys (cal inventory
of three sealed sources containing cesium-137, iodine-125, and iodine-129
(SerialNos. 052, 524927, and 222032179A, respectively) from January 10,
1990, to June 20, 1991, a period in excess of a calendar quarter.

This is a repeat violation.

K. 10 CFR 30.51(a) requires that each licensee keep records showing the
receipt, transfer, and disposal of byproduct material.

as of June 20, 1991 the licensee did not keep
Contrarytotheabove,lofbyproductmaterlal. Specifically, no recordsrecords of the disposa
were kept.for the disposal of hydrogen-3 and iodine-125 via the sanitary
sewerage system within the nuclear medicine R1A lab.
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L. 10 CFR'35.92(b) requires that a licensee retain for 3 years a record ofi

i each disposal of byproduct material permitted under 10 CFR 35.92(a), and
| that the record include the date of the disposal, the date on which the
] byproduct material was placed in storage, the radionuclides disposed, the
i survey instrument used, the background dose rate, the dose rate measured
J at the surface of each waste container, and the name of the individual who
j performed the disposal.

i
Contrary to the above, byproduct material permitted under 10-CFR 35.92(a)

from January 1990 to June 1991, the licensee's
' records of disposal of

did not include the date on which the byproduct material was placed in
' storage.
1

i M. 10 CFR 20.403(b) requires, in part, that each licensee shall within
j 24 hours of discovery of the event, report any event involving licensed

material possessed by the licensee that may have caused or threatens to
j cause (1) a loss of I day or more of the operation of any facilities
; affected or (2) damage to property in excess of $2,000.
<

j Contrary to the above, the licensee failed to report within 24 hours of
: discovery an event of May 30, 1991, involving licensed material which
j resulted in the loss of more-than 10 days of operation of an incinerator

i

at the licensee's facility, and damage which required decontamination of
; the incinerator assessed at $6,000.00. Specifically, the licensee
; incinerated animal carcasses containing licensed material on May 30, 1991

andtheincineratorwasnotdecontaminatedandreturnedtooperationuntili

| June 13, 1991.
;

j Summary of Licensee's Response to Violations F,-1, and L
i

The Licensee contended that three violations -- Violations F, I and L in the
; Notice -. were invalid. In each case, the Licensee argued that the license-
! that was in effect during the inspection period did not require the Licensee

to meet the specific 10 CFR Part 35 requirement _ that was cited. The license:

j in effect at the time of the inspection was issued on August 27, 1986, prior
to the issuance of the subject-requirements in 10-CFR Part 35 that became,

effective on April 1, 1987. The Licensee relies upon their interpretation of.

| an October 16, 1986 Federal Register Notice to argue that.the provisions of
such a license [ issued prior to April 1,1987] take precedence-over the current

; Part 35 regulations.
1

Based cn the argument that the provisions of its license at the time of the
inspection did not require it to maintain records of removable contamination4

>

surveys in units of disintegrations per minute per 100 square centimeters;
2(dpm/100cm ), the Licensee denies Violation F.:

'-, .The Licensee denies Violation I and contends that their license does not require-

the performance of monthly operability checks of reusable radioactive gas
collection systems for the same reasons as stated in Violation.F.

;

4

5

1
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! Violation L is contested by the Licensee based on the same reasons as were
4 stated in Violations F and 1. The Licensee states that their license did not

require that records of radioactive waste disposed of by decay-in-storage
in,.lude the date waste was placed in storage.

NRC Evaluation of Licensee's Response to Violations F, 1, and L

Violation F

The Licensee received a violation of 10 CFR 35.70(h) in an earlier Notice of
Violation and Proposed Imposition of Civil Penalties issued on April 11, 1990.
In the Licensee's response of May 10, 1990, the Licensee acknowledged that the
violation had occurred and stated that future removable contamination survey
results would be expressed in units of dpm rather than counts per minute. Thus.
Violation F is a recurring violation initially identified by the NRC during the
previous 1990 inspection.

The staff notes that the Licensee's application dated May 22, 1985, conmitted
the VAMC to comply with the guidance of Appendix 1 of Regulatory Guide 10.8,
Revision 1, October 1980, which did not state explicitly thaj removable con-
tamination survey results be expressed in units (,f dp.a/100cm . . However,
Appendix ! stated that jhe method for- performing such surveys will be sufficient
todetect200dpm/100cm-andstatedghatareaswillbecleanedifthecontami-
nation levels exceeded 200 dpm/100cm . Thus, the Licensee's practice of recording

2the results of such sur<eys in units of cpm /100cm does not ensure compliance ,

with procedures described in Appendix 1.

Furthermore, the staff does not agree with the Licensee's reliance on the
October 16, 1986 Federal Register notice (Volume 51, No. 200), which published
significant revisions to 10 CFR Part 35. The notice ssid: "The Commission has
decided to resolve possible temporary inconsistencies between license conditions
and the regulation by providing in the regulation a transition period between
the effective date of the rule and the expiration date of each license. During
this transition period, if there is an incons 4tency between a provision in a
license (issued prior to the regulation) and the regulation, the license
condition takes precedence over the regulation."

10 CFR 35.999, which addressed the transitien period, states: "If the rules in
this part conflict with the licensee's radiation safety program as identified
in its license ... then the requirements in the license will apply."

In this case, there is no inconsistency or conflict between the provisions in
the license and the regulation. Both the provisions in the license and
regulation require (one implicitly and the other explicitly) t t removable
contamination survey results be recorded in units- of dpm/100cm

The staff concludes that the citation was valid.

Violation I
'

--The Licensee's application dated May 22, 1985, committed the VAMC to comply with
radioactive gas use procedures outlined in item 21 of the application. These
procedures established requirements for radioactive gas use and storage areas,
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I but did not' address the frequency of operability checks of reusable gas collec-
tion systems. 10CFR35.205(e)requireslicenseestochecktheoperationof,

j such systems monthly.
<

] Therefore, the Licensee's procedures were not inconsistent with and did not
conflict with 10 CFR 35.25(e). The procedures simply neither addressed the
frequency of operability checks nor made any reference to such checks. Since
there is no inconsistency or conflict between the license and Part 35, the staff
does not agree with the Licensee's assertion that statements contained in the;

cited October 16, 1986 Federal Register notice exempt the Licensee from this4

; requirement.

: The staff concludes that the citation was valid.

; Violation L
1

The Licensee's application dated May 22, 1985 committed the VANC to comply with
the provisions of Appendix J of Regulatory Gulde 10.8, Revision 1, October 1980.
Appendix J does not address recordkeeping requirements. 10 CFR 35.92(b) requires;

i
that records of byproduct material disposal permitted under 10 CFR 35.92(a)
include the date on which the byproduct material was placed in storage.;

\ However, nothing in the version of Appendix J referenced in the Licensee's
application was inconsistent with or in conflict with the recordkeeping3

requirements of 10 CFR 35.92 because Appendix J simply did not address record-,

keeping. Furthermore, recording the placed-in-storage date of waste that is-
j held for decay before disposal is important in ensuring that the waste has

been held for the required minimum time of ten half-lives prior to its disposa?.4

The staff does not agree with the Licensee's assertion that statements contained1

i in the cited October 16, 1986 Federal Register notice would exempt the Licensee
j from this requirement.

The staff concludes that the citation was valid.
!

Surinary of Licensee's Request for Mitication

The Licensee's request for mitigation of the proposed penalty was based on:i

! 1) its contention that three of the violations (F, I and L)-involved procedures
not required at the time of the inspection; 2) its position that the external:

i audits described in the Confirmatory Order and the internal audits described in
the VANC response to the Notice were sufficient to attain and maintain compliance,

i with NRC requirements; and 3) its position that the amount of the civil penalty
| was excessive.
'

NRC Evaluation of Licensee's Request for Hitigation

Violations F. I. and L.

As discussed above, the staff concludes that Violations F I, and L were valid,

citations. Thus, the Licensee's argument for mitigation on this basis is not
persuasive.

!

!

|
,
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Confirmator'y Order
'

The Licensee argues that a civil penalty is not necessary to achieve the goal of
bringing VAMC procedures into compliance with all applicable NRC regulations.
The Licensee contends that the Confirmatory Order, which makes the Licensee's
voluntary audit plan a condition of its NRC license, and other actions taken
by the Licensee to improve compliance with hRC requirements, will result in
improved compliance and will assure that Licensee employees ta e theirS

responsibilities seriously.

While NRC considers audits and the other actions taken by the Licensee irrportant,
the VMC's actions to assure compliance with NRC requirements are not extraordi-

'

nary measures given the circumstances that led NRC to take enforcement action.
Measures to assure compliance are assuned when NRC grants a license. In this I

case, NRC found the measures taken by the VMC lacking in 1990 and again in 1991,
despite a penalty of $7,500 having been issued in 1990. As NRC said in the
letter transmitting the Notice, " Inspection findings of this nature in succes-
sive inspections reduces NRC's confidence in the VAMC's ability to manage its
NRC-licensed activities in a manner consistent with NRC's expectations of a
holder of a broad-scope medical license."

The purpose of the civil penalty in this case is to emphasize the importance of
establishing effective and lasting measures to assur: licensee compliance, and
to emphasize the responsibility incumbent upon a broad-scope medical licensee
to initiate measures to assure compliance with NRC requiren.ents rather than
relying upon NRC to discover noncompliance during its infrequcnt inspections.
The VAMC argues that a civil penalty is not necessary to bring about the
desired improvements. Prior to the 1990 and 1991 inspections, the VAMC had not

'

properly conducted licensed activities in certain program areas. The VAMC now
suggests it will conduct licensed activities in compliance with NRC requirements
as it did both at the time of initial licensing and after the issuance of the
Notice of Violation and Proposed Imposition of Civil Penalties on April 11,
1990. It is clear that based on past performance, a civil penalty is necessary
in this case to emphasize continuous, lasting corrective actions and to deter
future noncompliance.

The staff concludes that the issuance of the Confirmatory Order does not warrant
reconsideration of the civil penalty.

Civil Penalty Amount Excessive

The Licensee argues that the civil penalty amount is excessive because: 1) the
proposed penalty will have the unintended effect of decreasing funds available
for patient care; 2) the amount of the penalty is out of proportion to the 1'

severity of the violations; 3) the proposed penalty exceeds $25,000 when the
costs of the audits are included; and 4) the NRC's oeviation from the civil
penalty formula prescribed in its Enforcement Pulicy was unreasonable.

NRC would not expect a $25,000 civil pena'ty to have a significant financial
impact on a facility with an annual operating budget of greater than-$160 |

million. In addition, the VAMC should not fail to recognize the direct |

connection between patient care and radiation safety. As indicated in the |

|
'

L
.

|
,

1
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. letter tran'smitting the Notice, failing to follow radir ,. andards
,

'

| can affect the safety of VAMC employees, patients, are r -ablic. One '

of NRC#s purposes in issuing the penalty was to empha G itsi

; responsibility to take radiation safety seriously so t romise
~

v
i personnel and patient safety.

NRC's Enforcement Policy permits it to consider violations collectively and to
: assign a single severity level to a number of violations, as was done in this

case. The fact that the violations would not individually be classified at
Severity Level ill or above has no bearing on NRC's decision to treat the
violations collectively. As was indicated to VAMC representatives at the

'

enforcement conference and in the letter tran3mitting the Notice, NRC-attached
greater significance to the collection of violations because they indicated a

j potentially significant lack of attention to licensed responsibilities. This
is the basis for classifying the violations at Severity Level 111 in the4

i aggregate and assessing a civil penalty.

, NRC considers the conduct of the audits a necessary step to ensure that the
i VAMC in fact maintains its programs in compliance with NRC radiation safety' requirements. While the audits will certainly result in additional costs to
| the VAMC, NRC does not believe that the conduct of the audits negates the
'

need to assess a civil penalty to emphasize the importance that NRC attaches
to the situation. As indicated above, NRC believes that civil penalties play*

an important role in assuring lasting corrective actions and in deterringi

future noncompliance.

3 NRC is authorized by law (Section 234 of the Atomic Energy Act of 1954, as
amended) to assess civil penalties up to $100.000 per violation per day. As,

the Licensee notes in its reply, NRC has established, in Section V.B. of its
Enforcement Policy, the usual base civil penalty values that reflect the class
of licensee and the severity of the violation or violations, and a number of
factors that may be considered in making adjustments to the usual base values.
As stated in the policy, the civil penalty tables generally take into account
the gravity of the violation as a primary consideration and the ability to pay
as a secondary consideration, but the deterrent effect of civil penalties is
best served when the amount of such penalties takes inte account a licensee's4

ability to pay.4

The opening paragraph of the Enforcement Policy states: "The Corrmission may
deviate from this statement of policy as is appropriate under the circumstances
of a particular case." Section V.B. of the Enforcement Policy states:
... ineffective licensee programs for problem identification or correctica are"

unacceptable. In cases involving willfulness, flagrant NRC-identified viola-
tions, repeated poor performance in an area of concern, or serious breakdown
in management controls, NRC intends to apply its full enforcement authority
where such action is warranted, including issuing appropriate orders and*

assessing ci 1; penalties for continuing violations on a per day basis up to
the statutory limit of $100,000 per violation per day."

NRC clearly articulated in the letter transmitting the Notice a reasonable
basis for deviating from its statement of policy. NRC's reasons included the
following: 1) a large number of violations was found in each of two successive
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inspections * conducted in 1990 and 1991, despite a $7,500 civil penalty being
assessed in the 1990 inspection, indicating a failure of the YAMC to resolve
fundamental shortcomings in management of licensed activities; 2) NRC inspectors
discovered the violations as opposed to their having been detected and corrected
by the Licenseel 3) six of the violations were identical to violations cited in
1990, indicating a failure of the VAMC to take specific corrective actions
despite comitments to do so; and 4) in some instances the VAMC failed to act
to correct violations that had been discovered by its own radiation safety
staff.

In addition, in accordance with the statements in Section V.B. of the
Enforcement Policy, the staff believes that $25 000 is more likely to have a
deterrent effect because, although still a small amount of money relative to
the size of the VAMC's annual operating budget, it more appropriately reflects
the Licensee's ability to pay than would application of the usual base civil
penalty in Tables 1.A and 1.D of the Enforcement Policy.

The staff does not accept the Licensee's argument- that the civil penalty
proposed in this case was excessive.

NRC Conclusion

The NRC concludes that Violations f,1, and L, denied by the Licensee,
occurred as stated. The NRC further concludes that the Licensee has not made
a convincing argument for a reduction in the amount of the civil penalty.
Consequently, the proposed civil penalty in the amount of $25,000 should be
imposed.
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Docket No. 70-1113.

License No. SNM-1097"

) EA 91-185 l

i
Ger.eral Electric Company
ATTN: Mr. Dallas L. Silverthorne, Manager !

Nuclear fuel and Components
; Manufacturing
' Post Office Box 780

Wilmington, North Carolina 28402

; Gentlemen:
i 1

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF civil PENALTY - $20,000-

'
(NRC INSPECTION REPORT NO. 70-1113/91-04)

This refers to the Nuclear Regulatory Conmission (NRC) inspection conducted by
i Mr. G. Troup on August 19 - September 13, 1991, at Nuclear Fuel and Components
i Manufacturing (NF&CM), General Electric Company, Wilmington, NC. The purpose of
1 the inspection was to review the findin9s of the incident Investigation Team

(IIT) as documented in NUREG-1450, " Potential Criticality Accident at the
| General Electric Nuclear fuel and Component Manufacturing Facility, May 29,

1991," (NUREG-1450) issued in August 1991. The llT was chartered on May 31,
1991, by the NRC's Executive Director for Operations and directed to review the
facts and circumstances that led to the inadvertent transfer of approximately
320 pounds of uranium to a waste treatment tank with an unfavorable geometry on
May 29, 1991. The charter of the llT did not include assessing violations of
NRC rules and requirements. A Confirmation of Action Letter dated May 31,.

i 1991, documented your commitments to cooperate with the llT, halt processing of
materials in the solvent extraction system, quarantine equipment involved in
the incident, and to provide other assistance to the llT as needed.

! The report documenting the August 19 - September 13.-1991 inspection was sent
to you by letter dated December 23, 1991. As a result of this inspection to'

: followup on the IIT findings, significant violations of NRC requirements were
identified. An enforcement conference was held on February 7,1592, in the NRC,

Region 11 office to discuss the violations, their cause, and your corrective
E actions to preclude recurrence. A summary of the enforcement conference was
| sent to you by letter dated February 20, 1992.

; On May 28, 1991, routine fuel manufacturing operations at NF&CM facility were
in progress with waste treatment operations'that consisted of routine transfers
from waste accumulation tanks to waste treatment tanks proceeding as normal.
In mid-af ternoon Waste Treatment facility (WTF) operators began pumping the
contents of a Waste Accumulation Tank (V-103) to the Nitrate Waste Neutralization
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Tank (.-104). On May 29. 1991, through the routine sampling of -tank Y-104, a
20,000 gallon waste treatment tank with an unf avorable geometry, the WTF st6f f
determined that the tank contained 2333 ppm Uranium (ppm U), a signif tcantly
higher amount than normally expected concentrations of uranium, further
investigation by the plant staff identified abnornal concentrations of uranium
in the Nitrate Waste Storage Tank (V-103) and Aqueous Waste Quarantinitents.
It was subsequently determined that the source of the utanium was the Solventi s

Extraction system in the Uranium Recycle Unit (URV) and that the maifunction of
a valve in that system resulted in high concentration uranium solution $ being
released to the Aqueous Waste systen and subsequently released to the Secondary
Nitrate Waste syt.cm.

Violation A described in Part I of the enclosed Notice of Violation and
Proposed imposition of Civil Penalty (Notice) involved the failure to follow
procedures involving the process requirements for discharging waste from the
Aqueous Waste Quarantine (AWQ) tanks. Specifically, the AWQ tanks were
inapprop-iately sampled while being filled, were not properly isolated, and
were not recirculated for the required time of 15 minutes prior to sampling.
As a result, the contents of the AWQ tanks were released to tank V-103, and
subsequently discharged to tank V.104 without sampling.the contents which were
subsequently determined to have exceeded the uranium concentration limit of 150
ppm U for discharge.

Violation B in Part 1 of the Notice involved the failure to have adequate
procedures in that 1) there was no procedure for the URU process that defined '

how the access to the Tune Mode of the proces control computer was to be
controlled, 2) the procedure for trouble shooting the Solvent Extraction and
Aqueous Waste systems did not require the system to be placed in the " problem"
step while trouble shooting, nor did it specify any time limits for trouble
shooting before the system had to be placed in a temporary shutdown, and
3) there was no procedure which required audits of the configuration control

- associated with the distributed digitL1 control system for the URU process that
assured that unauthorized changes had not been made; consequently, no such
audits were performed on the system.

The significance of this event was the potential for a nuclear criticality
accident that u isted because the safety limits of uranium concentrations in
unfavorable geometry tanks had been exceeded'and the system of criticality
safety controls had deteriorated to the. point where process controls and mass
limit control were no longer effective.' Therefore, in accordance with.the
" General Statement of Policy and Procedure for NRC Enforcement Actions, "
(Enforcement Policy) 10 CFR Part 2,' Appendix C (1991), the violations in Part I
of the Notice a *e classified in the aggregate as a Severity Level. !! problem.

The staff recognizes that you have initiated extensive corrective actions to
preclude recurrence of this jpe of event and that those actions are also
intended to reinforce your staff's " safety first" attitude with: regard to
nuclear criticality safety. Significant among these actions was-the increase-
in management oversight of operational activities to include enhancement of
technical support by the addition of increased supervisory and-technical aavisor-

|
|

$
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i resources to each shift. In addition, your corrective actions, such as enhanced
training and sensitiration of personnel, physical plant changes, procedural

] changes and verification of key operational controls, should contribute to
improved perfonnance.

4 To emphasize the importance of ensuring that criticality control measures are
; rnaintained at the highest degree of effectiveness, I have been authorized.
: af ter consultation with the Director, Office of Enforcement, and the Deputy
i Executive Director for Nuclear Materials Safety, Safeguards, and Operations
j Support, to issue the entlosed Notice of Violatinn and Proposed imposition of
; Civil Penalty in the amount of $20,000 for the Severity level !! problem.
] The base value of a civil penalty for a Severity Level !! problem is $20,000. i

1 The escalation and mitigation factors in the Enforcement Policy were considered.
:
i Neither escalation nor mitigation was warranted for identification and
! reporting. Although you identified the potential criticality problem and
i reported it to the NRC, those actions were significantly delayed. Mitigation
; of 50 percent was warranted for your comprehensive corrective actions as
i discussed above.- Consideration was given to the general trend of improving
j perf ormance which has been taking place in the recent past as evidenced by the
i Operational Safety Assessment which was conducted at the facility in March
; 1991. However, a number of weaknesses were identified during that assessrrent
- that preclude full mitigation for this factor. Therefore, mitigation of 50

percent was deemed warranted for this factor.
.

| The NRC Office of Nuclear Material Safety and Safeguards issued NRC Information
j Notice No. 90-63, " Management Attention to the Establishment and Maintenance of

a Nuclear Criticality Safety Program " on October 3, 1990. That Information ;
Noticc- was provided to alert licensees to an incident that resulted from --

inadequate management attention to the establishment and maintenance of ai

nuclear criticality safety program. Attached to' that Information Notice was
! NRC Information Notice No. 89-24, " Nuclear Criticality Safety," which had been
i previously issued on March 6, 1989. Both of these information-notins -bQh-

lighted the need for continuing vigilance in providing a sound nudcar safety
! program and should have prompted your staff to review the nuclear satty
. program at NF&CM. Therefore, escalation of 50 percer.t was warranted for the
! factor.of prior notice, inasmuch as licensees are expected to take-prompt

action to assure issues discussed in such notices are properly. addressed.
t Additional escalation of 50 percent was warranted for the- fact that, for an

extended period of time, inadequate procedures existed and the operations staff,

! had not been complying with established process procedure requirements.

! The other adjustment factors in the Policy were censidered. and no further
adjustment to the base civil penalty (s considered appropriate. Therefore,

.

:

; based on the above, a civil penalty of $20,000 is assessed.
i

The violations described in Part l' of the Notice have been categorized at .<

1 Severity Level IV. Violation A involved the failure to promptly identify and
~. declare an Alert emergency condition. A potential criticality situation
' existed from approximately 7:00 a.m. on May 29, 1991 through 6:30 a.m. on
|

!

:
,

,
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May3b.,1991,whichwasconsistentwiththeAlertdefinitionintheRadiological
Contingency and Emergency Plan (RCEP). Implementation of emergency action is
dependent upon an at. curate and rapid identification and classification of
events that could affect the health and safety of the public. Such a violation
would be normally categorized at a higher severity level. However, a lesser
severity level was assessed because the facility staff initiated actions
consistent with an Alert with the exception that all required notifications
were not completed. Violation B involved an inadequate facility Change Request
which permitted the processing of uranium bearing fuel which exceeded the
license enrichment limits established and approved for processing in the
oxidation sub-area of the facility. This violation is being cited, notwith-
standing identification by the facility staff, because NRC requested the
document review which resulted'in identification of the violations. Violation C
involved the failure to provide adequate training to an individual designated
an interim Emergency Director.

You are required to respond to this letter and should follow the instructions
ispecified in the enclosed Notice when preparing your response. In your response,

you should dccurnent the specific actions taken and any additional actions you
plan to prevent recurrence. Af ter reviewing your response to this Notice,
including your proposed corrective actions and the results of future inspections,
the NRC will determine whether further NRC enforcement action is necessary to
ensure compliance with NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice." a copy of
this letter and its enclosure will be placed in the NRC Public Document Room.

.

The responses directed by this letter fnd the enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, Pub. L. No. 96-511.

Should you have any questions concerning this letter, please contact us.

Sincerely,

V4f
Stewart D. Ebneter-
Regional Administrator

Enclosure:
Notice of Violation and Proposed

Imposition of Civil Panalty

cc w/ encl:
T. Preston Winslow, Manager
Licensing and Nuclear Materials

Management
General Electric Company
P. O. Box 780, Mail Code J26
Wilmington, NC 28402

State of North Carolina
|
|

'
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NOTICE Of V10LAT10N
AND

PROPOSED IMPOSITION OF CIVlt PENALTY *

General Electric Company Docket No. 70-1113 '

Nuclear Fuel and Components License No. SNM-1097 |

Hanufacturing EA 91-185
Wilmington, North Carolina

During an NRC inspection ccnducted on August 19 - September 13. 1991, violations ,

'
of NRC requirements were identified. In accordance with the " General Statement
of Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2. Appendix C
(1991), the Nuclear Regulatory Conrnission proposes to impose a civil penalty >

pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (Act),
42 U.S.C. 2282, and 10 CFR 2.205. The particular violations and associated
civil penalty are set forth below:!

j !. Violations Assessed a Civil Penalty

A. License Condition No. 9 of Special Nuclear Material License No.1097
(SNM4097) requires that licenst i materials be used in accordance
with the statements, representacions, and conditions of Part 1 of the
license application dated October 23, 1987, and supplerrents thereto.=

Part 1 Chapter 2. Sectior. 2.7 of the license application requires
that licensed material processing be conducted in accordance with
properly issued procedures or instructions. -

Process Pequirements and Operator Document (PROD) 103.02, Revision 3
Solvent Extractior and Aqueous Waste Quarantine, Section 3.3.5,
required that the Aqueous Waste Quarantine tanks be isolated at
90 percent. level _("high set point"), recirculated for 15 minutes-

before a sample of the contents is collected, and the sample results
have a uranium concentration which is acceptable before the Aqueous
Weste Quarantine tank can be released to tank V-103. Nuclear Safety-
Release / Requirements (NSR/R) 02.08.07-required that Aqueous Waste
Quarantine tank discharges to tank V-103 must be less than 150 parts-

-

per million uranium (ppm V),

Contrary to the above, during May 28-29, 1991, the licensee failed to
.

follow the requirements of PROD 103.02 in that:

1. The Aqueous Waste Quarantine tanks were sampled while filling
and were not isolated.

2. The Aqueous Waste Quarantine tanks were not retirculated'for the
'required time, 15 minutes, prior to samplingi
.

3. Severel Aqueous Waste Quarantine tanks were released to tank-
V-103 and discharged without sampling of the contents, and were-
subsequently determined to have exceeded the NSR/R limit of,150
ppm U for~ discharge.

.
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!

L 4. Aqueous Waste Quarantine tanks which were measured prior to
I release actually exceeded the NSR/R limit due to non-
}- representative sampling.
i

B. License Condition No. 9 of SNM-1097 requires that licensed materials*

| be used in accordance with the statem mts, representations, and
I conditions of Part I of the license application dated October 23
j 1987, and supplements thereto.
1

i Part I, Chapter 2 Section 2.7 of the license application requires
that licensed material processing be conducted in _accordance with-

j properly issued procedures or instructions.

j Part I, Chapter 2, Section 2.2.1.3 of tne license application
~

requires the nuclear safety function to measure the effectiveness of;

I the criticality control program, and that measurement of the
effectiveness of the criticality control program is_ determined

_
~

i

#1 Jugh eudit programs to at'Vre that nuclear Safety criteria are met
:or the protection of employees, the public and the environment.
Part 1. Chapter 2, Section 2.8 of the license application requires

.

!_ audits to be performed to assure that_ plant operations are conducted
i in accordance with the operating procedures. Part 1. Chapter 2,
! Section 2.8.1 of the-license applice' :on requires: audits to be
: performed in accordance with written procedures to determine that

actual operations conform to cri+icality requirements.
~

'

I Contrary to the above, during the week of May 27, 1991, the' licensee
j failed to have adequate procedures for licensed ac+.ivities in that:

f. There was'no procedure for.the Vranium Recycle Unit W://1.
process defining how the access to the Tune Mode was to_be

i
controllec, specifying limitations;on the use of the Tune Mode,,

i or recording of actions taken while in the Tune Mode, incluaing
| changes to parameters.

: 2. PROD 103.02, Solvent Extraction and Aqueous Waste Quarantine,
which contained instructions-for troubleshooting the. Solvent

|
Extraction and Aqueous Waste systems was inadequate in-that-it

: 'did not require that the system be placed _in the PROBLEM step
~

!
while troubleshooting, and did -not specify any time limit for

|
troubleshooting before the system had to be placed in a

F temporary shutdown. The PROD also did not provide-any criteria
for sw% ting from- process computer control: to manual _ control.

[ 3. There was no procedure which required audits.of configuration
control associated with the distributed digital control systemr --

~

for the URV process'to assure that unauthorized changes had not--'

|
been made. As a result, no such audits were performed.

.

4
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|
1

,This is a Severity Level Il problem (Supplement VI).,

: Cumulative Civil Penalty - $20,000 (assessed equally between Violations A
[ and 8).
I II. Violations Not Assessed a Civil Penalty

A. License Conditicn Nc, 9 of SNM-1097 requires that licensed materials,
p- be used in accordance with the statements, representations, and
: conditions of Part I of the license application dated October 23,
j 1987, and supplements thereto,
i
'

Part 1, Section 8 of the license application requires the licensee to
maintain a capability for handling emergencies in accordance with the

! Radiological Contingency and Emergency Plan (RCEP). submitted to NRC
! on August 27, 1981, and as revised in its entirety on December 1
; 1988, in accordance with regulatory provisions.

II Section 3.1 of the RCEP states that criteria are specified for
j recognizing, characterizing, and declaring each emergency classifi-

cation or sub-class, as applicable.

Section 3.1.2 of the RCEP defines the Alert classification as an;

!- event which involves situations which could lead to identified hazard
potentials. The situation has not yet caused damage to the facility
nor harm to personnel and does not necessarily require an imn'ediate-

; change in facility operating status.- Inherently, this is a situation'
in which time is available to take precautionary steps end/or -
mitigate consequences. The RCEp furthen states that an emergency,

Alert condition implies a rapid transition to a state of readiness by L'
the facility personnel-and possibly by off-site emergency support
organizations, the possible cessation of certain routine non-essential.

functions or activities within the facility;and possible-precautionary
actions that a specific situation may require.

.

Contrary to the above . from approximately 7:00 a.m. on May 29, 1991,
through 6:30 a.m. on May 30, 1991,.a potential criticality situation'

existed in the licensee's solvent extraction process (tank V-104)
-

L which was consistent with the Alert definition for which the licensee'
failed to promptly identify and declare as,an' Alert emergency condition.

; This is a Severity Level IV violation'(Supplement VIII).

B. . License Condition No. 9 ofLSNM-1097 requires thatilicensed mate-ials-
'be used in accordance with the statements, representations, and'-

conditions of Part.I Y the license application dated October 23,
,

1987, and supplements thereto.
i .

|-

>

4
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Part I, Chapter 1 Section 1.8.10 of the license application requires
that the maximum enrichment in the Uranium Recycle uperation shall
not exceed the minimum U-235 enrichment approved by the nuclear
safety function for any Uranium Recycle process. The minimum
enrichment approved for any Uranium Recycle process was 4.025 percent
U-235.

Contrary to the above, on April 11, 1991, Facility Change Request
(FCR) 89.075 was approved for operation by the Manager, Nuclear
Safety Engineering, and the Area Manager, to process uranium bearing
fuel of up to five percent U-235 in the oxidation subarea of Uranium
Recovery and uranium enriched to greater than 4.025 percent U-235 was
subsequently processed in that area.

This is a Severity Level IV violation (Supplement VI).

C. License Condt+ ion 9 of SNM-1097 requires that licensed materials be
used in accordance with the statements, representations, and

Mg' conditions of Part 1 of the application dated October 23,1987, and

h supplements thereto.

9% Part I, Section 8 of the license application requires the licensee to
JQ maintain a capability for handling emergencies in accordance with the
. , " ' RCEP, submitted to hRC on August 27, 1981, and as revised in its

entirety on December 1, 1988, in accordance with regulatory provisions.

!fW@tM @q
Section 5.1 of the RCEP states that the Building Manager (i.e., thea,
Area Coordinator during off-hours) shall assume the responsibility'

for all emergency response actions until such time as the emergency
is terminated, or the responsibility is transferred to someone else,
or he is relieved by the Emergency Director.

Section 7.2 of the RCEP states that special initial training and
periodic retraining programs are provided to plant and support
personnel to ensure their readiness for emergencies.

Contrary to the above, the training provided to an individual
designated as interim Emergency Director was inadequate in that
during the inspecticn on September 10-13, 1991, the individual
interviewed was not fully cognizant of his full responsibility to
classify emergency events.

This is a Severity Level IV violation (Supplement Vill).

Pursuant to the provisions of 10 CFR 2.201, General Electric Company (Licensee)
is hereby required to submit a written statement or explanation to the Director,
Office of Enforcement, U.S. Nuclear Regulatory Commission, within 30 days of
the date of this Notice of Violation and Proposed Imposition of Civil Penalty
(Notice). This reply should be clearly marked as a " Reply to a Notice of

NUREG-0940 II.A-118 |
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Violation" and should include for each alleged violation: (1) admission or
dental of the alleged violation, (2) the reasons for the violation if admitted,
and if denied, the reasons why, (3) the corrective steps that have been taken
and the results' achieved. (4) the corrective steps that will be taken to avoid
further violations, and (5) the date when full compliance will be achieved.
if an adequate reply is not received within the time specified in this Notice,
an order or a Demand for Information may be issued as to why the license should
not be modified, suspended, or revoked or why such other action as may be
proper should not be taken. Consideration may be given to extending the
response time for good cause shown. Under the authority of Section 182 of the,

Act, 42 U.S.C. 2232, this response shall be submitted under oath or affirmation.

Within the same time as provided for the response required above under
10 CFR 2.201, the Licensee may pay the civil penalty by letter addressed to the
Director, Office of Enforcement, U.S. Nuclear Regulatory Commission, with a
check, draft, money order, or electronic transfer payable to the Treasurer of
the United States in the amount of the civil penalty propased above, or may
protest imposition of the civil penalty in whole or in part, by_a written
answer addressed to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Comission. Should the Licensee fail to answer within the time
specified, an order imposing the civil penalty will be issued. Should the
Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting the
civil penalty, in whole or in part, such answer should be clearly marked as an
" Answer to a Notice of Violation" and may: (1) deny the violation listed in
this Notice in whole or in part, (2) demonstrate extenuating circumstances,
(3) show error in this Notice, or (4) show other-reasons why the penalty should
not be imposed, in addition to protesting the civil penalty in whole or in
part, such answer may request remission or mitigation of the penalty.

In requesting mitigation of the proposed penalt
Section V.B of 10 CFR Part 2, Appendix C (1991)y, the factors addressed in. should be addressed.- Any
written answer in accordance with 10 CFR 2.205 should _be set forth separately
from the statement or explanation in reply pursuant to 10 CFR 2.201, but may
incorporate parts of the 10 CFR 2.201 reply-by specific reference-(e.g., citing
page and paragraph numbers) to avoid repetition. The attention of the' Licensee
is directed to the other provisions of 10 CFR'2.205, regarding the procedure'
for imposing a civil penalty.

+ - Upon failure to pay any civil pen:.ity due which subsequently has 'been determined
in accordance with the applicable provisions of 10 CFR 2.205, this matter may-
be referred to the Attorney General, and the penalty, unless compromised...
remitted, or mitigated, may be collected b
Section 234c of the Act, 42 U.S.C. 2282(c)y. civil action pursuant to

.

The response noted above (Reply to Notice of Violation, letter with payment _of'
civil penalty, and Answer to a Notice of Violation) should be addressed

Director, Of fice of Enforcement, U.S. Nuclear Regulatory Commission,-
'

to:

ATTN: Document Control Desk, Washington, D.C. 20555 with a ' copy- to the Regional-
Administrator, U.S. Nuclear Regulatory _ Commission,_ Regior 'I.

'

Dated at Atlanta, Georgia-
this /3fhday of March 1992

NUREG-0940 11.A-119
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April 16,1992

Docket Nos. 030-01315; 030-00124
License Nos. 08-01709-04; 08-01709-06
EA 92-016

Georgetown University Medical Center
Attn: John F. Griffith, M.D.

Executive Vice-President and
Director of Medical Center

3800 Reservoir Road
Podium Level
Washington, D. C. 20007 |

Dear Dr. Griffith:

Subject: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
PENALTY - $3,750
(NRC Inspection Report No. 91-002 and 01 Investigation Report 1-91-007)

This letter refers to the NRC inspection conducted on April 16-18,1991, as well as a
subsequent investigation by the NRC Office of Investigations (01), at the Georgetown
University Medical Center (Georgetown), Washington, D.C., of activities authorized by
NRC License Nos. 08-01709-04 and 08-01709 06. The inspection report, as well as the-
synopsis of the 01 i,nvestigation, were sent to you on March 6,1992. During the inspection,
seven apparent violations of NRC requirements were identified, one of which was sent to you
in a Notice of Violation issued on May 22,1991. In addition, as a result of the 01 investi-
gation, the NRC determined that one of the other six apparent violations was willful. On
March 13,1992, an enforcement conference was conducted with Dr. James Burris, and other
members of the Georgetown staff, to discuss the six remaining apparent violations, their
causes and your corrective actions. Based on the discussions at the enforcement conference,
tha NRC has decided not to issue a citation for one of the remaining six apparent violations,
for the reasons described in the enforcement conference report which was sent to you under
separate cover on March 25, 1992.

The five violations which are being cited in the enclosed Notice, include, but are not limited
to: (1) the failure of the Medical Isotopes Committee at Georgetown University Medical
Center (Committee on Radiation Contrel or CRC) to conduct a review of the radiation safety
program for 1990; and (2) the failure to maintain security of radioactive materials in the
Nuclear Medicine Laboratory at the facility in that the door to the laboratory was routinely
left open, and the material was, at times, not under constant surveillance and immediate
control of your staff. These two violations are of particular concern to the NRC.

CERTIFIED itAll
RETURN RECEIPT REQUESTED

NUREG-0940 II.A-120



_ _ . _ _ -_ . _ . __. . _ _ . _ _ _ _ _ ._ . , - _ . _ __ _ - _

h, [

!

<

1

j Georgetown University Medical Center 2
4

L
| With respect to the first violation, the NRC is concerned that_the then Director of the
j Department of Radiation Control (DDRC) knew that the CRC was required to review the

radiation safety program at least annually and knew that he was supposed to prepare an
'

|' annual audit of the program for the CRC so that the CRC could fulfill this regtired function;
; however, he knowingly failed to prepare the annual audit and failed to notify the RSC, of

which he was a voting member, that the audit, as well as the required armual review of the
'

radiation safety program by the CRC, were not being performed. Although an audit by a,

! consultant was performed in 1990, it did not constitute the annual review required to bc
| conducted by the CRC.

1
_ . -

- i
i- With respect to the second violhOn, the NRC is concerned that the failure to maintain -

: proper security of the Nuclear Medicine Laboratory could have resulted in the loss or theft of

{ radioactive material and possible unnecessary exposure to members of the public. The NRC
4 is also concerned that this failure apparently recurred repeatedly, even after employees were
i retrained.

i
'

While the NRC is concerned with the performance of the DDRC, who left the facility in-
| September 1991, the NRC is also concerned that there was a significant increase in the
; research being performed at the facility prior to the NRC inspection in April 1991, without a
; corresponding increase in staffing and resources dedicated to _ ensuring the radiation safety
1 program was being properly implemented. As noted in the synopsis o'f the 01 Report, this
j appeared to have contributed to the conditions which led to the violations, in view of this
; finding, it is apparent that management did not provide sufficient attention to, nor oversight
i of, the radiation safety activities at Georgetown. Therefore, the violations demonstrate a -

}: breakdown in the radiation safety program that collectively represent a potentially significant
! lack of attention toward licensed responsibilities. Accord;ngly, the violations are classified in

,

[ the aggregate as a Severity Level III problem in accordance with the " General Statement of
Policy and Procedure for NRC Enforcement Actions" (Enforcement Policy),10 CFR-Part 2,.

'

i Appendix C (57 Fed. Reg. 5791, February 18, 1992),
t
;

The NRC recognizes that corrective actions, as described at the enforcement conference,
! have been taken to ensure that appropriate management attention is provided to the radiation

safety program, so as to preclude the recurrence of such violations in the future. These:

j actions included increasing the staffing to three health physicists and three technicians, as
! well as increasing and renovating the space available to this staff; reorganization of the
! administration and oversight of the radiation safety program, including the establishment of

an Executive Committee that meets once a month on radiation safety matters; retaining a new,

j. ' Radiation Safety Officer at the facility in the summer of 1991; and conducting an audit in
j 1992 that included a review of the radiation safety activities in 1990. We emphasize the -

_

; importance of proceeding expeditiously with your plans to provide radiation safety training to
the housekeeping and security suff.,

,

1

c
a

$

3
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Notwithstanding the corrective actions that have been taken or planned, to emphasize (1) the
,

importance of appropriate management attention to, and oversight of, the radiation safety'

J program to ensure activities are conducted safely and in accordance with the requirements;

(2) the seriousness with which the NRC views willful actions that cause or contribute to,

violations of NRC requirements; and (3) the importance of ensuring proper security of
licensed material at your facility in the future, I have been authorized to issue the enclosed'

Notice of Violation and Proposed Imposition of Civil Penalty in the amouat of $3,750 for the
violations set forth in the enclosed Notice.

,

: De base civil penalty amount for a Severity Level 111 violation is $2,500. The escalation
and mitigation factors set forth in the enforcement policy were considered and the NRC has

'

decided that the civil penalty should be escalatec' by 50% to $3,750 for the Severity Level 111=
problem because: (1) the violations were identi by the NRC, and therefore,50%
escalation of the base civil penalty amount on . factor is warranted; (2) your corrective
actions taken and planned, as described heren., were considered prompt and extensive, and
therefore,50% mitigation of the base civil penalty on this factor is warranted: and (3) your
past performance included nine violations during the past two ! ispections, including a civil
penalty issued on July 1990 for violations of NRC requirements involving the lack of control
of licensed material, and therefore,50% escalation' of the base civil penalty on this factor is
warranted. (The circumstances were not judged to warrant full 100% escalation on this
factor.) The other escalation and mitigation factors were consideredi and no adjustment on -
these factors is warranted.

You are required to respond to this letter and should follow the instructions speciGed in the
enclosed Notice when preparing your response. In your response, you should document the
specific actions taken and any addidonal actions you plan _to prevent recurrence, including
actions to strengthen and improve management oversight of the radiation safety program.
After reviewing your response to this Notice, including your proposed corrective actions, and -
the results of future inspections, the NRC will determine whether further enforcement action
is necessary to ensure compliance with NRC regulatory requirements. '

:In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of this letter and
the enclosures will be placed ir the NRC Public Document Room.

:
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i Georgetown University Medical Center 4
1

| The responses directed by this letter and the enclosed Notice are not subject to the clearance
procedures of the Office of h!anagement and Budget as required by the Paperwork Reduction
Act of 1980, Pub L. 96-511.

.

Sincerely,

3
-

// V

! Thomas T. h!artin -
'

Regional Administrator
;

; Enclosure:

| Notice of Violation and
Proposed Imposition of Civil Penalty

.

cc:1

Public Document Room (PDR).

i Nuclear Safety Information Center (NSIC)
: District of Columbia
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NOTICE OF VIOLATION '
AND

PRCPOSED IMPOSITION OF CIVIL PENALTY

Georgetown University Medical Center Docket Nos. 030-01315-
Washington, D.C. 030-00124

License Nos: 08-01709 04
- 08-01709 06

EA 92 016

During an NRC inspection conducted between April 16-18,1991, and an NRC investigation
conducted betvceca May 20,- 1991 and January 8,1992, violations of NRC requirements were

_

identified. In acco: dance with the " General Statement of Policy and Procedure for NRC ~
Enforcement Actions," 10 CFR Part 2, Appendix C,57 Fed. Reg. 5791 (February 18,
1992), the Nuclear Regulatory Commission proposes to impose a civ;! penalty pursuant to
Section 234 of the ' Atomic Energy Act of 1954, as amended (Act),42 U.S.C. 2282, and:10
CFR 2.205. The particular violations and associated civil penalty are set forth below:

A. Condition 21 of License No. 08-01709-04 requires that the licensee conduct its
program in accordance with the statements, representations, and procedures contained
in an epplication dated October 28,1985.

Item 7-2' of-the license application states that the licensee has the basic routine
responsibilities presented in NRC Regulatory Guide 10.8, Revision 1, Appendix B.

Appendix B, Section on Duties, Item 6, of NRC Regulatory Guide 10.8, Revision 1,
requires the Medical Isotopes Committee to review the entire radiation safety program ,

at least annually to determine that all activities are being conducted safely and in
accordance with NRC regulations and the conditions of the license.

Contrary to the above, as of April 17, 1991, the Medical isotopes Committe'e
~

(" Committee on Radiation Control') did not perform an annual review of the entire
radiation safety program for 1990 to determine that all activities were being conducted
safely and in accordance with NRC regulations and the conditions of the license.

B. 10 CFR 20.207(a) requires that licensed materials stored in' an 'unrestr;cted area be
secured against unauthorized removal from the place of storage. 10 CFR 20.207(b)

. requires that licensed materials in an unrestricted area and not in storage be under
constant surveillance and immediate control of the licensee. As defined in 10 CFR!

20.3(a)(17), an unrestricted area is any area access to which is not controlled by the
licensee for the purpose of protection of individuals from exposure to radiation and.
radioactive materials.

.
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Notice of Violation 2

.

: Contrary to the above, on April 16, 1991, licensed material located in the Nuclear
i Medicine laboratory (which was an unrestricted area in that the door was propped
} open at the time), was not secured against unauthorized removal, and was not under
| the constant surveillance and immediate control of the licensee.
!

C. Condition 21 of License No. 08-01709-04 requires that the licensee conduct its,

! program in accordance with the statements, representations, and procedures contained
i in an application, dated October 28,1985.

; 1. Item 19.5.c of the license application requires that the licensee perforts t vroidh
; bioassay tests in accordance with the criteria established in NRC Regulatory

Guide 8.20, Revision 1.
!

{: NRC Regulatory Guide 8.20, Revision 1, Section C.I.a, Table 1, and Section >

C.4.a. requires that whenever an individual handles unsealed quantities of4

'; radioactive iodine in a fume hood in amounts greater than 10 millicuries
|- during a three month period, a bioassay.is to be performed within 72 hours

following entry of the individual into the area to use the material, When the,

| work with the radioactive material is on an infrequent basis (less frequently
C than every two weeks), the bioassay is to be performed within 10 days of the

end of the work period during which the radioactive iodine was handled.,

.

Contrary to the above, as of February 17,1991,-individuals using iodine-125 -,

} in quantities greater than 10 millicuries in a three month period in a fume
j hood, were not given iodine bioassays _ within the required time periods.
j Specifically, three individuals handled unsealed iodine-125 in the performance

ofiodination procedures in January,1991 using quan;ities in excess of 10;

| millicuries; and two of these individuals had not been bioassayed at the time of
! the inspection in April 1991 (an interval greater than 10 days), and one
;

individual was bioassayed 27 days after handling the iodine-125 to perform the
; radiciodination.
4

5

; 2. ' Item 8 of the license application requires that training sessions on radiation
safety be held at least yearly for housekeepers and security officers and that a

; . record of these training sessions, including an attendance roster, be

[- maintained.

! Contrary to the above, training sessions in radiation' safety were not held for
j~ housekeeping and security staff in 1990.

_
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Notice of Violation 3

3. Item 23-2.b of the license application requires the Radiation Control Office to -
inspect, at leasi quarterly, the Radiation Medicine, Nuclear Medicine, and ~
cer:ain other research laboratories which use greater than 15 millicuries of C-
14, H-3, P-32, S-35, Cr-51, Rb-86, ot Ca-45, or more than one millicurie of
any other nuclide.

Contrary to the above, as of April 16,1991, the Radiation Control Office did -
not perform quarterly ir.spections of Radiation Medicine, Nuclear Medicine, or -
certain other research laboratories which use quantities of radionuclides greater
than the amounts specified in Item 23 2.

