APPENDIX A
U.S. NUCLEAR REGULATORY COMMISSION
REGION IV
Inspection Report: 030-32223/94-02
License: 11-27398-01MD
Licensee: Nuclear Pharmacy of Idaho, Inc.
6053 Corporal Lane
Boise, ldaho 83702
Facility Name: Nuclear Pharmacy of Idaho, Inc.
Inspection At: Boise, Idaho

Inspection Conducted: May 16-17, 1994

Inspector: Mark R, Shaffer, Radiation Specialist
Nuclear Materials Inspection Branch

Inspection Summary

arfes L. g
uclear Materials Inspection Branch

Areas Inspected: Special, unannounced inspection of licensed activities
involving the use of hyproduct material for the production, preparation, and
distribution of radiopharmaceuticals.

The inspection was limited to a review of radiation levels presert in
unrestricted areas surrounding the licensee’s facility and an evaluation of
iodine-131 air effluent concentrations released by the licensee during
calendar year 1993.

Results:

. Within the scope of this inspection, one apparent violation was
identified. This violation relates to the failure of the licensee to
maintain airborne effluent concentrations in unrestricted areas below
the 1imits established in Table 2 of Appendix B to 10 CFR Part 20 as
averaged over a year (Section 2).
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Summary of Inspection Findings:

. Failure to comply with 10 CFR 20.106(a) which requires that airborne
effluent concentrations of iodine-131 be maintained below the limits
established in Table 2 of Appendix B to 10 CFR Part 20 as averaged over
a year (Section 2).

Attachment:

. Persons Contacted and Exit Meeting



DETAILS

1 PROGRAM OVERVIEW (87100)

The licensee operates a nuclear pharmacy which prepares and distributes
radiopharmaceuticals to medical licensees (hospitals and physicians). The NRC
license for these operations was issued in September 1991. Licensed
activities have been performed under the supervision of one authorized user
who 15 also the Ticensee's Radiation Safety Officer (RSO). The majority of
activity involved (1) the production of technetium-99m pertechnetate for
processing with reagent kits in the preparation of radiopharmaceuticals and
(2) the compounding and dispensing of iodine-131 therapy capsules.

Radiopharmaceutical distribution records revealed that the licensee prepared
50-60 unit doses each day. Approximately two iodine-131 therapy capsules were
compounded per week, and the licensee received and processed approximately
8,700 millicuries of iodine-131 during caiendar year 1993,

2 RADIATION SURVEYS, RECORDS, AND INDEPENDENT MEASUREMENTS (87100, 83822)
The licensee is required to perform surveys for effluent concentrations,
removable contamination, and ambient radiation dose rates at intervals
prescribed under the license and by NRC regulations.

2.1 Radiation Dose Rates

As a result of an NRC inspection conducted on February 3-4, 1994, a Notice of
Violation (Notice) was issued to the licensee on April 4, 1994, regarding the
failure to adequately evaluate radiation levels in unrestricted areas. During
this inspection, NRC identified that the Ticense had not measured the dose
rates in areas immediately adjacent to the licensee’s facility to demonstrate
compliance with dose limits to individuals of the public. These areas
consisted of offices where other businesses were located. (It should be noted
that these unrestricted area offices were not residential quarters; therefore,
due to occupancy times, doses received by members of the public could be
reduced by an occupancy factor.)

In response to this Notice, the licensee performed radiation dose rate surveys
within the neighboring offices (Building Nos. 6051 and 6055) on May 6, 1994,
Records of these surveys indicated a maximum dose rate in adjacent offices to
be 0.12 milliroentgens per hour (mR/hr) at the surface of the wall.

Additionally, at the request of the tenants occupying Building No. 6055, a
representative from the State of Idaho, Department of Health and Welfare,
Idaho National Engineering Laboratory (INEL) Oversight Program, also performed
radiation dose rate measurements within the unrestricted areas located in
Building 6055. 1In a letter dated May 9, 1994, INEL describes their
independent measurements. This Tetter indicates that all measurements were at
background radiation levels with the exception of one particular office.
Within this office, INEL measured a maximum radiation dose rate of 1.3 mR/hr



at the surface of tne wall. Background radiation was measured to be
0.015 mR/hr.