These violations are classified in the aggregate as a Severity Level 111 problem. (Supplements -

IV and VI)

Civil Penalty - $3,750 (assessed equally among the five violations) :

Pursuant to the provisions of 10 CFR 2.201, Georgetown University Medical Center
(Licensee) is hereby required to submit a written statement or explanation to the Director,
Office of Enforcement, U.S. Nuclear Regulatory Commission, within 30 days of the date of
this Notice of Violation and Proposed Imposition of Civil Penalty (Notice). This reply
should be clearly marked as a " Reply to a Notice of Violation" and should include for each-
alleged violation: (1) admission or denial of the alleged violation, (2) the reasons for the ;

violation if admitted, and if denied, the reasons why, (3) the corrective steps that have been
taken and the results achieved, (4) the corrective steps that will be taken to avoid further
violations, and (5) the date when full compliance will be achieved. If an adequate reply is
not received within the time specified in this Notice, an order or a demand for information
may be issued as to why the license should.not be modified, suspended, or revoked or 'why
such other action as may be proper should not be taken. | Consideration may be given to -
extending the response time for good cause shown. Under the authority of Section 182 of
the Act,42 U.S.C. 2232, this response shall be submitted under oath or affirmation.

Within the same time as provided for _the response required above under 10 CFR 2.201, the
_

Licensee may pay the civil penalty by letter addressed to the Director, Office of
Enforcement, U.S. Nuclear Regulatory Commission,,with a check. draft, money order, or
electronic transfer payable to the Treasurer of the United States in the amount of the civil
penalty proposed above, or may protest imposition of the civil penalty in whole or in part.- by -
a written answer addressed to the Director, Office of Enforcement, U.S. Nuclear Regulatory-
Commission. Should the Licensee fail to answer within the time specified, an order -
imposing the civil penalty _will be issued. Should the Licensee elect to file an answer in
accordance with 10 CFR 2.205 protesting the civil penalty, in.whole or in part, such answer
should be clearly marked as an " Answer to a Notice of Violation" and may: -(l) deny the
violations listed in this Notice, in whole or in part, (2) demonstrate extenuating .

.
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|- Notice of Violation 4

:

circumstances, (3) show error in this Notice, or (4) show other reasons why the penalty
[ should not be imposed. In addition to protesting the civil penalty in whole or in part, such

answer may request remission or mitigation of the penalty.

in requesting mitigation of the proposed penalty, the factors addressed in Section V.B of 104

; CFR Part 2, Appendix C,57 Fed. Reg. 5791 (February 18, 1992), should be addressed.
I Any written answer in accordance with 10 CFR 2.205 should be set forth separately from the
I statement or explanation in reply pursuant to 10 CFR 2.201, but may incorporate pal 1'he
; 10 CFR 2.201 reply by specific reference (e.g., citing page and paragraph numbers) te ..otd
i repetition. The attention of the Licensee is directed to the other provisions of 10 CFR 2.205,
| regarding the procedure for imposing a civil penalty,
i

, Upon failure to pay any civi; penalty due which subsequently has been determined in
j accordance with the appiicable provisions of 10 CFR 2.205, this matter m:.y be referred to
; the Attorney General, and the penalty, unless compromised, remitted, or mitigated, may be
j collected by civil action pursuant to Section 234c of the Act, 42 U.S.C. 2282(c).
4

:

!
The response noted above (Reply to Notice of Violation, letter with payment of civil penalty,-
and Answer to a Notice of Violation) should be addressed to: Director, Office of
Enforcement, U.S. Nuclear Regulatory Commission, A'ITN: ' Document Control Desk,

i Washington, D.C. 20555 with a copy to the Regional Administrator, U.S. Nuclear
Regulatory Commission, Region I,475 Allendale Road, Kiag of Prussia, Pennsylvania,

,
19406.

i- Dated at King of Prussia, Pennsylvania
'

this /pday of April 1992
.

4

:
8

+
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Docket No. 030-03521
License No. 52-10270-01
EA 92-038

hospital de Damas
ATTN: Mr. Roberto A. Rentas Ramos

Administrator
Ponce By Pass
Ponce Puerto Rico 00731

1

Gentlemen:

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL PENALTY -
$3,750 (NRC INSPECTION REPORT NO. 52-10270-01/92-01)

This refers to the Nuclear Regulatory Commission (NRC) inspection conducted by
Messrs. H. Bermudez and W. Leo on February 12-13 1992, at the Hospital de Damas,
Ponce, Puerto Rico. The inspection included a review of activities conducted
under your NRC license with respect to radiation safety and compliance with NRC
regulations and the conditions of your NRC license. The report documenting
this inspection was sent to you by letter dated March 5, 1992. As a result of
the inspection, violations of NRC requirements were identified. An enforcement
conference was held on March 11, 1992, at the Hospital de Damas with you and
members of your staff to discuss the violations, their cause, and your correc-
tive actions to preclude recurrence. A summary of the enforcement confertnce
was sent to you by letter dated March 24, 1992.

The 13 violations in Part I of the enclosed Notice of Violation and Proposed
Imposition of Civil Penalty (Notice) included the failure: 1) to ensure that
radiation safety activities were being performed in accordance with approved
procedures, 2) to review the radiation safety program during 1991, 3) to follow
procedures relating to monitoring hands for contamination, 4) to perform
required surveys, 5) to provide annual refresher training for hospital staff,
6) to properly dispose of radioactive waste, 7) to conduct Radiation Safety
Committee meetings at the required intervals, 8) to measure the thyroid burden
of the nuclear medicine physician who administered iodine-131 to patients on
three occasions, 9) to perform linearity tests as required,10) to perform -

constancy checks as required, and 11) to check sealed sources for leakage.

When viewed collectively, these violations span the entire range of the
radiation safety program and indicate a significant breakdown in the management
and oversight of the program. It appears the breakdowr. war due, in part, to an
overdependence on the consultant and the Chief Nuclear Medicine Technologist
who left the facility in 1991, and following the loss of these key _ individuals,
the failure of the Radiation Safety Officer to take adequate steps to assure
that licensee personnel had sufficient knowledge of program requirements. In
addition, one person was fulfilling the responsibilities associated with the
positions of Radiation Safety Officer, Chairman of the Radiation Safety

i

|
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! Committee, and Chief of the Nuclear Medicine Department, a situation that did
; not provide for an adequate independent overview of the program or ensure that

procedures were followed. Furthermore, based on discussions during the enforce-
ment conference, it appears that the radiation safety program has not received-*

; adequate attention and oversight by hospital administration which has the
ultimate responsibility for ensuring compliance with NRC license conditions.,

Therefore, in accordance with the " General Statement of Policy and Procedure
for NRC Enforcement Actions," (Enforcement Policy) 10 CFR Part 2, Appendix C,

: (1991), the violations in Part I of the Notice are classified in the aggregate
as a Severity Level III problem.-

} The staff recognizes that corrective actions for some of the violations
identified during the inspection were implemented before the inspection ended4

and that extensive correction actions had been developed for discussion at the.,

enforcement conference. Those corrective actions included the Associate4
*

Hospital Administrator being assigned special oversight responsibility for the
: radiation - safety program and - the formation of a special _ nuclear medicine
j radiation safety review group reporting to the Radiation Safety Committee.

To emphasiza the importance of maintaining an effective radiation safety.
program and ensuring compliance with regulatory requirements and licensei

1 conditions, I have been authorized to issue the enclosed Notice of Violation
; and Proposed imposition of Civil Penalty in the amount of. $3,750 for the'

Severity Level III problem set forth in Part I of the Notice. The base value
of a civil penalty for a Severity Level -III problem is $2,500.

.

The escalation and mitigation factors in the Enforcement Policy were considered
and 50 percent escalation of the base civil penalty was warranted because the

i violations were identified by the NRC. Mitigation of 50 percen* 'as warranted
for corrective action to prevent recurrence because of the extens e corrective;

! actions that were implemented or planned for implementation such as the
! establishment of an executive :ommittee to review license requirements, involve-
i ment of the Associate Hospital Administrator in program overview, and the

creation of new documentation logs, computer tracking capability, and designa-|
_

,

'

tion of a new Radiation Safety Officer with time to be -devoted to oversight-of
| the program. Escalatien of 50 percent was warranted for past performance

because even though-the last NRC-inspection conducted in February 1990 did not,

identify any violations,- the inspection conducted in August 1989, identified'

b 'seven violations which were cited on December 1, 1989, under Enfoi.cment
Action 89-186. The:other adjustment _ factors- in the Enforcement Policy were.

considered and no- further_ adjustments were appropriate. However,nthe factors-4

of multiple occurrences and' duration were considered in categorizing- the -
violations in-Part.I as a Severity Level III problem.

I The other violations cited in Part II of_the Notice include:the failure: 1) to.
; properly remove labels from containers of radioactive material prior to

disposal, 2) of the' Radiation Safety Officer to review and -initial surveyi-
I

records at least monthly, 3) to post documents required by 10 CFR 19.11,- 4) to
list the exposure rate of a dedicated check source _ on a survey instrument, 5)'

to properly maintain records-of disposal of byproduct material, 6) to properly
document survey records, 7) to retain records of leak tests, 8) to retain-

; records of physicai inventories, and 9) to retain records of survey _ meter
i
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calibration >. Although these violations were each categorized at Severity
Level V, they are of concern to the NRC because, in this case, they further
reflect the :icope of the programmatic- breakdown at'your facility.

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your response. In your
response, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. After reviewing your response to this
Notice, including your proposed corrective actions and the results of future
inspections, the NRC will detemine whether further NRC enforcement action is
necessary to ensure compliance with NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of i

this letter and its enclosure will be placed in the NRC Public Document Room.
.;

The responses directed by this letter and the enclosed Notice are nct subject
'

to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, Pub. L. No. 96-511.

J

Should you have any questions concerning this letter, please contact us. |

!Sincerely,

0

h.. $
'

Ebnetertewart
egional Administrator

Enclosure:
Notice of Violation and Proposed

Imposition of Civil Penalty

cc w/enci:
Commonwealth of Puerto Rico
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| NOTICE OF VIOLATION
AND,

PROPOSED IMPOSITION OF CIVIL PENALTY,

:
Hospital de Damas Docket No. 030-03521
Ponce, Puerto Rico- License No. 52-10270-01<

EA 92-038

During an NRC inspection conducted on February 12-13, 1992, violctions.of NRC-

requirements were identified. In accordance with the " General Statement of<

Policy and Procedure for NRC Enforcement Actions " 10 CFR Part 2, Appendix C
! L(1991), the Nuclear Regulatory Commission proposes to impose a civil penalty
1 pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (Act),
; 42 U.S.C. 2282, and 10 CFR 2.205. The particular violations and associated
]' civil penalty are set forth below:
!

; I. Violations Assessed a Civil Penalty
i

;- A. 10 CfR 35.21(a) requires that the licensee, through- the Radiation
i Safety Officer (RS0), ensure that radiation safety activities are
t being performed in accordance with approved procedures. The
i licensee's procedures for the daily operation of the byproduct

material program are described in the application dated December 19,,

! 1989, and were approved in License Condition No. 13. '

,

i
i Contrary -to the 'above, from June 1991 to February 12, 1992, the

licensee,-through its Radiation Safety Officer, failed to ensure that
} radiation safety activities were being performed in accordance with
{ the above procedures.

; B. 10 CFP 35.22(b)(6) requires that, to oversee the.use of licensed
| material, the Radiation Safety Committee (RSC) must review annually.

with the assistance.of the Radiation Safety Officer f the radiation:-

d' safety program.-
^

Contrary to the above, from January 1, 1991 until December'31,.1991.-
| the -licensee's RSC did not-review, with the. assistance of the RSO,
$ the radiation-safety program.
i

C. Condition 13 of NRC License No. 52-10270-01 requires-that-licensed*

material be possessed and used in accordance with -the z statements,,

; representations and -procedures. described in the license: application
j . dated' December 29, 1989, and licensee letter dated. March 14,'1990.

1. Item 5 of the licensee's -letter dated. March 14,J1990, states
i that the -licensee will adopt the rules for safe ' use of'*

radioactive materials publishedEin Appendix 1 to NRC Regulatory
i- Guide 10.8, Revision 2.
<

U a. Item 3 of Appendix I states that - either- af ter each
: procedure or before leaving: the restricted area, hands are

to be monitored.for contamination:in a low-background area-
*

with a crystal probe or camera- ,

i

1

\>

, .

.

i
,
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Notice of Violation 2

Contrary to the above, from May 3. -1990 to February 12,
1992, licensee personnel routinely did not monitor their
hands. for contamination, af ter each procedure or- before
leaving restricted areas, in a low-background area with a
crystal probe or camera.

b. Item 12 of Appendix I states that the licensee will survey
with a radiation detection survey meter the generator
storage, kit preparation, and injection areas daily for
contamination.

Item 10 of the licensee's letter dated March 14, 1990,
specifies that the licensee's trigger levels for -
contamination are 2000 disintegrations per minute (dpm) for
restricted areas and 2000-dpm or twice background, which-
ever is. smaller, for unrestricted areas.

Contrary to the above, from May 3,1990 to February 12,
1992, the licensee did not adequately-survey with a radia- i
tion : detection survey meter the generator storage. - kit l

|preparation, and injection areas daily for contamination.
Specifically, the licensee performed - daily contamination
surveys with a survey instrument not capable of detecting
the trigger levels established by-the licensee.

2. Item 8 of the license application, states that' the . licensee will
follow the model training program in Appendix A to Regulatory
Guide - 10.8. Revision 2. Appendix A states. in part,..that
personnel who work in or frequent restricted areas will be given
annual refresher training to include applicable regulations and
license conditions, potential hazards associated with radio.
active material in each area where the employees will work,
appropriati radiatien safety procedures and1the . licensee's -
in-house work rules.

Contrary to the above,

-a. The licensee did not give annual-refresher training in the
potential-hazards associated with radioactive material in
each area-. where the employees ' will work, appropriata
radiation safety procedures -and- the licensee's _in-house
work rules to all - security personnel who work in or
. frequent restricted areas for the years 1990 and 1991;

b. The licensee did not give annual = refresher training in
applicable -regulations - and license conditions - to ~ all
nuclear medicine personnel and 'the radiation _ physicist for
the year 1991.

-3._ Item 5 of the licensee lettes dated March 14,_1990,- states that
,

the . licensee will adopt the rules for safe use.of radioactive -

NUREG-0940 II.A-132
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' Notice of Violation 3

,

materials in Appendix ! to NRC Regulatory Guide 10.8, Revision 2.
Item 9.of Appendix 1 states that radioactive waste be disposed
of only in designated, labeled, and properly shielded recep-,

tacles..'
Contrary to the above, on February 12, 1992, the licensee*

| disposed of radioactive waste in three undesignated, unlabeled
! and improperly shielded receptacles.
!

O. 35.70(e) requires that a licensee survey for removable contamination'

- once each week all areas where radiopharmaceuticals are routinely,

prepared for use, administered, or stored.
,

1

|- Contrary to the above, for seven separate weeks between September 17,
i.

1990 and January 17,1992,- the licensee did not' survey for removable
_

contrmination in the nuclear medicine laboratory _ where radiophanna--

ceuticals were routinely prepared for use, administered, or stored.
,

!

E. 10 CFR 35.70(a) requires that a licensee survey with a radiation'

detection survey instrument' at the -end of each day of use all areas
where radiopharmaceuticals are routinely prepared for use or,

i administered.

! Contrary to the above, on numerous occasions -from May 3,1990 until
; February 12, 1992, the licensee- did 'not survey with a radiation

detection instrument, at the-end of each day of use, all areas of the
i nuclear medicine department where radiopharmaceuticals were routinely
I prepared for use or administered. Specifically, the surveys were

performed in the morning rather.than at the end of each day of use.4

, F. 10 CFR 35.22(a)(2) requires that the Raciation Safety Committee meet
j at least quarterly.
'

Contrary to the above, the licensee's Radiation Safety Committee did
not meet between March 8 and July 19, 1990 and February 19 and July 1,

i 1991, periods in excess of a calendar quarter.
'

G. 10 CFR 35.315(a)(8) requires, in part.. that a licensee measure the
thyroid burden of each individual who helped prepare or administer
dosages of iodine-131 in amounts that ' required the patient 1 to be -
hospitalized for compliance with 10 CFR 35.75, and that the measure-

-

ments be performed. within three days after-the administration of the
dosage.

'

Contrary to the above, on April R May 7,_ and- June 25, 1991, the3

licensee administered to . patients 200,130 and -130 millicuries of
iodine-131, respectively, dosages whichi require hospitalization for.

compliance with 10 CFR 35.75, and the licensee did not' measure the
thyroid burden of the nuclear medicine physician who administered
these desages.

2
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Notice of Violation 4

3. 10 CFR 35.50(b)(3) requires, in part that.a_ licensee test each dose
calibrator for linearity over the range _ of-its use between the highest
dosage that will be administered to a patient and 10 microcuries.

Contrary to the above, on at least eight occasions _ between May 3,
1990 and February 12, 1992, the licensee did not test the dose
calibrator for linearity down to 10 microcur_tes. Specifically, the
licensee performed the linearity tests only down to activities that
ranged between 1.233 millicuries and 793 microcuries.

I, 10 CFR 35.50(b)(1) requires a licensee to check each dose calibrator
for constancy with a dedicated check source at the beginning of each
day of use on a frequently used setting.

Contrary to - the- above, -between February 8, -1990 and February 12,
1992, the licensee did not check the dose calibrator for constancy
with a dedicated check source at the beginning of each day _of use on
a frequently used setting.

J. 10 CFR 35.59(b)(2) requires, in part, that a. licensee in possession-

of a sealed source test the source for_ leakage at intervals--not to
exceed six months or at other _ intervals-approved by the Corrmission or
an Agreement State.

Contrary to the above, the licensee did not test any of the sealed
sources in its possession for -leakage between July 1, 1991 and
February 12, 1992', an interval in excess of six months, and no other
interval was approved by the Commission or an Agreement State.

This is a 59 verity Level III problem (Supplement VI).
Cumulative Civil Penalty - $3,750 (assessed equally among the 13 violations).

II. Violations Not Assessed a Civil Penalty

A. 10 CFR 20.203(f)(4) requires that, prior- to disposal of_ an empty,
uncontaminated : container to an unrestricted area, the radioactive
label be-removed or defaced, or the contain?r otherwise be indicated
as no longer containing radioactive material.

Contrary to the above, on February 13, 1992, containers labeled as
containing iodine-131, inside a package-labeled RADI0 ACTIVE YELLOW-III,
were transferred for disposal without removing, defacing or marking
the labels, or otherwise indicating that' they no , longer: contained -
radioactive material.

-This is a Severity Level V. violation (Supplement IV).

B. Condition 13 of NRC License No. 52-10270-01 requires that licensed
material be possessed and used in accordance with the -statements,

NUREG-0940L II.A-134'
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Notice of Violation 5

i
,

representations and procedures described in the license application
: dated December 29, 1989, and licensee letter dated March 14, 1990,
1

: Item 10.12 of the license application,-states that tne licensee will
establish and implement the model procedure for area surveys in,

Appendix N to NRC Regulatory Guide 10.8, Revision 2. Appendix Ni

states, in part, that the Radiation Safety Officer (RS0) will review
L and initial area survey records at least monthly.
I Contrary to the above, from Cecember 9,1991 until February 12, 1992,
; a period in excess of a morith, the R50 did not revier and initial
j area survey records.
:

j This is a Severity Level V violation (Supplement VI).

I C. 10 CFR 19.11(a) and (b) require, in -part, that the licensee post
j'

; documents ' incorporated into the license, license amendments and
current copies of Part 19, Part 20, the. license, license conditions,

! operating procedures, or that a licensee post a notice describing
j these documents and where they may be examined.
,

' Contrary to the above, as of February 12, 1992, the licensee did not
i post- copies of the regulations, nor maintain any of the required

documents in the nuclear medicine department area of the hospital as
| described in the notice posted in the nuclear medicine laboratory,
I

This is a Severity Level V violation (Supplement VI).
!

D. 10 CFR 35.51(a)(3) requires that a licensee conspicuously note the;

: apparent exposure rate from a dedicated-check source, as determined
; at the time of calibration, and'the date of calibration on any survey
; instrument used to show compliance with 10 CFR Part 35.
1

Contrary to the above, as of February 12, 1992, the licensee did not
have the aoparent exposure rete from a dedicated check source as*

'

i determined at the time of calibration noted'on a survey instrument,
I and the licensee was using this survey instrument to show compliance-

with 10 CFR Part 35.
;
j This is a Severity Level V. violation (Supplement VI).
;

_

4- E. 10 CFR 35.92(b) requires that a licensee retain _ for- three ' years a
: record of each disposal of byproduct material permitted under
1; 10 CFR 35.92(a), and that the record include the date of the disposal.*

the date on which the byproduct material was placed in storage, the
radionuclides disposed, the survey instrument used,- the background
dose rate, the dose rate measured at the surface of each waste
container, and the name of the individual who performed the disposal.,

Contrary to the above, as of February 12, 1992, the licensee's -a

records of disposal of byproduct material permitted under
1
i-

1
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Notice of Violation 6

10 CFR 35.92(a) did not include the date on which the byproduct
material was_ placed in storage, the survey instrument used, the
background dose rate, and the dose rate measured at the surface of
each waste container.

This is a Severity Level V violation (Supplement VI).

F. 10 CFR 35.70(h) requires, in part, that a licensee retain for three
years a record of daily radiction detection and _ weekly removable
contamination surveys required by 10 CFR 35.70,' and that the records
include the date of the survey, a plan of each area surveyed, the
trigger level established for each area, the detected dose rate at
severai points in each area expressed in millirem per hour- or the
removable contamination in each area expressed in disintegrations per
minute per 100 = square centimeters, the instrument used to make the
surve/ or analyze the samfles, and the initials of the~individaal who
performed the survey.

Contrary to the above, i

1. From December 14,1991 i.ntil February 12,.1992,_the licensee's
records of daily radiation detection surveys required by.
10 CFR 35.70(a) did not include the initials or the individual
who performed the survey;

2. From May 3, 1990 until February 12, 1992, the l'censee's
records of daily radiation level and weekly removable -

contamination surveys required by 10 CFR 35.73(a) and (e)
did not include a plan of each area surveyed.

This is a Severity Level V violation (Supplement VI).

G. 10 CFR 35.59(d) requires, in part, that a licensee in postession of a
sealed source retain leakage test records for five years.

Contrary to the above, as of February _12, 1992, the licensee did not
retain records of leakaoe tests performed'after May 3, 1990, on all
of the licensee's sea'ied sources in its possession, which constitutes
a retention period of-less than five years.

This.is a Severity Level V violation (Supplement VI).

H. 10 CFR 35.59(g) requires, in part, that b : licensee retain for five
years records of quarterly physical inventories of sealed sources and
brachytherapy sources _in its possession.

Contrary to the above. r of February 12 1992, the licensee did not-
retain records of physicol inventories of-its sealed sources performed
after May 3,1990, a retention period of less than.five: years.

.

This is a Severity. Level V violation (Supplement VI).

NUREG-0940 II.A-136
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i- Notice of Violation 7

I s

1. 10 CFR 35.51(d) requires, in part, that a licensee retain records of,

each survey instrument calibration for three years. ,
,

| Contrary to the above, as of February 12, 1992, the licensee did not *

* retain records of annual survey instrument calibrations for two
i survey instruments calibrated in 1989 end 1990, which constitutes a
; retention period of less than three years.

; This is a Severity Level V violation (Supplement VI).

|' Pursuant to the provisions of 10 CFR 2.201, Hospital de Damas (Licensee) is
; hereby required to submit a written statement or explanation-to the Director,
! Office of. Enforcement, U.S. Nuclear Regulatory Commission, within 30 days of
;_ the date of this Notice of Violation and Proposed Imposition of Civil Penalty

(Noticc). This reply should be clearly marked as a "Repl
'

,

Violation" and should include for each alleged violation; (y to a Notice of-1) admission or'

denial of the alleged violation, (2) the reasons for the violation if admitted,;

and if denied, the reasons why, (3) the corrective steps that have been takene
; and the results achieved, (4) the corrective steps that will be taken-to avoid
; further violations, and (5) the date when full compliance will be achieved. If

an adequate reply is not received within the time specified in this Notice, an?

order or a Demand for Information may be-issued as to why the license should-

not be modified - suspended.- or revoked or why such other action as may be
.! proper, should not be taken. Consideration may. be given to extending the-

; response time for good cause-shown. Under the authority of-Section 182 of the
Act. 42 U.S.C. - 2232, this response shall be submitted = under oath or,

j M firmation.

! Mithin the same time as provided for- the response required above under
! 10 CFR 2.2,1, the Licensee may pay the civil penalty by letter ddressed -to_ the -

Director, Office of Enforcement, U.S. Nuclear Regulatory Commissan, with a.

. check, draft, money order, or electronic transfer payable to the Treasurer of
! the United States in the amount of the civil _ penalty proposed above, or the
f - cumulative amount of the civil penalties if'more than one civil penalty. is
] proposed, or may protest- imposition o' the -civil penalty in whole or in part,
i by a written answer addressed to the Director, Office of Enforcement, _ U.S',
;- Nuclear _ Regulatory Comission. Should the Licensee' fail to. answer within the '
: time specified, an order imposing the civil penalty will be issued. Should the
1 . Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting-the
i civil penalty, in whole or in part, such. answer should be clearly marked as-an

" Answer to-a Notice of Violation" and may: . (1) deny the violation _ listed in ..

; this_ Notice _in whole or'in part, (2) demonstrate. extenuating circumstances, (3)
show error'in this Notice, or (4) show other reasons My the penalty should not+

be impo;ed. In addition to protesting- the civil penh'.ty in whole or in.part,-
,

such answer may_ request remission or mitigation of the penalty. --

In requesting mitigation of- the - proposed- penalt
Section V.B of 10- CFR Part 2, Appendix. C (1991)y, the factors addressed in, should be addressed. -Any _;

.
'

- written answer in.accordance with 10 CFR 2.205 should be set forth separately 1"

from- the statement or explanation in reply pursuant to 10 CFR 2.201,- but 'may
.

!
i

(-
|
1
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Notice of Violation 8

.

*
,

incorporite parts of the 10 CFR 2.201 reply by. specific reference (e.g., citing
page .9d oaragraph numbers) to avoid repetition. The attention of the Licensee
is diis;<ed to the other provisions of 10 CFR 2.205, regarding the procedure
for imposing a civil penalty.

Upon- failure to pay any civil penalty due which subsequr'tly has been deter-
mined in accordance with the applicable provisions of 10 CFR 2.205, this matter
may be referred to the Attorney General, and the penalty, unless compromised,
remitted, or mitigated, may be collected by civil action pursuant to Section
234c of the Act, 42 U.S.C. 2282c.

The response noted above (Reply to Notice of Violation, letter with payment of
civil penalty, and Answer to a Notice of Violation) should be addressed
to: Director, Office of Enforcement, U.S.- Nuclear Regulatory Commission,
ATTN: Document Control Desk, Washington, D.C. 20555 with a copy to the Regional
Administrator, U.S. Nuclear Regulatory Commission, Region !!. |

l

-Dated at Atlanta . Georgia
this 27th day of March 1992

NUREG-0940 11.A-138

_ _ _-



. - .._ .

[ % UNITED STATES
3" ; NUCLEAR REGULATORY COMMISSION
[ %,,,)p) i REGION V
% #

14so MARIA LANE\ ,, WALNUT CREEK, CAUFORNIA 94596-53683

January 13, 1992

Docket No. 030-19521
License No. 50-19913-01
EA 91-146

4

Ketchikan General Hospitsi
3100 Tongass Avenue
Ketchikan, Alaska 99901

: Attention: Ed Mahn
Hospital Administrator*

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF civil
PENALTY - $2500
(NRC Inspection Report No. 030-19521/91-01)

'

This refers to the inspection conducted on October 10 and 18, and December
9-13, 1991, of the Ketchikan General Hospital, Ketchikan, Alaska. The results
of the inspection were reported in NRC Inspection Report No. 030-19521/91-01,
dated November-8, 1991. Tws.lve violations of NRC requirements were identified
by the NRC during this inspection . The violations, their causes, and your
corrective actions were discussed with you during an Enforcement Conference on
November 21, 1991. The results of the Enforcement Conference were documented
in Inspection Report No. 03G 1c"21/91-02, dated December 20, 1991.

*

The violations are described in the enclosed Notice of Violation-and Proposed
imposition of Civil Penalty (Notice). Collectively, the twelve violations set,

forth in the enclosed Notice represent a breakdown in your management control
system designed to provide adequate oversight of your radiation safety
program.,

The violations includes (1) failure to conduct annual reviews of the radiation
safety program; (2) failure to conduct dose calibrator linearity tests; (3)
failure to conduct a dose calibrator geometry test upon installation; (4)

. failure to perform survey meter calibrations; (5) failure to label syringes or' syringe shields; (6) failure to conduct quarterly inventories of sealed
sources (repeat violation from the NRC inspection conducted on August 17-18,
1988);-(7) failure to check the e P- 7 ort of the xenon system; (8) failure
to record the dose calibrator mcf. ..a serial number on daily constancy and
quarterly linearity records; (9) failure to include the Radiation Safety
Officer's signature on records for dose calibrator accuracy tests, leak tests
and physical inventories; (10) failure to include trigger levels and survey
meter identification on records for daily surveys and weekly wipe tests;-(11)
failure to show the ratio of the measurements expressed in microcuries'of
molybdenum per millicurie of technetium for molybdenum breakthrough tests;
and, (12) failure to record surveys of previously contaminated waste destined
for non-radioactive disposal.

The violations involving failure to conduct' dose calibrator.linearity tests
and survey meter calibrations are considered especially significant because
they were identified by your health physics consultant prior to the

NUREG-0940 II.A-139
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inspection. An audit on September 27, 1990 identified e snissing dose -
calibrator linearity test in 1989 .and the audit on September 4,- 1991
identified additional missing tests in'1990 and I? & 'ut you failed too
correct these deficiencies. The 1990 audit also notM that-surn y meters
should have been calibrated annually. Minutes of the Decuber 14, 1990
Radiation Safety Committee (Committee) meeting documented that the. Committee
acknowledged the need for annual cf.librations of instruments and for linearity
testing of dose calibrators every ninety days, but the Committee failed to
ensure that these tasks were accomplished.

The number of violations, the repetition of one violation, your failure to
promptly correct two other violations identified by your consultant and your
failure to ensure implementation of corrective actions called for by the
Cormiittee, denote a breakdown in the control of the radiation safety r.rogram
by licensee management, collectively representing a potentially significant
lack of attention toward licensed responsibilities. Therefore.-in accordance
with the " General Statement of Policy and Procedure for NRC Enforcement
Actions," (Enforcement Policy) 10 CFR Part 2. Appendix C-(1991), the
violations-are classified in the aggregate as a Severity Level 111 problem.

- To emphasize the need for effective management and Committee oversight of your
radiation safety program, I am issuing the enclosed Notice of Violation and
Proposed imposition of Civil. Penalty in the amount of $2500 for the Severity
Level !!! problem. The base value of a civil penalty for a Severity Level.111
problem is $2500. The escalation and mitigation factors in the Enforcement
Policy were considered.

The base civil penalty was increased by 50% for-" Identification and Reporting"
because the NRC identified the violations and, in-certain cases noted above,
you should have reasonably discovered and taken corrective action on-the
violations before identification by the NRC. The base civil penalty was
decreased by 50% for " Corrective Action To Prevent Recurrence" because you
took timely and comprehensive corrective action. The.other. factors listed in
the Enforcement Policy were also considered, but no further adjuttments were
deemed appropriate.

You are required to respond to this -letter and should follow the -instructions
specified in the enclosed Notice when preparing'your response. In-your -
response, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. After reviewing your response to this
Notice, . including your proposed corrective actions and the results- of future
inspections, the NRC will determine whether further NRC enforcement. action is -
necessary to ensure compliance with NRC regulatory requirements. -

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of-

this letter and its enclosure will be placed in the NRC Public Document Room.

1 NUREG-0940 II.A.140
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The responses directed by this letter and the enclosed Notice are not subject,

to the clearance procedures of the Office of Management and Budget as required
by the, Paperwork Reduction Act of 1980, Pub. L. No. 96-511. .

Sincerel ,3
-

y
Regional Administ ttr.

!

Enclosure:
Notice of Violation and

! Proposed Impcsition of Civil Penalty
:

1

;

i

i
!

|
;

4

i

i

i

.

;

,

!

!
!

!

,
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- NOTILE OF VIOLATION
Ah?

PROPOSED IMPOSITION OF CIVIL PENALTY'

Ketchikan General Hospital Docket No. 030-19521
3100 Tongass Avenue . License No. 50-19913-01
Ketchikan, Alaska 99901 EA 91-146

During an NRC inspection conducted on October 10 and 18 and December 9-13,
1991, violations of NRC requirements were identified. In accordance with the
" General Statement of Policy and Procedure for NRC Enforcement Actions," 10-

CFR Part.2, Appendix C (1991), the Nuclear Regulatory Ccmmission proposes to ,

impose a civil penalty pursuant to Section 234 of the Atomic Energy Act of |
'

1954, as amended (Act), 42 U.S.C. 2282, and 10 CFR 2.205. _The particular
violations and associated civil penalty are set forth below:

A. 10 CFR 35.22(b)(6) requires that, to oversee the use of licensed
material, the Radiation-Safety Committee must review annually, with the
' assistance of the Radiation Safety.0fficer, the radiation safety program.

Contrary to the above, from August 18, 1988 until October 10, 1991, the
licensee's Radiation Safety Committee did not review, with the assistance
of the Radiation Safety Officer, tne licensee's radiation safety program. ,

B. 10 CFR 35.50(b)(3) requires, in part, that the licensee test each dose
calibrator for linearity at least quarterly.

Contrary to the above, the licensee did not test its dose-calibrator for
linearity during the fourth quarter of 1989, third quarter of 1990- and
second quarter of 1991.

C. 10 CFR 35.50(b)(4) requires, in part, that a licensee test each| dose
calibrator for geometry dependence upon installation over the range of
volumes and volume configurations for which it will be used.

Contrary to the above, the licensee did not test'its dose calibrator for
geometry dependence at the time of installation, which occurred on
September 18, 1991.

D. 10 CFR 35.51(a). requires that a licensee calibrate the survey instruments
used to show compliance with 10 CFR Part135 before first-use, annually,
and following repair.

Contrary to the above,-at the time of the inspection, the licensee-was-
using a Technical Associates Model PUG-1 (serial no. 2268) and Victoreen-
Minimonitor 11 (serial no. c290107000) survey instrument to show-
compliance with 10 CFR Part 35, and these instruments had not been
calibrated since September 28, 1989 ari October 7,1989 respectively.

E. 10 CFR 35.59(g) requires, in part, that a licensee-in possession of a-

sealed source or brachytherapy source conduct a quarterly physical-
in"entory of all such sources-in its possession.

NUREG-0940 II.A-142-
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ferary to the above, the licensee did not conduct physical inventories
of its sealed sources at any time between January 1,1991 and October 10,
(991, a period in excess of a calendar quarter.'

This is a repeat violation.

F. 10 CFR 35.60(b) requires that, to identify its contents, a licensee
, conspicuously label er.ch syringe, or syringe radiation shield that

contains a syrin9e wit:. a radiophamaceutical, and that the label showt

the radiopharmaceutical name or its abbreviation, or the clinical
procedure to be performed, or the patient's name.

Contrary to the above, since August 18, 1988, the licensee did not label'

'
syringes or syringe radiation shields containing a syringe with
radiophamaceuticals used at the licensee's facility.

! G. Condition 16.A of the license references the licensee's application dated
December 17, 1986. Item 21, paragraph 6 of the application describes, in

. part, the procedure for checking quarterly the exhaust port of the
'

Pulmonex Xenon System with a Xenon Gas Monitor attached directly to the
port.

Contrary to the above, as of the time of the inspection, the licensee had
, failed to check the exhaust port of the Pulmonex Xenon System with a
; Xenon Gas Monitor since August 18, 1988.

.

H. 10 CFR 35.50(e)(1) and (3) require, in part, that a licensee retain
i records of dose calibrator daily constancy checks and quarterly linearity

tests for three years unless directed otherwise, and that the records
include the model and serial number of the dose calibrator.

Contrary to the above, as of October 10, 1991, the licensee's record of,

dose calibrator daily constancy checks and quarterly linearity tests
performed on March 21, 1990, June 26, 1990, December 13, 1990, February
19, 1991 and September 28, 1991 did not include the dose calibrator model

! and serial number.

I. 10 CFR 35.50(e)(2), 35.59(d) and 35.59(g) require, in part, that a,

licensee retain records of dose calibrator annual accuracy tests, sealede

i source leak tests and sealed source physical inventories, respectively,"

and that the records M clude, in part, the signature of the Radiation
Safety Officer.a

Contrary to the above, as of October 10, 1991, the licensee's records.of
annual accuracy tests of its dose calibrator, sealed source leak tests
and sealed source' physical inventory did not include the signature of the>

Radiation Safety Officer. .

J. 10 CFR 35.204(b) states that a licensee that uses
molybdenum-99/ technetium-99m generators for preparing a technetium-99m

|,

radiophamaceutical shall measure the molybdenum-99 concentration in each
ieluate or extract. I

J

1

i
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10CFR35.204(c) requires,inpart,thatalicenseethatmustmeasure
molybdenum concentration retain records that include, for each elution or
extraction of technetium 99m, the ratio of microcuries of molybdenum per
millicurie of technetium, cnd the initials of the individual who made the
measurement.

.

Contrary to the above, from August 18, 1988 to October 10, 1991, the
licensee used molybdenum-99/ technetium-99m generators for preparing
technetium-99m radiopharmaceuticals, and the licensee's recorG of
elutions of technetium-99m did not include the ratio of microcuries of
molybdenum per millicurie of technetium. ;

K. 10 CFR 35.70(a) and (e) renuire, in part, that a licensee survey all
arcas where radiophamaco zicals are routin21y prepared for use or j

administered. 10 CFR 35.70(h) requires, in part, that a licensee retain
'

a record of the trigger level and survey meter used for the surveys j

requiredby10CFR35.70(a)and(e). 1

Contrary to the above, as of October 10, 1991, the licensee did not
record trigger levels or the survey meter used for surveys of all 6reas
where radiophamaceuticals are routinely prepared for use or
administered.

L. 10 CFR 35.92(b) requires that a licensee retain for three years a-record
of each disposal of byproduc material pemitted under 10 CFR 35.92(a),
and that the record include, a part, the dose rate measured at the
surface of each waste container -

Contrary to the above, U of October 10, 1991, the licensee's records of
disposal of byproduct material pemitted under 10 CFR 35.9t(s) did not . '

include the dose rate measured at the surface of eact waste container.

Violations A through L above constitute a Severity Level 111 problem
(SupplementVI). .

Civil Penalty - $2500, assessed equally among Violations A through E.

Pursuan; to the provisions of 10 CFR 2.201, Ketchikan General Hospital is
'

hereby required to submit a written statement or explanation to the Director.
Office of Enforcement, U.S. Nuclear Regulatory Comission, within 30 days of
the date of this Notice of Violation and Proposed imposition o' Civil Penalty
(Notice). This reply should be clearly marked as a " Reply to 4 h wice of-

Violation" and should include for each alleged violation: (1; admission or
denial of the alleged violation.-(2)' the reasons for the violation if ,

admitted, and if denied, the reasons wh , (3) the corrective steps that have
been taken and the results achieved. (4 the corrective steps that will be
taken to avoid further violations,.and 5) the date when full Compliance will r

be achi wed. If an adequate reply is not received within the time specified.
-

in this Notice, the Commission may issue an order or a-demand for information
as to why the license should not be modified, suspended, or revoked or why
such other action as may be proper should not be taken. Consideration may be
given to extending the response time for good cause shown. -Under the
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authority of Section 182 of the Act, 42 U.S.C. E232, this response shall be
; submitted under oath or affimation.

Within'the same time as provided for the response required cbove under 10 CFR
j 2.201, ths Liceasee may pay the civil penalty by letter addressed tu the ,

! Director, Office of Enforcement V.S. Nuclear Regulatory Commission, with a
; check, draf t, money order, or electronic transfer payable to the Treasurer of
i the United States in the amount of the civil penalty proposed above, or may
| protest imposition of the civil penalty in whole or in part, by a written
i answer addressed to the Director Office of Enforcement, U.S. Nuclear
j Regulatory Commission. Should the 1.icensee fail to answer within the time
i spec.fied, an order imposing the civil penalty will be issued. Should the

Licensee elect to file an answer in accordance with 10 CFR 2.205 protesting
i the civil penalty, in whole or in part, .such answer should be clearly marked ,

) as an " Answer to a Notice of Vio6ation" and mayi (1) deny the violation (s) '

j listed in this Notice, in whole or in part, (2) demonstrate extenuating '

circumstances, (3) show error in this Notice, or (4) show other reasons whyi

; the penalty should not be imposed. In addition to protesting the civil
: penalty in whole or in part, such answer may request- remission or mitigatio_n
! of the penalty.

| In requesting mitigation of the proposed penalty, the factors addressed in
: Section V.B of 10 CFR Part 2 Appendix C (1991), should be addressed. - Any
: written answer in accordance with 10 CFR 2.205 should be set-forth separately
j- from the statement or explanation in reply persuant to 10 CFR 2.201, but may
: incorporate parts of the 10 CFR 2.M1 reply by specific reference (e.g.,

citin; page and paragraph numbers) to avcid repetition. The attention of the4

Licensee is directed to the other provisions of 10 CFR 2.205, regarding the:

f procedure for imposing a civil penalty.
1

;- Upon failure to pay any civil penalty due which subsequently nas been
_

i detemined in accordance with the applicable provisions of 10 CFR 2,?05, this
! matter may be referred t; the Attorney General, and the penalty, unless

_ ,

I compromised, remitted, or mitigated, may be collected by civil-action puridant
j to Section 234c of the Act. 42 U.S.C. 2282c.

;

The response.noted above (Reply to Notice of Violation, letter with payment of,

i civil- penalty, and Answer to a Notice of Violation) should be addressed to:
1 Director, Office of_ Enforcement, 0.5. Nuclear Regulatory Comission, ATTN:
i Document Control Desk, Washington, D.C. 20555, with a copy to the Regionhl

,

'

| Administrator, U.S. Nuclear Regulatory Comission, Region V,1450 Maria Lane,
i Suite 210, Walnut Creek, California 94596.
i
1

j Dated at Walnut Creek, California
this 13th day of January 1992

,

F
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Docket flo. 030-19521
Licenso No. 50-lh913-01
EA 91-146

Kotchikan General llospital
A*lTU : Mr. Ed Mahn

Hospital Administrator
3100 Tongass Avynue
Ketchikan, Alaska 99901

Centle.nen

SUBJECT: ORDER IMPOSING CItrIL HONETARY PENALTY - $1,000

This refers to your letters dated February 5 and 26, 1992 in

response to the Notice of Violation and Propobed Imposition of
Civil Penalty (Notice) sont to you by our letter datoc' ,;ary 2 3,

1992. Our letter and Notice described twelve llRt intilted

violations that were considered a Severity Level III ,' N,em

To cephasite thu need for effectivo management overLight of your
radiation safety program, a civil penalty of $2,500 was prc;6 sed.

In your responso, you admitted each of the violations, but
requestti :itigation of the penalty from $2,500 to $1,000.
After consideration of your response, we have concluded for the
reasons given in the appendix attached to the enclosed Order
Imposing civil Monetary Penalty that the penalty should be
mitigated to $1,000. Accordingly, we hereby serve the enclosed
Order on Kotchikan General Hospital, imposing a civil monetery
penalty in the amount of $1,000. We will review the effectiveness
of your correctivo actions during a subsequent inspection.
In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter and the enclosure will be placed in the NRC's
Public Document Room.

Sincerely,

4y /@y/t
Hugb/ L. Thompsph, '
Deputy Executive ector for
Nuclear Materials Safety, Safeguards

*

and Operations Support

Enclosures: As stated
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of )
KETCHIKAN GENERAL HOSPITAL ) Docket No. 030-19521
Ketchikan, Alaska ) License No. 50-19913-01

) EA 91-146

, ORDER IMPOSING- CIVIL MONETARY PENALTY

I

Ketchikan General Hospital (Lice'.1see) is the holder of Materials

License No. 50-19913-01 issued by the Nuclear Regulatory Commission '

(NRC or Commission) on April 6, 1989. The license authorizes the
medical use of radioactive materials by the licensee in accordance
with the conditions specified therein.

II

An inspection of the Licensee's activities was conducted on October

10 and 18 and December 9-13,_1991. - The results of this inspection

indicated that the Licensee had not conducted its activities in
full compliance with NRC requirements. A written Notice of

Violation- and Proposed Imposition _of Civil Penalty _. (Notice) was -

served upon the Licensee by latter dated January 13, 1992. The

Notice states the nature of the violations, the provisions of the
NRC's requirements that the Licensen had violated, and the amount
of the civil penalty proposed for the violations. The Licensee

responded to the Notice in letters dated February 5 and 26, 1992.

In its response, the Licensee admitted the violations but requested-
mitigation of the civil penalty.

NUREG-0940 _II A-147
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,

2 ,

III

After consideration of the Licensee's response and the statements

of fact, explanation, and argument for mitigation -contained

therein, the NRC staff has determined, as set forth in the Appendix
l

to this Order, that the violations occurred as stated and that the

penalty proposed for the violations designated in the Notico should

be mitigated as requested by the licensee. ,

,

!,

IV ,

e

: '

In view of the foregoing and pursuant to Section 234 of the Atomic

Energy Act of 1954, as amended (Act), 42 U.S.C. 2282, and 10 CFR

2.205, IT I3 HEREBY ORDERED THAT:

The Licensee pay a civil penalty in the amount of $1,000

within 30 days of the date of this Order, by check, draft,

money order, or electronic transfer, payable to the Treasurer

of the United States and mailed to the Director, Office of

Enforcement, U.S. Nuclear- Regulatory Commission, ATTN

Document Control Desk, Washington, D.C. 20555.-

V

The Licensee may request a hearing within 30' days of the date of

this order. _A request for a hearing should be clearly marked as'a

NUREG-0940 II.A-148
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i

3

; "ReqQestforanEnforcementHearing"andshallbeaddressedtothe
i

Director, office of Enforcement, U.S. Nuclear Regulatory
{

;

Commission, ATTN: Document Control Desk, Washington, D.C. 20555.

Copies also shall be sent to the Assistant General Counsel for

Hearings and Enforcement at the same address and to the Regional

Administrator, NRC Region V, 1450 Maria Lane, Suite-210, Walnut

Creek, California 94596.

,

j If a hearing is requested, the Commission will issue an order

| designating the time and place of the hearing. If the Licensee

falls to request a hearing within 30 r;ays of the date of this
Order, the provisions of this order shall b6 effective without

| further proceedings. If payment has not been made by-that time,
. the matter may be referred to the Attorney General for collection.
!

| In the event the Licensee requests a hearing as provided above, the
i issues to be considered at such hearing'shall bu whether on the

basis of the violations admitted by the Licensee, this order should
,

be sustained.
,

FOR THE NUCLEAR REGULATORY CCMMISSION

j L O]$1'

Hu L. ThompsoV, J,

.

Deputy Executive D'r tor for
Nuclear Materials fety, Safeguards5

and operations support
|

.

Dated at Rockville, Maryland;

this 0th day of_ hA., 1992
,

b
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APPENDIX TO ORDER IMPOSING CIVIL PEllALTY
EVALUATION AND C0!1CLUSION ,

,

"

On January 13, 1992, a Notice of Violation and Proposed Imposition
of Civil Penalty (Notice) was issued for violations identified i

during an NRC inspection. Ketchikan General Hospital responded-to
the Notice in a letter dated February 5, 1992, admitting all of the
violations, but requesting mitigation of the civil penalty from |

$2,500 to $1,000 on the grounds that it is a small, rural, isolated
f acility with limited financial resources. In a letter dated ;

February 26, 1992, the licensee provided further information to '

justify the mitigation request, specifically noting that it engages
in nuclear medicine as a community service and not for profit.

!

NRC Evaluation of Licensee's Roguest for Mitiaation
,

The basis for mitigation is that the licensee is a small, rural, ;

isolated facility with limited finat.cial resources. The ;

information - provided on February 6, 1992, -indicated that the t
'

licensee operated its nu. lear medicine department at a - loss.
However, the licensee beit4 a non pretit hospical normally operates ,

!
on a break even basis (expenditures balancing revenue).

!

In the staf f's view, the . licensee's " ability to pay - is not so
marginal that collection of the f ull civil penalty either in a' lump
sum or permitting payment over time with appropriato interest would
adversely affect the ability for this licensee to safely run~1ts
nuclear medicine department. However, the licensee is clearly a
small rural hospital (44 beds) with a very small nuclear medicine
program (10.to 15 diagnostic treatments a month) . The revenue fron.
the nuclear medicine department is about $70,000 a year which has
been declining for the past several years. The expenditures for
the department including overhead expense 9 are about $85,000. The
closest hospitals with nucicar medicine departments are in Seattle
600 miles away and in Anchorage 860 miles away. Access to
Ketchikan is only by. boat or airplane.

In the staff's view, application of the normal civil penalty
process-to this-small nospital is not warranted. -Given-the range
of the sizes of hospitals. covered by the normal' base penalty of
$2500, this hospital is clearly at the-low range. A civil penalty
of $1000 appears to be a fairer penalty. .This penalty should.be
sufficient to emphasize the need for the licensee to
maintain lasting corrective action.

NRC Conculsion

Therefore, in accordance with section VII.B.6 of the Enforcement
policy the' Staff, .after notification of the Commission, is

exercising enforcement discretion and imposing,a civil penalty of
$1000.
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). W4TED STATES*
,

I'3m i NUCLE AR REGUL ATORY COMMI',SION1

f; nass No1ON. o c. rosss
t 4 4

%,,,,,/ APR 2 21992
a

Docket Nos. 030 00571 and 030-19502,

; License Nos. 52 13598 01 and 52-13598-03
EA 92-039

,

I Maya 9uez Medical Center
ATTN: Dr. Elba Horales de Roman<

) Director, Western Region
j Department of Health

Contnonwealth of Puerto Rico*

Mr. Angel Franceschi
; Medical Center Administrator
'

Road Nurber 2 Kilometer 157
'

Mayaguez, Puerto Rico 00708
4

Dear Dr. Morales de Roman and Mr Franceschi:

SUBJECT: NOTICE OF VIOLATION AND ORDER MODIFYING LICENSES (NRC INSPECTION.

} REPORT NOS. 52-13598-01/92-01 AND 52-13598-03/92-01)

This refers to the Nuclear Regulatory Cocunission (NRC) inspection conducted by,

| Messrs. H. Bermuder and W. Loo 6t the Mayaguez Medical Center, Mayaguez, Puerto
Rico on February 10 11, 1992. The inspection included a review of the activities
conducted under your licenses with respect to radiation safety and compliance,

with NRC regulations and the conditions of your licenses. The report documenting,

; this inspection was sent to Mr. A. Franceschi, Administrator, Mayaguez Medical
Center, by letter dated March 5,1992. As a result of this inspection,4

} significant failures to comply with NRC regulatory requirements were identified.
An enforcement conference was held on March 11, 1992, at the Mayaguez Medical
Center with you and merbers of your staff to discuss the vio ations, their,

causes, and your corrective actions to preclude recurrence. A sumary of the'

i enforcement conference was sent to you by letter dated March 27, 1992.

The violations described in the enclosed Notice of Violation (Notice) involve
both your nuclear medicine license and your teletherapy license and include*

significant and continuing problems in the Greas of management controls,
program organization, personnti radiation protection, facilities and equipment,

! control and accountability of licensed materials, and patient protection during
treatment. This matter is of significant concern to the NRC because of the

i potential safety implications represented by the collective violations and your
:- facility's poor recent inspection history. With rega M to past inspection
f history, on April 18, 1989, a Nctice of Violation and Proposed Civil Penalty in

the amount of $5000 was issued to your facility as a result of an NRC inspection
conducted on January 25, 1989. The civil penalty was subsequently mitigated to4

3 $500, based on your inability to pay the full proposed civil penalty. That
enforcement action (EA 89-033) addressed multiple violations that were

;~
categorized as a Severity Level 111 problem because of a breakdown in the
control of licensed activities based on a significant lack of management
oversight and lack of attention in the use of licensed materials. On January
23, 1991, a Notice of Violation was issued to your facility as a result of an
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1

Mayaquez Medical Center -2-

NRC inspection conducted on December l', 1990, which resulted in the identif1-
cation'of eight violations associated with the teletherapy program conducted
under NRC License No. 52-13598-01.

As a result of the latest inspection, we continue to see unacceptable performance. ,

Adequate management oversight is vital to achieving and maintaining the desired i

level of performance for your radiation safety program. Our concern in this I
.

regard ts supported by the fact that your part-time Radiation Safety Of ficer |(R50), in addition to performing RSO duties, serves as the physicist for both ;

the nuclear medicine and the teletherapy departments, and serves as the lead
individual on the Radiation Safety Comittee. Apparently, as a result of his
various work assignments both inside and outside the facility, the RSO has not
been e'fective in implementing and maintaining the radiation safety program.

An enforcement conference was held at the Mayaguez Medical Center on March II,
1992. The corrective actions taken for the individual violations were discussed.
During the enforcement conference discussion, you acknowledged the advantages
of providing increased daily involvement by supervisory personnel in radiation
safety activities as well as designating a technically qualified manacer other
than the RSO as Chairperson of the Radiation Safety Comittee. YouaIso
acknowledged the need to recruit a full-time radiation safety specialist to
assist the part-time R50 in performing the daily functions associated with
the RSO position. The NRC agrees that these issues are important and that they
need to be carefully considered during the assessment directed by the attached
Order, especially in view of the inadequate independence ' hat results when the
san.e person performs duties as both the RSO and Chairperson of the Radiation ,

Safety Comittee.

Therefore, because of the collective significance cf the violations and because
of the continuing lack of management attention to the program, the violations
are classified in the aggregate as a Severity Level 111 problem. .

In accordance with the " General Statement of Policy and Procedure for NRC
EnforcementActions,"(EnforcementPolicy)10CFRPart2,AppendixC(1991),a
civil penalty is considered for a Severity Level !!! prelem. However, I have
decided to issue the enclosed Order modifying your licenses in lieu of a civil
penalty in light of your past difficulty in paying a civil penalty. We have
taken into consideration the f act that yours is the only public hospital providing
nuclear medicine and teletherapy services in western Puerto Rico and that a
substantial civil penalty could adve sely impact your ability to provide these
services.

After careful review and consideration of the inspection findings
compliance history, and your continuing lack of management control your past.and oversight -

of the radiation safety program, and in order to ensure that your program will
-

be conducted in a manner that protects the health and safety of your' patients
and employees, I have determined that the public health, safety, and interest
requires issuance of the enclosed Order Modifying Licenses. This Order is
effective imediately. The Order requires, in part, that you obtain independent
consulting services, submit a written Performance Improvement Plan (Plan) .
and submit monthly reports until the Performance Improvement Plan is completed. - .

Failure to comply with this Order may result in further enf orcement actions in
the future.
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Mayaquez Medical Center -3-

You are required to respond to this letter and the enclosed Notice and should
follow,the instructions specified in the Notice when preparing your response.
In your response, you should document the specific +ctions taken and any
additional actions you p*,.n to prevent recurrence. Af ter reviewing your
response to this Notice and the actions required by the Order, including your
proposed corrective actions and the results of future inspections, the NRC will
determine whether further enforcement action is necessary to ensure compliance
with NRC regulatory requirements. I

Should ou Fave any questions on this Order, please contact the undersigned
at 301 504-2741, or the Region II Deputy Division Director, Bruce S. Mallett,
at 404 331-5514.

In accordance with Section 2.790 of the NRC's " Rules of Practice," Part 2,
Title 10. Code of Federal Regulations, a copy of this letter and its enclosures
will be placed in the NRC Public Document Room.

The responses directed by this letter and its enclosures are not subject to the
clearance procedures of the Office of Management and Budget as required by the
Paperwork Reduction Act of-1980, Pub. L. No. 96-511.

Sincerely, ,

ftth. | L$u - -

[jJamesLieberman, Director
U 0ffice of Enforcement

Enclosures:
1. Notice of Violation
2. Order Hodifying Licenses

cc w/encis:
Commonwealth of Puerto Rico

,

|
'
,

|

|
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P:0TICE OF VIOLATICN

Mayaguez Medical Center Oocket Nos. 030 00571, 030-19502
Mayaguez, Puerto Rico License Nos. 52-13598-01,

52-13598-03
EA 92-039

During an NRC inspection conducted on February 10-11, 1992, violations of NRC
requirements were identified. In accordance with the " General Statement of
policy and procedure for hRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1991), the violations are listed below:

1. VIOLAlsn3 ASSOCIATED WITH LICENSE t:0. 52-13598-03

A. 10 CfR 35.315(a)(8) requires, in part, that a licensee measure the
thyroid burden of ear.h individual who helped prepare or administer
dosages of iodine-131 in amounts that required the patient to be
hospitalized for compliance with 10 CFR-35.75.

Contrary to the above, on September 10 and November 4,1991, the
licensee administered to patients 98.1 and 199.9 millicuries of
todine-131, respectively, dosages which required hospitalization of
these patients for compliance with 10 CFR 35.75, and the licensee did !

not measure the thyroid burden of the nuclear medicine technologist
who helped prepare and administer these dosages.

B. 10 CFR 35.70(a) requires a licensee to survey with a radiation
detection survey instrument at the end of each dej of use all areas
where radiopharmaceuticals are routinely prepared for use or
administered.

Contrary to tt ' above, on at least 10 occasions between January 11
and December 2d, 1991, the licensee did not survey with a radiation
detection survey instrument at the end of each day of use any areas
in the nuclear meatcine department where radiopharmaceuticals were
prepared for use or administered.

C. 10Cfr.35.70(e)requiresthatalicenseesurveyforremovable
contamination once each week all areas where radiopharmaceuticals are
routinely prepared for use, administered, or stored.

Contrary to the above, for 14 weeks between January 29, 1990 and
August 2, 1991, the Itcensee did not survey for removable
contamination the nuclear medicine laboratory, an area where-
radiopharmaceuticals were routinely prepared for use, administered,
or stored.

D. 10 CFR 35.50(b)(3) requires that a licensee test each dose calibrator
for lincarity at least quarterly.

Contrary to the above, the licensee did not test its dose calibrator
for linearity from December 13, 1930 until May 1, 1991, a period in
excess of a calendar quarter.

This is a repeat violation.

!

i

|-
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Notice of Violatten -2-
i

E. 10 CfR 35.59(g) requires, in part, that a licensee in possestion of a
sealed source nr brachytherapy source conduct a quarterly physical
inventory of all such sources in its possession.'

Contrary to the above, during the periods from March 7 to September
21, 1990, from September 21, 1990 to April 26, 1991, and from April
26, 1991 to October 7, 1991, periods in excess of a calendar quarter,
the physical inventories that the licensee performed failed to
account for a strontium-90 eye applicator.

F. 10 CFR 35.59(b)(2) requires, in part, that a licensee in possession
of a sealed source test the source for leakage at intervals not to
exceed six months or at other intervals approved by the Commission or
an Agreement State.

Centrary to the above, the 11ceasee did not test any of the-sealed
snurras in its possession for leakage between September 21, 1990 and
April 26, 1991, an interval in excess of six months, and no other
interval was approved by the Comission or an Agreement State.

G. Condition 21 of NRC License No. 52-13598-03 requires, in part, that
licensed material be used and possessed in accorc'snce with the
statements, representations and procedures described in the license
application dated hovember 3, 1981 and in licensee letters dated
February 15, 1991, January 23, 1987, and Octnber 30, 1979.

1. Item 15 of the license application states that the licensee will-
implement the general rules for the safe use of radioactive
material described in Appendix G to Regulatory Guide 10.8,
Revision 1. Item 3 in Appendix G states that licensee personnel
monitor hsnds bnd clothing for contamination after each
procedura or before leaving the area.

Contrary to the above, on February 10, 1992, a nuclear medicine
technologist did not monitor her hands and clothing for
contamination after each procedure or before leaving the nuclear
medicine laboratory area.

2. Licensee letter dated January 23, 1987, states, in part, that
the strontium-90 eye applicator sealed source will be ohysically
maintained in the Nuclear Medicine Laboratory for safety reasons,
used in the surgery room once a week and then returned to the
labora tory.

Contrary te the above, b6 tween January 24, 1990 and February 11,
1992, the strontium-90 eye applicator scaled source was main-
tained in the surgery ronm, and not in the Nuclear Medicine
laboratory.

3. Licensee letter dated October 30,'1979,- states,-in-part that
the-100 millicurie cesium-137 survey instrument calibration -
source will be stored in a cabinet under lock in the radiation -
physicist's laboratory, and used in-that laboratory.
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Notice of Violation -3-

Contrary to the above, from December 17, 1990 to February 10,
1992, the U censee did not store the cesium-137 calibration,

source in a cabinet under lock in the radiation physicist's
laboratory.

4 Licensee letter dated February 15, 1991 states, in part, that
thelicenseewillchangethecharcoalfiltercartridgeinthe
iodine " mini hood" every six months and will maintain records
after each cartridge replacerent.

Contrary to the above, between April 15, 1991 and February 10,
1992, an interval in excess of six months, the licensee did nut
change the charcoal-filter cartridge in the iodine ' mini-hood."

H. 10CFR19.11(a)and(b) require,inpart,thatthelicensee-post
current copies of Part 19, Part 20, documents incorporated into the,

license, license amendments and operating procedures, or that the
licens.:e pmt e notice describing these documents and where they may.

be examined.

Contrary to the above, on February 10, 1992, the licensee did not
post any of the above referenced documents, or a notice describing
these documents and where they could be examined.

This is a repeat violation.

1. 10 CFR 20.203(e) requires that rooms in which specified amounts of
licensed c.aterici are used or stored be conspicuous 1v posted " Caution
Radioactive Material."

' Contrary to the above, on February 10, 1992, the nuc. ear medicine
laboratory, which contained millicurie quantities of technetium-99m
labeled radiopharmaceuticals and a molybdenum-99 radiopharmaceutical
generator, was not posted as required.

J. 10 CFR 35.51(a)(3) requires that a licensee conspicuous'ly note the
apparent exposure rate from a dedicated check source, as determined
at the time of calibrstion, and the date of calibration on any survey
instrument used to show compliance with 10 CFR Pact 35.

Contrary to the above, as of February 10, 1992, the licensee did not
have the apparent. exposure rate from a dedicuted check source as
determined at the time of calibration noted on its survey instrument, !

and the licensee was using the. survey instrument to show compliance l

with 10 CFR Part 35.

K. 10 CFR 35.92(b) requires that a licensee retain for three years a
record of each disposal of byproduct material permitted under 10 CFR
35.92(a), and that the record include the date of the disposal, the
date on which the-byproduct material was placed in storage, the -
radionuclides disposed, the survey-instrument used, the background
cose rate, the dose rate measured at the surface of'each waste
container, and the nama of the individu:1 who performed the disposal.
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Notice of Y1olation -4.

Contrary to the above, as of February 10, 1992, the licensee's
records of disposal of byproduct material permitted under 10 CFR,

35.92(a)didno+includetheradionuclidesdisposedandthe
background dose rate.

II. V10L4TIUN ASSOCIATED WITH LICENSE NO. 52-13598-01

A. 10 CFR 35.632(a)(3) requires that full calibration measurements on
each teletierapy unit be conducted at intervals not to exceed one
year.

Contrary to the above, as of February 10, 1992, the licensee had not
performed full calibration measurements of its teletherapy unit since
January 15, 1991, an interval in excess of one year.

This is a repeat violation.

B. 10 CFR 35 634(f) requires, in part, that the licensee retain a record '

of each spot check required by 10 CFR 35.634(a) and (6), and that the
record include, among other things, notations indicating the
operability of the treatment room doors from inside end outside the
treatment room.

Contrary to the above, as of February 10, 1992, the licent.se's spot
check records did not include notations indicating the cpe. ability of
the treatment room door from inside and outside the treatment room.

This is a repeat violation.

The violations in Parts I and !! constitute a Severity Level !!! problem
(SupplementIV).

Purstant to the provisions of 10 CFR 2.201,-Mayaguez Medical Center (Licensee)
is hereby required to submit a written statement or explanation to the U.S.
huclear Regulatory Comission, ATTN: Document Control Desk, Washingtor., DC
20555, with a copy to the Regional Administrator, Region II, within 30 days of
the date of the letter transmitting this Notice of Yiolation (Notice). This
reply should be clearly marked as a ' Reply to a Notice of Violation" and should
include for each violation: (1) the reason for the violation or, if contested,
the basis for disputing the violation, (2) the corrective steps that have been
taken and the results achieved (3) the corrective steps that will be taken to
avoid further violations, and (4) the date when full compliance will be achieved.
If an adequate reply is not received within the time specified in this Notice,
an order or a Dernand for Information may be issued to show cause why the
license should not be modified, suspended, or revoked, or why such other action
as may be proper should not be taken. Where good cause is shown, consideration
will be given to extending the response time. Under the authority of Sectica
182 of the Act. 42 U.S.C. 2232, this response shall be submitted under oath or
affirmation.

Dated at Jtockville Maryland
thisgday of April,1992

|

I
'

,

!

|
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UNITED STATES
NUCLEAR REGULATORY COMMI5510N

In the? Hatter of
MAYAGUtZ MEDICAL CENTER ) Docket Nos: 030-00511, 030-19502
Mayaguez, Puerto Rico ) License Nos: 52-13598-01,

52-13598-03
EA 92-039

ORDER MODIFYING LICENSES
(EF.ECTIVE IMMEDIATELY)

Maya 9uez Nedical Center (Licensee) is the holder of 8yproduct/ Source Material

License Nos. 52-13598-01 and 52-13598-03 issued by the Nuclear Regulatory

Comission (NRC or Comission) pursuant to 10 CFR Part 35. License

No. 52-13598-01 authorizes possession and use of cobalt-60 sealed sources

having activities up to 6,700 curies for performing radiation teletherapy on

humans. This license, originally issued on March 12, 1970, was most recently

renewed on February 22, 1991, with an expiratinn date-of February 28, 1996.
~

License No. 52-13598-03 outhorizes the use of certain radiopharmaceuticals

and sealed sources for the diagnosis and treatment of disease and radiation ,

survey instrumer.t calibrations. License No. 52 13598-03 was originally issued

on February 24, 1982, was *enewed on March 4, 1987, and was most recently 1

amended on February 15, 1991; at the time of the inspection, this license was
~

in timely renewal status.

11

The licensee's medical facility is located at Road No.- 2. Kilometer 157,

Mayaguez, Puerto Rico 00708. The medical facility i. operated by the Department

of_ Health of the Comonwealth of Puerto Rico and is the only public hospital

i

'
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providingteletherapyandnuclearmedicineservicesinthewesternpartof

Puerto Rico. The teletherapy department treats approximately 700 patients per

month using cebelt 60 radiation. The nuclear medicine department performs

approximately 350 diagnostic and therapeutic procedures per month using radio-

pharmaceuticals. In nuclear medicine diagnostic procedures, the morphology ar.d

physiology of certain target organs are determined quantitatively and quali-

tatively using scintillation camera systems. In addition, the Licensee's

ophthalmology department uses a strontium-90 eye applicator to treat superficial

eye diseases af ter surgery at a frequency of approximately 50 times per month.

A routine unannounced inspection of the Licensee's activities was performed on

February 10-11, 1992. The inspection findings were documented in a letter to

the Licensee dated March 5, 1992. An enforcement conference was held with the

Licensee at the Mayaguez Medical Center on March 11, 1992.

As a result of this inspection, 16 violations were identified. In particular,

and as emphasized at the enfnrcement conference, the violations of greatest

safety significance related to: (1) the full calibration and checks of the
|

telethe spy unit, (2) numerous required radiation surveys, and (3) the quality

assurance testing of the dose calibrator. With respect to the full calibration |

and checks of the teletherkpy unit, the Licensee failed to perform the full-

calibration of the teletherapy unit at intervals not to exceed t,ne year. With '

respect to radiation surveys, the Licensee: (1)failedtoperformevaluations

of potential thyroid uptakes of iodine 131 in a technician involved -in the

administration of therapeutic dosages, (2) on numerous occasions failed to

..
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perform the required daily radiation level surveys of the nuclear medicine

laboratory, (3) on numerous occasions failed to perform the required contamina-

tion level surveys at the nuclear medicine laboratory, and (4) f ailed to enwie

that its technologists monitored their hands and clothing for contamination

after handling radioactive materials. With respect to quality assurancer

testing of the dose calibrator, the Licensee failed to test its dose calibrator

for linearity at tne required quarterly frequency. The violations are more

fully set forth in the Notice of Violatien issued concurrently with this Order.

.

'

The Licensee's past inspection history reflects violations similar to several

of the violations identified during the NRC inspection conducted on February

10-11, 1992, and documented in the Notice of Violation. The failure to perform

the full calibration of the teletherapy unit at intervals not to +xceed one

year was previously cited as one of eight violations identified during the

Decerrber 17, 1990 inspection (InspectionReportST 13598-01/90-02), and as one
'

of 15 violations identified during the January 25, 1989 inspection (EA 89-33,
'

Inspection Report Nos. 52-13598-01/89-01and52-13598-03/89-01), in fact..

since at least 1987, the Licensee has not Performed a full calibration of the

teletherapy unit at the required 12-month frequency. In addition, during the

January 1989 inspection, the NRC noted that the full calibration pe-formed in

Septernber 1963 was incomplete due to the Licensee's failure to determine the

uniformity of the radiation field and its dependence on the orientation of the

useful beam. The failure to maintain cornplete records of. the output and safety

systems checks of the teletherapy facility equipment was also identified during

NUREG-0940 II.A-160
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the De errber 1990 inspection and is a repeat violation. The failure to perform

( evaluations of potential thyroid uptates of iodine 131 in a technician involved
4

j in the administration of therapeutic dosages is similar to a January 1989
) violation involving the Licensee's inadequate thyroid uptake evaluations for

|techniciens involved in the administration of therapeutic dosages of iodine 131. -

4

i The failure to perfonn a dose calibrator linearity test at the required quarterly

frequency and the failure to post required-information were also identified during

the January 1989 inspectf As a result of the January 1989 inspection, a civil.

: t

! penalty in the amount of $5000 was proposed on April B , 1989. The civil penalty
1

was subsecuently mitigated to $!,00 based on the Licensee's inability to pay the'

! 'ull proposed civil penalty.
.

Additionally, of the 23 violations uted against the Licensee between 1989 and

1991, three were related to the Radiation Safety Committee's lack of oversight

: cf licensed activities, five were related to ir. adequate radiation safety

instrumentation (including the dose calibrator), four were related to the '

Licensee's failure to perform radiation surveys or perform radiation surveys

adequately, and five were related to inadequate recordkeeping. The NRC is

concerned that current similar vt31ations have occurred which should have been

precluded by the Licensee's implementation of effective corrective actions, by

management oversight of programs, and *y conducting adequate required annual

program reviews.-

,

Based on the most recent violations nf NRC requirements, the recurrer.ce of-
. i

prior similar violations, and information disclosed during the enforcement '

conference regarding the lack of c1 car assignments of responsibility for
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the va'rious individuals involved in the Licensee's radiation refety program, it

appears that the radiation safety progrsm is fragmented and lacks adequate

management direction. This is furthcr demonstrated by the fact that the

Licensee employs a part-time Radiation Safety Officer who, with little

oversight from technically-qualified individuals, spends only two days per week

at the facility overseeing both the nuclear medicine and teletherapy programs,

and performing the duties of telethe apy physicist, overseeing other non-

licensed activities, and acting as the lead individual on the Radiation Safety

Comittee.

111

Based on the above information, and af ter the f4RC inspection of licensed

activities conducted since previous insp ctions of the nuclear medicine and

telstherapy programs in January 1990 and December 1990, respectively, it

appears that the Hayaguez Medical Center has operated while in violation of

numerous NRC requirements atw his failed to provide adequate oversight of its

licensed programs. Consequently, absent additional requiremcnts, I lack the

requisite reasonable assurance that ,he Licensee's nuclear medicine and tele-

therapy programs can be conducted in the long term in compliance with Comission

requirements and that the health and safety of the public, including the Licensee's

employees, will be protected. Therefore, the public health, safety, and interest
#

reoutre that License Hos. 52-13598-01 and 5?-13598-03 be modified to require the
l

licensee to implement tha requirements specified in Section IV of this Order.

Furthemore, pursuant to 10 CFR 2.20?, I find that the public health, safety and

interest require that this Order be imediately effective.
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IV,

:

Accordingly, pursuant to Sections 81, 161b, 161c, 1611, 1610, 182, and 186 of
,

j the Atomic Energy Act of 1954, as amended, and the Comission's regulations in

4 10 CFR 2.202 and 10 CFR Parts Jo and 35, IT IS HEREBY ORDERED, EFFECT!YE

IMMEDIATELY, THAT LICINSE NOS. 52-13598-01 AND 52-13598-03 ARE H0DIFIED AS

FOLLOWS:

i

: A. Within 30 days of the date of this Order, the Licensee shall submit to the
.

Regio-al Administrator, NRC, Regior II, for approval, the credentials of

an independent Health Physics Consultant (Consultant), with expertise in

{ planning and implementing nuclear medicine and teletherapy programs.

Upon approval, the Consultant shall be retained to perform, independent of *
,

4

the Licensee's staff, an assessment of the Licensee's nuclear medicine and

teletherapy radiation safety programs. The assessment shall include an

analysis of the adequacy of the Licensee's current organizational structure,

| staffing levels, audits, training, assignment of responsibilities within

; the nuclear medicine and teletherapy dep6rtments and the RSO function.

The Consultant shall also assist '' the Licensee's implementation of
,

corrective actions for all violations specified in the Notice of Violation.

Within 30 days of NRC approval, the Consultant shall provide the Hospitai,

Administrator a written report of his or-her assessment which describes

' the weaknesses identified.during-the assessment and recomendations for
4

improverent. A copy of this report shall be provided to the Regional

Administrator, Region 11, at the same time that it is transmitted to the
t

'

Licensee,

i
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B. The Consultant sha'.1:

1. Spend a minimum of 10 hours on site per .,eek conducting assessment cr

audit activities for a period of 90 days af ter being hired by the

Licensee.

2. After the initial 90 day perind, verform an audit at 1:ast once per

month on site untti all the actions of the Performcar.o Improvement

Plan required by Section IV.E of this Order are ctepit?,ed. j

3. Frovide, within the 90 day period, 40-hours of training in radiation

safety and procedures as defined in 10 CFR Ptrts 19, 20, and 35, and

the respective license conditions, to the responsible nuclear

medicine and teletherapy technologists. ihe treining shc11 inklude a

complete review of the respective byproduct materials licenses

including the procedures incorporated into the licentes by.referen,e

to the Licensee's applications and related correspondence. The 40

hours of training to be provided by the Consultant is in addition to

the minimum of 10 hours per week on site required by Section IV,B.1
'

above. The training hours and curriculum shall be dncumented and

maintained cn file in the nuclear medicine department.

C. The Licensee shall document the number of hours per week spent by the

Consultant in the nuclear medicine and teletherapy. departments and the

types and kinds of corrective measures implemented, All dccumentation

shall be maintained on file in the nuclear medicine oepartment until

two years after it is inspected by the NRC.
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1 s
;

j D. Within 45 days of the date of this Order, the Licensee shall independently !

measure the output of the teletherapy unit on the same field sizes

measured during the full calibration performed on February 15, 1992. A

report comparing the two sets of measured outputs and accounting for
1

) radioactive decay since the february 1992 full calibration shall be

submitted along with the report required by Se" tion IV.A of this Order.
t

j

E. Vithin 30 days of the ccapletion of the Consultant's assessment required<

j by Section IV.A or this Order, the Licensee shall develep, with the

: assistance of the Consultant, a written Performance Inprovement Plan
i

(Plan) that ensures an upgrade in the performance of the nuclear medicine

and teletherapy programs and a consistent high level of compliance with
i NRC requirements. This Plat, shall be submitted to the Regional Admini-

| strator, NRC, Region 11. for review and shall be impicmented upon the
,

1 NRC's approval. As a minimum, the Plan shall include and/or address:

i
!

1. Provisions for ensuring that professional staffing levels within the

nuclear medicine and teletherapy departments and RSO function are
;

adequate to meet the radiological safety requirements and will remain

; so in view of the departments' workloads.

t

i

| 2. Provisions for increasew involvement by the Hospital Adminittrator in

the oversight and management of the nuclear medicine and teletherapy

departments.

.
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3. Provisions for safety audits of the nuclear medicine and teletherapy

departments by a qualified auditor who.is independent of the Nayaguez

Medical Center orqanization at intervals not to exceed it months.

4. Hospital management's program for review and follow-up action on

problems identified during the independent audits.

5. Training program descriptions and plans which will ensure that the

merbers of the Radiation Safety Comittee are familiar with all

applicable NRC regulations, terms of the licenses and information
i

submitted in support of the licenses and their amendments, and that

the RSO, nuclear medicine technologists, teletherapy technologists,

and other nuclear medicine and teletherapy specialists are knowledge-

able of regulatory requirements, equipment operations and analytical

techniques.

|

6. Schedules for correcting the organizational problems identified

during the February 10-11, 1992 inspection, including those

associated with the need for separating the positions of RSO and

Chairman of the Radiation Safety Comittee, which were discussed

during the March 11, 1992 enforcement conference.

7. Hethods for incorporating the recomendations contained in the Con-

sul+ ant's assessment report in the Performance improvement Plan or

ju..ification for alternative corrective action or not taking action

if any specific :ecoimendations are tiot adopted.

!
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8. Milestones for completing the action iter.is specified in the Perfonnance

Improvement Plan.

F. The Licensee shall submit a monthly report to the Regional Administrator,

NRC, Region !!, beginning on the 15th day of the month following the first
|
'30 day period after the NRC's approval of the Performance leprovement Plan

and thereafter on the 15th day of each month, until the Plan is implernented,

which addresses:

1. The progress that has been made towards carrying out the provisions

of this Order and the Performance Improvement Plan during the past .
,

calendar month.

2. In the event that a milestone datt set forth in this Order or Plan is

not met during the period covered by the monthly report, the report

shall indicate: (1) the date by which the Licensee expects to ac-

complish the activity, (2) the reason for the Licensee's failure to

meet the milestone date, and (3) the impact that the failure to meet

the milestone date'will have on the schedules provided in-this Order

or the Plan.

3. Those actions required under the Order and Plan which the Licensee

expects to accomplish within the next 30 days.

,

The Regional Administrator, Region II, may, in writing, relax or rescind any of ,

the above conditions upon demonstration by'the-Lice.tsee of good cause.

NUREG-0940 II.A-167
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V

in accordance with 10 C.F.R. 2.202, the Licensee must, and any other person

adversely affected by this Order may, submit an answer to this Order, and may

request a hearing on this Order, within 30 days of the date of this Order. The

answer may consent to this Order. b less the answer consents to this Order,

the answer shall, in writing and under oath or affirmation, specifically admit

or deny each r11egation or charge made in this Order and shall set forth the

matters of fact and law on which the Licensee or other person adversely

affected relies and the reasons as to why the Order should not have been ;

|

issued. Any answer or request for a hearing shall be submitted to the |
Secretary, U.S. Nuclear Regulatory Comission, ATTN: Chief, Docketing and

Service Section, Washington, D.C. 20555. Copies also shall be sent to the

Director Office of Enforcement, U.S. Nuclear Regulatory Cormission,

Washington, DC 20555, to the Assistant General Counsel for Hearings and

Enforcement at the same address, to the Regional Administrator, NRC Region !!,

101 Harietta Street NW, Atlanta, GA 30323, and to the Licensee if the answer or

hearing request is by a person other than the Licensee. If-a person other than

the Licensee requests a-hearing, that person shall set forth with particularity

the manner in which his or her interest is adversely affected by this Orde; and

shall address the criteria set forth in 10 CFR 2.714(d)..

If a hearing is requested by the Licensee or a person whose interest is

adversely affected, the Comission will issue an Order designating the time and
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place of any hearing. If a hearing is held, tne issue to be considered at such

a hearing shall be whether this Order should be sustained. ,

in the absence of any request for hearing, the provisions specified in Section

IV above shall be final 30 days from the date of this Order without further

order or prcceedings. AN ANSWER OR REQUEST FOR A HEARING SHALL NOT STAY THE

IMMEDIATE EFFECTIVENESS OF THIS ORDER.

e

FOR THE NUCLEAR REGULATORY COMMISSION

A h, A-
{JamesLieberman, Director

-

.

- Office of Enforcement

Dated at Rockville, Maryland
this day of April 1992

I

-

.

!

,

I
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i NUCLEAR REGULATORY COMMISSION: -

k. 8 W A$HING10N, o.C. ?JWA

s, -...../

03 WDocket No. 40-8027
License No. SUB-1010
EA 91-067

Sequoyah fuels Corporation
ATTN: James J. Sheppard

President
Post Office Box 610
Gore, Oklahoma 74435

Gentlemen:

SUBJECT: ORDER MODIFYING LICENSE (EFFECTIVE IMMEDIATELY) AND DEMAND FOR
INFORMATION

The enclosed Order Modifying License (Effective imediately) and Demand for
Information is being issued to the Sequoyah Fuels Corporation ($FC) to
address a number of significant safety violations and regulatory problems
identified at the facility by NRC inspections and investigations that have
been conducted since the August 1990 solvent extraction tank excavation. This
Order and Demand is based on the N tC's conclusions that certain SFC managers
failed to follow NRC requirements and the conditions of the NRC license, that
a certain SFC euployee made fata ,tetements and withheld information from the
NRC, and that your Health & Safety and invircanental Pregrams are in need of
substanti,41 improvement to assure the health and safety of the general public,
SFC employees, contractor personnel who work at the site, and protection of
the environment.

This Ordar modifies SFC's license to remove Carolyn L. Couch from supervisory
or manageri.1 respontibilities over NRC-regulated activities for a period of
one year from the dk of the enclosed Order, effective imediately. Additionally,
if Ms. Couch remains involved in hRC-regulated activities, she is viot to be
supervised by any of the individuals named in the Demand for Information. You
are also required to perform an in-fepth review of the administrative control
and implementing procedures in your Health & Safety and Environmental Programs
by qualified personnel from outside SFC approved by the NRC. A plan that provides
for an appropriate scope of the review and prioritization of items to be covered,
along with an implementing schedule, must be submitteo to, and approved by, the
NRC prior to your restart from the September 1991 plant shutdown.

While the NRC cannot conclude that other SFC managers provided false information,
there are serious questions as to whether the Senior Vice President, the Vice
President of Regulatory Affairs and the Health Physics Supervisor, who have not
assured that past licensed or safety responsibilities were carried out, can in
the future, adequately perform the organizational responsibilities and authorities,
especially those outlined in SFC's License. Therefore, you are required to
respond to the enclosed Demand for Information in accordance with the instruc-
'tions provided therein, This information is necessary to determine whether to
modify, suspend or revoke your NRC License, and whether to renew your License.

NUREG-0940 -II.A-170
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Sequoyah Fuels Corporation -2-

Questions concerning this Order and Demand for Information should be addresseo
to Jam 6s Lieberman, Director, Office of Enforcement, who can be reached at
(301)492-0741.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice", a copy of
this letter and the enclosure will be placed in the NRC's Public Document Room.

Sincerely,

( // , .'.

Hu6h . Thompson, r.

Debit y Executive Dirpgi for
Nuclear Materials Sirety, Safeguards

and Operations Support

Enclosure: As Stated

cci James Mestepey
Kenneth Simeroth
Lee Lacey
Carolyn Couch
Michael Nichols

Diane Curran, Esq.
Hamon, Curran & Tousley
2001 S Street, N.W., Suite 430

.9
Washington, DC 20009

Brita Haugland-Cantrell, Esq.
2300 North Lincoln Boulevard
112 State Capitol Building
Oklahoma City, OK 73105-4894

James Wilcoxen, Esq.
Wilcoxen & Wilcoxen
Attorney for Cherokee Nation
P.O. Box 357
Muskogee, OK 74402-0357
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of /
) Docket No. 40-8027'

SEQUOYAH FUELS CORPORATION ) License No. SUB-1010
Gore, Oklehoma ) EA 91-067

ORDER MODIFY!NG LICENSE
(EFFECTIVEIMMEDIATELY)

thD
DEMAND FOR INFORMATICN

1

Sequoyah Fuels Corpordtion (SFC or l'.censee) is the lioider of Source Material

License No. SUB-1010 issued by the fraclear Regulatory Comission (NRC or
v

Comission) pursuant to 10 CFR Parf.10. The license authorizes possession and

use of source matenal in the procaction of uranium hexafluoride (UF6) and

depleted uranium tetrafluoride (pUF4) in accordance with the terms and condi-

tions of the license. The licerse was due to expire on September 30, 1990, but

currently remains in effect based on a timely renawal application submitted by

the Licensee.

II

The NRC requires its licensees to adhere to the safety standards that are

contained in its regulations and the conditions specified in the facility

license. The Licensee described its management organization and the'

responsibilities assigned to key personnel in SFC's license renewal appli-

cation dated August 23 1985, as supplemented. The NRC expects those Licensee

managers holding the key positions described in the application to ensure

compliance with the regclations that are within their area of licensed

i

i
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responsibility so as to protect the health and safety of the general cublic,

_ the Licensee's workers, any contractors that work at the facility, and the

environment. Furthermore, the NRC must be able to rely upon the integrity of

those Licensee managers in their conduct of licensed activities and t:eir6

!

provision of complete and accurate information to NRC.

i,

i At the time of the solvent extraction tank excavation, SFC oescribed its manage-

ment r*ganization and the responsibilities and authorities assigned to key

; personnel in its license as follows:
,

A. The President, Sequoyah /uels ry;w *. ion (Mr. Reau Graves at the time),
|

shall have overall responsibi fo ,.c the safe operation of the Sequoyah'

i Facility. J1tional responsibility has been assigned to the Senior Vice,c

| President, the Vice President, Business Development, the Controller, the

Mancger, Regulatory Compliance and QuCity Assurance, and the Manager,

h Health, Safety, and Environment for various functions as described in this

license. These individuals report directly to the President, Sequoyah'

Fuels Corporation.
,

!

B. The Senior Vice President-(Mr. James H. Mestepey) shall be responsible

for all nuclear manufacturing activities, which includes operations,

{ maintenance, engineering, and the process laboratory. He specifically

| oversees the operations, modifications, and process and equipment
:

criteria. He shall be responsible for safe and eincient plant operations.

He reviews all operating procedures, plant mod #' "ations and processes,

e
<
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equipment criteria and other general and administrative matters.

Mr. Mestepey reports to the President, SFC. -(The organization chart shows

that Mr. Mestepey is also responsibb: fortheTrainingDepartment.)

C. The Manager, Regulatory Compliance and Quality Assurance (Mr. Lee R.

Lacey),whoreportstothePresident,SFC,isresponsibleforthedevelop-

ment and implementation of a facility Quality Assurance Plan to assure

that all operations and safety-related activities are performed in accor-

dance with facility procedures. He is also responsible for maintaining

the company's NRC licenses anc, preparing correspondence and reports submitted

to the NRC. He advises management on nuclear regulatory issues and provides

regulatory compliance oversight in environmental compliance and other !

regulatory areas. (In September 1990, Mr. Lacey was promoted to Vice-

President, Regulatory Affairs, and now has additional responsibilitics which

include oversight of.the health and safety programs, the environmental

compliance [ protection) programs,rndtheenvironmentallaboratory.)

D. The Manager, Health Safety, and Environment (formerly Mr. Michael H. Nichols,

wino resigned on April 19,1991), who reports to the President, SFC, shall

be responsible for developing and implementing programs, procedures and

guidance in the functional areas of health physics, industrial hygiene,

industrial safety, physical security, and environmental analyses. He

shall be responsible for the effluent monitoring program, the respiratory-

protection program, the bioassay program, the health and safety program,

the environmental laboratory, and the program for surveillance of-all plant

activities related to these areas.
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E. The Manager, Environmental (Hs. Carolyn L. Couch), who reports to ;.ie

Manager, Health, Safety and Environment, shall be responsible for

de'yeloping and implementing programs and procedures to comply with all

environmental monitoring requirements required by federal and state

agencies. This includes the maintenance of environmental records required

by SFC and by regulatory agencies.

Another key individual involved with the solvent extraction tank excavation,

but whose position is not described in the license, is the Health Physics

Supervisor / Assistant Radiation Safety Officer (Mr. Kenneth G. Simeroth'. He,
,

I reports to the Manager, Health, Safety, and Environment. During the August

1990 SX excavation activities his prime responsibility was oversight of the SX

excavation for Health & Safety (H&S) Department. A'l of the H&S technicians

reported to him at the time. Af ter September 1990 he was assigned special .

programs in the H&S department, and was no longer responsible for oversight of

H&S technicians.

Since August 1990, several events have occurred that oemonstrate a failure

on the part of-key SFC maragers to ensure that NRC requirements were met in

their area of responsibility and indicate that a certain SFC manager failed to

provide complete and accurate information to the NRC during an inspection and

subsequent investigation. The first event involved the identification and

reporting to the NRC on August 22, 1990, of uranium contaminated soil and water

during excavation work near the solvent extraction building from approximately

August 1 through August 29, 1990. An Augmented Inspection Team (AIT). conducted

an onsite review of the event from August 27-29, 1990.- The AIT found ths;

concerns involving uranium contaminated water in the excavation pit were

expressed by the Manager, Environmental to the Senior Vice President as early |

|
4

I
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as August 7, 1990. The Ali also found that responsible personnel did not

become aware of the actual elevated sample results until August 17, 1990.

Another[five days elapsed before this information was comunicated to the NRC.

Test results for several water samples taken prior to August 8, 1990, that

showed elevated levels of uranium, had apparently been lost during this time

period. The Licensee was unable to determine the reason for the loss of the

sample results. The AIT concluded that the Licensee'; staff did not demonstrate

the necessary sensitivity to the potential for uranium contamination, or

understand the urgency and potential significance of such a problem. A formal

investigation was initiated by the NRC on September 4, 1990, to determine

whether willful violations of NRC regulations occurred.

As e result of the AIT's findings, in a letter dated August 30, 1990, the

Licensee comitted to: (1) assure the integrity of the solvent extraction

building floor, (2) characterize the quantity and location of licensed material

under the solvent extraction building, (3) ideatify potential migration path-

ways, and (4) control contaminated soil and water from the excavation. These

com tments were reviewed by an AIT follow-up inspection from September 10-13,

1990. That inspection determined that the Licensee's actions taken to satisfy

those comitments were appropriate. Therefore, on September 13, 1990, the NRC

verbally concurred on the restart cf the solvent extraction process, and docu-

mented this concurrence in a letter dated September 14,1s90. ~ The AIT followup

inspection also found that no evalustions were performed to assess the potential

for worker exposure prior to wor'cers entering the excavation, and that the

radiological surveys performed were in.dequate to meet 10 CFR 20.201(b) requir-

ements. 'These findings, however, had no significant impact on the safe operation

of the facility and were evaluated for appropriate enforcement-action when the

AIT followup inspection report was issued.

|

NUREG-0940 II.A-176

|

._



_ _ _ _ _ _ . . . _. _ . . . _ . . _ _ . _ _ _ _ _ ._ _ _ _. _ _ ._ __ _ . _ __.

:
) .

I |
i

-

!
'

1

!
:
i
! 6
.

| The second event concerned the Licensee's identification and reporting of

; uranium contaminated water beneath the' rain process building (MPB) on September 14,
t ,

j 1990, asfew hours after restart' activities began. .'Information pertaining to-
2

; the contamination under the HPB-had been known to the Licensee since the 1970's,

i This information was of concern to the NRC because it indicated that there could

f be extensive contamination under the MPB. Due to the location of the HPB and
i *

| lack of monitoring wells around the MPB, licensed material could have migrated-
t

j into the unrestricted area and contaminated groundkwater. Because the NRC did
;

. . .

[ not believe the Licensee exhibited a sense of urgency for this potentially larger
.

-
-

| problem, an Order Modifying License was. issued on September 19, 1990.- The
!

i September 19, 1990 Order required SFC to characterize the site, take actions
i-
| to prevent further releases of contaminated water, and conduct appropriate
i

monitoring of ground watts. Additional inspection coverage was instituted to

j verify the activities performed by the Licensee in response to the Order.-

!

'

By early November 1990, those followup NRC inspections progressed-to the point
,

!

;- where the NRC was-concerned that certain aspects of the SFC Safety and Environ-
|

| mental Programs were not being performed in full accord with hRC requirements..

- Consequently, a Demand for'Information'was issued on November 5,1990, to have

; - the Licensee describe (1) an oversight + program it was willing to put into. place
!

while management deficiencies and weaknesses in-the permanent organization were.

i

[ beingremedied,and(2)plarsforanindependentwrittenappraisal;of..siteand
.

! corporate programs and activities, that;would. develop recomendations for

improvements in management controls and-oversight to provide assurar.ce that-
!

[ personnel would comply with regulatory requirements anu site procedures. The
J.

Licensee responded to the Demand in a letter dated November 20, 1990.-'

!
!
l-

(

11

i

f
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SFC contracted with a consulting company to perform the independent assessment

of SFC's management, in accordance with the Demand, and the assessment was

transmitted to the NRC via a letter d(ted May 15, 1991. SFC responded to the,

management assessment on July 15, 1991. .!n its resoonse SFC stated that "the

assessment gave the facility a positive bill of health in many respects, i

provided aumerous valuable insights into our oport. tion, and contained many

useful recomendations for continual improvements." In many of-the responses

to the recomendations, SFC did not provide an analysis of the recommendations,

but merely quoted the assessment. Additionally, neither the independent assess--

ment nor SFC's response included.a discussion and analysis of the causes of the.

- deficiencies referenced in the Demand. SFC has agreed to implement pr-t of

the recontrendations contained in the assessment over the next 18 months.- In-

the meantime, the NRC is concerned'that there continues to be observed

deficiencies and weaknesses in the licensee's safety program.

NRC investigation activities concluded on June 28, 1991.. The investigation-

conduded that certain Licensee managers failed to provide complete and

accurate information to the NRC . willfully failed to comply with NRC regulations,

and made false statements during NRC inspection and investigation activities.

III-

As a result of a series of events at the Sequoyah facility, a number of viola-.-

tions and weaknesses were identified that. indicate a significant management

- breakdown has occurred. -Beginn1 rig with-the August 1990 SX excavation, it became

evident that significant comunication weaknesses existed within the SFC

i organization, key licensee managers did.not fully understand licensed respon-

sibilities, and' a complete failure occurred on the part of the Health & Safety

|
i
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organization to assure that adequate radiological controls were implemented.

NRC investigation activities related to the SX event identified a number of

willful violations of NRC requirements. Increased NRC inspection efforts have
,

identified indications that the Licensee continues to experience problems with
.

control over activities involving licensed materials.

|

A. SX Excavation Activities
.

To comply with EPA regulations for underground storage tanks, the Licensee

planned to excavate two underground tanks adjacent to the solvent extraction

(SX) building during the August 1990 annual plant shutdown, and encase them
s

in a concrete vault. One of the tanks contained licensed material (uranium
;- bearing solvent) and was identified by the Licensae as being under NRC

jurisdiction. Messers. Nestepey and Lacey and Ms. Couch stated that prior

to the August iv90 annual plant shutdown, the possibility of encountering-

uranium contamination around the tank excavation was discussed in staff,

and other Operational Departmental meetings. A number of plant supervisors,

J

and managers interviewed stated that the reason that they believed that

contamination could be present was due to past process' fluid seepage4

; through the SX building floor prior to its 1983/1984 repair. On August I,

1990, the Licensee began excavating soil around the two underground tanks.i

The Hazardous Work Permit (HWP) covering the excavation required the-
,

~

assignment of Health & Safety (H&S) technicians to provide extensive

hexane monitoring due to the explosive pctential of the vapors trapped ina

the ground. However, the RWP did not specify any . contamination control

measures for the workers or require that radiation surveys be made; and
-

no provisions existed to modify the HWP to account for new or changing

radiological conditions at the worksite.

4

1

NUREG-0940 II.A-179 |

>



9
,

During the week of August 1-6, 1990, Licensee personnel observed surface

rocks coated with uranium. Mr. Nichols stated that he was notified of

this condition by Ms. Couch and had operations personnel gather the material.

A followup interview with Mr. Lacey, then the Manager of Regulatory

Compliance & Quality Assurance, indicated that Ms. Couch had also notified him

of the yellow rock discovery betwegen August 1-4, 1990, but he failed to

follow facility operating procedure HS-010, paragraph 4.7, " Visual Detection

of Uranium", and forward a contacination report to the Health & Safety office.