An NRC inspection was conducted to perform additional independent measurements
to verify the licensee's level of compliance regarding dose limits to
individual members of the public. The inspector performed surveys of the
ambient dose rates in contiguous restricted and unrestricted areas with a
radiation measurement survey instrument to verify compliance. 10 CFR 20.1301
limits, in part, the total effective dose equivalent to individual members of
the public from licensed operations to 0.1 rem in a year. Additionally, the
dose in any unrestricted area from external sources must not exceed

2 millirems in any cne hour.

Within Building No. 6051, the highest dose rate measured by the inspector was
0.2 mR/hr at the surface of the wall immediately adjacent to an area where the
licensee stored iodine-~13]1 and strontium-89 waste for decay. The dose rate at
30 centimeters from this point was measured to be 0.09 mR/hr. Background
radiation was measured to be approximateiy 0.01 mR/hr. Although this dose
rate demonstrates compliance regarding 2 millirems in any one hour, the
inspector noted that if an individual were continually present in this area,
and if the exposure rates were consistent, the dose limit of 0.1 rem in a year
could be exceeded. However, the dose rates in this area vary significantly
depending upon the quantity of radioactive waste material present at a given
time. In this regard, in a effort to demonstrate compliance with the yearly
Timit of exposure to individual members of the public, on May 6, 1994, the
Ticensee placed a thermoluminescent dosimeter (TLD) in this area to evaluate
accumulated exposure over a specified period of time, and thereby take into
account the multiple conditions that exist which vary exposure rates.
Additionally, prior to the conclusion of the inspection, the RSO informed the
inspector of the licensee’s intent to place additional shielding in this area,
and to relocate some of the waste which was contributing to the dose rate.

The licensee expects to reduce exposure rates to background levels within this
area.

Because the exposure levels measured by the inspector were ones which existed
only during the first 5 months of the calendar year, and because the
Ticensee’s increased shielding is expected to reduce exposure levels to
essentially background radiation, it appears unlikely that an individual of
the public would receive a total effective dose equivalent in excess of

0.1 rem in a year as a result of the licensee’s operations.

Within Building No. 6055, the location of the highest exposure rate measured
by the inspector was within an office immediately adjacent to the licensee’s
technetium-99m preparation area. The inspector measured 1.2 mR/hr at the
surface of the wall and at a height of approximately 6 feet from the fioor.
(Thus, this measurement was similar to the one obtained by the INEL official.)
The dose rate at 30 centimeters from this point was measured to be 0.35 mR/hr.
Background radiation was measured to be approximately 0.0] mR/hr. However, it
was noted that these measurements were taken during afterncon hours when
radiopharmaceuticals were not being prepared. The dose rate was attributed to



a storage container ("red needle bucket") containing syringes contaminated
with technetium-99m. Due to the rapid decay of technetium-99m, it was noted
that dose rates within this area would vary greatly depending upon the time of
day and the day of the week. Furthermore, the licensee’s workload (amount of
doses prepared) during a given day would significantly affect the accumulated
dose one might receive ir any 1 hour. Therefore, to further access the
average dose rates in this area, the inspector performed additional surveys
during the licensee's peak working hours (5:00 a.m. - 7:00 a.m.) and compared
dose rate measurements with a set of simulated work conditions.

With a vial containing approximately 400 millicuries of technetium-99m left
out of its leaded vial shield, the inspector measured a maximum dose rate in
unrestricted areas to be 13 mR/hr. This dose rate was measured at
approximately the same location as described above. The dose rate at

30 centimeters from this point was measured to be 9 mR/hr. With a syringe
containing approximately 40 millicuries of technetium-99m left out of its
leaded syringe shield, the inspector measured a maximum dose rate of 4 mR/hr.
The dose rate at 30 centimeters from this point was measured to be 2 mR/hr.
Although both conditions yielded dose rates greater than 2 mR/hr, these were
conditions that were expected to exist for only seconds of time during any
given hour (i.e., a vial and/or syringe is only unshielded during brief
periods when the dose is assayed in a dose calibrator).