Mt. Couch, Manager, Environmental, testified that her sole responsibility

for the SX excavation project was the collection of two soil samples in

conjunction with the EPA underground storage tank enclosure regulations.

The samples were only required to be analyzed for total petroleum hydro-

carbon (TPH) content. Those soil samples were obtained on August 7, 1990,

and submitted to a laboratory for TPH analysis. Ms. Couch also obtained

additional soil samples, however; no request for a uranium analysis was

made for any of the soil samples until August 22-23, 1990.

Liquid samples were taken from.the excavation site on August 1, 4, 6 ~and

7, 1990. The August 1 sample, obtained by an engineer, indicated 0.02 grams

uranium / liter (g-U/1) and was known to the Licensee on August 2, 1990.

Ms. Couch had liquid samples taken on August 4, 6 and 7,1990. She

testified that Mr. Nichols had not directed her to obtain the samples; but

that she had done so out of curiosity. An additional liquid sample was

taken on August 7 by Mr. Barrett, the SFC Safety Engineer. Mr. Knoke, the

Facility Laboratory Manager, told NRC investigators that on August 7, he

reviewed the August 6 sample results which indicated about 3 g-U/1, and'

brought it to the attention of several individuals, including Mr. Lacey,

NUREG-0940 II.A-180
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who was responsible for regulatory compliance. in a subsegaent interview,
'

Mr. Lacey stated that he did not recall Mr. Knoke discussing this item

wit'h him. In addition, Mr. Nichols, who was responsible for health and

safety, claims that he was not aware of the results of the August 4-7

| liquid sampling until about August 22, 1990. Throughout the project, no
i
; liquid samples were required to be taken by the Health & Safety group to
2 evaluate the potential hazards to workers from licensed material (uranium).
I
i

J It was the Licensee's practice to have the Operations Department obtain all
,

liquid samples and H&S obtain all air samples for laboratory analyses.

| However, no plant procedure existed that requirec the Operations Depart-

ment to forward the results of the liquid sample analysis to the H&S
4 Department. After H&S had sampled the air (alpha monitoring) around the

] excavation site on August 3 and 4, 1990, no further radiological evaluations

of the potential worker exposure occurred until August 22, 1990, even.

though workers continued to move dirt or work in the excavation throughout

that time.
;

d

The SX excavation job was the critical project scheduled for completion

during the 1990 annual plant shutdown. As a consequence, key management

and supervisory personnel, including Mr. Mestepey, of ten visited the site.

| The H&S supervisor, Mr. Simeroth, stated that he was frequently present at

the excavation, and that his imediate supervisor, Mr. Nichols, the Manager

of Health, Safety, and Environment, was also at the excavation on an' almost

daily frequency. Mr. Lacey stated that he occasionally visited the work.

site and saw water in the excavation during the week of August 6, 1990.

Messers. Nestepey and Simeroth and Ms. Couch accompanied two NRC inspectors

on a general facility tour that included the excavation site on August 6,
.
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1990. During this tour an hRC inspector received no reply when he casually

asked what was "in the water" in the excavation around the underground

tanks. In subsequent testimony, Mr. Mestepey stated that he had not heard

the question. However, both Ms. Couch and Mr. Simeroth stated that they

had heard the question. Ms. Couch first stated in a September 4, 1990

interview that she did not respond to the inspector's question because she

did not feel it was her responsibility since Mr. Mestepey was present, and

she felt that she would be chastised for speaking up. Ho. sever, she later

testified on March 1,1991, that Mr. Mestepey was not in the immediate

group when the question was asked, and that she gave a flippant reply to
|

the inspector because in her view it was not a serious question and if the 1
1

inspector really wanted an answer, it would be addressed formally. She |

also testified that she did not answer the question because Mr. Mestepey

was at the entrance meeting and was well aware of the contamination in the

pit and the question was not addressed specifically to her. Mr. Simeroth

stated that he did not respond because he felt it was Ms. Couch's

responsibility. He also stated that after the tour he discussed the

question with Ms. Couch, they both agreed it had not been answered, and

Ms. Couch said she was waiting to see if the inspector would pursue it.

Further NRC investigation revealed that Ms. Couch met later with Mr. Lacey

to discuss the inspector's question. However, neither contacted the !

inspector to provide a response during the ccurse of the inspection.

1

Hr. Mestepey stated in an interview that the presence of yellow water as a

" rule of thumb" indicates 1 gram per liter (g/1) of uranium contamination.

Other Licensee personnel, including Messers. Lacey and Pichols and

Ms. Couch, acknowledged that yellow water at the site was considered

contaminated. Although Mr. Nichols testified that he did not see any |

|
|

I
I
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" yellow water" during his almost daily site visits until August 22, 1990,

all of the contractor and other Licensee personnel interviewed (including
, ,

the H&S supervisor, Mr. Simeroth, who claims to have discussed the matter |
:

with Mr. Nichols during the first week) indicated they observed the

presence of yellow water by approximately August 4,1990. Mr. Lacey

testified that he had been at the excavation site several times during the

first week and had seen standing water in the pit.

!

j Both SFC arid contractor employees involved in this project worked in close

proximity to this contaminated liquid, coming into contect with it on

numerous occasions. Af ter the August 1,1590 sample, taken during the

first day of the excavation, the next analysis results (for the August 4

sample, at 2.06 g/1) were available in the laboratory on August 7. On

that same day, one day after the NRC inspector's question went unanswered,

i Ms. Couch observed a black liquid (potential hydrocarbons that are not

releasable) in the pit and ordered the workers out. She also ordered that
,

the liquid be drumed. Work in the pit was resumed later that day.

In addition to the expected ground water seepage, significant amounts of

water entered the excavation due to the heavy rainfall of August 11 and

10, 1990. On August 13, 1990, at the direction of Mr. Mestepey, about 3,000

gallons of accumulated water were pumped from the excavation to the north
,

ditch. This water was pumped onto the ground and allowed.to follow the

natural terrain, contam pcting the grcund along the way. The north ditch

feeds the facility's combination stream, which is the normal monitored

plant effluent path. The next day, SFC resumed pumping water into barrels.

The results of the August 6 and 7 samples requested by Ms. Couch ranged

from 0.02 to 8.2 g-U/1. The result of the August 7 sample taken by
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Mr. Barrett, available that same Jsy, was not expressed as g-U/1, but as

a percentage (11 uranium). However, no action was taken to evaluate the

potential radiological hazards until the results were sent to the UF6 Area

Manager (Acting Manager, Operations) on August 17, 1990. Even then, the

results were not forwarded to the H&S group until about August 22, 1990.

Ms. Couch told various inspectors in the Augmented Inspection Team (AIT)

during the week of August 27, 1990, that she had seen an August 4, 1990

laboratory analysis showing 2.06 g/l uranium and had inforned Mr. Mestepey

of the contamination in the pit. During interviews with NRC investigators

on September 3 and 4, 1990. Ms. Couch stated that on August 7, 1990, she
,

had taken two snil samples from around the tanks. and showed them to Messrs.

Nichols, Lacey, and Hestepey because the samples appeared contaminated

(yellow). In discussions with Mr. Mestepey on that day, she indicated that

the material on the excavation wall made it obvious that the water was

contaminated. Howsver, she made no mention to the NRC inspectors of

reviewing laboratury analysic of the liquid samples.taken on August 6

and 7, 1990.

I

Durin9 a followup interview on September 5, 1990, and in sworn testimony

on September 12, 1990 Ms. Couch stated that she had no specific knowledge

of the uranium contamination levels in the SX excavation water dJring her

August 7 discussion with Mr. Mestepey. She further stated that she was

not aware of the sample concentrations until August 22, 1990. During a

subsequent sworn-interview on March 1, 1991, Ms. Couch stated.she might

have seen the August 4,1990, laboratory report.

|

However, durirg a subsequent 01 telephone interview on March 19, 1991,

(with SFC's attorney present) Ms. Couch then admitted that on August 7 or

8,1990, she had seen an August 7,1990, laboratory report (for the -

NUREG-0940 II.A-184



_ . . _ .

J

i
.

14

sample taken by Mr. Barrett) which indicated the presence of uranium

contamination in SX excavation liquids. Because the uranium level was

expressed in percentages, Ms. Couch claimed this laboratory report was

meaningl$ss to her, and later admitted she never asked anyone what this

! percentage would equate to in g-U/1 Ms. Couch said that even though she

received this laboratory report shortly after the NRC inspector asked his
i

j August 6, 1990, question, she did not inform the NRC inspectors of this

result because she thought the inspector's question was informal. Sht

; aiso stated that she had a copy of the August 7 laboratory analysis taken

by Mr. Barrett with her during the March 1 and 19, 1991, O! interviews,
i but forgot to bring it to the investigator's attention.

'

NRC investigative inquiries revealed that several contractor employees

; working in the SX excavation site did not receive the instructions required

by 10 CFR Part 19. The training that five contractor employees who worked
,

2 in the excavation received consisted of only viewing a short visitor orien-

tation video that appeared to be designed _for visitnrs who were to tour the

facility or possibly work in areas that did not involve exposure to hazardous
; enterials. It did not provide adequate instructions about potential hazards

and potential health effects from exposure to licensed materials in the

excavation pit. The NRC interviewed about 13 of the contractor employees.

Most of the contract workers ir.terviewed stated that they did not know that
i

uranium was present in the SX excavation where they were working. One

individual indicated that he asked a H85 technician what was in the liquid

and was told that it contained a very small amount of uranium that was not I

harmful. 1Nse contract workers informed the NRC, as verified by other |

SFC employees, that liquids from the excavation were routinely in contact
,

with their skin, that these liquids burned their skin for a short period of
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Itime (burning censation would not be due to uranium), and that they

complained to various SFC individuals. One individual-:tated that he was-

sprayed ir the face with contaminated liquid while pumping -liquid out of

the pit on August 4,-1990. They further stated that they obtained some

toots and rubber gloves only through their own !nitiative. The excavation ;

site was roped off for industrial safety purposts, but not posted as a

radiation or contaulnated area.

The air samples taken on August.3 and 4,1990, were not adequate to detect

worker evoosure to. airborne contamination from August 6-22, 1990 because'

of changing conditions in the pit. - Further.. the' Licensee failed to

evaluate the need to obtain bioassay samples from contract workers-(see.

'NRC Inspection Reports 40-3027/90-05 and 90-06,' dated November 20, 1990

and February 21,1991). Although bio 6ssay-samples were obtained for

-some SFC perscanel, NRC interviews of SFC employees. indicated that none of-

them had experienced working conditions similar to the contractors who had

been assigned.to work:in the SX excavation (uranium-contaminated liquids-

potentially in contact with the skin for several hours-per day; for.two to=

fourweeks). SFC failed to evaluate the need for nicassays end as.a

consequence the contractors' did not submit urine samples between August I

and 22, 1990, and many did not submit any urine samples.

NRC investigation and inspections found that SFC Health 8- Safety employees-

. failed to conduct -adequate radioactive contamication-surveys -of articles-

-leaving the facil'ty. The surveys conducted were deficient -in that :the-

lictnsee monitored only for alpha activity,'and r.ot for beta /ganna.

Although|SFC maintained that no equipment went off-site that exceeded.

permissible release limits, on November 15,'1990, the NRC found articles
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that had been contaminated to approximately ten times the 0FC license

limit in the cab of a truck parked at the residence of one of the

contractor employees. The following day the Licensee surveyed the truck

and other items at tr.c emplnyee's residence. However, the Licensee's

survey instrument was not sensitive enough to identify all contamination

above the release limits of the license (see NRC Inspection Report

40-8027/90-06).

SFC asserted that the contaminated equipment discovered under the seat of

the truck was in a location not ordinarily surveyn and that the responsi-

bility for the equipment going off-site rested with the contractor, not

with the Licensee. The NRC, however, holds its licensees, not contractors,

responsible for ensuring that adequate release surveys are performed. The

ft.ilure of SFC's managers tu understand this fundamental principle resvited

in contaminated articles being removed from the site by its contractor
'

employees.

Testimony from Messers. Mestepey, Lacey, and Nichols established that,

i Licensee management was aware of the elevated uranium concentrations on

August 17, 1990. However, the Licensee did not *nforn NRC Region IV by

telephone of its discovery until August 22, 1990. This report was not made,

within 24 hours, as required by 10 CFR 20.403(b). In its November 20, 1990

! response to NRC's November 5, 1990 Demand for Information, the Licerdee

; asserted thrt "A selease of radioactive material did not occur; the water

was in an excavacior., well within the ~ restricted area boundary.' Notwith-

standing the Licensee's rationale, the NRC has d1termined that the discovery

of the elevated uranium concentrations in the SX exces.w.on constituted a

reportable event because it was apparent even then that it raight have
!

|
i

i

!

!
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caused or threatened to cause property damage in excess of $2,000.

Specifically, the cost of decontamination activities (characterization and

remediation) to address contamination related to the SX excavation clearly'

exceeded $2,000. In its May 1, 1990, response to a similar reporting viola-

tion that occurred in March 1990, SFC had stated 'SFC now has a much better

understanding of NRC notification requirements and recognizes that conserv-

ative standards are t> a applied in determining whether an event should be

reported." Although Mr. Mestepey was present at the enforcement conference

where the violation was discussed, he failed to assure that the SX excava-

t1on event was promptly reported. (see NRC Inspection Report 40-8027/90-05).

Additionally, none of SFC's managers took actions to stop work in the

excavation once the contamination levels were known, and work was allowed

to progress to the extent of placing the concrete floor in the vault over

contaminated soil even after the istue was reported to the NRC (see NRC

Inspection Report 40-8027/90-04 dated 0:tober . 1990).

In response to NRC concerns during the AIT inspection of August 27 4 9, 1990

(see NRC Inspection Report 40-8027/90-04), 5FC drilled five boreholes with an

air auger to determine if contamination had spread through the ground away

from the SX butiding. However, it was not until _ February 1991 that.'an NRC-3

inspector identified that SFC had existing "SX sandwells" in utility trench

sand backfill zones that essentially already provided this infonnation.

SFC personnel had sampled these "sandwells" since the late 1970s and the

data clearly indicate that uranium contamination had migrated away from the

SX building.

|

!
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Information about the existence of the pre-1990 "sandwells" was sent to

Mr. Lacey on August 30, 1990, by memorandum from the Manager, Process

i.aboratory in response to an internal SFC investigation of the SX excava-

tion issues. Mr. Lacey in turn sent the information to Ms. Couch. However,

neither Mr. Lacey nor Ms. Couch informed NRC inspectors of the existence ~!

of this data, in fact, NRC identified this information in February 1991
'

only through its inspection efforts. At no time did SFC personnel advise

the NRC of this relevant data that clearly demonstrated the migration of

licented materials away from the SX building over an extended period of

time. Furthermore, information about the SX sandwells was not in SFC's

decomissioning file (required by 10 CFR 40.36(f)).
t

B. NotificationofContaminat'lonUndertneMainProcessBuilding(MKJ
,

After the AIT was initiated, SFC agreed to perform several tasks prior to

the restart of the facility (reference the letter from Reau Graves, former

President of.SFC to Robert Martin, Regional Administrator, NRC Region IV,
s

dated Au. gust 30,1990). An AIT Followup Inspection occurred on

September 10-13, 1990, and NRC verbally concurred on restatt of the

Sequoyah facility on September 13, 1990. A few hours after restart on i

Septerber 14, 1990, SFC informed NRC about a "well" in the denitration

area that penetrated the floor of the MPB to the ground beneath it. Sinces

the mid-1970s, SFC operators had routinely pumped uranium-contaminated

liquids from sinder the MPB using this well'(see NRC Inspectiori Reports

40-8927/90-05, 90-06, and 90-07 dated November 20, 1990, February 21 and

March 1,1991, respectively).
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NRC investigation determined that Mr. Lacey was informed about the-.*well"

(later called the ' subfloor r eocess moniar") by a former SFC manager on-

or about August 31, 199Ls rir. Lacey subsequently discussed this

information with Mr. Mestepey sometime du' ring the week of September 3,
'

1990. The presence of liquids under the MPB indicated the potential for

floor degradation and significant contamination, which were similar to'the

NRC's concerns regarding-the SX event. However, Mr. Lacey neither requested--
\

-that a sample of the liquid be taken and_ analyzed, nor that further inves-

tigation of the issue be undertaken until September 14, 1990, just prior

to-informing NRC after the. restart of the facility.: After the notification,

SFC managers did not promptly evaluate the contamination problem. 1

Since the Licensee could not ar.sure the NRC that all migration pathways

to the unrestricted area were-known or that the ground water had not

been contaminated, the NRC issued an Orde.r Modifying License (Order) on

September 19,1990-(seetheletterdatedSeptember 20, 1990, from

James M. Taylor of NRC to Reau Graves of SFC and attached Order dated

September 19,1990), to require a plan that would quantify and locate the

contamination under the MPB.

3

C. NRC Demand For Information and Related Activities

-In response to concerns' resulting from the identification of-contaminatica-

in, around,-and under the SX building and the MPB, SFC implemented an

. Interim Compliance Oversight. Team. 'This action was taken asia result of

= NRC concerns involving;the SX excuation-issues. NRC issued a Demand For

-Information (Demand) (letter from Hugh L'. Thompson,' Jr.,'of NRC to

Reau Graves, of SFC dated Noved ae 5,1990):whichrequested,-among
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other things, that SFC describe an oversight program it was willing to put

into place while management deficiencies and weaknesses in the perinanent

; organization were remedied. The Demand also requested SFC to submit a
!

plan for an independent appraisal of site and corporate organizations and!

*

activities that would develop recommendations for improvements in management

controls and oversight.
!
1

| SFC responded to the Demar,d on November 20, 1990 and agreed to set up a

Sequoyah Oversight Team (50T) to provide NRC additional assurance that

; NRC's regulations would be satisfied during operations of the Sequoyah

!.
facility. Secondly, SFC agreed to provide an impartial comprehensive

'

management assessment and proposed the details for its implementation.
;

In that response, SFC made several statements that were subsequently found,

by the NRC to be inaccurate or misleading. This is significant because it

demonstrates that as of November 20, 1990, SFC still did not understand
* the extent of its problems. Examples of such statements and related

problems are as follows:

"Significant steps were taken to prevent any kind of problem that coulti,

i have resulted from elevt.ted levels of uranium..."
f

k

I A. " Discolored water was tested imediately on August 4... ordered the

water to be drumed;"
;

This part of the Licensee's assertion is misleading because the water

sample was not obtained as part of any pre-planned requirement by the

Health & Safety Department, but rather due to Ms. Couch's curiosity.

>

4

NUREG-0940 II.A-191
,



21

Additionally, 3,000 gallons that accumulated in the pit were not

drumed, but pumped directly on the ground on August 13, 1990.

B. " Health & Safety technicians took air samples on August 3 and 4,

which did not show any unusual level of contamination;"

This assertion is misleading because a significant amount of work

occurred from August 4-22, 1990. Additionally, air sampling is not

an adequate method for identifying and quantifying liquid contamination.

I

C. "Many soil samples were taken;" .

l

This statement is misleading in that the Licensee did not require any

soil samples to be taken for uranium analysis. Ms. Couch was only

required to take two soil samples for TPH analysis to meet EPA require-

ments. Other soil samples that she obtained (not required) were not

analyzed for uranium until August 23, 1990.

|

D. "Although special urinanalysis of the contract workers began on

August 22, routine urine samples were taken from Sequoyah personnel

working in the excavation prior to August 22;"

[ This assertion is misleading because most of the contractors were j

finished with their work at SFC by August 22, 1990, and had been

discharged. Additionally, the working conditions differed significantly

between SFC and contractor _ personnel, as the contractors actually came

into contact with the contaminated liquid.
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| IV
t

i
NRC insp'ection efforts have identified numerous weaknesses and violations of

NRC requirements since the August 1990 SX contamination event in SFC's Hea?th &
d

Safety and Environmental Protection Prcgrams. In total, NRC concludes that

these weaknesses and deficiencies indicate a significant failure of the manage-,

| rent control program at the Sequoyah facility.
4

!

;

A. Overflow of the Solvent Rework Centrifuge

J

On September 15 and 16, 1990, an NRC inspector observed operetions personnel
,

! draining process liquids on the floor of the SX building (see NRC Inspection

Report 40-8027/90-05). These activities were contrary to statements that;

SFC managers, including Messers. Graves, Lacey and Hestepey, had made to NRC,

5 that the floor of the SX building would no longer be used as part of the
:

process operation. Under a previous owner, this type of operational

activity apparently contributed to the degredation of the SX floor in the

i early 1980s.

I
,

An NRC inspection conducted in February 1991 (see NRC Inspection

Report 40-8027/91-03 dated April 29,1991) described an event where

; operations personnel were unaware of a SFC internal requirement to clean

the solvent-rework centrifuge every 24 hours. The operations personneli

apparently cleaned the centrifuge "when needed." Because the requirement

to clean the solvent rework centrifuge every 24 hours was not adhered to,

process solutions overflowed onto the floor. This event was noteworthy

given SFC's consitments to improve contamination controls.

:

!

,
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; B. Depleted Uranium Tetrafluoride (DUF4) Facility Contamination Event

On June 5,1991, NRC inspectors observed workers who were visibly

contaminated and were not adhering to procedural requirements or

appropriate health physics practices, while changing filters in the

Depleted Uranium Tetrafluoride (DUF4) facility (See NRC Inspection

Report 40-8027/91-10 dated July 22,1991). The most significant problems

identified were:

(1) Responsible Licensee personnel failed to adequately review the planned

work a:tivity to develop a Hazardous Work Pennit appropriate for the

control of the task.

(2) The workers' lapel air sampler failed to function properly.

(3) Appropriate protective clothing was not worn, resulting in head,

neck, abdomen, thigh, hand, and other skin contamination.

(4) The plastic * tent" erected for the job was not posted as eithtr

an airborne or contamination area,

i

(5) No step-off pad was used to prevent the spread of contamination

(as a result, the area outside the tent was also visibly contaminated
;

where the workers had walked with contamiaated boots).

(6) One of the workers exited the tent, removed his respiratory protection

and then re-entered the tent without it.
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(7) No provisions were made to change out of contaminated clothing at

the job site (to change or shower, the workers would have had to

walk over 100 yards to the Main Process Building).'

(8) No health physics coverage was provided for a maintenance activity

involving a system that had not been previously opened.

These problems were particularly significant because they demonstrated

that the corrective actions undertaken by the Licensee to strengthen its

Health and Safety prosram since the SX event were not yet effective.

C. Radiation Safety Program

The following items, some of which have been discussed above, demonstrate

a significant failure in SFC's radiation safety program.
* An NRC inspector observed on September 16, 1990, operators draining

process solutions onto the floor in the SX building to the point that
liquids overflowed the sump and dispersed on the-floor (see NRC
Inspection Report 40-8027/90-05). Interviews with Licensee personnel
indicated that the floors were made, and used, as a method of secondary
containment of process fluids. This occurred despite a previous
Licensee comitment to minimize contaminated solutions on the floor.

* NRC investigation identified that the Licensee had no mechanism to
identify visitors who were minors in order to take the extra precautions
required by NRC regulations to limit their exposures. In fact, NRC
investigation revealed that one minor worked in the SX excavation.

* On October 23, 1990, a shift supervisor, in the presence of an NRC
inspector, wiped the bottom of a valve with his bare hano~, while
looking for leaks of potentially contaminated liquids in the SX
building (see NRC Inspection Report 40-8027/90-06).

On November 23, 1990, ar NRC inspector observed an operator not*

wearing respiratory protection (a:; required by procedures) when
manually unclogging a conveyor that transported yellowcake (see
NRC Inspection Report 40-8027/90-06)

On December 1, 1990 an NRC inspector found that an SFC shift*

supervisorturnedoffamalfunctioningfrisker,butdidnotinform
the responsible H&S personnel. Later two female employees did not

.
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frisk themselves prict to exiting the change room, because the frisker
wasturnedoff(seeNRCInspectionReport 40-8027/90-06).

NRC inspectors found an ash receiver area high radiation area door*

left unlocked and unattended in January 1991. This problem has'

.

reoccurred on three separate occasions within a 3-month period (see'

NRC Inspection Reports 40-8021/90-06, 91-01 and 91-02).

On February 15, 1991, NRC inspectors observed poor contamination*

control practices during an ash receiver change-out, when the
activity resulted in visible contamination in a hallway. No attempts
were made to limit access to the area to control highly contaminated
equipment. Ash receivers were changed out at least two to three
times per day, and appropriate contamination controls had never been

,

instituted (seeNRCInspectionReport 40-8027/91-02). In May 1991,
an inspector identified that_SFC provided no training, guidance, or
procedures that describe to workers how to undress from highly con-

. taminated protective clothing in a manner so as to prevent skin
' contamination. As a result, the hands of two workers were contami-

nated during removal of highly contaminated protective clothing,
after changino cut ash receivers (see NRC Inspectier, Report |

40-8027/91-09). -i
i

During the week of May-6, 1991, an NRC inspector observed poor*

contamination controls when a highly contaminated cart outside the
ash receiver area was not attended or controlled (see NRC Inspection
Report 40-8027/91-08).

On May 16, 1991, an NRC' inspector observed a worker outdoors near. the*

clarifiers (in the restricted area) dressed in protective clothing
and a full face respirator sawing on PVC pipes on the ground.
Although SFC's H&S staff took action to protect the worker from
potential contamination by requiring'the use of a respirator, they
failed to adequately consider the potential for this activity to
contaminate the ground adjacent to the work area (see NRC Inspection
Report 40-8027/91-09).

SFC's license requires only surveying.for alpha contamination inside*

the restricted 'trea; however, the Licensee identified a problem with
beta contaminab on in the spring of 1990, and informed NRC that the
problem would be evaluated (see NRC Inspection Report 40-8027/90-03).
In November 1990, SFC agsf n comitted to evaluating the issue af ter NRC
found contaminated materiais at a private residence off-site (see
NRC Inspection Report 40-80?7/90-06). However, by May 1991 the
Licensee still had no limitt for beta contamination inside the
restricted area, approximately one year after the problem was first
identified (seeNRCInspectiviReport 40-8027/91-09).

_in June 1991, NRC inspectors toentified that SFC has failed to survey-*

laundered protective clothing, as required by procedure, for over a
year. This failure is potentially significant in that workers.
continually _ overloaded the washers with protective clothing which
provided the potential for inadequate decontamination. SFC identified
that potential in March 1991, yet took no corrective actions to assure
that laundered protective clothing was_ suitably free of contamination-
until NRC inspectors identified this same problem (see NRC Inspection
Report 40-8027/91-10).
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Health and Safety technicians receive little to no formal health* "

J physics training, with most having cnly on-the-job experience,
j HLS technicians frequently depended on operations and maintenance

personnel to establish the protection requirements described in a*

hazardous work permit-(see NRC Inspection Reports 40-8027/90-04 and-

91-10). This is contrary to the intent of a hazardous work pennit
which is to independently establish worker protection requirements
appropriate to a specific hazardous task.

D. Environmental Protection Program
.

The NRC was aware that some ground contamination existed at the Sequoyah
,

! far.ility, as documented in NUREG 1157 " Environmental Assessment for
1

Renewal of Special Nuclear Material License No. SUB-1010" dated:

4

August 1985, and NRC Inspection Report 40-8027/88-03. However, the NRC

; was unaware of the magnitude or the extent of the contamination. NRC

investigation and inspections found that SFC had many indications of the

magnitude of the ground contamination, and found that SFC had a number

| of weaknesses in its environmental protection program. The following
i si., items demonstrate these failures and weaknesses:

* As discussed in Section III of this Order, NRC's investigation and,
; inspections determined that SFC had monitored and analyzed the water'

from "sandwells" in the vicinity of the SX building. This data
indicated contamination levels below the ground surface of the
restricted area that averaged about 100 times above SFC's environ-
mental action level for unrestricted areas and at least 20,000 times.

'
above background. However, prior to August 1990, the Licensee had
taken no action to evaluate the extent of this contamination, develop
remedial actions, or identify the areas in their decomissioning file.

; The sandwells provided the Licensee with data that indicated that
SFC's environmental action level had been exceeded by as much as four,

orders of magnitude. Nevertheless, the Licensee discontinued the
sampling of the sandwells in June 1989.

* The SX sandrells, which monitored utility trench sand backfill,

zones, provided SFC with data for several years which indicated that
these zones were potential migration pathways for licensed material.'

As a result of the failure to investigate available data, SFC managers
Couch, Lacey, Nichols, and Sineroth were unaware that licensed
materials below the ground surface had migrated to the unrestricted
area although still within the owner-controlled area.

Operators often discharged process solutions to the north ditch, relying*
|

on dilution in the combination stream to assure release limits were i
satisfied. Intentional dilution, without any attempt to treat -|

contaminated water, is a poor practice to limit releases.to levels+

as low as reasonably achievable (see NRC Inspection Report 40-8027/90-07).

!
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As discussed in Section III of this Order, operators routinely*

recovered contaminated process liquids from under the main process
building through the " subfloor process monitor" since the mid-1970s i

and Licensee personnel had never attempted to characterize the
contamination under the building. Mr. Mestepey stated that he had'

been aware of this activity since about 1988, yet did not question
the activity.

The current characterization of the site has identified concentrations*

of uranium in the Sewage Lagoon as high as 16 g-U/1. These high values
are apparently the result of disch6rges from the laundry. Uranium has
been identified to a' depth of about 40 ft in some monitoring wells
inside the restricted area.

Outside the restricted area fence but still inside the Licensee's"

property, uranium has been found in at least four locations. Uranivm
has also been found in the streambed of one formerly used outfall, outside
SFC's property.

V

Based on the above, it appears that a number of significant deficiencies and

weaknesses exist in the Licensee's Health & Safety and Environmental programs.

These deficiencies include a failure on the part of Licensee managt tent to fully

understand and exercise their licensed responsibilities; poor _ cocr:tunication within

the SFC organization, particularly between the H&S and operations (production)

staff; numerous inadequacies with regard to Licensee procedures and failures on

the part of SFC employees to comply with SFC procedural requirements and health

and safety praut b e * deficiencies in training and instruction of_SFC personnel

working in restricted areas; and serious weaknesses in the Licensee's contami-

nation control practices, including failures to exercise basic controls to

prcvent contamination to the environment and to adequately evaluate contambation.

The foregoing deficiencies in the Licensee's Health & Safety and Environmental

Programs are significant and adversely impact health and safety.

In addition, the Licensee's Manager, Environmental, Carolyn L. Couch, intentionally

provided false testimony to 01 investigators. Specifically, notwithstanding

|

!
r
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knowledge of the. scope of the NRC investigatiun and the ralevance of the liquid

samples and analyses, and af ter informing the AIT that she first saw tt- August 4,

analysis result of 2.06 g-U/1 on August 7,1990, and then discussed the con-;

tamination in the SX area with Mr. Mestepey, 1) on September 5, 1990, Ms. Couch

stated to 01 investigators that she was unaware of the exact yellow water
,

sample concentrations of uranium until August 22, 1990, and 2) en September 12,
i

| 1990, she stated to 01 investigators that she did not remember specifically
,

j looking at any laboratory results concerning the excavation prior to approxi-

mately August 20,1990,3) on March 1, 1991, she stated to 01 investigators
.

'

that she might have seen prior to August 20 a laboratory analysis of a water
t

; sample which she had taken on August 4 which indicated approximately ' g/l of

uranium, 4) she admitted to O! investigators on March 19, 1991, that she had'

'
received and seen on August 7 or 8 a laboratory analysis of a water sample

{ taken on August 7 which indicated a 1-percent concentration of uranium, and 5)

she failed to provide OI with a copy of the August 7,1990 analysis until March

; 19, 1991 although 01 had previously requested all laboratory results regarding
i

; the SX excavation. These communications indicate a pattern whereby Ms. Couch

either provided false information or willfully withheld material information.

Furthermore: Ms. Couch did not respond to an NRC inspector on August 6 when,

questioned about the contents of the water in the SX excavation pit, and did,

'

not subsequently ensure that the inspector received a response to his question.
t

1

F''?lly, Ms. Couch was aware that in the past, sampling had been undertaken of
.

water in pipes e' bedded in the ground known as "sandwells" to determine whetherm

there was uranium contamination. In fact, she had discussed with Mr. Nichols

in 1989 the sandwell data and whether the collected data was of-value to the
,

Health & Safety and Environment Departments. In addition, Ms. Couch had '

received a copy of a memorandum from Mr. Lacey, dated August 30, 1990, which
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assigned selected SFC personnel certain tasks in :ennection with an

investigation of the issues surrounding the excavation, and had receive a
,

copy of'a memorandum from the Licensee's Mana n', Facility Laboratory, also

dated August 30, 1990, sent in response to Mr. Lacey's memorandum, which noted

the existence of the data collected from the sandwell sar,pling. However,

Ms. Couch failed to inform the NRC of the existence of the sandwells and

sandwell data.

The Comission must be able to rely on its licensees to provide complete and

accurate information. Licensees' willful violations of Comission requirements

and Licensees' f alse statements to Comission officials cannot and will not M

tolerated. The problem of false statements and the willful withholding of

information by Ms. Couch undermine the NRC's reasonable assurance that the

licensee with Hs. Couch involved in liransed activities will comply with NRC

requirements, including the requir w t that information provided be complete

and accurate in all material respects.

Based on the foregoing, I lack the requisite reasonable assurance that the

Licensee's current operations can be conducted under License No. SUB 1010 in

compliance with the Comission's requirements and that the health and safety

of the public, including the Licensee's amployees, ard the environment will be

protected. Therefore, the public health, safety, and interest require that

License No. SUB 1010 be modified to prohibit Ms. Carolyn L. Couch from super-

visory or managerial involvement in NRCnet lated activities for L specified

period of time and to require the rectification of deficiencies in the Health

& Safety and Environmental programs. Furthermore, pursuant to 10 CFR 2.,202, I

find the public health, safety and interest require that this Order be imediately

effective.
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VI

Accordingly, pursuant to sections 161b, 161c, 1611, 1610, 182, and 186 of the

Atomic Energy Act of 1954, as amended, and the Cornission's regulations in

10 CFR 2.202, 10 CFR 2.204, and 10 CFR Parts 19, 20, and 40, IT IS HEP,EBY ORDERED,

EFFECTIVE IMMEDIATELY, THAT llCENSE NO. SUB-1010 15 H0DIFIED AS FOLLOWS:

A.I. Carolyn L. Couch shall be removed from supervisory or managerial responsi-

bilities over NRC-regulated activities at the SFC facility for a period of

one year from the date of this Order. Additionally, 4' Hs. Couch remains

involved in NRC-regulated activities, sha is not to be directed or supervised

by any of the individuals named in the DeNoad for Information (see section Vill).

For two yet7s after that initial period, SFC shall not reassign her to

supervisory or managerial function: nf NRC-regulated activities without

providing 30-day prior notice to toe NRC.

A.2. Sequoyah Fuels shall provide the Director, Office of Enforcement, within

30 days of tie date of this Order, in writing under oath or affirmation,

information to demonstrate why License No. SUB-1010 should not be modified

to pr3hibit Ms. Couch from servir.g in any capacity involving the performance

of any NRC-regulated activities.

B. SFC snall not operate the Sequoyah facility to produce Uranium Hexafluoride

(UF6) or Depleted Uranium Tetrafluoride (DUF4) following its upcoming shut-

down (currently scheduled to begin on September 23,1991) until SFC submits

and obtains NRC approval of the plan and schedule to review the adequacy

of the Health & Safety ami Environmental Programs, and the qualifications

of the individuals from outside SFC performing the review. The purpose

1
|
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of the review is to assure that the procedures provide clear instructions,

are current, and are technically adequate, such that the intent of the

procedure s;11 be met. The schedule is to indicate which procedures will

be reviewed, revised (as necessary) and implemented prior to startup. The

dates by which the remaining procecure reviews, revisions, and implemen-

tation will be completed as well as a basis for their deferral until after

start-up shall be provided. The schedule shall provide for appropriate

personnel training in the procedures prior to their implementing the

procedures reviewed and, as appropriate, revised. Following the review,

the procedures are to be revised as necessary, and thereafter implemented.

As a minimum, that review shall address the following are*

1. Health & Safety

Measures to keep internal and external exposures As Low As-

Reasonably Achievable (ALARA).

Heasures to ensure confinement of licens?d materials. In cases-

where confinement systems failed, procedures shall require

evaluation of G e quantity of material released outside the

confinement system, the root cause of the condition, and

corrective actions to prevent recurrence.

Use of appropriate protective clothing to prevent personnel-

contamination.
.

MeasurestoensureHazardousWorkPermits(HWP)provideclear-

guidance and ir.structions for p rsonnel protection requirements
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.| and define responsibilities, including the qualifications of the

j it!dividuals permitted to issue, approve, and modify HWPs.
! .

I

i *

Measures to ensure personnel dosimetry and internal dose assess--

j ment programs are supplied and implemented.

i

| Feasures to ensure radiation, contamination, ant' airborne<-

i

activity survey instruments and equipment are properly calibrated4

i

; so accurate surveys can be performed, and that the survey

{ instrurents are appropriate for the type of radiation monitoring
.

1 performed.

:
| Measures to ensure that a respiratory protection program is-

i

implemented so that respiratory protection equipment is used to

i minimize personnel exposure.

!
Measures tts ensure that all SFC and contractor personnel receive-

; appropriate radiation protection and contamination control training.
|

:
'

The responsibilities, qualifications and. reporting requirements-

; for H&S technicians and supervisors are clearly defined and these
!

individuals receive appropriate indoctrination and training to

! implement their responsibilities.

|
!

2. Environmental Program
.

4

Measures to maintain releases of itcensed material to the-
;

' restricted and unrestricted area As-Low As-Reasonably Achievable.

o
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i

Measures for samoling of ground water monitor wells, analysis of-

samples, and evaluating the adequacy of the ground water monitoring

program.

The Regional Administrator, Region !Y, may relax or rescind, in writing, any

of the above conditions upon demonstration by the Licensee of good cause.

Vil

The Licensee, Ms. Couch, or any other person adversely affected by this Order

may submit an answer to this Order or request a hearing on this Order within

30 days of the date of this Order. The answer shall set forth the matters of

fact and law on which the Licensee, Ms. Couch , or any other person adversely

affected relies and the reasons as to why the Order should not have been

issued. f.ny answer filed within 30 days of the date of this Order may t' cluden

a request for a hearing. Any answer or request for a hearing shall be

submitted to the Secretary, U.S. Nuclear Regulatory Comission, ATTN:, Chief,
'

Docketing and Service Section, Washington, D.C. 20555. Copies shall also be

sent to the Director. Office of Enforcement, U.S. Nuclear Regulatory Comission,

Washington, D.C. 20555, to the Assistant General Counsel for Hearings and

Enforcement at the same address, to the Regional Administrator, NRC Region !Y,

611 Ryan Plaza Drive, Suite 400 Arlington, TX 76011, and to the Licensee if

the answer or hearing request is by a person other than the Licensee,

if a person other than the Licensee or Ms. Couch requests a hearing, that

person shall set forth with particularity the manner in which his interest is

adversely affected by this Order and shall address the criteria set forth in 10

CFR2.714(d).

|.
I
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If a hearing is requested by the Licensee, Ms. Couch, or any other person whose

interest is adversely affected, the Comission will issue an Order designating

the time and place of any hearing. If a hearing is held, the issue to be

considered at such hearing shall be whether this Order shall be sustained.

in the sbsence of any request for a tearing, the provisions specified in this

Order shall be final 30 days from the date of this Order without further order

or proceedings. AN ANSWER OR A REQUEST FOR HEARING SHALL NOT STAY THE

IMMEDIATE EFFECTIVENESS OF THIS ORDER.

Vill

In addition to issuance of this Order modifying License No. SUB-1010, tne

Corrnission requires further information from the Licenste in order to determine

whether the Comission can have reasonable assurance that in the future the

Licensee will conduct its activities in accordance with the Comission's

requirements and the below-named managers will carry out the responsibilities

and authorities t.ssigned to their respective key position descriptions as

outlined in the License.

Based on the above, it appears that key SFC management officials failed to

carry out their responsibilities with regard to licensed activities and have

not been candid with the NRC. Specifically:

A. The Senior Vice President, James Mestepey, a responsible for all nuclear

manufacturing activities, including operations, maintenance, engineering,

training, and the process la$ oratory, and reviews all operating procedures,

plant modifications and processes, equipment criteria and other general and

administrative matters.

NUREG-0940' 11.A-205

_



_ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _

35

During the SX excavation Mr. Mestepey was the senior manager onsite, and was

responsible for conducting the excavation and vault construction project.

Mr. Mestepey acknowledged that he had a responsibility for the health and safety

of the workers involved in completing the project.

Mr. Mestepey was apparently aware of the potential for and existence of

contamination in the SX excavation from the onset of the excavation project.

Mr. Mestepey had attended meetings prior to and during the excavation at which

the potential for or existence of contamination had been discussed; had ofter

been present at thw excavation and observed yellow water in the pit; had

informed NRC inspectors that SFC personnel, not contractors, would perform

most of the work involving contaminated material; and was awsre that such

water was being barrelled and acknowledged that he had assumed that if the

water was discolored and was being put into drums it was contaminated.

Furthermore, on approxinately August 8,1990, Mr. Mestepey had seen a

laboratory analysis of a sarple taken on August 7,1990,- of the water in

the excavation which showed uranium contamination of approximately 1

percent. As of August 20 Mr. Mestepey was aware of the existence of
*

laboratory analyses of water samples taken from the excavation pit

indicating levels of uranium of as high as 8 g/1.

<

Hotwithstanding Mr. Mestepey's responsibility fnr the excavation project,.

his acknowledged responsibility to ensure the health and safety'of the-

workers invcived in the project, and his awareness that the ' water in the-

excavation pit contained come uranium contamination,LMr. Mestepey failed

- to take any action to notify his Health _and Safety personnel of such

. contamination or to assure that workers were being adequately protected,

and with' at.least careless disregard for regulatory requirements, f ailed
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to instruct the workers as to the presence of uranium contamination in the

excavation, in violation of 10 CFR 19.12,

,

furthermore, on August 13, Mr. Nestepey made the decision to pump a Isrge '

quantity of water to the north ditch, contaminating the ground. In addition,
!

Mr. Mestepey failed to have SFC submit a report to the NRC within 24 hours
_

'of the discovery of elevated uranium levels in the excavation, in violation

of10CFR20.403(b)(4).
.

In addition. as fully described in Sections !!! and !Y of this Order, the
i

.i

NRC investigation and inspections determined that there were serious

deficiencies in the Licensee's radiation safety, environmental protection

and operation safety programs. As Mr. Mestepey was responsible'for such

matters as operations, training, and review of operating pt-ocedures, it

appears that Mr. Nestepey has failed to adequately exercise his

responsibilities to ensure that these activities were in compliance with

NRC and license' requirements.

i

B. The Vice President, Regulatory Affairs Lee R. Lacey, is responsible for
,

the oversight of the Licensee's health and safety programs, the environmental

protection program, the ^ environmental laboratory, the quality assurance program

and the licensing program. He is responsible for the implementation of the

Facility Quality Assurance _ Plan to assure that all operations and safety

related activities are performed in accordance with facility procedures.

Mr. Lacey advises SFC manager.nt on nuclear regulatory issues and provides

regulatory compliance oversight in enviramental-monitoring and_ other '

regulatory areas. He is'also responsible for the timely,= accurate, and

comprehensive flow of information from the Licensee to the NRC. Mr. Lacey

had formerly held the pcsition of Manager, Health, Safety and Environment.
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Mr. Lacey was apparently aware of the potential for and existence of con-

temination in the $X excavation from the onset of the excavation project.

Hr.' Lacey had attended meetings prior to and during the excavation at which
,

the potential for and existence of contamination had been discussed, and had

of ten been present at the excavation and observed yellow water in the pit, but

failed to complete a " visual detection for uranicin" form (HS.010).

Mr. Lacey also was aware that one of the tanks to be excavited wat under NRC

jurisdiction. Mr. Lacey had also observed solidified uranium on the surface

of the ground in the excavation area. By August 17, 1990, Mr. Lacey was aware

of the existence of laboratory analyses indic6 ting levels of-uranium in the

water of the excavation pit as high as 8 g/1.

Notwithstanding his responsibility for the environmental protection and QA
'

I ;.ograms and his awareness that the water in the excavation pit contained

uranium contamination, Mr. Lacey, with at least careless disregard,

violated the provisions of 10 CFR 19.12 by failing to ensure that contractor

personnel working in the SX excavation were provided with information

regarding the contamination in the excavation and with radiological

protection. In addition, notwithstanding Mr. Lacey's responsibility for

interfacing with the NRC and providing the NRC with timely, accurate and

comprehensive information, Mr. Lacey took no action to inform the NRC of

the contamination in the excavation, or any matters associated with the

excavation, until August 22, 1990. Although Mr. Lacey was aware that the

NRC inspector had inquired as to the contents of the water in the excavation

pit, Mr. Lacey took no action to ensure that the inspector was provided

with a response. Although Mr. Lacey was aware by August 17 cf the laboratory

analyses showing elevated levels of uranium in the water in the excavation,
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he failed to have SFC submit a report to the NRC within 24 hours of the
1

discovery of these elevated uranium levels, in violation of 10 CFR 20.403(b)(4).,

(
l '

!

k

in addition, Mr. Lacey was aware that SFC was conducting an internal investi-
i

gation rTgarding the SX excavation. In fact, O! interviews established that

the investigation was his responsibility. Mr. Lacey sent other management
i
j officials a memorandum dated August 30, 1990, requesting information in
,

| connection with this investigation and, in response to this request, received
3

| a memorandum from the Manager, Process Laboratory, also dated August 30, that
i
j there had been a series of samples taken from sandwells and that the data
>

might be valuable in the investigation of the SX history. However, Mr. Lacey,

I

failed to investigate this data, which demonstrated the migration of licensed>

materials away from the SX building over an extended period of time, and failed-

{ to inform the NRC of the existence of the data,
i
,

1

Furthermore, on August 31, 1990, Mr. Lacey was informed about the existence of

} a subfloor process monitor in the SFC Process Building which had been used to

pump uranium-contaminated liquids from under the building. However, Mr. Lacey.
'

failed to evaluate the contamination of the liquids under the floor, to further

investigate the issue, or to infonn the NRC of_ this matter until September 14,
'

1

1990, following restart of the facility.
.

|
t

; Fina;1y, Mr. Lacey was responsible for the Licensee's regulatory compliance

and quality assurance programs, and had previously been responsible for the.

health and safety programs. As described in Sections !!! and IV of this

Order, the NRC has identified serious _ deficiencies in the Licensee's radia-

tions safety, environmental protection and 7peration safety program.

{ Consequently, it appears _that Mr. Lacey has failed to adequately exercise
i

,

1

1
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his responsibilities to ensure that the Licensee has conducted these activities

in compliance with NRC and license requirements,

s

C. The Health physics Supervisor / Assistant Radiation Safety Officer, renneth G.

Simeroth, was responsible for oversight of the SX excavation for the H&S

Department, and the physical safety of the workers in the excavation. At

the time of the er.cavation, all of the HAS technicians reported to him.

Mr. Simeroth apparently was aware of the potential for and existence of

contamination in tha SX excavation pit. Mr. S ueroth was at the excavation

frequently, and observed "off-colored" water in the pit, and indicated that he ,

was aware that it was very likely that the water would have some uran'ium in it.

Mr. Simeroth had also been the principal individual who htd sampled the SFC

sandwells and, during the period that such sampling was conducted, was aware

that there was uranium contamination in the water that leakeri into the

surrounding area of the SX building. Nevertheless, Mr. Simeroth, top:ther

with Mr. Nichcis, made the decision to discontinue the sampling be:ause the
*

numbers meant nothing to him, as he had no knowledge of any limit levels

pertaining to them.