In this regard, in a effort to demonstrate compliance with the yearly limit of
exposure to individuals of the public, on May 6, 1994, the licensee placed a
TLD in this area to evaluate accumulated exposure over a specified period of
time, and thereby take into account the multiple conditions that exist which
vary exposure rates. Additionally, prior to the conclusion of this
inspection, the licensee installed additional lead shielding surrounding the
radiopharmaceutical preparation area to further reduce dose rates in
unrestricted areas. Measurements taken after the installation of the
shielding indicate dose rates which were essentially background radiation.

Therefore, because the exposure levels measured by the inspector were ones
which existed only during the first 5 months of the calendar year, and because
the licensee's increased shielding is expected to reduce exposure levels to
essentially background radiation, it appears unlikely that an individual of
the public would receive a total effective dose equivalent in excess of

0.1 rem in a year as a result of the licensee’s operations.

Again, it should be noted that factors relating to occupancy times and
distances from the wall by members of the public would significantly further
reduce exposure estimates.

2.2 Effluent Concentrations

Also evaluated during this inspection was the licensee’s air effluent
concentrations of iodine-131 released to the environment during calendar year
1993. To demonstrate compliance with 10 CFR 20.106, Radiocactivity in
effluents to unrestricted areas, the licensee acquired air samples weekly to




measure the quantity of iodine-13]1 being release to the atmosphere. Table Il

of Appendix B to 10 CFR Part 20 limits the release of iodine-131 in air, in an
unrestricted area, to a maximum of 1 X 107" microcuries per milliliter of air.
Concentrations may be averaged over a period not greater than 1 year.

As noted in Section 1, the licensee handles millicurie quantities of unsealed
radioiodine (iodine-131 sodium iodide solution) for compounding therapy
capsules. The process is performed in a fume hood located in the licensee’s
hot Tab. The hood is equipped with an activated charcoal filter to reduce air
concentrations of iodine-131 prior to release to the atmosphere.

Using the data collected from weekly air samples, the licensee divided the
total amount of iodine-13]1 released year to date, by the total air volume
released through the hood’s stack year te date, to calculate the total amount
of iodine-131 released. The data were logged on the licensee's worksheet
titled, "Year-to-Date lodine-131 Released Air Concentrations." A review of
these worksheets indicated that the licensee had exceeded the maximum
allowable air concentration limits during 1993. The licensee’s calculations,
dated December 31, 1993, indicate an average release to unrestricted areas for
1993 to be 2.7 X 10" microcuries per milliliter of air. Further review of
the licensee’s sampling method suggests that the calculations may have
underestimated the total quantity actually released during 1993.

The inspector noted that the licensee’s weekly calculations did not account
for the decay of iodine-13]1 prior to the sample collection, nor did the
calculations consider the collection efficiency of the sample media used

(4.7 centimeter impregnated carbon filter). The Notice to the licensee dated
April 4, 1994, related to the licensee’'s failure to evaluate these effluents
and compare them with the annual limit. It further suggested the potential to
exceed air concentration Timits during 1994, Based upon the licensee's
records documenting air concentrations of iodine-131 released to an
unrestricted area during 1993, this was identified as an apparent violation of
10 CFR 20.106(a) which requires, in part, that the licensee not release to an
unrestricted area radioactive material in annual average concentrations which
exceed the limits specified in Table Il of Appendix B to 10 CFR Part 20

(1 X 10" microcuries per milliliter of air for soluble iodine-131). It
should be noted that the concentration limit in revised Part 20 has been
changed to 2 X 10" microcuries per milliliter of air for soluble iodine-131.
This expanded limit was effective as of January 1, 1994,

Also responding to NRC's Notice, the licensee employed the services of a
consultant physicist to assist in evaluating air effluents. The consultant’s
report, dated May 16, 1994, discusses similar concerns regarding the
Ticensee’s methods of calculating air concentrations (sampling efficiency and
corrections for decay). Therefore, the consultant performed calculations
using Environmental Protection Agency (EPA) approved methods outlined in

40 CFR €1, Appendix D. When the EPA methods were used to estimate the source
term, and with the carbon filters being taken into account, the concentration
of iodine-131 in the stack effluent was estimated to be 5 X 107" microcuries
per milliliter of air for 1993. This method assumes the stack’'s point of



release (located on the roof of the licensee’s facility) to be the
unrestricted area. Since the licensee does not control access to the roof,
this assumption would be valid.