Notwithstanding Mr. Simeroth's responsibility for the safety of the workers

in the excavation and his awareness that the water in the excava"a con-

tained some uranium contamination, Mr. Simeroth, with at least careless

4 disregard, failed to instruct the workers as to the presence of uranium

contamination, or to assure that these workers were being adequately pro-

tected, in violation of 10 CFR 19.12. In addition, Mr. Simeroth stated

that.he had received no technical, formal training regarding the radiation
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j protection of employees and that he did nnt feel qualified to be Assistant

j Radiation Safety Officer becaust of his lack of training in radiological

protection.
i
:
4

| Furthermore, notwithstanding He. Simeroth's awarer.ess that the water in the

excavation contained some uranium contamination, Mr. Simeroth failed to respond

I when the NRC inspector inquired on August 6, 1990, as to contents of the water

ia the excavation. Although Mr. Simeroth and Ms. Couch later discussed the fact

that they had not answered the inspector's question, Mr. Simeroth took no
a

further action to ensure that the inspector received a response to his question.
i

f 0. The former Manager, Health, Safety, and Environment, Michael H. Nichols,

| had been responsible for developing and implementing programs, procedures ;
a

i
j and guidance in the areas of health physics, industrial hygiene, industrial

,

)
safety, and physical security. During the SX excavation activities,

Mr. Nichols was responsible for the effluent monitoring program, the

respiratory protection program, the bionssay program,_ the health and safety
'

program, and the program for surveillance of all plant activities related to

those areas.-

1-

Mr. Nichols apparently was aware of the potential for and existence of con-4

i taminaticn in the SI excavation pit. Mr. hichols was frequently at the

! excavation site, and numerons SFC employees, as well as NRC inspector, stated
I

i that, from early on in the excavation project, there was yellow water in the
1

pit, indicating the presence of some level of uranium contamination, although
,

'

Mr. Nichols denied seeing yellow water prior to approximately August 22, 1990,

when the walls were poured. In any event, Mr. Nichols had observed solidified

uranium on the surface of the ground in the_ excavation area, had been made

:
,
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aware of low levels of contamination in the exravation from early on in the

..cavation project, and was told by Mr. Lacey on August 17 that there had been

rumors of lab analyses of the water which indicated high readings of contami-

nation.

Notwithstsnding Mr. Nichols' responsibilities as described above, and not-

withstanding his awaruess of potential and actual contamination, Mr. Nichols,

with at least careless disregard vimiated the provisions of 10 CFR 19.12 by

failing to ensure that contractor personnel working in the SX excention were

provided with information regarding the contamiaation in the excavation and with

radiological protection. In addition, Mr. Nichols, whose department informed the

training department of contractors who were to receive training, admitted that he
,

had seen contractor personnel around the SX excavation with only visitor badges,

and did not question their being in the area without arsurances that they had

received the proper t cining.

Fut',hermore, Mr. Nichols failed to evaluate the contamination in the

excavat- to adequately survey articles used at the excavation, and to
'

obtain bioassays. Specifically, Mr. Nichols never instructed or ensured

that his staff performed se.ipling of the water nd soil in the excavation

and report to SFC management any laboratory test results, even after he

was aware of low levels of uranium-contaminated water in the excavation.

Mr. Nichols' staff took only airborne samples on August 3 and 4, 1990,

although workers continued to move dirt in the excavation throughout an

extended time period, and Mr. Nichols~ admitted that, due to moisture in

_the soil, these airborne samples may not have been adequate, in addition,.
1

articles that had been contaminated in excess of the limits in the SFC

license were released from the facility and found at the home of one of

the contractor employees, and the NRC determined that the instrumentation

"
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:
j used by SFC personnel to survey these materials was not adequate to
:

satisfy license requirements. Although he was informed on August 18, 19904

that the contractor's concrete forms were too contaminated to release, Mr.

Ni<hols took no action to determine thL root cause of these elevated

contamination survey results.

4

Horeover, bioassey samples were not obtained for some contract workers

until August 22, 1990, and were not obtained at all for the remaining !

I contract workers. In addition, although Mr. Nichols was informed by Mr.

Lacey on August 17, 1990, about " rumors' of elevated uranium contamint. tion

readings at the excavation area, Hr. Nichols never contacted the facility

; Laboratory or took any further action to determine the validity of this

! information.
;

:

I Finally, Mr. Nichols ns aware that the sandwells had been sampled for

f uranium contamination, and had made the decision to discontinue the

sampling because he did not understand the data that was being collected.

| He also had apparently received a copy of the memorandum from the Manager, *

2 Process Laboratory, dated August 30, 1990, that referenced the sandwell

data. Although Mr. Nichols was extensively questioned during early-'

Septerter 199G by 01 regarding the potential source of the contaminated

water in the excavation, he never advised the NRC of the existence of the

sandwell data prior to late February or March,1991.

Accordingly, pursuant to sections 161c,1610, 182, and 186 of the Atoric Energy

Act of 1954, as amended,10 CFR 2.204 and 10 CFR Part 40, in order for the
'

- Cocinission to' determine whether your license should be further modified, suspended

or revoked, or other enforcement action takcn to ensure complience with NRC

regulatory requirements, the Licensee is req'; ired to submit to the Director,
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Office of Enforcement.. U.S. Nuclear Regulatory Comission, Washington, D.C.

2055S, within 30 days of the date of this Order and Demand for Information, the

following information, in writing and under oath or affirmation:
,

Sequoyah Fuels Corporation shall provide information to demonstrate why

License No. 508-1010 should not be modified (1) to prohibit Messers. Mestepey

Lacey, and Simeroth from serving in any capacity involving tne perforrence

or supervision of any NRC-regulated activities, and (2) to require 30 days _;

prior notice to the NRC of reinvolverent of Mr. Nichols by SFC in any

capacity in NRC-ret;ulated activities.

Copies also shall be sent to the Assistant General Counsel for Hearings and |

Enforceme.it at the same ao.4ress, and to the Regional Administrator, NRC Region

!Y, 611 Ryan Plaza Drive, Suite 400, Arlington, Texas 76011.

After reviewing your response, the NRC will determine whether further action

is recessary to ensure compliance with regulatory requirements.

FOR THE NUCLEAR REGULATORY COMMISSION

/
\

1
.

/f // J.

.gh . Thompson, ,

De y Execucive ir or or
Nuclear Materials S e , Safeguards,

| and Operational $ e ort'

Dated at Rockville, Maryland
thisJdayofOctober1991

|
|
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Docket No. 40-8027
| License No. SUB-1010
' EA 91-196
9

'Sequoyan Fuel.2 Corporat'on
! (Subsidiary of Ocneral Atomics)

A?rN: James J. Sheppard
President

P.O. Box 610
Gore, Oklahoma 74435;

i

] Gentlemen:

SUILTECT: CONFIRMATORY ORDER MODIFYING LICENSE (EFFECTIVE
IMMEDIATELY)

The enclosed Order 19 being issued to confirm the commitments'

made in your December 18,= 1991 letter to notify the NhC should,

you to desire to utill e certain individuals for the performance'

or supervision of licensed activities. '

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter and its enclosure will be placed in the NRC
Public Document Room. Any questions concerning this Order should
be addressed to James Lieberman, Director, Office of Enforcement,a

at (301) 504 - 2741.,

Sinctrely,

~
j // ?) ! ..

<

i lluc L. Thomp , .

Qc uty Executive Di ctor for
clear Materia ' .safoty,

3 Safeguards, and Operations Support
4

.

Enclosure:
Order;

cc (See next rage),

I

,

4
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i

Sequoyah Fuels Corporation

dklahomaRadiationControlProgramDireci.,r
Diano curran, Esq.
Harmon, Curran & Tousley
2001 S Stteet, N.W., Suite 430
Washington, D.C. 20009

Brita Haugland-Cantrell, Esq.
2300 North Lincoln Boulevard'

112 State Capitol Building
Oklahoma City, OK 73105-4094

James Wilcoxen, Esq.
Wilcoxen 2 Wilcoxen ,

Attorney for Cherokee Nation i

P.O. Box 357
Muskogee, OK 74402-0357

Newman & Holtzinger, P.C.
ATTH: Maurice Axelrad
1615 L Street, N.W.
Suite 1000
Washington, D.C. 20036

,

_ -

|

|
|

.

I
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if
i
I UNITED STATES
j NUCLEAR REGOuATORY COMMISSION
i
j In the Hatter of )
4 ) Docket No. 40-8027

Sequoyah Fuels Corporatien ) License No. SUB-1010'

Gore, Oklahoma ) EA 91-196*

CONFIRMATORY ORDER MODIFYING LICENSE (Effective Immediately)

!
j I
a

f Sequoyah Fuels Corporation (SFC or Licensee) is the holder of

Source Material License No. SUE-1010 !ssued by the Nuclear
,

j Regulatory Commission (NRC or commission) pursuant to 10 CFR Part

j 40, The license authorizes possession and use of source material
:

{- in the production of uranium hexafluoride (UF6) and depleted
!

| uranium tetrafluoride (DUF4) in accordance with the terms and
i
| conditions of the licensc. The license was due to expire on
i

j September 30, 1990, but currently remains in effect based on a
!

| timely renewal application submitted by the Licensee. :
!
t

i
II.

i

!

.

The Commission issued an Order Modifying License (Effective
!
'

Immediately) and Demand for Information to SFC (EA 91-067) on.,

October 3, 1991, to addresJ a number of significant safety
i

j violations and regulatory problems that occurred at the facility
. ,

j .since the August 1990 solvent extraction tank excavation.--The

| Order removed As. Carolyn L. Couch, who then held the position of
;

| Manager, Environmental, from supervisory and managerial
i
,

F

: t

;
*

;

j

i

i
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responsibilities over NRC - related activities at the 5FC

facility for one year and required the Licensee for a two year

period to inform the NRC 30 days prior to reassigning her to
supervisory or managerial furetions for hnC-regulated activities.

The order also requested information as to why the License should

not be modified to prohibit Ms. Couch from serving in any

capacity involving the performance-of NRC-regulated activities at

the SFC freility. ;The purpose of the Demand was to obtain

further information from the Licensee *n order to determine

whether the Commission esn have reasonable assuranco-that (1) in

the future the Licensee will conduct its activities in accordance
,

with Commission requirements and (2) certain individual managers

identified in Section VIII of EA 91-067 holding key. positions

described in the License will carry out their-responsibilities

and authorities. Because it appeared that these key SFC

management officials failed to carry out their responsibilities

with regard to licensed activities and have not been candid with

the NRC, the Demand specifically requi;od the Licensee to provide

information to demonstrate why the License shculd not be modified-

(1) to prohibit Messrs. Mortepoy, Lacey, and Simeroth from

serving in any capacity involving the performance or supervision

of any NRC-regulated activities at the SFC facility, and (2) to

require 30 days prior notice to the NRC of reinvolvement of Mr.

Nichols by SFC in any capacity in'NRC-regulated activities. The

Licensee responded to the Order and Demand in two letters, both

dated December 2, 1931.

>
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!
4

I

!
3*

,

i'

j In those responses, the Licensee asserted that, based on the

| information available to SFC, GFC believed that the individuals

named the Demand neither acted in careless disregard of their
i

!

j respective responsibilities for licensed activities nor failed to ;
'

a

be candid with the NRC. However, the Licensee admitted that the

| individuals made errors in judgement, missed opportunities to
i

j identify and correct deficiencies at an earlier stage, and could
i

have done more to assure that the NRC was fully informed of SFC :,

i i

'

activities. While not admitting the allegations in the Order
:

i regarding Hs. Couch, SFC stated that Ms. Couch did not wish to
e

{ continue to be involved in the performance or supervision of HRC - ,

regulated activities at the:SFC facility, and STC, therefore,
L

'

j consented to the Order as to-Ms. Couch. j
i

}

j In a letter dated November 15, 1991, the Licensec described

I mat.:gement changes that included the reassignment of severs 1 of
i

| the individuals named in the Order an. the Demand to other
!
j assignments at SFC or General Atomics, parent company of SFC. By ?

| 1etter dated-December 18, 1991, the 1,1consee stated'that, au) a

j matter of clarification, SFC does not intend to use any of the
,

named individuals in the performance or su.nervision'of NRC-,

i

| licensed activities, or to reemploy Mr. Nichols. The Licensee.

:
1

further stated that should it desire to utilize any of=the named

individuals in the performance or supervision of NRC-licensed

activities, it will provide'the NRC notice.30 days. prior to suchi

utilization.

|
.

!
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4 .

III {
.

V

I'nv(ewoftheinforrationcontainedintheDecember18, 1991
letter, the NRC finds that it is not necessary at this time to .f
further address the past performance of these individuals. If at

a future date the Licensee decides to utilize one or more of f
these individuals in the performance or supervision of NRC- i

licensed activities, NRC would then determine li the [

ndi"idual(s) should be performing or suporvising licensed
activities after considering, among other things, the position in

which the individual would be used, changes in circumstances
-

since August 1990, if any, additional training, and the degree ot ;

management oversight. ,

,

Accordingly, I find that the_public health, safety and interest
,

require that License No. SUB-1010 be modified by order to confirm ;

the Licensee's commitment of December 18, 1991 and that pursuant- i

to 10 CFR 2.202 ( SG FR 40664, August 15,1991) this Order be

effective immediately. The Licensee consented to this order in-a r

discussion between L. J. Callan, Director, Division of Radiation,
|

f Safety, and Safeguards, Region IV, and J. J.-Sheppard, President, 2

SFC, on January 8, 1992.

4

'

IV-

-Accordingly, pursuant to sections 62, 161b, 161c, 1611, 161o, 182

! and 186 of the Atomic Energy Act of-1954, as amended, and the
|
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i
j Commissions regulations in 10 CFR 2.202 and 10 CFR Part 40, IT IS

HEREBY ORDERED, EFFECTIVE IMMEDIATELY, THAT LICENSE No. SUB-1010,

)- IS MODIFIED AS FOLLOWS:
:

s ,

j SFC shall provide the NRC at least 30 days notice prior to SFC's '|
4 1

| reassignment of Ms. Couch or Messrs. Mestepey, Lacey, or i

!

i Simeroth, to directly perform or supervise NRC-licensed
i
j activities, or rehiring Mr. Nichols for the-purpose of performing
5

j or supervising NRC-11consed activities.

,i : ;
-

.

Tbs Regional-Administrator, Region IV, may, in writing, relax or

rescind the-above condition upon demonstration by the Licensee of

{ good cause.

I
!
! V
.

- 1

h In accordance with 10 CFR 2.202, any person other than the '

l licensee adversely affected by this order may submit an answer to '

s

! this order within 20 days of this order. Within the same time
!
j- period, such persons may request a hearing on this order. - The
(__
| hearing request may be included in the answer. The answer may-
i

,

consent to the order.- Unless the answer consents to the Order,-
!

| the answer shall, in-writing, under oath or affirmation,
~

I

; specifically admit or deny each allegation or charge made|in the
! Order and shall set forth the matters of fact-and law on.which

~

! such person adversely affected relies, and the. reasons _as to why-
,

; the Order should not have been iss nd. Any answer or request-

|

;

i

|.
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for a hearing shall be submitted to the Secretary, U. S. Ifuclear

Regulatory Commission, ATTlis Chief, Docketing and Service
'

Sectian, Washington, D.C. 20555. Copies shall be sent to the

Director, office of Enforcement, U.S. ifuelear Regulatory
i

Commission, ATTil: Document Control Desk, Washington, D.C. 20555

and to the Assistant General Counsel for Hokrings and Enforcement

at the same address, to the Regional Administrator,14RC Region

IV, and to the Licensee. If such a person requests.a hearing,

that person shall set forth with particularity the manner in
which his interest is adversely affected by this order and shall

address the criteria set forth in 10 CFR 2.*/14 (d) .--

If a hearing is requested by a person whose interest-is adversely _
affected, the Commission will issue an Order designating the time

-

and place of any hearing. If a hearing is held,-the issue to be
,-

considered at such hearing shall be whether thic Order should'be-
,

sustained.
.

VI

In the absence of any request for hearing, the'provisiosas

specified in Section IV above shall be final 20__ days-frcm the
date ofLthis ordar without further order or proceedings.-

,

5

%

b

- (
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AN ANSWER OR A REQUEST FOR llEARING SHALL NOT e PV THE IMMEDIATE

EFFEQTIVENESS OF THIS ORDER.

FOR THE NUCLEAR REGULATORY COMMISSION

t -
Hug L. Thompso
D- '. ty Executiv ector for
Nuclear Materia a Safety,
Safeguacds, and operations Support

Dated at Rockville, Maryland
this/fkds/ofJanuary1992

!

>

1

k

,
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Docket No. 40-8027
Licenso No. SUB-1010
EA 92-045

Sequoyah Fuels Corporation
(Subsidiary of General Atomics)
ATTN: James J. Sheppard

President
Post Office Box 610
Gore, Oklahoma 74435

Gentlemen:

SUBJ ECT: ORDER MODIFYING LICENSE (EFFECTIVE IMMEDIATELY) AND
DEMAND FOR INFORMATION

The enclosed Order is being issued to impose as new license .
conditions reporting requirements intended to give the NRC added
assurance that issues of potential safety and regulatory
significance are promptly brought to our attention. While these
conditions 1cwer your reporting threshold, as with all of our
licensees, we expect that.you will keep the NRC informed of
issues of potential regulatory or safety concern, whether or not
a specific reporting requirement is involved.

In addition, this letter also addresses an issue which is part of
the NRC investigation being conducted by the Office of
Investigations (OI) into certain health physics activities at the
sequoyah Puols Corporation (SFC). As a result of that
investigation, questions have arisen as to the performance of
your Vice President for Regulatory Affairs. Our concerns are
addressed below.i

As you are aware, on January 7, 1992, NRC inspectors received an
allegation that 1) required surveys may have been recorded as
complete when they had not been performed; 2) survey readings
that were above release limits may have been recorded as below
release limits; and 3) smearable swipes from trucks may not have
been counted until trucks departed from the site, though records
indicated that counts had been made before the trucks had left
the site. These allegations, if true, could have raised current
safety concerns because they may have been ongoing practices. On
January 8, 1992, L. Joseph Callan, Director, Division of
Radiation Safety & Safeguards, Region IV, NRC, discussed these
issues with your contract Vice President for Regulatory Affairs.
It was our understanding that the alleger had already notified

i SFC of these allegations and, therefore, we intended to refer
them to FFC for investigation and reporting back to the NRC.
However, your Vice President gave no indication that he was aware

,

0

.
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of any alleged improprieties involving surveys or records of
surveys. Notwithstanding two later telephone calls to Mr.
Callan, it was not until sometime after the second call that NRC
became aware that while your Vice President was not necessarily
aware of who had made the allegation, he was aware of t'e issues
on January 2, 1992, and had directed that an internal
investigation be initiated.

There may have been several reasons for the failure of your Vice
President to provide information during the January 8, 1992
discussion, such as a failure to recall the information, a
failure to associate the issues of HRC concern with the
information provided him on January 2nd, or a desire to assure
that he had nore facts or that the investigation be further along
trefere he spoke to the agency. However, those reasons would not
have excused the failure to provide full information in the
subsequent communications.

Issues concerning improper health physics practices are of
regulatory concern, especially at SFC. As you know, this is a .
site that has remained shut down under an order to address health
physics issues and has been subject to two Demands for
Information related to, among other things, the candor and
sensitivity of your managers in providing information to the NRC.
In fact, SFC itself has recognized that the former Vice President
for Regulatory Affairs exercised poor judgment in this area.
Consequently, the current contract Vice President, effective
November 25, 1991, replaced the former Vice Presiuent pending the
selection of a permanent officer. Thus, we would have expected
SFC to be informing us in response to our concerns that it, SFC,
recognized issues and was responsibly looking into them.

For these reasons, the staff is very concerned that at this stage
of the regulatory process, your Vice President for Regulatory
Aftairs exhibited a lack of sensitivity to the need to keep the
NRC informed of ongoing issues of regulatory concern. This is
reminiscent of the communications of the previous SFC management
team rather than what we have been led to believe is the
expectation of the current management.

It is our understanding that you are in the process of finding a
permanent replacement for this t.ce Presi(+nt since he is a
contract officer. However, for a position of such importance, it
may take time to obtain the appropriate replacement. Therefore,
further information is required pursuant to section 182 of the
Atomic Energy Act of 1954, as amended, 10 CFR 2.204 and 10 CFR
40.31(b), to . determine whether further regulatory action is
required to assure that we have confidence that your Vice
President for Regulatory Affairs will fully communicate vith the
NRC on matters related to licensed activities at SFC.
Specifically, please provide in writing and under oath or
affirmation, within 10 days of the date of this Demand for
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Information, SFC's basis for having confidence that your Vice
President for Regulatory Affairs will communicate fully with the
NRC on issues concerning potential conditions that may impact on
the public health and safety.

The response should be addressed to: Director, Office of
Enforcement, U.S. Nuclear Regulatory Commission, ATTN: Document
Control Desk, Washington D.C. 20555, with a copy to the Regional
Administrator, U.S. Nuclear Regulatory Commission, Region IV.

A copy of this Demand is being sent to your Vice President to
provide him an opportunity to respond if he so desirco.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter and its enclosure will be placed in the NRC
Public Document Room. Any questions concerning this Order should
be addressed to James Lieberman, Director, Office of Enforcement,
at (301) 504-2741.

Sincerely,

*
??

Hyg Thomp J. .

D(p ty Executiv rector for
Nuclear Materia a Safety,J

Safeguards, and Operations Support

Enclosure:

cc:
Oklahoma Radiation Control Program Director

Vice President for Regulatory Affairs, SFC
Diane Curran, Esq.
Harmon, Curran & Tousley
2001 S Street, N.W., suite 430
Washington, D.C. 20009

Brita Haugland-Cantrell, Esq.
2300 North Lincoln Boulevard
112 State Capitol Building
Oklahoma City, OK 73105-4894

-
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UNITED STATES
( NUCLEAR REGULATORY COMMISSION

In the Matter of
Docket No. 40-8027

Sequoyah Fuels Corporation License No. SUB-1010
Gore, Oklahoma EA 92-045

ORDER MODIFYING LICENSE (EFFECTIVE IMMEDIATELY)

I

Sequoyah Fuels Corporation (SFC cr Licensee) is the holder of

Source Material License No. SUB-1010 issued by the Nuclear

Regulatory Commission (NRC or Commisalon) pursuant to 10 CFR part
40. The l'icense authorizes possession and use of' source material

in the production of uranium hexafluoride (UF6) _and depleted

uranium tetrafluoride (DUF4) in accordance With the terms and
conditions of the license. The license was due to expire on
September 30, 1990, but currently remains in effect tased on a

timely renewal application submitted by the Licensee.

II

-

On November 5,1990, NRC issued a Lemand for Information to SFC
_.

(EA 90-158) for the purpose of obtaining information tas determine

whether there was reasonable assurance that SFC could properly
manage licensed activities in accordance with Commission
requirements. This D) mand was based in_part on the failure by
key managers at SFC to accurately and completely:infcrm-the NRC-
of material facts in a prompt manner.
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On October 3,1991, the NRO issued an Order Modifying License

(Effectivo Immediately) cnd Demand for Informatinn to SFC (EA 91-

067) to address a number of significant safety violations and

reaulatory eroblems. Significantly, the Order was bascd, in
' ' part, na the failure of a responsible licensee official to fully#

provide complete and accur ''e information to 'he NRC. The

purpose of the Demand vta t> obtain further information from the
e f

J. T! - Linsnsee in order to determine whether the Commission could have.-

k[ (~, ', reasonable assurance that certain individual canagers holding key
< 1 ns
- -

}7
positions described in the License would prcperly carry out theiJ

Ihi. 1-aponsibilities and authorities. That Demand was ist ed, in

-jyyh
j e ' ': s part, because it appeared that these key SFC management officials ,

g
T' were not carfid with the NRC concerning regulatory matte

The Licensee responded to the Demand in two let - .ed

Decemb3r 2, 1991. In those responses, the Li^en asserted its

belief that the individuals name' ,. :he Demand neither acted in
,

careless disregard of cheit e ;.cccr.r. recponsibilities for

1: Ec7 sed activities nor failed to be candid with the N?C.
'N iowever, the Licensee admitted that the indiv' duals made errors
lk!

in Sudgmor:t, missed opportunities to identify and correct

deficiencies at an earlier stage, and could have done more t o

assure that the NRC was fully informed of SFC activities.

By letter dated December 18, 1991, the Licensee stated that it
did not intend to use any of the named individuels.in the

~
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3
r
j performance and supervision of HRC-licensed activities, and

f should it desire to use any of the named individuals in such

{ capacities in the future, it would provide the NRC at least 30

days notice. The NRC confirmed this commitment in a Confirmatory

f Order dated January 13, 1992 (EA 91-196).
;
!_
i
i
: On January 7, 1992, an employee approached NRC inspectors with
1

| allegations involving potential wrongdoing. Specifica1'.y, it was

alleged that an SFC health physics (HP) . supervisor was _ condoning,
i

j if not encouraging, the falsification of . :ords and improper =

vehicle surveys. Subsequent discussions with an HP technician,

i

j raised further concerns regarding the adequacy of surveys

| performed on vehicles prior *o their release from the site.

!

| On January 8, 1992, a senior NRC official on alte discussed'this

matter with the " ice President for Regulatory Affairs, a
a

contractor hired by the' Licensee as an interim replacement'for!

; one of the key positions recently vacated as a consequence of the.
!

_

I October 3, 1991 Order. This discussion was for the purpose of
|

[ advising SFC of .the allegations and potential safety: issues so--
-

f- that SFC could investigate the matter and take appropriate
y.

f corrective action. The Vice President did-not, however,. convey
~

1

it to -the TUlc official during ' that- discussion or_~ t*,b subsequent
k

f telephone calls, that1 he had . been . aware ofIthe -subst 2nce of tha -

| allegations since January 2, 1992 an'dLthat he-had directed that
;
,

!

;

!
>
?

f

! NUREG-0940 II.A-229
~

V
e

*
. _. - __ .a,.._ __. , s._ -



_ ___ _ _ __ _ _ _

4

SFC initiate an investigation into the specific matters-

identified by the nenior NRC official.)

Finally, on January 20, 1992, SFC notified the NRC of the

discovery of contamination in the plant warehouse, an

unrestricted area. An NRC inspection team subsequently

determined that the Licensee had first become aware of the
contamination as early as November 22, 1991. In addition, ti4e

NRC team also found hat the Licer ~e had also discovered

contamination in the SPC Carlile Tru_ ling Center, an ur.rc:tricted

*offsite facility,-as early as-November 13, 1991. However, until

the NRC inspection, the Licensee failed to either control the.

contaminated material or take action to restrict access to the
areas where the contaminated material was stored.

III

7

Based on the above, it appears that the Licensee has not been

able to overcome and cccrect SFC's history of, lack of candorfin

bringing potential safety. .and regulatory _ _ist'O ' to NRC's-

attention. It is recognized that each of che f ailures .tcr bring -
i

for'1 * formation to the NRC was not necessarily a violation of_.

HRC requirements. Nevertheless, given the. regulatory _ issues ac.

SFC,'it is imperative that URC be kept fully and pro. aptly

4 informed of potential safety and-regulatory issues occurring at.

this; facility. Without this-information,-NRC could be

, .NUREG-0940 I L A-230 -
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*
I

I

i

!

I significantly hampered in its ability to properly regulate
; . s

-

| activities at SFC.

|
?

4'

|
Consequently, to further assure SFC's management will keep the*

| NRC fully informed of potential safety and regulatory concerns
:

and to provide additional assurance that NRC will be able to

! effectively carry out its regulatory oversight of the activities

at SFC, it is necessary to require that License No SUB-1010 be

|_ modified to include additional reporting requirements.
1
; Furthermore, pursuant to 10 CFR 2.202, I~ find that the public
I

; health, safety and intersst require that'this Order be
t

i immediately effective.

i
!

i IV
4

:
1
4

j. Accordingly, pursuant to sectier s 63, 161b, 1611, 161o, 1'82, and
4

.

-

186 of the Atomic Energy Act of 1954, as amended, and the
.

- ,

Commission's regulations in 10 CFR 2.202 and 10 CFR.Part 40, IT,

; IS HEREBY. ORDERED, EFFECTIVE IMMEDIATELY, THAT LICENSE NO. SU3-
i
! 1010 IS MJDIFIED AS FOLLOWS:
i

}:
.

f The Licensee shall, to the extent not covered by any other-
3

reporting requirement, including but not limited tct 10 - CFR-,

i
_

j; 40.9(b), inform.the Regional Administrator, Region IV,.in
_

writing,.within five working days of awareness of_theffollowing:
:
i

;. _

+

c

L
,

--

I
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A. Failure to follow pracodures or other requirements where

there are indications that the cause was a deliberate
failure to meet requirements. A deliberate failure is a

,

a

failure caused by deliberate misconduct as defined in 10 CFR

40.10(c).
._-l

l.

.

Spills or other unusual occurrences involving the spread ofB.

contamination in and-around the SFC's facility, equipment, or'

site, subject to 10 CFR 4 0. 3 6 (f) (1) , -cVen lf the

contamination has been or will be cleated up.

C. Any| failure of equipment or facilities, or failure to follow
procedures, which leads to 1) offsite release or

contamination in unrestricted-areas in excess of SFC's
administrativo limits; 2) any contamination'in restricted-

areas that requires activities in an area to be suspended for

more than twenty four hours pending decontamination; or.3) _

any personnel contamination in excess-of SFC's-administrative-
'

limits which within one hour of' detection.is not-reduced.to
'tithin limits.

D. Employee concerns or allegations that any.of.the;above
failures may have ovcurred unless it-is determined within

the above f. ' eking days-that the-concern'or allegation is.

not valid.
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a

| E. A(nyothermatterthatthePresident, SFC, uelieves rises to a
!

j. regulatory or safety concern that warrants NRC notification.
1 3

i
!

I The Regional Administrator, Region IV, may,.in writing, relax or
:

, rescind any of the above conditions upon demonstration by the
!

i Licensee of good cause.
s

i
1

1

I V

$

i
|_ In accordance.with 10 CFR 2.202, the Licensee must, and any_other
i e

( person adversely affected by this order may, submit an answer to
i
i this Order, within 20 days of the date of_this order. The answer
:

I may consent to this order. Unless the answer consents to this

Order, the answer shall,_in writing-and under oath or

affirmation, specifically admit or deny each allegation or charge
i
3 made in this order and shall set forth the matters of fact and
!-
I law on which the Licensee or other person adversely cffected
j
'

relies and the reasona as to why the Order should not have-been.
~

J

; issued. Any answer filed within 20 days of the date of this

; order may include a request for a hearing. Any answer or request

i for a hearing shall-be submitted to the Secretary, U.S. Nuclear
;

,
Regulatory Coumission, ATTN: Chief, Docketing and Services-

t

Section,; Washington, D.C. 20555. . Copies shall also be-sent to |

the Director,. Office of Enforcement, U.S. Nuclear Regulatory
r.

. . I

W Commission, Washington, D.C. 20555, to the Assistant General |

~

|

Counsel for Hearings anu Enforcement at|the same address, to=th'e |,

4

4

i
|

L.
--

,

l

4
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R'ogijnalAdministrator,NRCRegionIV, 611 Ryan Plaza Drive,
Suite 400, Arlington, Texas 76011 and to the Licensee if the

answer or hearing request is by a person other than the Licensee.

If a person other than the Licensee requests a he+ ring, that- )
!

person shall set forth With particularity the men . ar in which his
i
'

interest is adversely affected by this Order and shall address

the criteria set forth in 10 CFR 2.714(d).

If a hearing is requested by a Licensee or a pereon whose

interest is adversely affected, the commission will' issue an

order designating the time and place of-any hearings. If a

hearing is held, the issue to be considered at such hearing shall-

be whether this Order should be sustained.

VI

In the absence of any request for hearing, the provisions

spueitied-in Section IV above.shall be final'in 20 days from the-

date of the order without further order or proceedings. AN

,

;

1

I ~-

1
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ANSWER OR REQUEST FOR A HEARING SHALL NOT STAY THE IMMEDIATE

EFFEdTIVENESS OF THE ORDER.

; FOR HE NUCLEAR REGULATORY COMMISSION
1

///?f7/ ~
H L. Thomps9n, J .,

De ty Executive D ctor
| for Nuclear Material Safety, Safeguards,

and operations Support
,

'

Dated g Rockville, Marylandthisi.., day of March, 1992.
,

!

i'
.

+

)

-

:

1

|

i

I

l

I
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'o UNITED STATES
g

8 NUCLEAR REGULATORY COMMISSIONo

$ I wAsmNot om, p. c. rosss

%*****) APR 031992

Docket No. 40-8027
License No. SUB-1010
EA 92-059

Sequoyah Fuels Corporation
(Subsidiary of General Atomics)
ATTH: James J. Sheppard

President
Post Office Sox 610
Gore, Oklahoma 74435

Gentlemen:

SUBJECT: CONFIRMATORY ORDER MODIFYING LICENSE (EFFECTIVE
IMMEDIATELY)

The enclosed Order is being issued to modify Section IV.C of the
March 13, 1992 Order (EA 92-045) whf.ch imposed as new license
conditions reporting requirements !.ntended to give the NRC
additional assurance that issues of potential safety and regulatory
significance are promptly brought to our attention. The purpose of
the modification is to clarify the staff's intent regarding
reporting thresholds, as discussed during the March 26, 1992 public
meeting.

In a letter dated March 24, 1992, and during the public meeting,
-

you identified a number of concerns regarding interpretation of
several provisions in the Order. You specifically noted that
Section IV.B did not establich any cutoff threshold for reporting
minor contamination events that are reasonably expected in the
course of normal operation that have no safety or regulatory
concern. I have determined that relaxation of t' is portion of the
Order is appropriate based on the revisions to Section IV.C, as
discussed in the attached Order (EA 92-059), and am therefore
relaxing Section IV.5 of the March 13, 1992 Order by dropping the
phrase 'even if the contamination has been or will be cleaned up."
The lead-in phrase of Section IV.C is being modified from "Anv
failure of equipment or facilities, or failure to follow procedures
which leads to..." to read "Any occurrence which leads to..." as
the staff is interested in these type-of events, regardless of
cause. In addition, Subsection (2) of.Section IV.C is changed to
require the reporting of any contamination ir. restricted areas that
requires-activities in-the area to be suspended for mora than 8
hourc in order to decontaminate.
In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter and its enclosure will be placed in the NRC

NURE3-0940 II.A-236
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$ Sequoyah Fuels Ccrporation -2-

Public Document Room. Any questions concerning this Order should
2

be addressed to James Lieberman, Director, Office of Enforcement,
at (301) 504-2741.4

; Sincerely,

. / Y r?H
} Rygh L. Thompso , Jr

D M y.Executi e D$ ec r
for Nuclear Materisis, fety, Safeguards,3

.

and Operations Support,

i
cc:.

Oklahoma Radiation Control Program Director

Vice President for Regulatory Affairs, SFC
,

1

Diane Curran, Esq.
,

1 Harmon,-Curren, & Tousley
2001 S Street, N.W., Suite 430..

Washington, D.C. 20009*

Brita Haugland-Cantrell, Esq.
i 2300 North Lincoln Boulevard

112 State Capitol Building

| Oklahoma City, Oklahoma 73105-4894
1

James Wilcoxen,-Esq.1

Wilcoxen & Wilcoxen
: Attorney for Cherokee Nation
i Post Office Box 357
f Muskogee, Oklahoms 74402-0357
f

i Newman & Holtzinger, P.C.
ATTN: Maurice Axelrad

j -1615 L Street, N.W., Suite 1000
Washington, D.C. 20036

i

:

:

;-

.

4

i
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of
Docket No. 40-8027

SEQUOYAH FUELS CORPORATION License No. SUB-1010
Gore, Oklahoma EA 92-059

CONFIRMATORY ORDER MODIFYING LICENSE
'

(EFFECTIVE IMMEDIATELY)

I
$

Saquoyah Fuels Corporation (SFC or Licensee) is the holder of

Source Material License No. SUB-1L10 issued by the Nuclear

Regulatory Commission (NRC or Commission) purs* tant to 10 CFR Part

40. The license authorizes possession and use of source material

in the production of uranium hexafluoride (UF6) and depleted

uranium tetrafluoride (DUF4) in accordance - with the terms and
conditions of the license. The license was due to expire on

September 30,'1990, but currently remains in effect based on a

timely renewal applicction submitted by the. Licensee.

II

The Commission issued an Order Modifying License ( F.f f ecP.ive

Immediately) to SFC (EA 92-045) on March 13, 1992, to impose as new

license conditions reporting requirements intended to give the NRC

added assurance that issues of potential safety and regulatory

significance are promptly brought to the NRC's attention. By i

letter dated March 16, 1992, SFC consented to the - Order. The

Licensee -ubsecntar cly identified a number of _ questions with regard

to applu.:acion or int,arpretation of the new reporting requiremonts.

d

|

NUREG-0940 II.A-238

1



. _ __

;

i
;

4

'

2

Examples of those questions were provided to the NRC by letter4

dated March 24, 1992, and a public meeting was held on March 26,

| 1992, to discuss SFC's understanding of the new reporting
:
1 requirements.

!
:

| III

!

Based on information developed during the March 26, 1992, public

meeting, modification of the March II, 1992 Order is necesssry to

clarify the intent of Section IV.C. Section IV.C required, in

I part, the reporting of "Any failure of equipment or facilities, or

I failure to follow procedures, which leads to..." (one of three
types of contamination-events). The NRC is interested-in being*

'

informed of any of thosa~ contamination events, whether caused by

the specified failures or any other inadeqtacy, such as an

inadequate procedure. Changing that phrase to "Any occurrence4

; which leads to ..." clarifies the NRC's intent. Subsection (2) of
Section IV.C addressed reporting of "any contamination in'

restricted areas that requires activities. in an area to bei

suspended for more than 24 hours pc.nding decontamination." By

i modifying the 24 hour time period for decontamination to 8 hours,

an appropriate threshold for reporting onsite contamination events
.

that require at least one shift to clean up is established. ihis
i
'

ensures that the Licensse will report items of potential safety cr

regulatory significance to the NRC.
;

4

E

4

,
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-Consequantly, for the reasons given in the March 13, 1992, Order
'

and explained above, it is necessary to require that License No.
SUB-1010 be modified to clarify the intent of the new reporting

requirements. The Licensee's pres 4. dent agreed to the terms of this

Order in a meeting on April 1, 1992. Furthermore, pursuant to 10

CFR 2.202, for the reasons stated in the March 13, 1992 Order, I
find th?t the public health, safety and interest require th e - this
Order be effective irmediately.

IV

Acceriingly, pursuant to sections 63, 161b, 1611, lolc, 182, and
186 of the Atomic Energy: Act of 1954, as _ amended, and the

Commission's regulations in 10 CFR 2.202 and 10 CFR Part 40, IT IS

HEREEY ORDERED, I:FFECTIVE IMMEDIATELY, THAT SECTION IV.C TO THE

ORDER IFSUED MA'tCH 13, 1992 IS MOD 7.FIFD TO READ #6 FOLLOWS:

C. Any ocu crance which leads to (1) offsite release or

contam! ntion in unrestricted areas in excess of SFC's

adminiscrative limits; .(2) any -contamination in

restricted areas that requires activities in an area to

be suspended more than 8-hours pending decontamination;

or (3) any personnel contamination in : evcess of SFC's

administrative limits which within one hour of detection

is not reduced to within limits.

I
|

|
!

,

1 .

NUREG-0940 II.A-240-



. - .-

,

I

!
!

.

.' 4
I

j . The Regional Administrator, Region T.V, may, in writing, relax or
'

1

rescind any of the above conditions upon demonstration by the-
,

Licensea of good cause.'

;

i V
!
!

I

! Any person other than the Licensee adversely affected by this

j Confirmatory Order may request a hearing within 20 days of its

i issuance. Any request for a hearing shall be submitted to the
:
1 Secretary, U.S. Nuclear Regulatory Commission,. AYrN: Chief,
L

Dcc1 sting and Servir 9 Section, Washington, D.C. 20555. Copies also
,

j shall be sent to the Director, Office of Enforcament, U.S. Nuclear

* Regulatory Commission, Washington, D.C. 2055E, to the Assistant
;i General Counsel for Hearings and Enforcement at the same address,

to the Regional Administrator, NRC Regicn IV, 611 Ryan Plaza Drive,
$ Suite 400, Arlington, Texas 76M1 and to the Licensee. If such a
i

person requests a hearing, that person shall set forth with
;

j particularity the manner in which his interest is adversely
! affected by this Order and shall address the criterie ' set forth in
i

10 CFR 2.714(d).

If a hearing is requested by a person whose interest is adversely
; affected, the Commission will issue an order _ designating the time
*

and place of any hearing. If a hearing is held, the issue to be
,

' '\,

| considerac at such her-ing shall be whether this Confirmatory Order j

i should be sustained. l

1

,

a

4

4

4 !

~

! .!
'
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In the absence of any request for hearing, the provisions specified

in Section IV apove sh.ll be final 20 days from the date of this
Order without further order or proceedings. AN ANSWER OR A REQUEST

FOR HEARING SHAIL NOT STAY THE IMMEDIATE EFFECTIVENESS OF THIS

ORDER.

FOR THE' NUCLEAR REGULATORY COMMISSION

~

H h L. Thompso , .

D y Executive . or for
Nuclear Materials Safety, Safeguards,

and Op3 rations Support
~

DatedagRockville, Marylandthis 3' day of April 1992

!

|

1
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! ) ) yo " NUCLEAR REGUL.ATORY COMMISSIONi

{. 7, .' \

. [ 475 ALLE*. DALE RoAo

E REG:ONii
"io, -

; gvj suso of PRUSSIA. 4WsYLVANIA M6 Ws
......,

; June 2, 1992
!

i
4

Docket Nos. 030-14754; 630-00128
License Nos. 08-07398-03; 08-07398-01
EA 92-080

i Sibley Memorial Hospital
ATTN: Robert L. Sloan-

j Chit.f Executiv Officer
; 5255 Loughboro Road, N.W.

Washington, D.C. 20016

; Dear Mr. Sloan:

| Subject: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
: PENALTY - $2,5N (NRC Inspection Report Nos. 030-14754/92-001 and 030-
i 00128/92-00u

! This letter refers to the !!RC hspection conducted on April 23, 1992, at Sibley Memorial
Hospital Washington, D.C., (f activities authonzed by NRC License Nos. 08-07398-03 and

! 080-07398-01. The inspectior. report was sent to you on May 11,1992. During the
inspection, sixteen apparent a solations of NRC requiremems were identified. On May 19,;

; 1992, an enforcement confer:nce was conducted with you and members of your staff to
i discuss the apparent violati< ~ their causes and your corrective action. '3ased upon your
! presentation at the conferer:c, tiree of the apparent viciations are being withdrawn, for the
! reasons set forth in the en.arcement conference report. A copy of that report was sem to you
; on May 22,1992.
i

L The remaining thirteen violations that are being cited are described in the enclosed Notice of
| Violation and Proposed Imposition of Civil Penalty. Those violations include, but are not

limited to, the failures to: (1) maintain records of certain disposals of radioactive waste
cono2ninated with iodine-131 from a radiciodine pat'ent; (2) ensure that a patient's room was
suitabic for release for unrestricted use prior to such release (contamination levels were still
above the regulatory limit at the time of the release); (3) provide adequate training to the
nuclear medicine supervisor; (4) perform certain required constancy, linearity, and accuracy
checks of the dose calibrator; (5) bioassay all individuals participating in the administration of
therapeutic doses of iodine-131; (6) perform cert.in surveys, as requi ed; and (7) perform a
physical inventory of sealed source s at the required frequency.

,

- CERTIFIED MAIL
RETURN RECEIPT REQUESTED

_ _
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The violation involving the release of the radioiodine patient's room for unrestrieduse with
contammation levels above the limit is of particular concern to the NRC because it could-
have resulted in contamination of members of the public. Three of the other violations are ;

also of particular concern to the NRC since they were identified during previous NRC |

inspections in 1990 and 1988. Viewed collectiveiy, the violations identified during the April
23,1992, inspection indicate that neither management, the Radiation Safety Committee
(RSC). nor the Radiation Safety Officer (RSO) provided sufficient attention to the radiation
srf .y program to ensure that it was being properly implemented.

Although the RSO and the RSC reviewed the nuclear medicine program annually, they did
not identify the numerous violations or the inefficient management attention to the program

' '

that existed at the facility. In addition, the corrective actions for the violations cited in_1990
and 1988 appeared to have been narrowly focused c.. the specific issues rather than a broader
interpretation of the root causes of the violations, such that the corrective actions would be
effective in preventing recurrence. If adequate audits, reviews, or ooservations of acti.ities
at the facility were condNted prior to this most recent inspection, these viol ms would
probably have been identined.

'
The NRC license issued to Sibley Memorial Hospital entmsts responsibihty for mdiation
safety to the management of the hospital; therefore, the NRC e.7. cts effective oversight of
its licensed programs. Incumbent upon each NRC licensee is the responsibility of

,

management in general, and the RSC and RSO in particular, to protect the public health and
safety by ensuring that all requirements of the NRC license are me, and any. potential
violations of NRC requirements are identified and expeditiously corrected. - Given the number
of violations that existed and their diversity across most areas of the radiation safety program
at the facility, the violations are classified in the aggregate as a Rverity Level 111 problem in

1

accordance with the " Gen;ral Statement of Policy and Procedure for NRC Enforcement |

Actions," 10 CFR Part 2. Appendix C (Enforcement Policy).

The NRC recognizes that subsequent to this recent inspection, prompt ano comprehensive
actions were taken or planned to correct the violations and effect improvements in the control
and implementation of the radiation safety program.' These actions, which were described at
the enforcement conference, included: (1) more direct involvement by the RSO, and less ;
reliance on the chief technician, in monitoring implementation of the program; (2)
development of additional procedures and checklists to aid in implementation of the program;

' (3) training and instruction to perionnel, both verbally and in writing, regarding
implementation of regulatory requirements; (4) close coordination between management and
the retained consultant regarding actions needed to improve the prognm; and (5) plans to-
move the Nuclear Medicine Department from the Pr'hology Department to the Radiology
Department and name a new RSO at that time. The NRC also recognizes that management
was in the process, at the time of the inspecion, of retaining a consultant to assist in
evaluating and improving the radiation safety _ p_rogram.

.
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Notwithstrnding those actions, to emphasize the importance of adequate attention to, and
oversight cf, the radiation safety program, so as to ensure that (1) licensed activities are
conducted safely and in accordance with requirements, and (2) violations, when they crist,
are promptly identified and corrected, I have been authorized to issue the enclosed Notice of
Violation and Proposed Imposition of Civil Penalty (Notice) in the amount of $2,500 for the
thirteen violations set forth in the enclosed Notice.

The base civil penalty amount for a Severity Level III problem is $2,500. T..e escalation and
mitigation factors set forth in the enforcement policy were considered, ano on balance, no
adjustment of the base c' 'il penalty amount was deemed appropnate becauw: D) the
violations were identified by the NRC, and therefore, 50 percent escalation of se base civil
penalty on this factor is warranted; (2) your correo ve actions, as described herein, were
considered prompt and comprehensive, and therefore,50 percent mitigation of the base civil
penalty on this factor is warramed; and (3) your past performance includes a total of eight
violations being identified duririg the last two NRC inspections in 1990 and 1988, three of
which were repetitive during the most recent inspection, arvi therefore, no mitigation of the
base civil penalty on this factor is warranted; in addition, since those violations were of
minor safety significance, no escalation is warranted; (4) although some of the violations
included multiple exampics which existed for an extended duration, no adjustment on these
factors is warranted since these factors were considered in the determination to classify the
violations in the aggren, ate at Severity Level III; and (5) although there were prior
opportunities to identify these violations if adequate attention was provided to the program,
and NRC Information Notice 90-71 provided prior notice of the importance of effective use
of Radiation Safety Committees to exercise comrol ove medical use programs, the NRC has
decided not to escalate the base dil penalty amount on this factor since your chief
technologist had recognized tb need for more health physics support, and management had
retaned a consultant she:tly before the inspection.

You are required to respcad to this lettar and should follow the instructions specified in the
enclosed Notice wb'; preparing your response. In your response, you should document the
specific actions taken and any additional actions you plan to prevent recurrence. - After
reviewing mur response to this Notice, including your proposed corrective actions, and the
results of x inspections, the NRC will determine whether further enforcement action is
necessary to ensure complisace with NRC regulatory requirements.

In t.ccordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of this letter and
the enclosures will be placed in the NRC Public Document Room.

>
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The recponses directed by this letter and the enclosed Notice are not subject to the clearance
procedures of the Office of Management and Budget as required by the Paperwork Reduction
Act of 1980, Pub. L 96-311.

Sincerely.