The inspector did note that following NRC’s inspection in February 1994, the
licensee has purchased a glove box equipped with a three-layer activated
charcoal bed, to be used in conjunction with the licensee's fume hood, to
reduce effluent releases. At the time of this inspection, the glove box had
not been installed but was expected to be within several days. The
installation of these filters is expected to bring the licensee into
compliance with 10 CFR 20.



ATTACHMENT
1 PERSONS CONTACTED

1.1 Licensee Personnel

*Kay Gregorio, Pharmacist Assistant
*Ned Gregorio, Radiation Safety Officer
Bob Santos, Courier/Pharmacist Assistant

1.2 NRC Personnel

Charles L. Cain, Acting Chief, Nuclear Materials Inspection Branch
*Mark R. Shaffer, Radiation Specialist

1.3 Other Individuals Contacted

SGT Crista Buchman, National Guard Liaison
+Richard Cade, Director, ldaho Department of Law Enforcement
Glenn Ford, Chief, Bureau of Narcotics, Idaho Department of Law Enforcement
+William Hladik I1I, Consultant Physicist
John lLewis, Assistant Deputy Director, Idaho Department of Law Enforcement
Monte MacConnell, Deputy Director, Idaho Department of Law Enforcement
Ronda Morton, Office Secretary, Bureau of Narcotics,
Idaho Department of Law Enforcement
Steven Oberg, Ph.D., INEL Oversight Program
Ed Rankin, Special Agent-In-Charge, Bureau of Narcotics,
Idaho Department of Law Enforcement
+David Salmon, Health Physics Northwest
Don VanCleave, Special Agent, Bureau of Narcotics,
Idaho Department of Law Enforcement
Roy Weston, Office Accountant, Bureau of Narcotics,
Idaho Department of Law Enforcement

*Indicates those present during exit meeting on May 17, 1994.
+Indicates those contacted by phone only.

2 EXIT MEETINGS

A preliminary site exit briefing was conducted on May 17, 1994, with those
individuals identified in Section 1.

Additionally, a formal exit briefing was conducted telephonically between the
licensee’'s Radiation Safety Officer and Messrs. Charles L. Cain and

Mark R. Shaffer on May 26, 1994, to review the specific findings as presented
in the report.



APPENDIX B
PROPOSED ENFORCEMENT CONFERENCE AGENDA
NUCLEAR PHARMACY OF IDAHO, INC
July 1, 1994 - 9:00 a.m. (CDT)

1.
I11.
Iv.

INTRODUCTION AND PURPOSE L. J. CALLAN

EXPLANATION OF ENFORCEMENT POLICY G. F. SANBORN

NRC DISCUSSION OF APPARENT VIOLATIONS C. L. CAIN

LICENSEE COMMENTS AND RESPONSE/ S. N. GREGORIO
CORRECTIVE ACTIONS

CLOSING COMMENTS S. J. COLLINS
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PART 2 « RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS--

tian for an operating license or December
19. 1870 whichever is later. the Commission
Ma)y iS5ue R CONSLruction permit or operat-
Ing license. provided that the permul or i
cense S0 ssued contains the condition speci.
fied in § £0 55b of Lhis chapter

37 FR 15127

[

() Hearings om anttrust aspects will be
conducted by a presiding officer, either an
Admunistrative Law judge or an atomic
safery and licensing boara comprised of three
members, one of whom will be qualified in
the conduct of administrative proceeaings
end two of whom will heve such technical oe
other qualifications as the Commussion
deems appropriate to the issues 1o be
decided.

as P FHSLU83

g/ When the Attarmey General has ad.
Vised thAat there may bDe adierse antitrust
ASPEcLs aAnd recommends Lhal & Nearing e
neid the Attarney General or his designee
MAy PATLCIDELE &5 & DAty In the proceed
ings.

» + R i‘ib‘.‘zl

v

h) At the hearing, the presiding officer wul
ve due conmderrtion 1o the aavize received
m the Attotney General and te evidence
pertaining 10 anttrust aspects received at the
hearing.