- ~-
Thomas T. Martin
Regional Administrator

Enclosure: Notice of Violstion and Proposed Imposition of Civil Penalty

cc:
Public Document Room (PDR) |

'

Nuclear Safety luformation Center (NSIC)
District of Columbia

.
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i NOTICE OF VIOLATION
'

AND
PROPOSED IMPOSITION OF CIVIL PENALTY,

i

i
; Sibley Memorial Hospital Docket Nos. 03014754; 030-0012c
; Washington, D.C. 20016 License Nos. 08-07398-03; OV~ .98-01
i' EA 92-0F;
! ,

! During an NRC inspection condacted on April 23,199' v mdone af NRC requirements
i. were identified. In accordance with the " General State m of Pohey and Procedure for
! NRC Enforcement Actions," 10 CFR Part 2. 8ppendix C, the Nuclear Regulatory.
F Commission proposes to inpose a civil penalty pursuant to Section 234 of the Atomic Energy

Act of 1954, as a nended (Act),42 U.S.C. 2N2, and 10 CFR 2.205. The particular
violations end associated civil penalty are set farth below:

,
; A. 10 CFR 35.21(a) reqtires that the licensee, through the Itadiation Safety Officer, _
|- ensure that radiation safety activities are being performed in accordance with approved f

;- procedures. The licensee's procedures corieerning training of personnel are described ~
! in the application dated September 30,1983, and were approved by License Condition
| 14.
,

i Item No.12 of the September 30,1983 applicatior. quires, in part, that all radiation
'

j workets be instructed initially on the regulations and licensee procedures;
i

j Contrary to the above, as of April 23.1492, the supervisor of nuclear medicine had
j not reecived initial training on the ter"!ations and licensee procedures, even after

_ being 3.1 employee of the hospital for approximately 6 uonths.

| B. 10 CFR 35.315(a)(8) requires, in part that a licensee measure the thyroid burden of
j each individual who helped prepare or admhister a dosage cf iodine-131 for each '
L patient receiving radiopharrinceutical tterapy and hospitalized for compliance iith 10

CFR 35.75, within three days after administering the dosage.

; Contrary to the above, on November 13, 1991, the licensee administered to a pauent-
i 174 mdlicuries of iodine-131, a cosap which requires hospitalization for compliance
; with 10 CFR 35.75, and as of _ April 13.1992 (a period in excess of 3 days), the
#

licensee did not measure the thyroid burden of the nuclear medicine technologist who
-helped prepare this dosage..

1

C. 10 CFR 35.92(b) equires that a licensec retaic for three years a recora of each
; dispo:al of byproduct material permitted under 10 CFR 35.92(t), and that the record
i include the date of the disposal, the dau on which the byproduct material was placed
h in storage, the radionuclides disposed, :he survey instrument used, the background
i- ' dose rate, the dose rate measured at the surface of each waste container, and the name

j of the individual who performed the cisposal.'
=

1

:

.

!,
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Contrary to the 6ove, the licensee did not maintain records of disposal, on September
- .|6,190, and December 28,1991, of byproduct material permitted under 10 CFR
R35.92(a) Spxifically, the byproduct material; waste generated from iodine-131

therapy treatmen; of a patient was disposed of and no record was maintained.
,

D. 10 CFR 35.315(a)(7) requires that, for each patient receiving radiophr.rmaceutical
therapy and hospitalized for compliance with 10 CFR 35.75, a licensee survey the
patient's room and private sanitary facility for removable contamination with a

;
radiation detection survey instrument before assigning another r'atient to the room.
'Ihe room must not be reassigned until removable contamination is less than 200
disintegrations per minute per 100 square centimeters.

Contrary to the above, on December 26, t991, the licensee did not ensure that
removable contamination was less than 200 disintegrat'ons per minute per 100 square
centimeters before assigning a patient to a room whe,i another patient, who had
received radiopharmaceutical therapy. had been previ_ously assigned. Specifically, the
licensee released a room for unrestricted use when the contamination wipes performed
by the licensee showed contamination levels in the room as high as 700 disintegrations
per minute per 100 square centimeters.

E. - 10 CFR 35.50(b)(1) requires, in part, that a licensee check each dose calibrator for .
constancy with a dedicated check source at the beginning of each day of use.

Contrary to the above, as of March 15,1992,' the licensee was not checking the dose
'

calibrator for constancy on weekend workdays, and the dose calibrator was used to i

measure patient doses of radiopharmaceuticals on those days.

F. 10 CFR 35.59(g) requires, in part, that a licensee in possession of a scaled source
conduct a quarterly physical inventory of all such sources in its possession.

Contrary to the above, the licensee did not conduct a physical inventory of its sealed :
sources from September 11,1991 to April 23,: 1992, a period in excess of a ca'endar -

. quarter.

This is a repetitive violation.-

G. 10 CFR. 35.50(b)(2) requires, in part, that a licensee test the dose calibrator for
accuracy at least annually.

Contrary to the above, the lis ensee did not test its| dose calibrator |for accuracy from
December 14,- 1990 to April .3,1992, a priod in excess of one year.

.

i
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H. s 10 CFR 35.50(e), requires, in part, that a licensee retain records of a mual accuracy
tests of the dose calibrator for three years unless directed oti.erwise, and that the
records include the signature of the Radiation Safety Officer.

Contrary to the above, as of April 23.1992, the licensee's retained record of the
annual accuracy test of its dose calibrator performed on December 13, 1990, did not
include the signature of the Radiation Safety Officer.

This is a repetitive violation.

I. 10 CFR 35.50(d) requires, in part, that a licensee mathematically correct dosage -
readings for any linearity error that exceeds 10 percent if the ' dosage is greater than 10
microcuries.

Contrary to the above, from Octooer 14, 1991 to January 6,1992, the licensee did not
ma:hematically correct patient dosage readings for a dose calibrator linearity error of
28 percent as shown on the October-14,1991 linearity record, and the patient dosages
were greater than 10 microcuries.

I J. 10 CFR 35.50(b)(3) requires, in part, that a licensee test each dose calibrator for
! linearity at least n,uarterly.

|. '

j Contrary to the above, the licensee did not test its_ dosc calibrator for linearity from
~

j April 8,1991 until October 14, 1991, a' period in excess of a calendar quarter.
:

; K. 10 CFR 35.70(a) requires that a licensee survey with a radiation detection survey._
I instrument at the end of each day of use all areas where radiopharmaceuticals 'are
I routinely prepared for use or adminis:ered.

. . . . .

; Contrary to the anove, on numeror:s occasions from' February 12,1990.to April 23,
'

1992, the licensee did not survey with a radiation detection instrument at the end of
[ the day areas where radiopharmaceuticals were routinely prepared for use or. '

i administered. Specifically, the licensee did not routinely survey the nuclear medicine
camera rooms, areas where radiepharmaceuticals were adrainistered.~ ' Also,- the . ~

.

licensee did not perform required surveys of camera rooms and the hot lab on
weekend workdays.

'

).

! L. 10 CFR 35.53(c) requires, in part, that a licensee retin records of the measurement- <

!- of radiopharmaceutical dosag'es for three years, and that the record contain' the

'. radiopharmaceutical lot number and expiration date.

-

.

| -

|
t

f- t

L
<

i
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- Contrary to the above, the licensee's records of the measurement of| 4

radiopharmaceutical dosages did not contain the radiopharmaceutical lot number or-;.
!; expiration date for measurements performed on weekend workdays bet veen February

{ 12,1990 and April 23,1992,
;

; This is a repetitive violation.
'

.

M, 10 CFR 35.70(b) requires, in part,'that a licensee survey with a radia* ion detection

| survey instrument at least once each week all areas where radiopharmaceutical waste is
" stored.
1

| Contrary to the above, from September 6,1990 to December 26,1992, the licensee
i did not survey weekly with a radiation detection survey instrument the iodine-131

) waste storage area.
i
.

These violations are classified in the aggregate as a Severity Level Ill problem.j.
J (Supplement VI)

.

4

i Cumulative Civil Perdty - $2,500 (assessed equally among the thirteen violations) _
i

i Pursuant to the provisions of 10 CFR 2.201, Sibley Memorial Hospital (Licensee) is hereby
required to submit a written statement or explanation to tne Director, Office of Enforcement,j

j U.S. Nuclear Regulatory Commission, within 30 days of the date of this Notice of Violation
j and Proposed Imposition of Civil Penalty (Notice) This reply should be clearly marked as a
; " Reply to a Notice of Violation" and should include for each alleged violationi - (1) admission .

~

|- or denial of the alleged violation, (2) the reasons for the violation if admitted, and if denied,-
I -- the reasons why, (3) the corrective steps that have b'een taken and the results achieved, (4)

[ the corrective steps that will be taken to avoid further violations, and (5) the date'when. full

{ compliance will be achieved. If an adequate reply is not received within the time specified in
.

this Nctice, an order or a demand for information may be issued as to why the license should -

[ not be modified, suspended, or revoked or why such other action as may.be proper should . :

j_ not be taken. Consideration may be given to extending the' response time for good cause:
shown. Under the authority of Section 182 of the Act,42 U.S.C. 2232, this response shall

! . be submitted under oath or affirmation.-

Within the same me as provided for the_ response required above under 10 CFR 2.201, the

h Licensee may pay the civil penalty by letter addressed to the Director, Office of
j Enforcement, UA. Nuclear Regulatory Commission, with'a check, draft, money order, or.

i: electronic tran.tfer payable to the Treasurer of the United States in the amount 'of the civil
| penalty proposed above, or may protest imposition of the civil penalty in whole or in part, by

a wri en answer addressed to the Director, Office 'of Enforcement, U.S. Nuclear RegulatoryI tt
i Commission. Should the Licensee fail to answer within the time specified, an order imposing -

'

the civil penalty will be issued; Should the Licensee elect to file an answer in accordance.:
_

_

with 10 CFR 2.205 protesting the civil penalty, in whole or in part, such answer should be'
~

-

:

[
;

$'
[

T -.
g.
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1 cicarly marked as an " Answer to a Notice of Violation" and may: (1).denyfthe violation (s)
. listed in this Notice, in whole or in part, (2) demonstrate exteauating circumstances, (3) show

,

'

p error in this Notice, or (4) show other reasons why the penalty should not be imposed. In -
addition to prctesting the civil penalty in whole or in part, such answer may request '

remission or mitigation of the penalty..

'
In requesting mitigation of the proposed penalty, the factors addressed in Section V.B of 10

1' CFR Part 2, Appendix C (1991), should be addressed. Any written answer in acecrdance
'

with 10 CFR 2.205 should be set forth separately from the statcmeet or explanation in reply
pursuant t; 10 CFR_2.201, but may incorporate parts of the 10 CFR 2.201 reply by specific
reference (c g., citing page and paragraph numbers) to avoid repetition. The attention of the
Licensee is directed to the other provisions of 10 CFR 2.205, regarding the procedure for
imposing civil pu.alty.

.

Upon failure to pay any civil penalty 'due which subsequently has been determined in;.

accordance with the applicable provisions of 10 CFR 2.205, this matter may be_ referred to:.

; the Attorng General, and the penalty. unless compromised, remitted, or mitigated, mcy be
collected by civil action pursuant to Section 234c of the Act, 42 U.S.C. 2282c.

,

.

: The res;>nse noted above (Reply to Notice of Violation, letter with payment of civil penalty, ['

and Answer to a Notice of Violation) should be addressed to: Director, Office ~of-. '

| Enforcement, U.S. Nuclear Regulatory Commission, ATTN: Document Control Desk,
. Washington, D.C. 20555 with a copy to the Regional Administrator, U.S. Nuclear

-

Regulatory Commission, Region I, 475 Allendale Road, "ing of Prussia, Pennsylvania
;. 19406.-

i
1 Dated aj King of Prussia, Pennsylvania

this JUday of June 1992

'

.

!

y
:

-

:

.

,

:

4
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\*..../ FEB S2
Docket No. 030-02526
License No. 29-10101-02
EA 92-013

St. Joseph's Hospital and Medical Center
ATTN: Sister Jane Frances Brady

President
703 Main Street
Paterson, New Jersey 07503

Dear Sister Brady:

Subject: CONFIRMATORY ORDER MODIFYING LICENSE
(EFFECTIVE IMMEDIATELY)

Enclosed is a Confirmatory Order Modifying License (Effective
Immediately) which confirms certain commitments made to the NRC in
your letter dated December 27, 1991, in response to an Order
Modifying License and Demand for Information issued by the NRC on
December 3, 1991. The basis for this action is provided in the
Confirmatory Order. On February 5, 1992, in a telephone
conversation with Dr. Ron Bellamy of the Region I staf f, Mr. Eugene
Mortensen, your Chief Operating Officer agreed to this Order on
your behalf.

This letter also acknowledges receipt of your payment of $10,250
for the civil penalties proposed by NRC in a letter dated December
3, 1991 (EA 91-128).
In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
Part 2, Title 10, Code of Federal Regulations, a copy of this
letter and the enclosure will be placed in the NRC's Public
Document Room.

Sincerely,

L. Thompso ],?? }';Hu,g r .

Dyppty Executi
'

;. or for
Nutlear Materi ls Sa ety, Saf eguards

and Operation Support

Enclosure: Confirmatory Order

cc: State of New Jersey
Thomas M. Herskovic, M.D.

NUREG-0940 II.A-252
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

In khe Matter of )
) Docket No. 030-02526

,

ST. JOSEPH'S HOSPITAL ) License No. 29-10191-02
AND MEDICA, CENTER ) EA 92-013

Paterson, New Jersey )

CONFIRMATORY-ORDER MODIFYING LICENSE
(EFFECTIVE IMMEDIATELY)

I

st. Joseph'a Hospital and Medical Center (Licensee) is the holder
:

| of NRC Byproduct Material License No. 29-10191-02 (License) issued
:
" by the Nuclear Regulatory Commission (NRC or Commission) pursuant-
1

i to 10 CFR Part 30. The License authorizes the Licensee to use
3

certain byproduct materials for certain diagnostic-and therapeutic

| medical purposes, including -for use in a Nucletron Corporation
!

{ Microselectron-High Dose Rate (HDR) remote afterloading

brachytheraphy unit for the treatment of humans. The License was

| issued on January 2, 1970, has been renewed on several occasions

since that date, and had an expiration date of July 31,L1991. _The--

License 7 remains in effect, pursuant to 10 CFR 30. 37 (b) , since-the,

Licensee has submitted, prior to the - expiration date, a timely
request-to renew the License.

II

On January 24, 25 and 28, 1991, an NRC inspection was conducted at

the Licensee's - facility in Paterson, New Jersey to -: roview the

Licensee's use of the HDR unit. On January 23, 1991, the day' prior
_

to the initiation of the NRC insoection, NRC' Region I staff were

4
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involved in two telephone conversations with Thomas M, Herskovic,

M.D. (Dr. Herskovic), the then Chairman of the Radiation Safety
Committee (RSC), concerning possible movement and use of that HDR

unit. Dr. Herskovic had been assigned additional duties as Acting

Radiation Safety Of ficer (RSO) in December 1990 when the former RSO >

left the facility. As a result of concerns regarding the

completeness and accuracy of the information provided by

Dr. Herskovic during those telephone conversations, an

investigation was initiated by the NRC Of fice of Investigations to

review this matter.

III

During'the N90 inapection and investigation of this matter, several

violations of NRC requirements were identified. The violations

included, but were not limited tot (1) the unauthorized movement of.

the HDR. unit from the cobalt room to the radium storage room on two

occasions, and the unauthorized movement of the HDR unit to the

linear accelerator room where the HDR unit was used to . treat
patients on 18 occasions, in careless disregard of .NRC:

requirements; (2) . the falNre, while the unit was used in the.

linear accelerator. room to treat patients, to have interlocks j
'

~ installed on.tho' door to that new location,-thereby creating.the .j_

possibility that someone- could - enter the room - with 'the source j

exposed and not retracting to its shielded position; and (3)-the-

deliberate failure oy - the . then ' Chairman of the - RSC to provide

NUREG-0940 II.A-254
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3

complete and accurate information to the NRC during the two
telephon) conversations with the NRC on January 23, 1991 relative

to the movement and use of the HDR unit.

As a result of those findings, a Notice of Violation and Proposed

Imposition of Civil Penalties in the amount of $10,250 was issued

to the Licensee on December 3, 1991. In addition, an Order

Modifying License and a Demand for Information were also issued on

that date which (1) modified License No. 29-10191-02 for a period
of three years from the date of that order such that Dr. Herskovic

may not be appointed or act as the RSO or serve on the Radiation

Safety Committee; and (2) required the Licensee to provide to the

NRC in writing, under oath or af firmation, an explanation as to why

Dr. Herskovic should not also be precluded from any involvement in

NRC licensed activities for a period of three years, including
acting as an authorized user or under the supervinion of an
authorized user.

IV

In a letter dated December 27, 1991, the Licensee responded to the

Civil Penalty, Order, and Demand for Information referenced in

Section III above. With respect to the civil penalty, the Licensee
paid the penalty, described the causes of the violations, and
provided its corrective actions.

NUREG-0940 II.A-255
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Witk respect to the Order Modifying License, the Licensee indicated
that Dr. Herskovic has been replaced as the-RSO, has stepped down

as the RSC Chairman, and is no longer a voting member of the RSC

(although he will remain on the committeu as an ex-officio member

to ensure that he stays informed of all changes and developments

pertinent to the safe use of licensed materials and the Licensee's

commitment to the conditions of the License).

With respect to the Demand for Information, the Licensee provided

numerous reasons why it believes that Dr. Herskovic should not be

precluded from acting as an authorized user or under the

supervision of an authorized user. These reasons included his

having practiced as a Radiotherapist for 17 years without question
i

of his skills, ability, and integrity; his recognition in the

medical community as a dedicated, ski.'. led physician, as evidenced

by the continued high number of patient referrals to his service;

that he is an essential component of the Licensee's oncology

program; the fact that removal of Dr. Herskovic ' would have a

significant impact on the Licensee's ability to serve its patient |

population, especially the poor, and would compromise a significant

portion-of the Licenseo's cancer treatment program; and that a

series of checks and balances have been put in place to prevent

these problems from occurring again. In particular, the. Licensee

described. several steps that would be taken concu ning. Dr.

Herskovic's role--in licensed activities to' ensure full compliance.

Specifically, the Licensee-stated the following:
6

w.
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1. Dr. Herskovic has agreed to take a tutorial designed tos

-prepare health professionals to meet regulatory

requirements of the NRC, and use licensed materials
safely. Dr. Herskovic wishes to improve his proficiency
and acquire an adequate level of knowledge so as to re-
establish his- competency in the field of radiation

safety.

2. Dr. Herskovic's role in the treatment of the patients

will be limited to 07'.nical activities. Dr. Herskovic

will area;a-be accoupunied by a physicist staff member

while he handles radioactive materials.- In the-event

that the radioactive c!M-:es have to be transferred-from'
the Radioactive Safe hw a to'the operating room _or to a

patient's room, the physicist staff will - carry. the
sources and will assist in the loading, . unloading and
transfer of the radioactive sources. Dr. Herskovic will

not load or unload the sources from a patient unless
accompanied by a physicist staff member.

,

3. In case of emergency during'the implant of radioactive--

materials in-a patient,- the nursing staff _'are-informed-- -

and trained.to contact:the R.S.O.- However, if there-is._-
,

a need for Dr. Herskovic to' remove the rources from:the

patient,. he will ' place the: sources into the porta-pig

radioactive source transfer cart that is - lef t' in . the

|

|

!

I
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patient room during implant procedures. After the
'%

removal of the sources, Dr. Herskovic will contact the

R.S.O. or his designee. The physicist staff will be

called immediately for the completion of the survey,

inventory of the sources and for the transfer of the
sources to the safe.

4, Heither Dr. Herskovic nor any of the physicians will have

the key to the Radioactive Safe' Room. The key is issued

. only to the Physicist staff and to the chief technologist

(for emergencies only). The hospital security has been

instructed not to open she Radioactive Safe Room for any

personnel other than approved physicist staff and the .

Radiation Therapy Chief Technologist.

V

The NRC staf f has reviewed the Licensee's submittal, dated Decepber
|

! 27, 1991, and concluded that implementation of-commitments

described in the Licensee's submittal would provide enhanced'

assurance that licensed activities by Dr. --Herskovic would L be'

performed in accordance with requirements, and that any;information
1

provided to the NRC concerning those activities would be conplete

and accurate. The staff has also concluded that these commitments
are sufficiant to protect public health and safety so-that is is
not ne.cessary to completely preclude Dr. Herskovic's involvement in

I
|
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licensed activities. As-a result, I find that the - Licensee's

commitments set forth . its December 27, 1991-letter, as-restated

in Section IV of: this . Confirmatory Order, - cre acceptable and

necessary, and ; conclude that wich these commitments, the public
health and safety are reasonably assured. In view of the

foregoing, I have determined that the public health and safety
require that the Licensce's commitments be confirmed by this order. 1

The Licer.see has agreed to this action in a telephone cal) on
February 5, 1992 between Dr. Ron Bellamy of Region I and Mr. Eugene

.Mortensen, the Chief Operating Officer. Pursuant to 10 CFR 2.202,

I have also determined that the public health and safety require
that this Order be immediately effective.

~

VI-

(

Accordingly, pursuant to Sections 84,-161b, 1611, 182 and 186 of

the-Atomic Energy Act of 1954, as amended, and the Commission's

regulations in 10 CFR 2.202 and 10 CFR Part 35,-IT IS HEREBY

ORDERED, EFFECTIVE IMMEDIATELY, THAT LICENSE NO. - 29-10191-02 IS

MODIFIED, FOR A PERIOD OF THREE YEARS FROM THE DATE OF THIS ORDER,

AS FOLLOWS:

1. Dr. Herskovic:will take a' tutorial designed.to. prepare
health professionals to meet regulatory requirements of

._

the NRC and use licensed materials safely.

_ _
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,2. Dr. Herskovic's role in the treatment of patients will be
~

limited to clinical activities. Dr. Herskovic will

always be accompanied by a physicist staff member vhile
,

handling radioactive materials. If the radioact.*'e

sources must be transferred from the Radioactive Safe
Room to the-operating room or to a patient's room, the

..

physicist. staff member will carry the sources and assist
- '

in tr i loadir.c. unloading and transfer of the radioactive

sources. Dr. Merskovic will not 3 cad or unload the
-

sources from a patier,t unleus accompanied by a physicist

staff member.

3. In case of emergency during the implant of radioactive

materials in a patient, the nursing staf f will be

informed and trained to contact the R.S.O. .However, if

there is a need for Dr. Herskovic to remove the sources
from the patient, he will place the sources in the

portapig radioactive source transfer cart that is to be
left in the patient room during implant procedures.

After the removal.of the sources, - Dr. . Herskovic -will

contact the R~.S.O. or his designee. The physicist staff

will - be called immediately for-the completion of the

survey, inventory of the sources,; and for the transfer of _

the sources to the safe.

4

|
.

a
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;
;
i

;

i S

$ 4. Neither Dr. Herskovic nor any of the physicians-will have
i '

! the key to the Radioactive Safe Room. The key will be
1
:
1 issued only .to - the Physicist staff and to . the chief.

technologist (for emergencies only). The hospital
~

j security will not open the Radioactive Safe Room for any
personnel other than approved physicist staff and the

j Radiation Therapy Chief Technologist.
i

i
i
4

|- The Regional Administrator, Region I, may relax or rescind, in-
t

; writing, any of the above conditions upon a showing by the Licensee

{ of good cause.

1,
,

|
! VII
1

!

i

Dr. Herskovic and any person other than ' the Licensee adversely
.

$ affected by this confirmatory Order may request a hearing within 20
.

days of its issuance. Any request for a hearing shall be submitted
.

to the Secretary,11 S. Nuclear Regulatory Commission, ATTN: Chief,-7

4

i -- Docketing and Service Section, Wash: 9gton, D.C. 20555. Copies also
I
j shall be sent to the Director, Office of Enforcement, U.S. Nuclear
t,
j- Regulatory Commission, Washington, D.C. 20555, to the Assistant'
:

| General Counsel for Hearings and Enforcement at the same address,.
; to the Regional Administrator, NRC Region I, _475 Allendale Road,
a.
; King of Prussia, Pennsylvania, 19406, and to-the Licensee. If.such

| a person other than Dr. Herskovic requests a hearing, that person'
;

f

,

E

'
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shall set forth with particularity the manner-in_which_his or her
interest is adversely affected by this Order and shall address the

criteria set forth in 10 CFR 2.714(d).
|

l

!

If a hearing is requested by Dr. Herskovic or a persor whose l

interest is adversely affected, the Commission will issue an Order

designating the time and place of any hearing. If a hearing-is

held, the issue to be considered at the hearing shall be whether
this Confirmatory Order should be sustained. In the absence of any

request for hearing, the provisions specified in.Section VI above
shall be final 20 days from the date of this Order without further-

order or proceedings. AN ANSWER OR A

REQUEST FOR HEARING SHALL NOT STAY THE IKMEDIATE EFFECTIVENESS OF

THIS ORDER.
FOR THE NUCLEAR REGULATORY COMMISSION

& kk '
f

ug L. Thomps ,

De ty Executi Dr tor for
I clear Materi is S ety, Safeguards, ,

and Operations port

Dated at Rockville, Maryland
this /O tA-day of February 1992

|
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May 1, 1992

1

| Docket No.- 30-17757
License No. 37-16507-02

) EA 92-064
,

Taylor Hospital,

Atta: William Tomlinson4

; President
.

] East Chester Pike
; Ridley Park, Pennsylvania 19078

i
j Dear Mr. Tomlinson:
;

i Subject: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
j PENALTY - $1,250

(NRC Inspection Report No. 030 17757/92-001)

: This letter refers to the NRC inspection conducted on March 2,1992, at the above mentioned
j facility in Ridley Park, Pennsylvania, of activities authorized by NRC License No. 37-16507
'

02. The inspection report was sent to you on Apnl 9,1992. Dunng the inspection,
'

violations of NRC requirements were identified, including the improper transfer (and
'

subsequent improper disposal), in June 1990, of a Siemens Gamma Camera which contained
a 14 mil!icurie americium-241 source wand. On April 20, 1992, an enforcement conference

# was conducted with you and other members of your staff to discuss the loss. the related
violations, their causes and your corrective acuons. A copy of the Enforcement Conference
Report is enclosed.

:

The transfer of the camera containing the source occurred in June 1990 when it was shipped
to Mecical Data Information Services (MDIS) located in Horsham, Pennsylvania. MDIS -

! does not have a license to receive or possess radioactive material. Apparently, the camera
was sold by your administrative staff who were not aware of the presence of the radioactive-,

material within the device. Furthermore, the consultant, upon whom you relied for much of,

the implementation of the radiation safety program, was present at the Radiation Safety
Committee (RSC) meetings that discussed the purchase of a new camera, but apparently did

i not inquire regarding the transfer of the old camera.

! The improper transfer of this camera, and the apparent improper disposal of the encapsulated
source after the unit was disassembled by MDIS, constitutes a significant regulatory concern.

- Particularly disturbing is the apparent lack of knowledge by the Radiation Safety Officer
(RSO) that the radioactive source contained in the camera was missing. In addition, the

'

CERTIFIED MAIL
| RETURN RECEIPT REQUESTED

.
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Taylor Hospital 2

americksm-241 source was not included on your inventory of radoactise sources at your
facility, and was not added to the quarterly inventory list when 10 CFR 35.59(g) became- _;

effective on April 1,1987, thereby requiring that all sealed sources be subject to quarterly '|
inventories. As a result, the apparent improper transfer of the source contained in the camera
was not identified until after the NRC inquired about the status of the source during a prior
inspection in October 1991. Although your staff indicated at that time that the camera had
been transferred, your staff was unable to locate the necessary paperwork to determine who
had received the camera and source wand until January 1992,

In addition to the failure to inventory the sealed source in the camera at the required
frequency, the NRC is also concerned that the source apparently was not leak tested as
required between May 13,1989 and June 14, 1990. The failure to perform the required
quanerly inventories of the source, as well as leak testing the source at the required
frequency, constitute two other violations of NRC requirements. These violations raise
serious questions regarding the adequacy of the involvement of the RSO in the functiomng of
the radiation safety program, as well as the adequacy of the RSC in providing oversight of
that program,

The NRC cecognizes that the significance of the improper disposal was minimized by the fact
that the radioactive source was in an encapsulated condition, and if the material was released,
it was unlikcly that the release would occur in such a jvay that a significant dose to an
individual would result. Nonethebss, these violations demonstrate a lack of adequate control
of radioactive matenal that you were authorized to possess under the terms of your license.

,

The failure to maintain such control could have resulted in misuse of the matenal by, and
could hwe created a potential for unnecessary exposure to, members of the public. In siew
of the above, the violations are classified in the aggregate as a Severity Level ill problem in
accordance with the revised " General Statement of Policy and Procedure for NRC-

' Enforcement Actions," 10 CFR Part 2, Appendix C (Enforcemeir, Policy), published in the
Federal Register on February 18, 1992.

The NRC also recognizes that subsequent to the into:ction, actions were initiated to correct
the violations and effect improvements in the control of radioactive material, These actions,

,

which were described either during the inspection or at the enforcem-nt conference, included:
(1) revision of the procedures for ma~ taining inventory lists; (2) requi_rin,, technologists, them
RSO, and RSC to sign off on all purchases of radioactive materialt and (3)' review of reports

_

from the physics consultant by the RSC.

Notwithstanding those corrective actions, to emphasize the importance of ' management, the
RSC, and the RSO maintaining proper control of radioactive material at the facility, I have
been authoriied to issue the enclosed Notice of Violation and Proposed imposition of Civil'.

_

Fenalty (Notice) in_ the amount of SI,250 for the violations set forth in the enclosed Notice.
The base civil penalty amount for a Seventy Level III problem is $2,500. The escalation and
mitigation factors set forth in the enforcement poF. y were ccnsidered, and on balancef 50
percent mitigation of the base civil penalty was deemed appropriate because: (1) the .

|-
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| Taylor Hospital 3
1

'

! violations were identifled by the NRC, and therefore,50% escalation of the civil penalty on -
'

this factor is warranted; (2) your corrective actions, as described herein,'although acceptable,
did not indude meas es to ensure adequate management oversight of the program (and
activities of your physics consultant) in areas other than physical control of material, and

j therefore, no adjustment of the base civil penalty on this factor is warranted; and (3) your
performance in the past indicates only two minor violations were identified during the prior
two NRC inspections in 1991 and 1989, and therefore,100% mitigation of the civil penalty
on this factor is wananted. - The other escalation / mitigation factors set forth in the policy-

.*

were considered and no further action is warranted because there were no prior opportunities
to identify the improp-r disposal (since the source was not included on the inventory list),
and the improper disposal did not involve multiple examples nor did it exist for ar, extended4

i duration. Although the inventory and leak test violations involved multiple examples over an
extended duration, those two violations were limited to this individual source wand, and in
themselves, would normally be classified individually at Severity Level IV.

You are required to respond to this letter and 'should follow the instructions specified in the.

enclosed Notice when preparing your response. In your response, you should document the -
specific actions taken and any additional actions you plan to prevent recurrence. After
reviewing your response to this Notice, including your proposed corrective actions, and the
results of future inspections, the NRC will determine whether further enforcement action is
necessary to ensure compliance with NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of this letter and
the enclosures will be placed in the NRC Public Document Room.

- The responses directed by this letter and the enclosed Notice are not subject to the clearance
procedures of the Office of Management and Budget as req ired by the Paperwork Reduction
Act of 1980, Pub. L. 96-511.

Sincerely,

g6 '

, j
omas T. Martin

Regional Administrator
i

Enclosures:
I 1. Notice of Violation and Proposed Imposition of Civil Penalty
i 2. Enforcement Conference Report -

.

CC;

Public Document Room (PDR)
Nuclear Safety information Center (NSIC)
Commonwealth of Pennsylvania

,

a

h
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION OF CIVill PENALTY

Taylor fiospital
.

Docket No. 030-17757
Ridley Park, Pennsylvania 19078 License No. 37-16507-02

EA 92-064

During an NRC inspection conducted on March 2,1992, violations of NRC requirements
were identified. In accordance with the revised " General Statement of Policy and I rocedure
for NRC Enforcement Actions," 10 CFR Part 2, Appendix Ciissued in the Federal Register
on February 18, 1992, the Nuclear Regulatory Conmission proposes to impose a civil
penalty pursuant to Section 234 of the Atomic Energy Act of 1954, as amended ( Act), 42
U.S.C. 2282, and 10 CFR 2.205. The particuhr violations and associated civil penalty are
set forth below:

A. 10 CFR 20.301(a) requires that no licensee dispose of licensed material except by
certain specific procedures. 10 CFR 30.41(a) and (b)(5) require, in part, that no
licensee transfer byproduct material except to a person authorized to receive such
byproduct material under the terms of a specific or general license issued by the
Commission or Agreement State.

Contrary to the above, on June 14, 1990, the licensee disposed of a sealed source
containing fourteen millicuries of americium-241 housed in a Siemens Gamma Camera
by transfer to Medical Data information Service, a person not authorized to receive
such byproduct material under the terms and conditions of a specific license issued by
the Commission or an Agreement State, and therefore, a disposal method not
authorized by 10 CFR 20.301.

B. 10 CFR 35.59(g) requires, in part, that a licensee in possession of a sealed source or
brachytherapy source conduct a quarterly physical inventory of all such sources in its
possa.ssion.

Contrary to the above, the licensee did not conduct a physical inventory of a-
americium-241 sealed _ source in its possession from April 1,1987 to June 14.1990, a

. period in excess of a calendar quarter.-

C. 10 CFR 35.59(b)(2) requires, in part, tha a licensee in possession of a scaled source
test the source for leakage at intervals not to exceed six months or at other intervals ~
approved by the Commission or an Agreement State.-

Contrary to the above the licensee did not test a sealed source containing 14
millicuries of americium-241 for leakage between May 13,1989 and June 14, 1990,

--
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[ 'an interval in excess of six months, and no other iraerval was approved by the

} Commission or an Agreement State.
i
!

; These violations are classified in the aggregate as a Severity Level 111 problem;
; (Supplements IV and VI) .

| Cumulative Civil Penalty - $1,250 (assessed equally among the three violations)-
i

[_ Pursuant to the provisions of 10 CFR 2.201, the Taylor Hospital (Licensee) is hereby-
!- required to submit a written statement or explanation to the Director, Office of Enforcement.

[ U.S. Nuclear Regulatory Commission, within 30 days of the date of this Notice of Violation

|_ and Proposed Imposition of Civil Penalty (Notice). This reply should be clearly marked as a
t " Reply to a Notice of Violation" and should include for each alleged violation: (1) admission
| or denial of the alleged violation, (2) the reasons for the violation if admitted, and if denied,
j the reasons why, (3) the corrective steps that'have been taken and the results achieved, (4)
j the corrective steps that will be taken to avoid further violations, and (5) the date when full

[ compliance will be achieved. If an adequate reply is not received within the time specified in
'

j, this Notice, an order or a demand for information may be issued as to why the license should
: not be modified, suspended, or revoked or why such other action as may be proper should
j not be taken. Consideration may be given to extending the response time for good cause
i. shown. Under the authority of Section 182 of the Act,42 U.S.C. 2232, this response shall-

| be submitted under oath or affirmation.

Within the same time as provided for the response required above under 10 CFR 2.201, the
Licensee may pay the civil penalty by letter addressed to the Director, Office of
Enforcement, U.S. Nuclear Regulatory Commission, with a check, draft, money order, or

; electronic transfer payable to the Treasurer of the United States in the amount of the civil '

! penalty proposed above, or may protest imposition of the civil penalty in whole or in part, by
j a written answer addressed to the Director, Office of Enforcement, U.S. Nuclear Regulatory
! Commission. Should the Licensee _ fail to answer within the time specified, an order imposing
| the civil penalty will be issued. Should the Licensee elect to file an answer in accordance

[ with 10 CFR 2.205 protesting the civil _ penalty, in whole or in part, such answer should be
!- clearly marked as an "A>1swer to a Notice of Violation" and may:-.(1) deny the violation (s)

_

i:- listed in this Notice, in whole or in part, (2) demonstrate extenuating circumstances, (3) show.

| error in this Notice, or (4) show other reasons why the penalty should not be imposed. In
[ ? addition to protesting the civil penalty in whole or in part, such answer may ' request '
1- remission or mitigation of the penalty. *

i
In requesting mitigation of the proposed penalty, the factors addressed in Section V.B of 10i

CFR Part 2, Appendix C, issued in the Federal Register on February 18, 1992, should be,.

j addressed. - Any written answer in accordance with_10 CFR 2.205 should be set forth
i separately from the statement or explanation in reply pursuant-to 10 CFR 2.201, but may
[ incorporate parts of the 10 CFR 2.201 reply by specific reference (e.g., citine page and

_

s

}'

e

e
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paragradh numbers) to avoid repetition, The attention of the Licensee is directed to the other
provisions of 10 CFR 2.205, regarding the procedure for imposing a civil penalty.-

Upon failure to pay any. civil penalty due which subsequently has been determined in
accordance with the applicable provisions of 10 CFR 2.205, this matter may be referred to
the Attorney General, and the penalty, unless compromised, remitted, or mitigated, may be
collected by civil action pursuant to Section 234c of the Act, 42 U.S.C. 2282(c).

The response noted above (Reply to Notice of Violation, letter with payment of civil penalty.
and Answer to a Notice of Violation) should be addressed to:- Director, Of6ce of
Enforcement, U.S. Nuclear Regulatory Commission, ATTN: Document Control Desk, ,

Washington, D.C. 20555 with a copy to the Regional Administrator, U.S. Nuclear
Regulatory Commission, Region 1,475 Allendale Road, King of Prussia, Pennsylvania
19406.

Dated at King of Prussia, Pennsylvania e

this h/ day of May 1992 -

__

- _
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[pa asog'o, UNITED STATES
y y } NUCLEAR REGUL ATORY COMMISSION

; :;
|

WASmNGTON, D C. 20555

\**..'/ MAY 01 1992
Docket No. 030-02764
License No. 04-06903-05
EA 91-071

University of Cincinnati
ATTN: Donald Harrison, M.D.

Senior Vice President and
Provost for Health Affairs

141 Health Professions Building
Mail Location 663
Cincinnati, Ohio 45267-0063

Dear Dr. Harrison:

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
PENALTY - $2,000 AND DEMAND FOR INFORMATION
(NRC INVESTIGATION REPORT NO. 3-89-011)

This refers to the U. S. Nuclear Regulatory Commission (NRC)
radiation safety program inspection conducted at the University of
Cincinnati from August 25, 1989, through October 6, 1989, and to
the subsequent investigation conducted by the NRC Office of
Investigations. The investigation concerned scaled ccurce
inventory records that were concealed from the inspector during an
August 1988 NRC inspection of the. L'niversity of Cincinnati's
radiation safety program. The investigation also concerned<

potentially discriminatory policies that were established within
the Radiation Safety Office which may have prevented radiation
protection personnel from reporting radiation safety concerns.
During the investigation, a violation of NRC requirements was
identified, and on January 29, 1992, an enforcement conference was
held in the Rqgion III of fice between you and otner members of your
staff, and Carl Paperiello, and other members of the NRC staff. A
copy of the enforcement conference report was mailed to you on
February 7, 1992.

The violation, which is described in the enclosed Notice et
Violation and Proposed Imposition of Civil Penalty (Notice),
concerns the concealment of scaled source inventory records f rom an
NRC inspector during an August 1988 inspection. Approximately one
month before the NRC inspection, a licensee radiation protection
technician was assigned the task of performing leak tests on two
nickel-63 sealtd sources used in a gas chromatograph located in
Wherry Hall at the University of Cincinnati. The technician couldnot locate either of the nickel-63 sources. Prior to the August
22-25, 1988, NRC inspection, the former Deputy RSO handed the
sealed source leak test / inventory cards for the two nickel-63
sources which could not be located to a radiation protection
technician, and said: "Here, do something with these." This was

NUREG-0940 II.A-269 J
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University of Cincinnati -2-

I

witnessed by two other technicians. The technician placed the
cards in his desk where they remained throughout the NRC-

insp,ection.

During the inspection, the NRC inspector requested that the former
RSO provide inventory records of the licensee's sealed sources.
The former RSO instructed the former Deputy RSO to bring -the
inventory records into his office. The former Deputy RSO produced
the inventory records, with the exception-of the cards on the two
missing sources, and the former RSO gave the NRC inspector the
inventory. cards. The NRC inspector was-not told that the records
for the two missing sources were not included or that the licensee
could not account for the two nickel-63 sealed sources,

The deliberate actions to. conceal information which _ indicated that
the licensee could not account for all of the sealed sources of
licensed byproduct material in its possession, including two
nickel-63 sealed sources, constitute a violation of 10 CFR-30.9(a) ,
" Completeness and Accuracy of Information." This violation has
been categorized at Severity Level II. in accordance with the
" General Statement of Policy and Procedure for ~ NRC Enforcement
Actions," (Enforcement Policy) 10 CFR Part 2, Appendix C - (1988) ,

Supplement VII.

Deceptive _ practices by licensee representatives during an NRC
inspection are of very significant concern to-the NRC-and raise
questions about the .-integrity of the individuals involved.
Therefore, to emphasize the need for total cande,r o f . - li censae
representatives in their = dealings with the NRC, I have'.,been
authorized after consultation with .the Commits %n ~ to inroe the-

enclosed Notice of Violation and Proposed Ibipbsition c,f Civil
Penalty (Notice) in the amount of $2,000 for the Severity Lsvel II
violation. -

The base value of a civil penalty for a: Severity Level II violation
at academic and medical institutions is $4,000 The escalation ~and
mitigation factors in the Enforcement' Policy were considered. A
reduction of the base civil penalty was considered appropriate for

,

i your identification and reporting of .the violation and your
immediate corrective action. In thja case, you -identified - the

! potential-violation through an employee allegation to management,
immediately evaluated the' circumstances surrounding the violation,
and ' took prompt corrective. action by relicving thes' involved--

employees from their duties under.the NRC licensed program at the
University of Cincinnati. As-a result of those actions, the civil
penalty is being mitigated 50%. Full mitigation is not appropriate
because of the willful nature of the violation-involving a Deputy-
RSO.

As stated |above,'we understand that' Mr. Jason was removed.f rom NRC-
licensed activities at.the University of Cincinnati-in August 1989
and that his employment has since bean terminated. Because of_uro
concern regarding this individual,-- we are . issuing - the . enclosed

,

Demand for Information. The Demand directs the . University- of'

_
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'Jnivereity of Cincinnati -3 -

Cincinnati to provide the NRC with r -ior notice should Mr. Jason be
reinvolved in licensed activities authorized under any of the NRC
licenses issued to the University of Cincinnati.

The investigation-also indicated that'the former RSO may have had
knowledge of the missing sources at the time of the inspection and
participated in the withholding of-the' records. The staff is not
pursuing that matter at this time because there is insufficient
evidence to take enforcement action based on his conduct.
You are required to respond to this letter and.should' follow the
instructions specified in the enclosed Notice when preparing your
response. In your response, you _ should docun.cnt the specific
actions taken and any additional actions you plan to prevent
recurrence. After reviewing . our responses, including -youry
proposed corrective actions and the results of future-inspections,-
the NRC will determine whether further NRC enforcement action is
necessary to ensure compliance with NRC regulatory requirements.

The NRC investigation also verified information that the former RSO
and an administrative director issued two memoranda, dated July l',

1986, and June 30, _1988, which-were viewed by_some members of the
radiation protection staff as restricting their communications with,

licensee managers outside of the radiation protection program and
communications with the NRC. Such a policy. is void and
unenforceable as against the public policy reflected'in Section 210
of the Energy Reorganization Act of-1974,-as amended. This would
have been a violation of - 10 CFR _30.7 (g) if that requirement had
been in effect at the time of the action. However,- while a
violation of 10 CFR 30.7_was not established in this case, the NRC
is, nonetheless, concerned about the perceptions that University
employees may have formed from those policies, and that the members
of the radiation protectitn staff may not have notified licensee
management or the NRC of any 9nresolved radiation- safety issues
because of the policies. Therefore .
required by the Notice, you are reque,s.in addition ' to the responseted to describe what actions
you are taking to determine if any radiation safety concerns might
not-have been identified as a result of the potential " chilling
effect" the discriminatory - po. . ;ies may ' have created, whether
identified concerns were properly-handled, and why the-NRC should
have confidence that current employees feel free to identify safety

.

issues to licensee management and.to the NRC.

QuestCons concerning the Demand- should .be addressed to James
Lieberman, Director, Office of Enforcement, who can be reached at
.(301)_504-2741.

In accordance with 10 CFR 2.790 of-the NRC's " Rules of Practice,"
a copy of this letter and its enclosures will be=placed in the NRC
Public Document Room.
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University of Cincinnati -4 -

The Yesponses directed by this letter and the enclosed Notice are
not subject to the clearance procedures of the Of fice of Management
and Budget as required by the Paperwork Reduction Act of 1980, Pub.
L. No. 96-511.

Sincerely,

/ /V/)$
Hpg L. Thomp;/on, .

D ty Executive rector for
Nuclear Materials Safety, Safeguards,

and Operations Support

Enclosures: As Stated

cc w/ enclosures:
State of Ohio 4

Prince Jason
University of cincinnati
Marc D. Mezibov

;
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NOTICE OF VIOLATION
AND

PROPOSED IMPOSITION OF CIVIL PENALTY.

University of Cincinnati Docket No. 030-02764
Cincinnati, Ohio License No. 34-06903-05

EA 91-071

D? ring an NRC inspection conducted on August 25, 1989, through
October 6, 1989, and a subsequent NRC investigation, a violation of
NRC requirements was identified-. In accordance with the " General
Statement of Policy and Procedure for NRC Enforcement Actions," 10
CFR Part 2, Appendix C (1988), the Nuclear Regulatory ~ Commission
proposes to impose a civil penalty pursuant to Section 234 of the
Atomic Energy Act of 1954, as amended (Act), 42 U.S.C. 2282, and 10
CFR 2.205. The particular violation and associated civil penalty
is set forth below:

License Condition No. 14 of-NRC Byproduct Materials License
No. 34-06903-05 requires the licensee to conduct a physical
inventory every six months to account.for all sources-and/or. 3

devices received and possessed under the license. Records of
the inventories shall be maintained for_two years from the-
-date:of each inventory.

10 CFR 30.9 requires,-in part, that inforcation provided to
the Commission by a licensee be complete and accurate in all
material respects.

Contrary to the above, information provided- to - an NRC
inspector during an August 22-25, 1988, inspection was not
complete and accurate in all material respects.' The'information was not complete and accurate in that a' licensee
representative provided leak test and. inventory records to the
inspector knowing that the records were incomplete because he
had previously removed leak- test and -inventory- records
associated with two nickel-63 sealed sources, and because he
failed to disclose this fact to the;inspectcr. The informa-
tion was material because the concealed recordn would have
demonstrated that NRC-licensed material could not be accountedfor by the licensee.

This is a. Severity Level II violation (Supplement VII).
Civil-Penalty - $2,000. ;I

_

Pursuant to the provisions of 10 CFR 2.201, the University of -
Cincinnati -(Licensee) is hereby - required to .- submit a written
statement of explanation to the Director, Office of Enforcement,
U.S.. Nuclear Regulatory Commission, within 30 daysiof the date of
this Netice of. Violation-and Proposed: Imposition of' Civil- Penalty
(Notices. .This reply should be; clearly marked as-a." Reply to a
Notice or' Violation" and should include #or each alleged violation:
(1) admission.or denial of the alleged violation, (2)- the. reasons-

-for the. violation if admitted, and if-denied,Ethe reasons.why, (3)

NOREG-0940 II.A-273
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Notice of Violation 2

the, corrective steps that have been taken and the results achieved,
(4) the corrective steps that will ' be taken. to avoid further-
violations, and (5) the date when full compliance is-achieved. If

an adequate reply is not received within the time specified in this
Notice, an order or demand may be issued.as to why the license
should not-be modified, suspended, or.. revoked or why such other-
actions as may be proper should not be taken. Consideration may be
given to extending the response. time for good cause shown. Under
the authority 'of Section 182 of the Act, 42 U.S.C. 2232, this
response shall be submitted under oath or affirmation.

Within the same time as provided for the response required under.10
CFR 2.201, the Licensee may pay the civil = penalty. by letter
addressed to the Director, Office of Enforcement, U.S. Nuclear
Regulatory Commission, with a check, draft, money order, or
electronic transfer payable to the Treasurer of-the United-States
in the amount of the civil penalty proposed above, or may protest
imposition of the civil penalty in whole.or in part, by a written
answer addressed to.the Director, Office of Enforcement, U. S.
Nuclear Regulatory Commission. Should the Licensee fail to answer
within the time specified, an order imposing the civil penalty will
be issued. Should - the Licensee elect ' to file an answer in
accordance with-10 CFR 2.205 protesting the civil penalty, in whole
or in part, such answer should be clearly marked as an " Answer to.
a Notice of Violation" and may (1) deny the-violation listed in
this Notice in whole or in part,. (2) demonstrate extenuating
circensta , (3) show error in this Notice, or (4) show other
reascos V ahe penalty should not be imposed. In addition to
protest h cae civil penalty in whole or in part, such answer may
request remission or mitigation of'the penalty.

In requesting mitigation of the proposed penalty, the f actors
addressed in Section V.B of 10 CFR Part 2, Appendix.C (1988),
should be addressed. Any written answer-in accordance with 10 CFR
2.205- should be set forth separately from the statement or
explanation in reply pursuant to 10 CFR-2.201,.but may incorporate
parts of the 10 CFR 2.201 reply by specific reference (e.g. , citing -'

page end paragraph numbers)-- to avoid repetition. -The attention of
the Licensee is directed to the'other provisions of 10 CFR 2.205,
regarding the procedure for imposing a civil penaltyi

Upon failure to pay any civil penalty'due which subsequently has-
been determined in accordance ~with the applicable provisions of 10
CFR 2.2?5, this matter may be- ref erred to tho' Attorney -General, and
the penalty, unless compromised, remitted, or, mitigated,- may be
collected by civil action pursuant to Section.234c of the Act, 42
U.S.C. 2282c.

The responses noted above (Reply- to Notice of V1-olai.lon, . letter -
with payment of civil penalty, and Answer .to a Hotice of violation)
should be addressed to:-. Director, Of fice - of ~. Enforcement, U.S.
Nuclear Regulatory Commission, ATTN:- Document Control Desk,

.

- -
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llotice of Violation 3

Washington, D.C. 20555 with a-copy to-the Regional Administrator,.
U.S.' Nuclear Regulatory Commission, Region III, 799 Roosevelt Road,-
Glen Ellyn, Illinois 60137.

Dated at Rockvillo, Maryland
this/iTday of. May 1992

1

:

_ _
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UNITED STATES
HUCLEAR REGULATORY COMMISSION

In.the Matter of ) Dockets No. 030-02764;
) 030-11331; 030-18949;

UNIVERSITY OF CINCINNATI ) 030-20526; 040-02678;
Cincinnati, Ohio ) and 070-00539

) Licenses No. 34-06903-05;

) 34-06903-09; 34-06903-11;
) 34-06903-13; SUD-265; and
) SNM-490
) EA 91-071

DEMAND FOR INFORMATION 3

I

The University of Cincinnat., Cincinnati, Ohio (Licensee) it thet

holder of six licenses issued by the Nuclear Regulatory Commission

(NRC or Comm. sion), including Byproduct Mattrial License No. 34-

06903-05 (L3 cense) issued pursuant to 10 CFR Part 30. The license,

originally issued on May 21, 1986, was last amended on August 3,

1990, and was due to expire on May 31, 1991. A timoly license

renewal application is pending.

II

A routine NRC inspection was conducted during the period August 22-

25, 1988. During the inspection, the NRC inspector requested that

the former Radiation Safety Officer (RSO) provide-the scaled source

inventory records. .The . former RSO asked Mr. Prince Jason, the

former Deputy Radiation Safety Of ficer (DRSO), .to bring the records

to the former RSO's office and Mr. Jason' complied. However, Mr.

TJason brouglt the inventory records.for all sealed sources except

the_two nickel-63 sources, thus creating the appearance that the

Licensee could-account 1for all sealed. sources. EMr. Jason did not

NUREG-0940 II.A-276
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tell the nspector that the records did not contain the records

for the two nickel-63 sources or that the Licensee could not

account for those sealed sources. A-subsequent NRC investigation

(Investigation No. 3-89-011)- was conducted into this matter.

During this investigation, Mr. Jason--admitted that he concealed

records of sealed source leak tests and inventorles.from an NRC

inspector during an August 22-25, 1988, NRC inspection.

The concealment of these records is a violation of 10 CFR 30.9,

" Completeness and Accuracy of Information," as described In-the

Notice of Violation and Proposed Imposition of Civil Penalty issued
this date.

S
In August 1989, Mr. Jason was removed from his position in the_NRC

licensed programs st. the University of Cincinnati and he was

subsequently terminated.

On JanvaW 10, 1992, NRC sought-to have an enforcement conference

with Mr. Jason to further discuss the matter. However, he declined
to participate in a conference.

-III

.

Based on the results of the NRC-inspection and investigation, the
_

staff has questions whether Mr. Jason Will. provide complete and

accurate information to the Commission concerning potential health -

-NUREG-0940 -II.A-277
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and safety issues and otherwise comply with the regulations.s

Therefore,- advance notice of any reinvolvement of Mr. Jason in

licensed activities is required so that-the staff can determine at

that time whether further regulatory action is warranted.

Accordingly, pur' aant to sections 161c, 161o, 182, and 186 of the

Atomic Energy Act of ' 1954, as amended, -and the -- Commission's

regulations in 10 CFR 2.004 and 10 CFR Part 30, the Licensee is
required to provide the NRC Regional Administrator, Region III,

writtert notice at least one week prior - to Mr. Prince Jason's

reinvcivement in activities authorized under Licenses No. 34-06903-

05, 34-06903-09, 34-06903-11, 34-06903-13, SUD-265, e J/or SNM-490.

The notice shall include a =tatement from the Licensee explaining

its basis - for concluding that, -in light - of Mr. Jason's prior

conduct described in this Demand, he can be expected to provide

complete and accurate information to the Commission _and to

otherwise comply with NRC requirements. This condition expires

five years from its effective date.

Copies shall-alen be sent to the Director, Office of Enforcement,

and the Assistant General Counsel for Hearings and Enforcement,

both at U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

NUREG-0940- --II.A-278

_-_ - _ _ _ _ _ _ _ _ _ _ _



,,____ ..._.. _ _ _ _ _ . . _ _ _ . _ _ . . _ . - . . _ _ _ _ _ . . _ . ._. _ _ _ _ . _ _ _ _ _ _ __

! i
1 '

1 1

j l

i i

1 I

!

i
d

4
3
; *

; After reviewing any notice and statement in response to this
,

i Demand, the NRC vill determine whether further action is necessary |

| 1i
to ensure compliance with regulatory requi:cments. |
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| FAR THE NUCLEAR REGULATORY COMMIGSION
a

k /5!/J.'
i llugt L. Thompg6n J .

] D ty Executiv D ector for
i Hueloar Material safety, Safeguards,
} and 09erations Support
|
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Dated at Rockville, Maryland
I this/'rt-day of May 1992
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/,'ponon*), UNIT E D ST AT ES

{')g i NUCLE AR REGUL ATORY COMMISSION

7 | wassiNotoN. o. c. msts

%*****o MAY 31 1992
Mr. Prince .*. con
1246 Avon Drive
Cincinnati, Ohio 45229

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL
PENALTY AND DEMAND FOR INFORMATION SENT TO THE
UNIVERSITY OF CINCINNATI

Dear Mr. Jason:

Enclored for your information is a Notice of Violation and
Proposed Civil Penalty and Demand for Information issued to the
University of Cincinnati. These actionn arise out of your
activities at the University when you were the Assistant
Radiation Safety Officer in 1908.

These actions do not prohibit you from being involved in licensed
activities in the future at the University. However, the Demand
for Information does require the University to provide at least
one week notice before permitting your reinvolvement in licensed
activities at the University. At that time the NRC can decide if
further regulatory action is appropriate.

You are not required to respond to these actions. If you do
desire to provide a response to the NRC concerning your
involvement in the activities that underlie these actions or to
address the information requirements in section III of the Demand
for Information, you may provide a written response within 30
days of the date of this letter to the Regional Administrator,
Region III, 799 Roosevelt Road, Glen Ellyn, Illinnis 60137, with
a copy to the Director, Office of Enforcement, and the Assistant
General Counsel fcr Hearing and Enforcement, both at the U. S.
Nuclear Regulatory Commission Washington, D.C. 20555.

Should you have any questions on this matter, please call James
Lieberman, Director, Office of Enforcement, at 301-504-2741.

Sincerely,

d /??f/1
Hu L. Thomp o , J .

D ty Executiv D rector for
Nuclear Materia Safety, Safeguards,

and Operations Support

Cnclosure: As Stated

|
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DEC 7.01991
,

Occket No. 030 06402
License No. 42-02964-01
EA 91-121

Western Atlas International
ATTN: Bill Rose

Radiation Protection Officer
P.O. Box 1407
Houston, Texas 77251

Gentlemen:

SUBJECT: NOTICE OF VIOLATION AND PROPOSED IMPOSITION Of civil PENALTY -
$10,000 (NRC INSPECTION REPORT NO. 30-06402/91-01)

This is in reference to NRC's September 6-7 and 11, 1991, inspection of the
circumstances surrounding a September 5,1991 incident involving the loss
of a nominal two curie cesium.137 sealed source being transported with other
radioactive sources from Yukon, Oklahoma to Houston, Texas. An inspection
report was issued on September 23, 1991. Based on the results of this
inspection, which disclosed violations of NRC and United States Department of
Trantportation (DOT) requirements, an enforcement conference with you and
other company representatives was conducted in NRC's Arlington, Texas office
on October 1, 1991.

As discussed at the enforcement e>.ference, NRC attributes the loss of this
material during transpor' to two violations of NRC and 00T requirements. These
include Western Atlas International's f ailure to p-operly block and brace the
shirided source container on the transport vehicle and failure to ensure that
all closure mechanisms on the shielded container were in place.

These requirements ere designed to prevent serious safety incidents, such as
the incident that occurred on Sep'. ember 5, 1991. Western Atlas International's
failure to meet these requirements resulted in the accidental loss of the
shielded container from the vehicle and the separation of the radioactive
source from its shielded container.

The violations that resulted in this incident appear to have occurred because
the involved Vestern Atlas personnel, including a manager, f ailed to f ollow
established transportation procedures, failed to correct previously identified
defects in transportation containers, and were inattentive to the specific

CERTIFIED PAIL
RETURN RECEIPT REQUESTED
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2-Western Atlas International -

requirements of the NRC and the 00T. It is of particular concern that, as
Western Atlas indicated during the enf orcement conf erence, a saf t.ty audit in
August 1991 identified defects in the shipping containers, including missing
safety pins and locking bars. The auditor directed that the contaf ners not be
used until the defects were corrected. The findings of this audit and tne
need to repair the Containers prior to use were reportedly further discussed
the following week with the responsible n-anager and other members of licensee.

management . Nonetheless, the responsible manager disregarded these instruc.'

tions. If these defects had been corrected prior to the shipment, it it likely
that the source would not have ocen separated from its shielding ano the
resultant exposure to a member of the general public would not have uccurred.

The violations that contributed to this incident are significant from a safety
and re;ulatory perspective in that they resulted in an incident which posed a
significant potential threat to the health and safety of the general public. .

!This is illustrated by the fact that the source was found by one member of the '

general public and was actually picked up and handled by another member of the
general public. As a direct result of the violations: 1) radioactive material ,

!in transit was lost from the transport vehiciel 2) the radioactive material
became separated from its shielding: and 3) members of the general public came >

'into contact with the unshleided radioactive material, providing the poten;ial
for the maximum credible accident that can occur with regard to the transporta-

Ition of radioactive materials of this type, it was merely fortuitous that the
person who handled the !.ource held it only for a short time and then returned
it to the ground. In other events, lost sources have been found and kept by ;

imembers of the general public, resulting in some cases, in serious injuries
and deaths. Therefore, in accordance with the " General-Statement of Policy and

_

Procedure for NRC Enforcement Actions," (Enforcement Policy) 10 CFR Part 2,
Appendix C (1991), these violations have been classified in the aggregate at i

Severity Level 1. ;

NRC recognizes that Western Atlas's past performance based on several
inspections has been good and that Western Atlas took immediate steps to ensure
that all Western Atlas personnel were aware of the incident and its causes so
that the same mistakes would not be made. in addition, based on the .

,

discussions at the enforcement conference, NRC recognizes Western Atlas's
commitment to a variety of actions, involving both physical modifications to
source-transport vehicles and procedural enhancements, to ensure against-a
recurrence of an_ incident of-this type. It is noted, however, that many -of the
corrective actions discsssed at the enforcement conference were tentative and,

that you intended to receive NRC concurrence prior to implementing those-
actions. As discussed during the enforcement conference. NRC expects and
urges you to initiate action on those measures that will enhance safety as soon
as practicable.

To emphasize the significance of the violations that put the general public at- '

significant risk, and to assure that-your corrective actions are lasting,.i '

have been authorized, after consultation with the Director Office of Enforce.
ment, the Deputy Executive Director for Nuclear Materials $4fety,'3afeguards'
and Operations Support, and the Commission, to issue tho enclosed Notice of

t
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Western Atlas International -3-

es

"_-Violation 3nd Proposed Imposition of Civil Penalty (Notice) in the amount of
$10,000 for the Severity Level 1 problem described above.

For well-logging licensees, the normal base value of a civil penalty for each
Seserity Level 1 violation of this type is $1,000. However, in this case. NRC
has decided to assess a 510,000 base civil penalty. This decision is based on e;
the potential consequences to the general public caused by the violations. %

2'e
In the NRC's consideration of the escalation and mitigation factors described ~

in Appendix C of 10 CFR 2, it was determined that any mitigation based on your -

good past performance was offset by your prior notice regarding the defects in
the shipping container's closure mechanism. The other factors were considered
and no further escalation or mitigation was deemed appropriate.

The violations in Part 11 of the Notice are not being assessed a civil penalty.
We note, however, that your failure to notify the U.S. Department of
Transportation would have been considered more significant had you tiot
intnediately notified the Texas Bureau of Radiation Control upon discovering the
missing source. Notifying the State of Texas, however, did not relieve you of ayour obligation to notify the U.S. Department of Transportation. -

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice whcn preparing your response. In your
response, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. After reviewing your response to this
Notice, including your proposed corrective actions and the results of future
inspections, the hRC will determine whether further NRC enforcement action is
necessary to ensure compliance with NRC regulatory requirements.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a ccpy of
this letter and its enclosure will be placed in the NRC Public Document Room.

The responses directed by this letter and the enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, Pub. L. No. 96 511.

-

Sincerely, E

ktQ / . ( 25(,

' Robert D. fQ hi__n(~/
_

'' '

Regional AdministYator/

Enclosure
Notice of Violation and Proposed Imposition

of Civil Penalty
a

cCI
State of Texas Radiation Control Program Director
State of Oklahoma Radiation Control Program Director
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NOTICE OF VIOLAt10N
AND

PROPOSED IMPOSITION OF CIV!L PENALTY

) Western Atlas international Docket No. 030-06402
Houston, Texas License No. 42-02964-01

EA 91-121

During an NRC inspection conducted on September 6-7 and 11, 1991, violations of
NRC requirements were identified. In accordance with the " General Statement of
Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1991), the Nuclear Regulatory Comission proposes to impose a civil penalty
pursuant to Section 234 of the Atomic Energy Act of 1954, as amended (Act), 42
U.S.C. 2282, and 10 CFR 2.205. The particular violations and associated civil
penalty are set forth below:

1. Violations Assessed a Civil Penalty

A. 10 CFR 71.5(a) requires that each licensee who transports licensed
radioactive material outside of the confines of its plant or other

place of use, or who delivers licensed material to a carrier for
transport, shall comply with the applicable requirements of the
regulations appropriate to the mode of transport of the United States
Department of Transportatior (DOT) in 49 CFR Parts 170 through 189.

49 CFR 1 6.842(d) requirt at packages of radioactive material must
be so blocked and braced tnet they cannot change position during
conditions normally incident to transportation.

Contrary to the above, on September.5, 1991,-the licensee did not
adequately block and brace a package containing licensed material to
prevent the movement and subsequent accidental loss of that package
from the transport vehicle. Specifically, a-transport package
containing a two curie cesium 137 sealed source was not sufficiently .
blocked and braced on the transport vehicle to prevent the accidental
loss of the package under conditions normally incident to transporta-
tion while en route from Yukon, Oklahoma to Houston Texa .

B. 10 CFR 71.5(a) requires that each licensee who transports licensed
radioactive material outside of the confines of its plant or otner
place of use, or who delivers licensed material to a carrier for
transport, shall comply with the applicable requirements of the
regulations appropriate to the mode of transport of the linited
States Department of Transportation (DOT) in 49 CFR Parts 170
through 189.

49 CFR 173.475 requires, in part, that prior to each shipment of
radioactive material, the licensee ensure that the transport package-
is in unimpaired condition and that each closure device is properly
installed and secured and free of defects.

NUREG-0940 lI.A-284-
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Notice of Violation -2-

s

Contrary to the above, on September 5, 1991, the licensee did not
ensure that the transport package's closure device was properly
installed and secured and free of defects. Specifically, the
safety pin designed to secure the locking bar of the transportation
package's closure device was not installed prior to the package's
use in transporting a two curie cesium 137 sealed source.
Subsequently, the closure device became dislodged during transport
which allowed the sealed source to become separated from the
transport package when the package was lost from the transport ;

vehicle while en-route from Yukon, Oklahoma to Houston, Texas.

Collectively, this is a Severity Level I problem. Cumulative Civil
Penalty - $10,000 (assessed equally between the two violations).

11. Violationt Not Assessed a Civil penalty

A. 10 CFR 71.5(a) requires that each licensee who transports licensed
material outside of the confines of its plant or other place of
use, or who delivers licensed material to a carrier for traiisport,
shall' comply with the applicable:requirementi of the regulations
appropriate to the mode of transport of the 00T in 49_CFR Parts

'

170-189.

49 CFR 171.15(a)(2) requires, in part, that at the earliest
practicable moment, each carrier who transports hazardous materials
shall give notice-in accordance with paragraph (b) of this section
after each accident that occurs during the course of-transportation
in which spillage occurs involving shipment of radioactive material. '

Paragr.aph (b) requires, in part, that each notice required by
paragraph (a) of this section be given to the DOT by telephone at
(800) 424-8802.

Contrary to the above, the licensee did not give any' notice to DOT
after the September 5, 1991 incident involving-the spillage of a
nominal two curie cesium 137 sealed source, duringLtransport from
Yukon, Oklahoma to Houston, Texas.

This is a Severity Level IV violation (Supplement V).

B. 10 CFR 71.5(a) requires that each licensee who transports licensed.
material outside of the confines of.its plant or other place of use,
or who delivers licensed material to a carrier for transport, shall
comply with the applicable requirements of the regulations
appropriate to the mode of transport of the 00T in 49 CFR Parts
170-189..

49'CFR 172.403(b) requires in'part, that the proper label be affixed
I to a package of radioactive material based on the radiation level at

the surface of the package and the transport index.-

l'
|

*

,

J 4

s

'
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Notice of Violation 3-

Contrary to the above, on September 5, 1991, the licensee
transported radioactive material in ti ansport packages incorrectly
labeled as RADIOACTIVE YELLOW !!. The correct label was
RADICACTIVE YELLOW 111 for packages containing byproduct material
transported by the licensee on this date from Yukon, Oklahoma to
Houston, Texas.

This is a Severity Level IV violation (Supplement V).

C. 10 CFR 71.5(a) requires that each licensee who transports licenscd
material outside of the confines of its plant or other place of
use, or who delivers licensed material to a carrier for transport, ;

shall comply with the applicable requirements of the regulations :
appropriate to the mode of transport of the DOT in 49 CFR Parts
170-189. ,

'

1. 49 CFR 172.201(d) states that a shipping paper must contain
an emergency response telephone number, as prescribed in
Subpart G of'Part 172 of this subchapter.

Contrary to the above, on September 5,-1991,-the licensee - '

transported radioactive material with a shipping paper that
did not contain an emergency response telephone number..

This is a Severity Level IV. violation. (SupplementV)
'

2. 49 CFR 172.201(c) states that a shipping paper may consist of
more than one page if each page is consecutively numbered-and ;

the first page bears a notation specifying the total nu'mber
'

of.pages included in the shipping peper. For example, .

"page 1 of 4 pages."
1

IContrary to the-above, on September 5, 1991, the licenseei

transported radioactive material with a shipping paper that
consisted of more than one page and the pages of the shipping
paper were not. consecutively numbered.

This ir a Severity Level V violation (Supplement V).

3. 49 CFR 172.203(c)(2) requires the letters "RQ" to be entered-
on the shipping pap;r either before or after the basic
description required by paragraph 172.202 for each hazardous
substance.

Contrary to the above, on September 5, 1991, the licensee
transported radioactive material and the letters "RQ" were--
not entered on the shipping paper either before or after-

.the basic description _ required by paragraph 172.2n2 for
each hazardous substance.-

-This is a Severity Level V violation (Supplement-V).

,

h
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! Notice of Violation -4-
.

!.

s ,

i

Pursuant to the provisions of 10 CFR 2.201, Western Atlas International |
| (Licensee) is hereby required to sLbmit a written statement or explanation 4

; to the Director Of fice of Enforcement, U.S. Nuclear Regulatory Comission, !

within 30 days of the date of this Notice of Violation and Proposed I,

| Imposition of Civil Penalty (Notice). This reply should be clearly marked '

| as a " Reply to a Notice of Violation * and should include f or each alleged I

violations (1) admission or denial of the alleged violation (2) the reasons f
| for the violation if admitted, and if denied, the reasons why, (3) the

4

| corrective steps that have been taken and the results achieved (4) the icorrective steps that will be taken to avoid further violations, and (5) the i

| date when full compliance will be achieved. If an adequate reply.is not
received within the time specified in this Notice, an order or a demand for -!

information may be issued as to why the license should not be' modified,
.

,

suspended, or revoked or why such other action as may be proper should not
| be taken. Consideration may be given to extending the response time for
| good cause shown. Under the authority of Section 182 of the Act, 42 U.S.C.

2232, this response shall be submitted under oath or affirmation.
,

iWithin the same time as-provided for the response required above under
10 CFR 2.201, the Licensee may pay the civil penalty by letter addressed to
the Director, Office of Enforcement U.S.-Nuclear Regulatory Commission,

! with a check, draft, money order, or electronic.trensfer payable to the-
!i Treasurer of-the United States in'the amount of the civil penalty proposed *

| above, or the cumulative amount of the civil penalties if more than one
i civil penalty is proposed, or may protest imposition of the civil penalty,
I in whole or in part, by a written answer addressed to the Director. 0ffice
| of Enforcement, U.S. Nuclear Regulatory Commission. Should the Licensee-

fail to answer within the time specified,_an order imposing the civil
penalty will be issued. Should the Licensee elect to file an answer in |

;

t accordance with 10 CFR 2.205 protesting the civil penalty, in whole or in
i part, such answer should be clearly marked as an " Answer to a Notice of'

Violation" and may: '(1) deny the violations listed in this Notice, in whole
or in part, (2) demonstrate extenuating circumstances, (3) show error in this
Notice, or (4) show other reasons why the penalty should not be imposed.. ' In

-

addition to protesting the civil penalty, in whole or in part, such answer
may request remission or mitigation of the penalty.

?n requesting mitigation of the proposed pen 61ty, the factors' addressed in
Section V.B of 10 CFR Part 2, Appendix C (1991) should be. addressed. Any-
written answer in accordance with 10 CFR 2.205 should be set forth separately

.

from the statement or explanation in reply pursuant to 10 CFR 2.201, but may
!

incorporate parts of the 10 CFR 2.201 reply by specific reference (e.g.,
citing pags and paragraph numbers) to avoid repetition. The attention of the
Licensee is directed to the other provisions of 10 CFR 2.205, regarding the-
procedure for imposing a civil penalty.

Upon failure to pay any civil penalty due which subsequently has been 5,

| determined in accordance with the applicable provisions of 10 CFR 2.205,
|

.
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Notice of Violation 5 ;

!

this matter may be referred to the Attorney Ceneral, and the penalty, unless |
compromised, remitted, or mitigated, may be collected by civil action

'

pursuant to Section 234(c) of the Act, 42 U.S.C. 2282c.

The response noted above (Reply to Notice of Violation, letter with payment
of civil penalty, and Answer _to- a Notice of Violation) should be addressed !

to: Director, Office of Enforcement, U.S. Nuclear Regulatory Commission, !

ATTN: Document Control Oesk, Washington, D.C. 20$$5 with a copy to the Regional !

Administrator, U.S. Nuclear Regulatory Commission, Region IV, 611 Ryan Plaza ;

iDrive, Suite 400 Arlington, Texas 16011.
i

!
Dated at Arlington, Texas

i
.

this 20th day of December, 1991

.

~ _
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'i ' 'n UNITED STATES
! Z' i NUCLEAR REGULATORY CCMMISSION
Q J esnason o e m

'%*****r*
JUN 051992

; Docket No. 30-06402
License No. 42-02964-01
EA 91-121

Western Atlas International
; ATTH: Bill Rose

Radiation Protection Officer
# Post Office Box 1407

Houston, Texas 77251
'

Centlemen:

SUBJECT: ORDER IMPOSING CIVIL MONETARY PENALTY - $10,000
i

This refers to your letters (Answer to a Notice of Violation and
Reply to a Notice s* Violation) dated January 24, 1992, in
response to the F';$1c= of Violation and Proposed Imposition of
Civil Penalty (Notico) sent to you by our letter dated
December 20, 1991. Our letter and Notice described several
violations identified during NRC inspections conducted on
September 6-7 and September II, 1991.

Two of the violations in the Notice (Violations I.A. and I.B.)involved the failure to transport radioactive material properly
and resulted in the loss of a sealed radioactive source from a
vehicle. To emphasize the significance of violations that put
the general public at significant risk, and to assure that your
corrective actions were lasting, a civil penalty of $10,000 was
proposed.

In your responses, you admitted the violations which resulted in
the proposed civil penalty but requested mitigation of the
penalty. After consideration of your responses, we have
concluded, for the reasons given in the Appendix attached to the
enclosed Order Imposing civil Monetary Penalty, that an adequate
basis was not provided for nitigation of the civil penalty.
Accordingly, we hereby serve the enclosed Order on Western Atlas
International, Inc., imposing a civil monetary penalty in the
amount of $10,000. We will review the effectiveness of your

' corrective actions during a subsequent inspection.

In imposing this civil penalty, we emphasize that your
responsibility for assuring the safe use of licensed material

CERTTFIES MAIL
PETURN RECEIPT REOUESTLD
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Western Atlas Internationi 2

extends not only to identifying potential problems that may lead
to violations of NRC regulatory reqairements, but also to
assuring that such problems are fully corrected so that the
violations do not occur. This responsibility lies with licensee
management. Significant violations such as occurred in this case
because of the failure of licenseo management cannot and will not
be tolerated.

In accordance with 10 CFR 2.790 of the NRC8s " Rules of Practice",
a copy of this letter and the enclosures.will be placed in the
NRC's Public Document Room.

Sincerely,

1 ?) Jt
Hu h L. Thomps n,
De y Execut Di ector for
Nuclear Materia s afety, Safeguards

and operations Support

Enclosures
Order Imposing civil Monetary Penalty

cC3
State of Texas Radiation Control Program Director
State of Oklahoma Radiation Control Program Director

NUREG-0940 II.A-290
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UNITED STATES
NUCLEAR REGULATORY COMMISSIO!1

'InkhaMatterof )
) Docket No. 30-06402

WESTERN ATLAS INTERNATIONAL, INC. ) License No. 42-02964-01
Houston, Texas ) EA 91-121

ORDER IMPOSING CIVIL MONETARY PENALTY

I

Western Atlas International, Inc. (Licensee) is the holder of
Materials License No. 42-02964-01 issued by the Nuclear

Regulatory Commission (NRC or Commission). The license

authorizes the Licensee to possess a variety of radioactive
byproduct materials for use in well tracer studies and well

logging activities in accordance with the conditions specified
therein.

II

An inspection of the LicenFee's activities was conducted on

September 6-7 and September 11, 1991, to r2 View the circumstances

surrounding a September 5, 1991 incident invo3ving the loss of a
cesium-137 sealed source being transported with other sources

from Yukon, Oklahoma to Houston, Texas. The results of this

inspection indicated that the Licensee had not conducted its

activities in full compliance with NRC requirements. A written

Notice of Violation and Proposed Imposition of Civil Penalty
(Notice) was served upon the Licensee by letter dated
December 20, 1991. The Notice stated the nature of.the
violations, the provisio.., of the NRC's requirements that the

NUREG-0940 II.A-291
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Licensee had violated, and the amount of the civil penalty

prbposed for the violations. The Licensee responded to the

Notice in letters dated January 24, 1992. In response, the

Licensee admitted the violations that resulted in the proposed

civil penalty, but requested mitigation of the penalty.

III

After consideration of the Licensee's response and the statements

of fact, explanation, and argument for mitigation contained

therein, the NRC Staff has determined, as set forth in the

Appendix to this Order, that the violations occurred as stated

and that the $10,000 penalty proposed for the violations

designated in the Notice should be imposed.

IV

In view of the foregoing and pursuant to Section 234 of the

Atomic Energy Act of 1954, as amended (Act), 42 U.S.C. 2282, and

10 CFR 2.205, IT IS HEREBY ORDERED TRATt

The Licenses pay a civil penalty in the amount of $10,000

'within 30 days of the date of this order, by check, draft,

or money order, or electronic transfer, payable to the

Treasurer of the United States and mailed to the Director,

i
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Office of Enforcement, U.S. Nuclear Regulatory Commission,
'

ATTN: Document Control Desk, Washington, D.C. 20555.

V

The Licensee may request a hearing within 30 days of the date of
this Order. A tequest for a hearing should be clearly marked as

a " Request for an Enforcement Hearing" and shall be addressed to

the Director, Office of Enforcement, U.S. Nuclear Regulatory
Commission, ATTN Document control Desk, Washington, D.C. 20555.

Copies also shall be sent to the Assistant General Counsel for

Hearings and Enforcement at the same address and to the Regional

Administrator, NRC Region IV, 611 Ryan Plaza Drive, Suite 400,
Arlington, Texas 76011.

If a hearing is requested,-the Commission will issue an Order

designating the time and place of the hearing. If the Licensee

fails to request a hearing within 30 days of the date of this
Order, the provisions of this Order shall be effective without

further proceedings.. If payment has not been made by that time,
the matter may be referred to the Attorney General for
collection.

In the svent the Licensee re uests a hearing as provided above,s

the issues to be considered at such hearing shall ber

$
1
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Whether on the basis of the violations, which were admitted

by the Licensee, this Order should be sustali.ed.

FOR THE NUCLFAR REGULATORY COMMISSIO!!

%
H J L. Thom .

De ty Execup rector for
Nuclear Mater Safety, Safeguards

and Operations Support

Dated at Rockville, Maryland
this 5 % day of June 1992

0
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APPENDIX

EVALUATION AND CONCLUSIONS

On December 20, 1991, a Notice of Violation and proposed
Imposition of Civil Penalty (Notico) was issued for violations
identified during an NRC inspection. Western Atlas
International, Inc. (WAII or Licensee) responded to the Notice on
Ja.uary 24, 1992. The Licensae admitted the violations which
resulted in the proposed civil penalty but requested mitigation
of the penalty. The WRC's evaluation and conclusions regarding
the Licensee's requests are as follows:

Restatement of Violations (part I of Notice, Violations Assessed
a Civil Penalty)

A. 10 CFR 71.5(a) requires that each licensee who transports
licensed radioactive material outside of the confines of its
plant or other place of use, or wr- iolivers licensed
material to a carrier for transpor , shall comply with the
applicable requirements of the regulations appropriate to
the mode of transport of the United States Department of
Transportation (DOT) in 49 CFR parts 170 through 189.

49 CFR 177.842(d) requires that packages of radioactive-
material must be so blocked and braced that they cannot
change position during conditions normally incident to
transportation.

Contrary to the above, on September 5,_ 1991, the licensee
did not adequately block and brace a package containing
licensed material to prevent the movement and subsequent
accidental loss of that package from the transport vehicle.
Specifically, a transport package containing a two curie
cesium ; 37 sealed source was not sufficiently blocked and
braced on the transport vehicle to prevent the accidental
loss of the package under conditions normally incident to
transportation while en route from Yukon, Oklahoma to
Houston Texas.

B. 10 CFR 71.5(a) requires that each licensee who transports
licensed radioactive material outside of the confines of itsplant or other place of use, or who delivers licensed
material to a carrier for transport, shall comply with the
applicable requirements of the regulations appropriate to
the mode of transport of the United States Department of
Transportation (DOT) in 49 CFR Parts 170 through 189.

49 CFR 173.475 requires, in part, that prior to each
shipment of radioactive material, the licensee ensure that
the transport package is in unimpaired condition and that
each closure devica is properly installed and secured and
free of defects.

NUREG-0940 II.A-295
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Contrary to the above, on September 5, 1991, the licensee
' did not ensure that the transport package's closure device

was properly installed and secured and free of defects.
Specifically, the safety pin designed to secure the locking I

|bar of the transportation package's closure device was not
installed prior to the package's use in transporting a two
curie cesiua 137 sealed source. Subsequently, the closure
device became dislodged during transport which allowed the
sealed source to become separated from the transport package ,

'

when the package was lost from the transport vehicle while
on route from Yukon, Oklatema to Houston, Texas.

Collectively, this is a Severity Level I problem,
cumulative Civil Penalty - $10,000 (assessed equally between
the two violations).

Summarv of Licensee's Response and Pf, quest for M1 W tisn

The Licensee admitted the violations which resulted in the
proposed civil penalty but requested mitigation of the penelty
from $10,000 to either the basic $2,000 (referring to the normal
base value alluded to on Page 3 of NRC's December 20, '991,
Notice) or to something closer to $2,000. The L!censee based its

'

request for mitigation on its arguments that:

1) The amount of the civil penalty should not have been
increased based on " prior notice"'where the WAII Senior
Safety Engineer performed an i'spection in advance of the
shipment of radioactive sources and instructed a district
manager to take certain actions prior to shipping the
sources.

2) WAII does not need auditiona) punishment to get its
attention, as indicated by the fact that it terminated the
employment of the district manager who, according to WAII,
intentionally did not follow instructions which could have
mitigated the consequences of the event; and by the fact *

that it took corrective actions to preclude recurrence,
including modifications to its carrier vehicles.

3) The panalty against WAII should reflect what actually
occurred, not what could have occurred based on speculstinn.

4) The penalty should refleet the past good record of WAII.
NRC Evaluation of Licensee's Reggggag

'

1) Prior Notice

NRC's Decembar 20, 1991, letter stated "...it was determined
that any mitigation based on yout. good past perfornanco was
offset by your prior notice regarding the defects in the

NUREG-0940 II.A-296
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shipping container's closure mechanism.'" NRC's Enforcement
policy (Section V.B.) permits increasing a civil p(nalty by
as much as 100%-in cases where the licensee had prior
knowledge of a potential problem as a result of a licensee -

review, and failed to take effective corrective steps.
WAII questions whether this factor should be applied when,
as it srguen in this case, an inspection is performed by the
licensee in advance of an activity and responsible
individuals ignore instructAons to take steps to preclude ,

viclations. "It would appear," WAII said in its reply, j."that the NRC prefers WAII had not mado the preliminary
inspection so that any loss would have been simply
inadvertent or without knowledge ... Failing to do so.should >

be a factor which increases the penalty, not the reverse..."
.

It is expected that licensees conduct appropriate audits to
assure that regulatory requirements are being met.
Licensees who fail to perform such audits do so at their
peril since they risk escalated enforcement action for NRC-
identified violations. Therefore, NRC does not accept the
contention that licensee management will not conduct audits
to identify safety issues because of fear of enforcement
action. Such an attitude is inconsistent with the safety
othic expected of licenseen.

The NRC Enforcement policy provides that meticulous
.

attention to detail is expected from licensees in order to
assure adequate protection of the public health and safety.
The preliminary inspection performed by the Licensee's
Senior Safety Engineer exemplifies this approach. The issue

- in this case is not that the civil penalty is being
escalated for performing an audit, but rather that the
penalty is being escalated because there was not adequate,

follow up by management consistent with the safety
significance of the problem that the audit uncovered.

,

As a result of the pr,.iminary inspection, Licensee
management had knowledge of a problem with significant
health and nafety implications; but subsequently, the
District Manager, a Licensee cfficial, failed to-address the
1* cue. The NRC Enforcement policy defines a " licensee
official" as a first line supervisor or above. Had the
failute occurred on the part of a non-management employee,
the outcome of the enforcement action would have been
different.

The Licenses further seeks to distance itrelf from this
failure of its employee by stating that aopecific remedial
instructions were given which were ignored by a District
Mananer who had no history of ignoring such instructions."
NRC la not in a position to comment on whether the District

NUREG-0940 II.A-297
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Msnager had a history of ignoring instructions. It is not
clear why, in the absence of a history of not following

|
instructions, he would do so here. Nevertheless, the use of'

inadequately prepared shipping containers is a serious1

! matter that should have had further follow up to assure that
the prcblem was corrected. Considering that the District
Manager failed to follow through by executing the
instructions of the Senior Safety Engineer, and that the
Senior Safety Engineer failed to follow up with the District;

Manager to assure that the instructions were executed, it is
clear that Licensee management, with tha knowledge-
available, could have taken reasor.able action that would
have prevented the violation from occurring. As a result of
the failure to follow through on the part of Licensee
management, a violation occurred that ir.volved the potential
for very significant radiation exposure, and one member of,

the public did receive an exposure to-his fingers of 3.5 to,
'

1 5.5 Lam.

Under these circumstances, the NRC Staff believes that it
acted appropriately in balancing mitigation for prior good
performance (in this case, 100% mitigation) against

i escalatiot'. for prio? notico (in this case, 100% escalation).
The Licensee has provided no basis for any additional
mitigation.

.

2. Incentives to Take Corrective ActioD
The Licensee argues that the civil ponalty is not necessary
to cause it to take its responsibil'. ties seriously and to
take corrective actions. HRC lice' sees are always expected
to take their responsibilities seriously and take'

appropriate corrective action. Additional action would be
taken if a licensee argued otherwise. Civil penalties are
assessed to deter future noncompliance on the part of all

i

j licensees and to ecphasize the need for lasting corrective
action. The deterrent effect is achieved when licensees, in

| order to avoid civil penalties, take prompt and effective
|

action in advance of any potential violation so that the
violation does not occur and the NRC does not have to become!

I involved. Thus, the NRC Staff does not believe that the
Licensee's argument warrants reconsideration of the civil

|

!
penalty.

3. Actual vs. Hvoethetical Consecuences

The Licensee argues that the penalty should reflect whati

actually occurred, not what could have occurred. However,
the NRC Enforcement Policy takes into account both actual

I

i and potential safety consequences. In this case, the NRC

NUREG 0940 II.A-298

- - - .. ,



_ _ _ _ _ _ _ _ _ _ _ _ _ .
. .. -

-5-

Staff, after consulting the Commission, assigned the highest
possible severity level to the violations because they
resulted in actual unnecessary radiation exposures to
emergency response personnel and had a potential for much
higher exposures to these individuals and to other members
of the public. The regulations ther were violated are
designed to prevent licensed radioactive sources from posing
this type of hazard. The entire system of containment --
consisting of the source container itself and the securing
of the container to the vehicle -- failed due to these
violations. As the Commission stated in X-Ray Encinerring,
". . our statutory obligation to protect the public health.

snd safety is not subject to the condition precedent that
actual injuries occur " 1 AEC 553, 555 (1960).

The Licensee also raises an issue as to whether the
emergency response personnel acted reasonably and were
adequaisly trained. However, the responsibility to
adequately control licensed material so as to assure the
protecticr. of the public health and safety rests with the
Licensee and not with emergency response personnel or other
members of the general public. Mcreover, any person could
have stopped on the roadway and picked up the source. Only
luck prevented that scenario, with its resulting adverse
health and safety consequences, from happening.

Thus, the HAC Staff does not find that the Licensee's
argument warrants reconsideration of the civil penalty.

4. Coroliance History

The Licensee argues that the civil penalty should reflect
the good past record of WAII. As discussed above, in
proposing the penalty, NRC did take the Licensee's past
performance intn account and concluded that mitigation of
the base penalty value was appropriate based on prior good
performance. However, this mitigation was offset by the
escalation of the bass penalty value on the prior notice
factor.

NRC Conclusion

The NRC Staff concludes that the Licensee has not provided an
adequate basis for mitig: tion of the civil penalty.
Consequently, the proposed civil penalty in the amount of $10,000
should be imposed.

NUREG-0940 II.A-299
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Docket No. 030-12641
License No. 24-16275-02
EA 92-070

Bothwell Regional Health Center
ATTH: Richard Davidson

Assistant Administrator
601 East 14th Street
Sedalia, Missouri 65301

Dear Mr. Davidson:

SULDECT: NOTICE OF VIOLATION
(NRC TNSPECTION REPORT NO. O's o-12 641/ 92 001)

This refers to the special safety inspection conducted at Bothwol1
Regional Health Center, Sedalia, Missouri, on March 30 and 31,
1992, to review the circumstances associated with your reported
conalt-60 teletherapy misadministration. The report documenting
this inspection was mailed to you on April 17, 1992. A violation
of NRC requirements was identifind during the inspection, and on
April 23, 1992, an enforcement conference was held with you; Mr.
William L. Axelson, Deputy Director, Division of Radiation Safety
and Safeguards; and other members of our respective staffn. A copy
of the report documenting the enforcement conference was mailed to
you by letter dated May 1, 1992.

On March 27, 1992, you notified the U. S. Nuclear RegulatoryCommission (NRC) Region III Office that a misadministration
occurred during the period March la through 27, 1992, due to an
error in the treatment calculations. As a result of this error inthe calculation, the patient received 340 rado during each of 8
treatments, rather than the prescribed 200 rads por treatment *

fraction. The error was discovered when a physicist perfortetd a
biweekly review of the treatment plan and the calculations. The
remaining treatment schedule was then adjusted to accommodate the
increased done delivered during the initial eight treatments of the
series.

The violation, deceribed in the enclosed Notice of Violation,
concerns failures to follow the procedures established by your
quality management program. The f ailures irclude: (1) the failure
to perform an adequate weekly chart check to detect arithmetic
errors; and (2) the failure to review the dono calculations within
three working days after administering the first teletherapy
fractional dose when the prescribed dose is to be administered in
CERTIFIED MAIL
RETURN RECEIPT REOUESTED
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Bothwell Regional IIcalth Cente.r -2- May 6. 1992

more than three fractions. The f ailure to follow the procedures of
your quality management program, which resulted in a therapeutic
misadministration, is considered significant and in accordance with
the " General Statement of Policy and Procedure f or NRC Enforcement
Actions," (Enforcement policy) 10 CPR Part 2, Appendix C (1992),
this violation was categorized at Severity Level III.

In accordance with the Enforcement Policy a civil penalty is
usually assessed for a Severity Level III violation in uder to
emphasize the need for strict adherence to regulatory requirements
during teletherapy treatment. However, af ter conMdering the civil
penalty adjustment factors set forth 17. the le 's Enforcament
Policy, I have decided that a civil penalty will :.ot be asussed
for the Severity Level III violation. Full mitigation of this
penalty was appropriate because you identified the violation and-
your past regulatory performance is excellent.

The root causes of the violation and the subsequent corrective-
actions were discussed during the April 23, 1992, enforcement
conference. The major factor contributing to the violation
appeared to be the unique source-to-skin distance (SSD) o f _7 0 cm,
as this was only the second time that _ an SSD _ of 70 cm was used-
instead of the standard 80 cm SSD.-

The NRC recognizes that you implemented corrective actionas
however, some of those actions need further clarification. As an
example, you included a requirement in your Quality- Management
Program that a physicist verify calculations for_a treatment plan
which has unusual circumstances (e.g. an SSD of other than 80 cm),
but you did not specify when that review should be performed.
Also, your procedure for a weekly chart check does not include a
provision to detect mistakes (e.g. arithmetic errors,
miscalculations or incorrect transfer- of data) as outlined in
Regulatory Guide, " Quality Management Program." These checks
appear to be included only in the physicist's biweekly check of
treatment plans and calculations.

You are required to respond to this letter and should follow the
instructions-specified.in the enclosed Hotice when preparing your
response.- In your responce, you should document the specific
actions taken and any additional actions you plan - to prevent
recurrence. Also, please ensure that you describe the actions you
have taken to strengthen the above identified weaknesses in your
quality management program. After reviewing ySur response:to this
Notice,-including your proposed' corrective actions and the results
of future inspections, the NRC will determine whether further NRC-
enforcement action is necessary to ensure compliance with NRC
regulatory requirements.

The inspection report also. discussed an apparent violation of

.NUREG-0940 II.B-2
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Bothwoll Regional llealth Conter -3- May 6, 1992

,

10 CFR 35.33(a) which required you to notify the NRC Operations
Center no later than one calendar day after discovering . the
misadministration. Ilowever, you notified the NRC Region III of fice
instead of the NRC Oporations Centor.- This violation of HRC

| requirements would normally be categorized at Severity Level V but
'

is not being cited becauso the critoria specified in Section
VII(B) (1) of the NRC Enforcement Policy were satisfied.

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter, its enclosure, and your response will be
placed in the NRC Public Document Room.

| The response directed by this letter and the enclosed Notice are
' not subject to the clearanco proceduros of the Of fice of Management

and Budget as required by the Paperwork Reduction Act. of 1980,
Publio Law No. 96-511.

Sincerely,

h h)b JJ h"
A. Bert Davis
Regional Administrator

Enclosures
Notico of Violation

cc/encionuro:
DCD/DCB (RIDS)

NUREG-0940 11.B-3
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NOTICE OF VIDIATION

Bothwoll Regional lloalth Center Docket No. 030-10715
Sedalia, Missouri License No. 24-16275-02

EA 92-070

During an NRC inspection conducted March 30 and 31, 1992, a
violation of NRC requirements was identified. In accordance with
the "Cenoral Statement of Policy and procedure for NRC Enforcement
Actions," 10 CFR part 2, Appendix C (1992), the violation is listed
below

licensee that permits the10 CFR 35.25(a) requires, in part, tht a

receipt, possession, use, or transfer o vyproduct material by an
individual under the supervision of an authorized user as allowed
by 10 CFR 35.11(b) of this part shall require the supervised

! individual to follow the instructions of the supervising authorized j
user and follow the written radiation safety and quality management

'

''

procedures established by the licensee.

10 CFR 35.32 (a) requires, in part, that each licensee establish and
maintain a written quality management program to provide high
confidence that byproduct material will be administered as directed
by the authorized user. The quality management program must
include, in part, written policies and procedures to meet the

4

objective that _ each administration is in accordance with the
written directive.

The Licensee's Radiation Oncology. Manual section " Quality

Management Program for Administering Radiation from a Radioactive
Policies and Procedures. for Teletherapy," effectiveSource -

December 19, 1991, implements. the requirements of 10 CFR 35.32 and
requires, in part, that a weekly chart check will be performed by
a qualified person under the supervision of an authorized- user to'

detect mistakes (e.g. arithmetic errors, miscalculations, or
incorrect transfer of data) that may have occurred in the daily and
cumulative teletherapy done -administration from all treatment ,

ficids and when the prescribed done is to.be administered in more
than tnroe fractions, a check of the dose calculations will be .j
performed within three working days after administering the first
teletherapy fractional dose. j..

TContrary to the above, from March 18 unti1 March 26, 1992,.while .

administering radiation treatments by telethorapy, the supervised |

individuals failed to follow the quality management program and
procedures. Specifically, the weekly chart check for a patient
receiving daily telethorapy treatments did not include a check for
mistakes (e.g. miscalculations) that may have occurred in the. dose
administrations from all treatment fields. Also,.a check of the
dose calculations was not performed for that patient until eight
working days after administering the first teletherapy fractional-
doce for a prescribed dose that was administered in more that three .
fractions.

|

| NUREG-0940- 11.8-4
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Notice of Violation -2-

This is a Severity Level 111 violation (supplement VI).
Pursuant to the provisions of 10 CFR 2.201, Bothwell Regional
Health' center (Licensee) is hereby required to submit a written
statement or explanation to the U.S. Nuclear Regulatory Commission,
ATTN 2 Document Control Desk, Washincton, D.C. 20555 with a copy to
the Regional Administrator, Region III, 799 Roosevelt Road, Glen
Ellyn, Illinois 60137, within 30 days of the date of the letter
transmitting this Notice of Violation (Notico) . This reply should
be clearly marked as a " Reply to a Notice of Violation" and should
include for each violations -(l) the reason for the violation, or,
if contested, the basis for disputing the violation, (2) the
corrective steps that have been taken and the results achieved, (3)
the corrective stops that will be taken to avoid further
violations, and (4) the date when full compliance will be achieved.
If an adequate reply is not received within the time specified in
this Notice, an order or a demand for information may be issued as
to why the license should not be modified, suspended, or revoked,
or why such other action as may be proper should not be taken.
Where good cause.is shown, consideration will be given to extending
the responce time. Under the authority of Section 182 of the Act,
42 U.S.C. 2232, this response shall be submitted under oath or '

affirmation.

FOR THE NUCLEAR REGULATORY COMMISSION

M b
A. Bert Davis
Regional Administrator

Datedgt Glen Ellyn, Illinois
the (;_ day of May 1992

NUREG-0940 - II.B-5
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Dockets No. 030-09376
and 030-02045

License No. 21-04127-06
and 21-04127-02

EA 92-069

Harper Hospital Division
ATTN Mark L. Penkhus

Executive Vice President
and Chief Operating Officer

3990 John R Street ,

Detroit, Michigan 48201

Dear Mr. PenkP"

SUBJECT: NOTICE OF VIOLATION (NRC INSPECTION REPORTS
NO. 030-09376/92001 AND 030-02045/92001)

This refers to the special safety inspection conducted on March 26
and 27, 19*2, to review the circumstances associated with a cobalt-
60 teletherapy misadministration occurring on February 24, 1992 at
the Harper Hospital, Detroit, Michigan. The report documenting-
this inspection was mailed to you by letter, dated April 14, 1992.
Significant violations of HRC requirements were identified during
the inspection, and on April 17, 1992, a telephonic enforcement
conference was held with youl Mr. John A. Grobe, Chief, Nuclear 1

Materials Safety Branch, and other members of our respective |
lstaffs. A copy of the enforcement conference report is attached,

A misadministration, involving the wrong treatment site, occurred
on February 24, 1992, when radiation therapists erroneously treated
a patient's left supraclavicular area with a cobalt-60 teletherapy
unit instead of treating the right supraclavicular area, as
prescribed. The error was realized when the radiation therapists
began to set-up the teletherapy unit to treat the right tangential
fields of the patient's breast following the treatment to the left
supraclavicular area. The misadministration was reported in
accordance with your established internal procedures, including
notification of the attending physicians. However, you did not
report the misadministration to the NRC until March 16, 1992.

The violations pertaining to your f;alethorapy license are described
in Section I of the enclosed Notice of-Violation and include: (a)
the failure of the radiation therapists to follow the procedures of
your quality management progr.act and (b) the failure to notify the
NRC of the misadministration within one calendar day of discovery.
The f ailure of the radiation therapista to follow the procedures of

CERTIFIED MATL
RETURN RFSEIPT REOUESTED
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Harper Hospital Division, Detroit, MI -2- April 22, 1992

you quality management program, which resulted in a therapeutic
misadministration, is considered significant and in accordance with
the " General Statement of Policy and Procedure for NRC Enforcement
Actions," (Enforcement Policy)- 10 CFR Part 2,- Appendix C (1992),
this violation was categorized at Severity. Level III. The
violation for failing to not'fy the NRC of the misadministration
within one calendar day of discovery sas categorized at Severity
Level IV.

The root causes of those violations and the subsequent corrective
actions were discussed during the April 17, 1992, enforcement
conference. The major factor contributing to the violations
appeared to be the radiation -. therapists ' failure to follow the
establ.shed procedures requiring them to check the details of the

.

treatment for agreement with the prescription and'the treatment-
f site. The simila ities of the tatoos and difficulties with the

patient also contributed .to the. misadministration. The NRC
recognizes, as described in your letter of April 12, 1992, that you
took both immediate and long term corrective actions.

\

In accordance with the Enforcement Policy a civil penalty is
usually assessed = with a Severity Level III violation in order to,

; emphasize the need for strict adherence to regulatory, license, and
procedural requirements because of the z.ignificant potential for
adverse effects to the health of the patient - associated with
teletherapy treatment. However, after considering the- civil
penalty adjustment factors act forth in the NRC's Enforcement
Policy, I have decided that a civil penalty will not be assessed
for the Severity Level III . violation. Full mitAgation of-this
penalty was appropriate because you identified the. violation, your-

corrective actions were inmediate and comprehensive, and your past
performance is good.

Section II of the enclosed Notice concerns:your May 1991 change =of
the Radiation Safety Officer for your-NRC broad scope medical
license. This violation was categorized at Severity Level IV in
accordance with the NRC Enforcement Policy (1991).

You are required to' respond to this latter and-should' follow the
' instructions specified in the enulosed Notice when preparing your-

response. In your response, you should document the - specific
actions taken and any additional actions -you plan' to. prevent
recurrence. You do not have to repeat.the actions you previously
described in your letter of April 13, 1992. After reviewing your-
response to this Notice, including your proposed corrective actions
and the results of future inspections, the NRC- Will . ' determine
-whether further NRC enforcement action is necessary to ensure
compliance with NRC rogu)atory_ requirements.

In accordance with-10 CFR 2.790 of the NRC's " Rules of Practice,"
a copy of this letter, its enclosure, and . your response will be

$
+
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|Harper llospital Division, Detroit, MI -3- April 22. 1997

plac'ed'in the NRC Public Document Room.
1

The response directed by this letter and the enclosed Notice are
Inot subject to the clearance procedures of the of fice of Management

and Budget as required by the Paperwork Reduction Act of 1980,
Public Law No. 96-511.

Sincerely,

h' A} |
A. Bert Davis
Regional Administrator

4

Enclosures
1. Notice of Violation
2. Enforcement Conference

Report 030-09376/92002

cc/ enclosures
DCD/DCB ' RIDS)

.
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' NOTICE OF VIOLATION

Harper, Hospital Division Dockets No. 030-09376
"

Detroit, Michigan and 030-02045*

Licenses No. 21-04127-06
: and 21-04127-02
,

EA 92-069
t

] During an NRC inspection conducted March 26 and -27, 1992,
; violations of NRC requirements were identified. In accordance with

the " General Statement of policy and Procedure for NRC Enforcement
Actions," 10 C?R Part 2, Appendix C (1991 and 1992), the violations+

! are listed below:

- I. Violations Associated with License No. 21-04127-06
;

| A. 10 CFR 35.25(a) requires, in part, that a licensee that
j permits the receipt, possession, use, or transfer of
) byproduct material by an individual under the supervision
i of an authorized user as allowed by 10 CFR 35.11(b) of
j this part shall require the supervised individual to
; follow the instructions _of the supervising aut.horized
. user and follow the written radiation safety and quality
* management procedures established by the licensee.
.

| 10 CFR 35.32(a) requires, in'part, that each licensee
; establish and maintain a written quality management
1 program to provide high confidence that byproduct
| material will be administered as directed by the
~

authorized user. The quality management program must
i include,. in part, written policies and procedures to meet
; the objective that each administration is in accordance
j with the written directive.
J

| Radiation Oncology Center policy No.125 l. " Identifying
Patients and Confirming Prescription Before Treatment,".

i effective January 1,1992, implements the requirements of
i 10 CFR 35.32 and requires, in part, that before a

radiation treatmen': _ is administered by external ~ beam
j teletherapy, the decalls of. the treatment must be checked
: for- agreement with the prescription and plan of
'

treatment.

Contrary to the= above,' on February 24, 1992, prior to
administering a radiation treatment by external beam+

| teletherapy, the supervised individuals failed to follow
i the quality management program procedures. Specifically,
'

the details ' of the treatment were not checked for
f agreement with the-prescription and-plan of treatment.

This is a Severity Level III violation.(Supplement VI).

B. 10 CFR 35.33(a) requires, in part, that the licensee
- notify by telephonc_the NRC Operations Center no later

.

:
,

I

i

'
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then the next calendar day after discovery of a
misadministration. .

10 CFR 35.2 defines
" misadministration," in part, to mean the administration
of a telethorapy radiation dose to the wrong treatment
site.

Contrary to the above, on February 24, 1992, the licensee
discovered that it had administered a teletherapy
radiation- dose t o -- the wrong treatment site, a
misadministration, and the licensee did not report the
misadministration to ths NRC until March 16, 1992.

This is a Severity Level IV violation (Supplement.VI).

II. Violation Associated with License No. 21-04127 ^')

10 CFR 35.13 (c) requires that a licensco apply for and must
receive a license amendment before it changes Radiation Safety

Officers'(RSO).
Contrary to the above, sometime in May.1991, the licensee
changed its named RSO, and the licensee did not receive a
license amendment authorizing the change.

This is a Severity Level IV violation (Supplement VI).

Pursuant to the provisions of 10 CFR 2.201 Harper Hospital Division
(Licensee) is hereby required to submit a written statement or-
explanation to the U.S. . Nuclear Regulatory Commission, ATTN:
Document-Control Desk, Washington, D.C. 20555 with a copy to the

~

Regional Administrator, Region III,- 799 Roosevelt Road, Glen Ellyn,
Illinois 60137, within 30 days of the date. off the letter
transmitting this Notice of Violation (Notice) . This reply should

'

be clearly marked as a " Reply to.a Notice of Violation" and should.

include for each violation: (1) the reason for the violation, or,
if contested, *he ' basis for disputing the violation, (2) the
corrective steps that have been taken and the results achieved, -(3)
the corrective steps that_ will be taken to avoid further
violations, and (4) the date when full compliance-will be 5 Achieved.
If an adequate reply'is not received within the time specified in
this Notice, an order or a demand for information may be issued as
to why the license should not be modified, suspended,;or-revoked,
or why such other action as may be proper should not be taken.
Where good cause is shown, consideration will be given to extending '

the response time. Under the authority of Section 1821of the Act,
42 U.S.C. 2232, this . response. shall_. be submitted under cath or
affirmation.

FOR THE NUCLEAR REGULATORY COMMISSION

W'c
A. Bert Javia- h
Regional Administrator-

Dated at Glen Ellyn, Illinois
the 'lt day of April 1992

-NUREG-0940 II.B-10
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April 15,1992

Docket No. 030-01244
License No. 06-00819-03
EA No. 92-062

Yale-New Haven Hospital
Attn: Norman G. Roth

Assistant Administrator
20 York Street
P'w Haven, Connecticut 065G1

Dear Mr. Roth:

Subject: NOTICE OF VIOLATION
(NRC Inspection Report No. 030-01244/92-001)

This letter refers to the NRC inspection conducted on March 4 and 5,1992, at Yale-New
Haven Hospital, New Haven, Connecticut, of activities authorized by NRC License No. 06-
00819-03. The inspection report was sent to you on March 25, 1992. The inspection was
conduded to review the circumstances associated with viola.ans of NRC requirements
identified by your staff and reported to the NRC involving a radiation exposure in the

, amount of approximately 40 rem to the tip of the left index finger _of an individual at the
| facility, as well as two other violations of NRC requirements that contributed to the
} overexposure, namely, several examples of the failure to follow procedures, and the

inadequate survey (evaluation) by the individual of the radiological conditions and hazards
4 that led to the overexposure. On April 1,1992, ur enfo. ment conference was conducted

with you and other members of your staff to discuss the ;arent violations, their causes and
your corrective actions. A copy of the Enforcement Contarence Report is enclosed.

: The overexposure occurred on February 26,1992, during the implementation of a procedure
for replacement of the iridium-192 source located in a High Dose Rate (HDR) afterloader

i device. The used 3 curie source had already been removed from the HDR device, and your
Radiological Engineer (RE) was in the process of transferring the replacement 8.5 cune*

source from its shielded source container to the HDR device. - While the source change.;

; -procedure was being performed, the new source slipped out ofits shielded unlocked
container when the RE attempted to attach the guide tube to the HDR device. (The shielded,

source container should have been locked since the source exchange procedure required that-

. the Inl step in the setup phase prior to actual source exchange is that the shielded source
'

container be unlocked.) Since the RE was having trouble getting the source back into the
shielded container because of unsteadiness of the guide wire, he moved his hand to the tip of |

L the guide wire to which the source is attached, steadied the source with his index finger, and
;

! was able to replace the source in the shielded container. Touching the source for a fraction j
of a second resulted in the overexposure.

|

|

|

1

i

i
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The NRC is concerned that several examples of failure, by the RE, to properly follow the_

source change procedure contributed to the source slipping out of the shielded container,
Specifically, (1) the source exchange was performed by the RE without either the Radigion ..

Safety Officer or the Medical Physicist being present, as required; therefore, there was not
another certified individual in the area to directly observe the activity and prevent the - .

overexposure from occurring; (2) the shielded source container well was unlocked without
first completing all of the other required procedure steps, including connection of the source
guide tube to the HDR port first, as required by the procedure; and (3) the RE, although
determining that the procedure had_not been followed in the exact required sequence,
nonetheless, continued the activity. These failures to follow the procedure in the proper

i
sequence directly led to the source slipping out of the shicided container, and const tutes a

-

second violation of NRC requirements which contributed to the overexposure.

The NRC is also concerned that once the source slipped out of the shielded container, and a
radiation alarm was received, the RE did not immediately cease all activities and leave the
area until the Radiation Safety Officer was contacted so that an appropriate evaluation of the
hazards present was first performed, and plans were established to retrieve the source-under '

,

controlled conditions. Rather, the RE touched the iridium-192 source with his finger in the
process of returning it back to the shielded condition without an evaluation of the possible'
radiation hazards inherent in retrieving the source. This failure to perform an appropriate
survey (evaluation) of the radiation hazards present prior to attempting to retrieve the' source,

_

constitutes a third violation of NRC requirements, which also contributed to the- (
'

overexposure.

These violations indicate that adequate control over this licensed activity was not exercised,
and resulted in an overexposure at the facility, as svell as the creation of a substantial'
potential for a much higher exposure to the worker's hands and whole body (and other

iworkers in the area). Therefore, the violations are classified in the aggregate as a Severity
Level HI problem in accordance with tne revised " General Statement of Policy and Procedure
for NRC Enforcement Actions," 10 CFR Pa.' 2, Appendix C (Enforcement Policy) published
in the Federal Register on February 18, 1992.

The NRC recognizes that subsequent to this event, actions were taken to correct the -
violations and preclude recurrence, These actions, which were described during'the
inspection and at the enforcement conference, included: (1) precluding the RE from
performing any source exchange for a period of one year;-(2) review and documentation of.

; the entire source change procedure; (3) development of shortened stepwise procedures for all -
: critical activities, as a checklist to ensure critical operations are followed in proper sequence;

j (4) retraining of all members of the source exchange team on the revised procedures:'(5)
required review of the procedure before starting any source exchange; (6) placement of!

{
forceps with th'e source exchange equipment so that a source can be handled remotely if it--
accidentally dislodges; and (7) instruction to all HDR personnel on responding to emergency ='

|
conditions. These corrective actions _ ,ere considered prompt and comprehensive.

.

g
_

::
:

,

!

i-
!
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Notwithstanding those corrective actions, the NRC considered issuance of a civil penalty in.

|- this case to emphasize the importance of proper conduct oflicensed activities at the facility,
1 including strict adherence to procedural requirements, to ensure that such activities are

conducted safely and in accordance with requirements. However, after consideration of the
escalation / mitigation factors in this case, the NRC has decided that it is appropriate to

; mitigate the penalty in its entirety.
t

I
You are required to respond to this letter and should follow the instructions specified in the
enclosed Notice when preparing your response. in your response, you should document the
specific actions taken and any additional actions you plan to prevent recurrence. After

,

reviewing your response to this Notice, including your proposed corrective actions, and the
. results of future inspections, the NRC will determine whether further enforcement action is

necessary to ensure compliance with NRC regulatory requirements.

f in accordance with 10 CFR 2.790 of the NRC's " Rules of Practice," a copy of this letter and'
| the enclosures will be placed in the NRC Public Document Room.
4

! The responses directed by this letter and the enclosed Notice are not subject to the clearance

) procedures of the Office of Management and Budget as required by the Paperwork Reduction
; Act of 1980, Pub. L. 96 511.
i

! Sincerely,
a

'_ ,c &
I Thomas T. Martin

| Regional Administrator
:

| Enclosures:
I - 1. Notice of Violation
i

2. Enforcement Conference Report

| cc:

| Public Document Room (PDR)
| Nuclear Safety information Center (NSIC)
'

State of Connecticut
!

4

,

.'

i-
|

s
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?
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:

NOTICE OF VIOLATION

Yale New Haven Hospital Docket No. 030-01244
New Haven, Connecticut 06504 License No. 06-00819-03

EA 92- 052-

During an NRC inspection conducted on March 4-5, 1992, violations of NRC requirements.

were identified, in accordance with the revised " General Statement of Policy and Procedure
for NRC Enforcement Actions," 10 CFR Part 2, Appendix C, published in the Federal
Register Notice on February 18, 1992, the particular violations are set forth below:

A. 10 CFR 20.101(a) requires that the licensee limit the radiation dose to the hand of an
individual in a restricted area to 18.75 rems per calendar quarter.

-Contrary to the above, the licensee did not limit the radiation dose to the hand of an
individual in the area housing the High Dose Rate afterloader device, a restricted
area, to 18.75 rems per calendar quarter. Specifically, the individual received a dose
of approximately 40 rems to the tip of the left index finger during the first calendar
quarter _of 1992, when he handled an 8.5 curie iridium-192 source for a fraction of a
second.

B. 10 CFR 30.33(a)(4) requires, in part, that applications for a specific license will be -
approved if the applicant satisfies any special requiremeras contained in Parts 32
through 35 and 39.

10 CFR 35.21(b)(2)(v) requires, in part, that the Radiation Safety Officer establish-
- writwn policy and procedures for using byproduct material safely.

The Radiation Safety Officer established the written policy and procedures for the
exchange of sources (byproduct material) in' the High Dose Rate (HDR) afterloader
unit in a letter dated November 2,1988. The RSO also incorporated additional-
instructions in the procedure as necessary in' accordance.with 10 CFR 35.21.

The letter dated November 2,1988, and other RSO established procedures, entitled,
"GammaMed 11 and !!i GammaMcd Ili GamUhr Card For Real-Time Control and
Source Replacement," require, in part, the following:

1. . A source exchange would not be performed unless two of the following
individuals were present: the Radiation Safety Officer, the Medical Physicist,
or the Radiological Engineert

NUREG-0940 11.8-14
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2. The following procedere sequence is to be followed:

a. Insert the probe for two seconds [this ensures that the source guide tube.
end (source-advance tube probe inserter) is first inserted in the HDR

- unit port (channel 1) for approximately 2 seconds after which the guide -
wire (cable) can be inserted);

b. Insert the cable into channel I and wait approximately 10 seconds;

c. Move the cable and insert the probe;

. d. Unlock the new source (this necessitates the shielded source container
{~ that houses the new source be unlocked only after all other procedures
j are completed, prior to transfer of the new source to the HDR unit);:
<

e. Close the door and start the key,

!
; 3. If the motor does not retract the cable, the probe inserter should be re-
! introduced into channel 1 for 2 seconds, subsequent to which the rest of the
j procedure should be repeated. (This necessitates that the individual exchanging >

the source determine the error and begin the procedure again if it is
'

determined that the error occurred because the procedure was incorrect).

I Contrary to the above, on February 26,~.1992, _the procedures for the exchange of-

| sources in the HDR umt, as set forth in the letter dated November 2,1988, and other
established procedures, were not followed in that:.

i
*

1. A source exchange was performed with only the Radioiogical Engineer present
} (the Radiation Safety Officer and the Medical Physicist were both absent at the
| same time during a portion of the source exchange procedure conducted on
i February 26,1992);
!

'

[.~ The source container was unlockeG without ather required procedural steps2.

first being completed, including the source guide tube not being inserted in the
HDR unit port for 2 seconds as required;

!
'

3. The motor did not retract the cable and the probe irnerter was not introduced -
into channel 1 for 2 seconds and the procedute wss not repeated as required.

|
4

e

$

I

$

i-

4

'
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C. 10 CFR 20.201(b) requires that each licensee make surveys as may be necessary to - ;

comply with the requirements of Part 20 and which are reasonable under the
circumstances to evaluate the extent of radiation hazards that may be present. As
defmed in 10 CFR 20.201(a), " survey" means an evaluation of the radiation hazards
incident to the production, use, release, disposal, or presence of radioactive materials
or other sources of radiation under a specific set of conditions.

Contrary to the above, on February 26,1992, the licensee did not make surveys to
assure compliance with that part of 10 CPR 20.101 that limits the radiation exposure
to the extremities. Specifically, a Radiological Engineer handled an 8.5 curic ,

iridium-192 source (after it slipped out of its shielded source container during a-
source exchange of a High Dose Rate afterloader device) without consulting with
other members of the source change team to assess the extent of the possible radiation

'

hazards inherent in retrieving the source.

These violations are classified in the aggregate as a Severity Level 111 problem,
(Supplements IV and VI)

|

Pursuant to th_e provisions of 10 CFR 2.201, the Yale New Haven dospital (Licensee) is I
'

hereby required to submit a written statement or explanation to the Regional Administrator,
Region I, U.S. Nuclear Regulatory Commission, NITN: Document Control Desk,
Washington, D.C.- 20555, within 30 days of the date of the letter transmitting this Notice of
Violation (Notice). This reply should be clearly marked as a " Reply to a Notice of ,

Violation" and should include for each violationi (1) the reason for the violation or;if- ,

contested the basis for disputing the violation, (2) the corrective steps that have been taken j

and the results achieved. (3) the corrective steps that will be taken to avoid further yiolations,
'

and (4) the date when full compliance will be achieved, if an adequate reply is not received'

within the time specified in this Notice, an order or a demand for information may be issued
as to why the license should not be modified, suspended. or revoked or why such other
action as may be proper should not be taken. Consideration may be given to extending the
response time for good cause shown. Under the authority of Section 182 of the Atomic
Energy Act,42 U.S.C. 2232, this response shall be submitted under oatn or affirmation.

4

Dated at King of Prussia, Pennsylvania
--

this 68 day of April 1992 -

:

-

.
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3 i NUCLEAR REGULATORY COMMISSION
'

[ WASHINGTON, D C 2E6o

%, *' ' p"
" * *

NOV 121991,

Docket No. 30-31570
License No. 35-27026-01
IA 91-001

Patrick K. C. Chun, M.D.
HOME ADDRESS DELETED
UNDER 10 CFR 2.790

Gentlemen:

SUBJECT: TERMINATION OF NRC LICENSE AND ORDER PROHIBITING
CERTAIN INVOLVEMENT IN NRC-LICENSED IWIVITIES
FOR ONE YEAR

This is in reference to your January 11, 1991 request for
termination of NRC License No. 35-27026-01 and to the results of
an investigation conducted by the NRC's Office of Investigations
(OI) to determino whether you had provided falso information to
NRC in February 1990 when applying for this license.

Based on OI's conclusion that you willfully provided falso
information about your association with the Tulsa Heart Center,
NRC is issuing the enclosed Order to prohibit you for one year
from the date of the Order from obtaining an NRC license or being
named on an NRC license .n any capacity.

Should you wish to obtai n an NRC license or be named on an NRC
license as an authorized user after this one-year period, you
will be required to provide NRC assurances,-either in person or
in writing, that you can be relied upon to provide NRC complete
and accurate information and abide by other requirements
incumbent on a license holder.

In addition to the Order, NRC is enclosing an amendment to
tcrainate License No. 35-27026-01 as you requested in January
1991, and a copy of the synopsis from the investigative report
prepared by OI.

Questions concerning this Order should be addressed to James
Lieberman, Director, Office of Enforcement, who can be reached at
(301) 492-0741.

NUREG-0940 III-l
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Patrick K.C. Chun, M.D. -2-

In accordance with 10 CFR 2.790 of the NRC's " Rules of Practice",
a copy of this letter and the enc',sures will be placed in the
NRC's Public Document Room. 4

Sincerely,

h f)
Hugh L. Thompso J,

D 'ty Executi e D tor for
Nuclear Materials fety,
Safeguards, and Operations Support

Enclosures:
1. Order
2. Amendment No. 03 to License No. 35-27026-01
3. Synopsis from Report of Investigation 4-91-001

cc: State of Oklahoma

s

NUREG-0940 III-2
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UNITED STATES
i NUCLEAR REG"LATORY COMMISSION

In the Matter of )
) Docket No. 30-315703

; Patrick K.C. Chun, M.D. ) License No.- 35-27026-01
; - HOME ADDRESS DELETED ) IA 91-001
j UNDER 10 CFR 2.790

2- ORDER PROHIBITING INVOLVEMENT IN CERTAIN NRC-LICENSED ACTIVITIES
(EFFECTIVE IMMEDIATELY)

I:
I

Patrick K.C. Chun, M.D., (Licensee) is the holder of Materials
]
j License No. 35-27026-01 (License) issued by-the Nuclear-

Regulatory Commission (NRC or-Commission) pursuant to.10 CFR
!

j Parts 30 and 35. The License authorizes the possession and use

of radiopharmaceuticals in nuclear medicine activities described

! in 10 CFR 35.100 and 35.200. The: License, which was-scheduled to

h expire on March 31, 1995, is being terminated, as requested by

i .the Licensee in January 1991,.by the issuance of a license

amendment enclosed with thisLorder.
.

4

II
1

i
In an application dated February 14, 1990, Patrick K. C. Chun,i

M.D., requested an amendment to NRC License No. 13-23664-01,

'
which was issued in his name, to reflect'the fact that he was

relocating his medical practice from Terre Haute, Indiana,- to.4

;
' Tulsa, Oklahoma. In subsequent: conversations and correspondence

between NRC personnel in NRC's Region IV office in Arlington,

Texas, and the Licensee, the-Licensee was. asked to clarify his

association with the Tulsa Heart Center (THC), with which the

NUREG-0040 III-3
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Licensee's practice appeared to be affiliated. NRC's interest in

this. matter was based on its attempt to determine the person to
;

be responsible for licensed activity and whether the License
should be issued in Dr. Chun's name, as he requested, or in the

name of the THC, a corporation.

-

on several occasions in February and March 1990, the Licensee

told NRC personnel that his nuclear cardiology practice was

separate from the THC. To support this, he told NRC personnel

that the technologist who worked for :iim was employed by him, and

that his patients would be billed in his name, not that of the

THC. In a letter to NRC Region IV dated March 23, 1990, the

Licensee stated, "This is not a medical institution, but a

private practice." Based on the Licensee's representations,-NRC

Region IV issued a new License on March J. 1990, in Dr. Chun's

name. On the date the license was issued, NRC called the

Licensee and was assured'again that his practice was independent

of the THC. During an NRC inspection in August 1990, the

Licensee told an NRC inspector that he (the Licensee) owned the

nuclear cardiologyLequipment, that he paid the technologist, that

patients were billed in his name and that his practice was

completely separate from the THC.

In January 1991, the Licensee requested termination of NRC |

License No. 35-27026-01. In subsequent conversations between

representatives of the THC, who were interested in obtaining an
NRC license for another nuclear cardiologist, and NRC Region-IV

NUREG-0940 III-4
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personnel, it became apparent that the Licensee had

misrepresented his association with the THC. THC officials told

NRC that the Licensee was an employee of the THC, that the THC

owned the building in which the' Licensee had practiced,-and that
the THC paid all of the bills associated with the Licensee's

practice, including the costs of obtaining'a license in Dr.

Chun's name and the salary of the Licensee's technologist. Based

on this information, NRC's Office of Investigations (OI) opened

an investigation to determine whether the Licensee had willfully
misrepresented his association witt ;he THC in applying for his
NRC license. OI interviewed the Licensee,.several THC

representatives and NRC personnel and concluded that the Licensee j
had willfully provided false info"mation to the NRC during the
licensing process.

III

NRC must be able to rely on the accuracy of.information provided;
it by applicants for licenses and by licensees. The integrity of

NRC's regulatory programs rests, to a large degree, on the
integrity of its licensees. NRC regulations in 10 CFR 30.9,

entitled " Completeness and accuracy of information," require

information provided to the Commission by an applicant for a

license or by a licensee to be complete and accurate in allL

material respects. .The Licensee *s' misrepresentations to the NRC

. violated this requirement and have raised serious doubt as to
,

)
whether he can be relied upon to adhere to the requirements that.

NUREG-0940. III-5
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apply-to any license holder. A licensee's willful violation of
!

Commission requirements and false statements to commission
,

-

officials cannot and will not be tolerated.
i

consequently, I lack the requisite reasonable assurance that Dr.

Chun would conduct NRC-licensed activities in compliance with the

Commission's requirements, and that the health and safety of the

-public would be protected, if Dr. Chun were permitted at this

time to hold an NRC license or be named in any capacity on an NRC

license. Therefore, the public health, safety and interest

require that the Licensee be prohibited from holding an NRC

license or being named on an NRC license in any capacity for n

period of one year from the date of this-Order. Furthermore,

pursuant to 10 CFR 2.202, I find that the public health, ssfety

and interest require that-this Order be immediately of*ective.

IV

Accordingly, pursuant to sections 81, 161b, 161c, 1611, 161o, 182-

-and 186 of the Atomic Energy Act-of 1954, as amended, and the

Commission's regulations in 10 CFR 2.202 and 10 CFR Part 30, IT

IS HEREBY ORDERED, EFFECTIVE IMMEDIATELY, THAT:

-A. PATRICK K.-C.- CHUN, M.D., IS PROHIBITED FOR ONE YEAR FROM
>

THE DATE OF THIS ORDER FROM HOLDING AN NRC LICENSE OR BEING

NAMED ON AN NRC LICENSE IN ANY CAPACITY; AND

-

NUREG-0940 III-6
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B. FOR THE FOLLOWING TWO YEARS, DR. CHUN SHALL PROVIDE THE

FOLLOWING NOTICE TO THE NRC:
4

1. FOR WORK ACTIVITIES THAT REQUIRE DR. CHUN BEING NAMED ON
1-
j_ AN NRC LICENSE (e.g. RADIATION SAFETY OFFICER OR
4

I- AUTHORIZED USER), DR. CHUN SHALL PROVIDE A COPY OF THE
4

LICENSE APPLICATION OR AMENDMENT TO THE DIRECTOR, OFFICE

OF ENFORCEMENT (OE) , AT THE SAME TIME THAT THE

i APPLICATION OR AMENDMENT IS SENT TO THE NRC LICENSING
!

OFFICE ALONG WITH THE INFORMATION REQUIRED BELOW.4

2. FOR WORK ACTIVITIES THAT DO NOT REQUIRE DR. CHUN TO BE *

:

f' NAMED ON AN NRC LICENSE, DR. CHUN SHALL PROVIDE THE

DIRECTOR, OE, WITH TWO WEEKS NOTICE PRIOR TO PERFORMING

j ANY ACTIVITIES AS JJi AUTHORIZED USER.

{ IN BOTH INSTANCES, THE NOTICE SHALL INCLUDE ASSURANCES THAT
1

HE CAN BE RELIED UPON TO COMPLY WITH ALL COMMISSION

j REQUIREMENIi,, INCLUDING THAT OF PROVIDING COMPLETE AND

ACCURATE INFORMATION TO THE COMMISSION, THE NATURE AND

} LOCATION OF THE LICENSED-ACTIVITIES, AS WELL AS THE TYPE OF

MATERIAL INVOLVED.

The Regional Administrator, NRC Region IV, may, in-writing, relax

{ or rescind any of the above conditions upon demonstration-by the
;

; Licensee of good cause.
!

i

: V

.
e

1-
. .

Dr. Chun must, and any other_ person adversely affected by thic
4

4

,

l'
.

L

NUREG-0940 III-7

,

mr v e ,+ --



_ _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ __
.

. . . . _ _
_

_

_

|

l

_s.

Order may, submit an answer to this Order, and may request a

hearing on this Order within 20 days of the date of this order.

The abswer shall set forth the matters of fact and law on which
.

the Licensee or other person adversely affected relies and the
!

reasons as to why the Order should not have been issued, and

shall comply in all other respects with 10 CFR 2.202. Any answer q
1

filed within 20 days of the-date of this Order may include a

request for a hearing. Any answer or request-for a hearing shall

be submitted-to the Secretary, U.S. Nuclear Regulatory

Commisst',n, ATTN: Chief,. Docketing and ServiCD Section,

Washington, D.C. 20555. Copies also shall be sent to the

Director, Office of Enforcement, U.S. Nuclear Regulatory

Commission, Washington, D.C. 20555, to the Asstatant General

Counsel for Hearings and Entorcement at the same address, to the

Regional Administrator, NRC Region IV, 611-Ryan Plaza Drive,

Suite 400, Arlington, Texas 76011, and to Dr. Chun if the answer

or hearing Icquest is by a person other than Dr. Chun. If a

person other than Dr. Chun-requests a hearing, that person shall-

set forth with particularity the manner in which his interest is

adversely affected by this order and shall address:the criteria

set forth in 10-CFR 2.714(d).

If a hearing is requested by Dr. Chun or a person whose interest

is adversely affected, the Commission will issue an Order

designating-the tiue and place of any hearing. If a hearing is

held, the issue to be-considered at such hearing.shall be whether
!

this Order should be sustained. ]

|

1
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) In-the absence of any request for hearing, the provisions
,

| specified in Section IV above shall be final 20 days from the

: date of this Order without further order or proceedings. AN
a

ANSWER On A REQUEST FOR-HEARING SHALL FOT STAY THE IMMEDIATE

EFFECTIVENESS OF THIS ORDER.

FOR THE NUCLEAR REGULATORY COMMISSION
.

V /11|'
Hu L. Thomps9h, J .

Deputy Executive.D ctor for
Nuclear Materials Safety, Safeguards,

j and Operations Support

Dated at Reckville, Maryland
; this L2tk day of November 1991
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.E . . . ,'o, UNITE D " ATE S
E~ ~% NUCLE AR REGULATORY COMMISSION
$ ,I WA$HINGTON. D C. 20555 4

\...../ -n.

Docket No. 30-31570
License No.35-27026-01
IA 91-001A

Patrick K..c. Chun, M.D.
4417 West Gore Blvd
Suite 5
Lawton, Oklshoma 73505

Gentlemen:

SUBJECT: ORDER MODIFYING ORDER PROHIBITING CERTAIN
LICENSED ACTIVITIES

In reviewing the Order issued to you on November 12, 1991, the
NRC staff noted an inconsistency between ordering provisions IV.A
and B. Ordering provision IV.B requires, among other things,
that you provide the Director, OE with two weeks notice prior to
performing activities as an authorized user under a broad scope
license, for the specified time frame. Said notice is not
required if the use of licensed material is under the supervision
of an authorized user. Ordering provision IV.A prohibits you,
for one year from November 12, 1991, from holding an NRC license
or being named on an NRC license, but does not address performing
as an authorized user under a broad scope license. This
inconsistency was unintentional, as it was always the staff's
intention that, for one year from November 12, 1991, you only be
permitted to work with licensed material under the supervision of
another authorized individual. Therefore, Section IV.A of the
Order is being modified to add this prohibition. As provided in
the attached Order, Section IV.A of the Order issued November 12,
1991, is replaced by Section IV.A of this Order.

We have received your hearing request of November 16, 1991.
Therefore, you do not need to request an additional hearing for
this modified Order. However, your request did not meet the
terms of 10 CFR 2.202 (copy enclosed) for an Answer in that it
did not specifically admit or deny each allegation or charge made
in the Order nor set forth the matters of fact and law on which
you rely and the reasons as to why the Order should not have been
issued. Een Section V of the att ,hed Order. If you desire to-
continue with your hearing request, you must revise your answer
to address the issues discussed above and in Section V of the
attached Order and submit it within 20 days of the date of this
modified Order.

l'
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In addition, as to your request for an informal meeting, a
representative from Region IV will contact you to make.
arrangements.

Also enclosed are License Amendment No. 03 terminating your
License and a copy of the OI Report Synopsis, which were
inadvertently not included with the November 12, 1991 Order. If
you have any questions on the provisions of the modification to
the Order, the original Order, or any other information provided
by this letter, please contact either me at (301) 492-0741 or
Gary Sanborn, Region IV, at (817) 860-8222.

All other provisions of the November 12, 1991 Order remain in
effect.

Sincerely,

c4

( ames Lieberman, r ector
Office of Enforce" .it

Enclosures:
1. Order
2. Amendment No. 03 to License No. 35-27026-01
3. Synopsis from OI Report of Investigation 4-91-001
4. 10 CFR 2.202

cc: State of Oklahoma

t
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UNITED STATES
NUCLEAR REGULATORY COMMIi9 ION 1

\
.

'-In the Matter of )
) Docket No. 30-31570

Patrick K.C. Chun, M.D. ) License No. 35-27026-01
HOME ADDRESS DELETED )' IA 91-001
UNDER 10 CFR 2.790

ORDER MODIFYING ORDER PROHIBITING INVOLVEMENT IN CERTAIN
NRC-LICENSED ACTIVITIES
(EFFECTIVE IMMEDIATELY)

I

Patrick K.C. Chun, M.D.,-(Licensee) was the holder of Materials

License No. 35-27026-01-(License) issued by the Nuclear

Regulatory Commission (NRC or Commission) pursuant to 10 CFR

Parts 30 and 35. The License authorized the possession and use

of radiopharmaceuticals in nuclear medicine activities described

in 10 CFR 35.100 and 35.200. The License was terminated-on

November 12, 1991, by the issuance of a-license amendment, as

requested by the Licensee in Janaary 1991,

II

a

on November 12, 1991, an Order Prohibiting Involvement In certain

NRC-Licensed Activities-(Effective Immediately) was issued to the

Licensee. In reviewing the Order, the NRC staff noted.an

inconsistency between the ordering language in paragraphs.IV.A

and B that was unintentional. As a result, Section IV.A of the

Order is being modified to also prohibit Dr. Chun.from performing

activities as an authorized user for a period of one year from

the=date of the original Order.

NUREG-0940 III-12
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III
,

i Consequently, for the-reasons stated in the original Order, I
i

j lack the requisite reasonable assurance that Dr. Chun would
i-
; conduct NRC-licensed activities in compliance with the

Commission's requirements, and that the health and safety of the
,

public would be protected, if Dr. Chun were permitted at thisi

_ time to perform licenued activities as ar authorized user,,

i

{ Therefore, the public health, safety and interest require that
1

| the Order be. modified to also prohibit Dr. Chun from performing
i
j activities as an authorized user for a period of one year from
I '

2 the date of the original-Order. Furthermore, pursuant to 10 CFR

2.202, I find that the public health, safety and interest require
#

that this Order be immediately effective.

:
1

'
IV

|
1

.

Accordingly, pursuant to sections 81, 161b, 161c, 1611, 161o,.182

i and 186 of the Atomic Energy Act of 1954, as amended, and the
i

Commission's regulations in 10'CFR 2.202 and 10 CFR Part:30, IT
i

IS HEREBY ORDERED, EFFECTIVE IMMEDIATELY,LTHAT SECTION IV.A OF

: THE ORDER _OF NOVEMBER 12, 1991, IS HEREBY MODIFIED TO PROVIDE -

i

i THAT:

4

~

[ PATRICK K. C. CHUN, M.D., IS PROHIBITED FOR_ONE YEAR FROM THE
' DATE OF THIS ORDER FROM HOLDING AN NRC LICENSE, BEING NAMED ON AN
2-

i. NRC LICENSE IN ANY CAPACITY, OR PERFORMING ACTIVITIES.AS AN

i
4

4

'

NUREG-0940 III-13

. -, -



__-___ - _ . __-_ _ .

-3-

AUTHORIZED USER.
s

All other provisions of the Order of November 12, 1991, remain as

stated therein.

V

In accordance with 10 CFR 2.202 (56 FR 40664, August 15,1991), |

Dr. Chun must, and any other person adversely affected by this

Order may, submit an answer to the Order dated November 12,-1991,

as modified by this Order, and may request a hearing on the

Order, as modified by this Order, within 20 days of the date'of

this Order. The answer may consent to the Order. If not

consenting to the Order, the answer shall in writing, under oath

or affirmation, specifically admit or deny each allegation or

charge made in the Order, set forth the matters of fact and law

on which the Licensee or other person adversely-affected relies

and the reasons as to why the Order should not have been issued.

Any answer filed within 20 days of the date of this Order may

include a request for a hearing. Any answer or request for a-

hearing shall be submitted to-the Secretary, U.S. Nuclear

Regulatory Commission, ATTN: Chief, Docketing and' Service

Section, Washington, D.C. 20555. Copies also shall be sent to

the Director, Office of Enforcement, U.S. Nuclear Regulatory

Commission, Washington, D.C. 20555, to the Assistant General'

Counsel for Hearings and Enforcement at the same address, 13) _the-

I
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Regional Administrator, NRC Region IV, 611 Ryan Plaza Drive,

Suite 400, Arlington, Texas 76011, and to Dr. Chun if the answer
i
"

or hearing request is by a person other than Dr. Chun. If a

; perbon other than Dr. Chun requests a hearing, that person shall

set forth with particularity the manner in which his interest is-

adversely affected by this Order and shall address the criteria

set forth in 10 CFR 2.714(d).
I

: If a hearing is requested by Dr.'Chun or a person whose interest

is adversely affected, the Commission vill issue an order,

i
i

designating the time and place of any hearing. If a hearing is

j held, the issue to be considered at such hearing shall be whether

the Order dated November 12, 1991, as modified by this Order,

; should be sustained.

;

In the absence of any request for hearing, the provisions

specified in Section IV of the Order dated November 12, 1991, as

! modified by Section IV above, shall-be final 20 days from the

; date of this Order without further order or proceedings. AN

ANSWER OR * REQUEST FOR. HEARING SHALL NOT STAY THE IMMEDIATE,

$ EFFECTIVENdSS OF THIS ORDER.

FOR THE NUCLEAR REGULATORY COMMISSION

h
. Jm is Lieberman, Director
*

O fice of Enforcement
I Dated at Rockville, Maryland

thisjty4gdayofNovember1991;

1.

t

|
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UNITED STATES OF AMERICA
NUCLEAR REGULATORY COMMISSION

ATOMIC SAFETY AND LICENSING BOARD

Before Administrative Judgest

Morton B. Margulies, Chairman
Thomas D. Murphy

9202373 Harry Rein i

Dockst No. 30-31570-EA

In the Matter of ASLBP No. 92-657-02-EA

PATRICK K. C. CHUN, M.D. (Materials License
No. 35-27026-01)

>

May 26, 1992 {

'

ORDER
(Accrovina Settlenent Acreement

'and Terminatina Proceedina)

On May 19, 1992, the parties to this enforcement

proceeding, the NRC Staff and Patrick K. C. Chun, M.D.,

fileo with the Atomit. Safety cnd Licensing Board (1) a

Settlement Agreement that has been accepted and signed by

both parties and (2) a joint motion requesting the Board's

approval of the Agreement and entry of an order terminating

this proceeding, together with a propored Crder. The eoard

has reviewed the settlement Agreement under 10 C.F.R.

S 2.203 to determine whether approval of the Settlement

Agreement and consequent termination of.this proceeding is

in the public interest. Based upon its review, the Board is

satisfied that approval of the Settlement Acreement and

NUREG-0940 II I-16

.. . ..

. _ _ _ _ _ _ _ _



. - .

$

4

-2-.

1

termination of this proceeding based thereon is in the

public interest.

.

| Accordingly, the Board approves the Settlement
;

Agreement attached hereto and, pursuant to SS 81 and 161 of

the Atomic Energy Act of 1954, as amended (42 U.S.C. SS 2111
'

and 2201), incorporates the Settlement Agreement by

reference into this Order. Pursuant to 10 C.F.R. S 2. M = ,;

the Board hereby terminates this proceeding on the basis of

| the Settlement Agreement.

.

THE ATOMIC SAFETY AND LICENSING BOARD
3

'
-~

; Morton B. Margblie' Chairmar
ADMINISTRATIVE LAW GE

,

,

wA' kas
Ttfomas D. Murphy //

' <

ADMINISTRATIVE JUDGE V
,

/LL A.m.ULM.B.Oi
'

_

Harry R Qn, M.D. " ' Q
'

ADMINISTRATIVE JUDGE

Bethesda, Maryland*

May 26, 1992.

.
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ATTACID(DIT

t

SETTLD(DIT .'.GRED4DIT

on November 12, 1991, the NRC Staff (Staff) issued

order Prohibiting Involvement in Certain NRC-Licensed

Activities (Effective Immediately) to Patrick K. C. Chun,

M.D., 56 Fed. Reg. 56716 (November 21, 1991). That order i

was subsequently modified on November 27, 1991, to correct
'

an unintentional inconsistency. Order Modifying order

Prohibiting involvement in certain NRC-Licensed Activities

(Effective Immediatcly). 56 Fed. Reg. 63985 (December 6,
_ _

1991).

On November 18, 1991, Dr. Chun, in response to the

first order, requested a hearing on the Order. On

December 1, 1991, in response to both the Order and the

Modified Order, Dr. Chun filed an ansvar denying all

" allegations and charges mado in the Orders," and requested

that the Orders be rescinded. Dr. Chun also requested a

hearing. In response to Dr. Chun'r hearing request, an

Atomic Safety and Licensing Board vad +stM. dished on January

14, 1992. 57 Fed. Reg. 2795 (JanJ,ty 27., Ba92).

After discussions between the Staff and Dr. Chun, ,

the Staff and Dr. Chun agree that it is in +,he public

NUREG-094!' 111,18
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interest to terminate this proceeding without further

litigation and without reaching the merits of the underlying

orders, and agree to the following terms and conditions.

1. The Staff agrees to withdraw the Orders issued to

Dr. Chun, dated November 12 and 27, 1991. Such withdrawal

will become effectiva upon approval ;,f this settlement

Agreement by the Atomic Safety and Licensing Board.

2. Dr. Chun agrees to withdraw his request for a

hearing dated November 18, 1991. Such.withdrave.1 will
''

becene effective upon approval of this' Settlement Agreement

by the Atomic Safety and Licensing Board.

3. Dr. Chun agrees that from November 12, 1991, the

date of the issuance of the original order, until

November 11, 1992, he will not apply for or hold an NRC -- 3

license, will not be named on an NRC license in any

capacity, and will not perform any activities as.an

authorized user either under a broad scope license, issued

pursuant to 10 C.F.R. part 33, or as a visiting authorized

user pursuant to 10 c.F.R. $ 35.27.

4. Dr. Chun agrees that from November 12, 1992 until-

November 11, 1994, he will provide the following-notice to

the NRC ,

.

k

NUREG-0943 ]]]_19
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A. For work activities that require Dr. Chun

being named on an NRC license (e.g., Radiation Safety )
Officer or Authorized User), Dr. Chun shall provide a copy

of the license application or amendment to the Chief,

Medical Use Safety Branch, office of Nuclear Material Safety
+& Safeguards at the same tino that the application or

amendment is sant to the NRC licensing office.
I

B. For work activities performed by Dr. Chun as- _t

an authorized user under a broad scope _ license or as a
*

visiting authorized user, Dr. Chun shal'1 provide the Chief,
Hedical Use Safety _ Branch, Office of Nuclear Material-Safety

& Safeguards, with two weeks notice prior to performing any

such activities.

5. Dr. Chun assures the NRC that he can be relied

upon to comply with all Commission requirements, including

that of providing complete and accurate information to the

Commission.

.

6. The Staff agrees, with regard to information

relating to this proceeding, that it will comply with all

existing federal statues, commission regulations and policy

regarding the dissemination of information.

I

L
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7 The Staff and Dr. Chun shall jointly move the

Atomic Safety and Licensing Board for an Order approving

this Settlement Agreement and terminating this proceeding.

This agreement shall beccme effective upon Approval by the
Licensing Board.

FOR THE HUCLEAR REGULATORY
COMMISSION

Marian L. Zobler
Counsel for NRC Staff

FOR PATRICK K.C. CHUN, M.D.

Dale Joseph Gilsinger
Counsel for Patrick K. C.

Chun, M.D.

Dated May 19, 1992,

t
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