(1) The presiding oificer wril. in the inutial
decision. maxe & Linding s (0 whnether the
actuvities under the proposea License would
creats of maintain @ situanon (nconsistent
with the antitrust laws 43 specified in secticn
105a of the Act. il the presio.ng oificer finds
that such s situation woula be created or
mantained. it wul consider n determining
whetnher the permit or license should be
issued or conltnued, sucn oiner ftactors as it
1eems necessary 10 pratect ine gubic
l nterest. inclucing the neea for power in the
! affected ares. The certainty ot contravening
| the ant/rust laws or the D0/ cies Crearty
|
I

under,ving these iaws is 7.0t intended (0 de
unmphicit in thes standard; ror 19 mere
possibility of incoasistency | he finding wiil
be based on reasonetie protabiiity of

| contravention of the anuitrust laws or the
palicies clearly underiving "“ese laws The
presiding officer will conclude whether 10 its
judgment. it is reasonably probable that the
activities under the license would, when (re
license 12 \ssued or thereafter be inconsstent
with eny of the antitrust laws or the policies
clearly underlying theee lyns.

(i) On the basis of ¢ {actings in the
proceeding on the ant.trust aspect of the
epplicanon, the presiding officer may (1)
authorize the issuance of the permit or
license after favorable cons.deration of
mattery of radiningical health and safety and
common deferse and security, and matiers
raised under the National Favironmental
Policy Act of 1969, at the heating described in
sect s 1=VIN of this eppendix; (i} authorize
the corunuation of 8 permit or license
alroady tsued, (:1) direct the denial of the
applica‘on for *he permit or license. or the
riesc.8s.0n of a permit or Leense already
ieaped ar [iv) authorize the issuance of &
permit or hiopase subinct 1o appropriate

nditions. and subject to favorable
v suleration of matters of cadiological
hiralih and salety and common defense
natlors raised under the National
Fovirommental Policy Act of 1969 at the
isat ng described in sections }-Vill of this
- ..,r,)cndu‘

3> \ppendir B to Part 2
{Roserved 35 FR 46010,

L8 F IR 14308

Appendix C — Generai Statement of
Policy and Procedure for NRC
Enforcement Actions
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C. Willful Violations
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3 V.olations igenufied During Extrnoed
Shutgowns or \WWaork Sinppages
3} Violatuons involving O Design Issues
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Escaiatea Enforcement Action
&1 olauons Involving Special
Circumstances
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XMl “eopneming Closed Enforcement Actinns
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Preface

The inilowing statement of generai
poticy and procedure explains the
entorcement policy and procedures ol

and 15 staff in imyating enforcement

the Commission in reviewing these
actions. This statement is applicable o
enforcement in matters iMvoiving the
public health and satety. the common
letense and security, and the
snvironment. ' This statement of general
policy and procedure 1s published tn the
Code of Federal Reguiations to proside
wvidespread dissemination of the
Commussion s Enforcement Policy
However this 18 a policy statemen! gna
not a regulation. The Commission may
gdeviate fram this statement ol polcy

7R ST —m e

and procedure as appropriate under 'ne
circumstances of @ particular case

I Introduction and Purpose

T'he purpose of the NRC enfarcement
program is (o promote and protect the
radigiogical heaith and safev o1 the
public. inciuding emplovees heaith ang
satety. the common gelense and
seeurity. and the environment by

» Ensunng comphance with NRC
regqulations and License conditions:

s Oblaiming promp! correction ot
viotations and adverse quanty
conditions which mav affect safen

» Heterring lulure violations ana

CUrrences ol conagItions agverse 1n
Iy ang

* Encouraging improvement of

censee anag veENdor - deriarmance. ana
by exampie. ‘hat of indusiry nciuding
the prompt gentihicalion and reporung
uf potential safety problems

Coansistent with the purpose of this
program. prompt and vigorous
enforcement action will be 1aken wnen
dealing with hcensees, vendors.
contractors. and empioyees of any ol
them, who do not achieve the necessarv
meticulous attention to detail ana the
inigh standard of compliance which the
NRC expects.® Each enlorcement action

's dependent on the circumstances of the

* Antitrust enforcement matiers will be cealt with

On & case-by-case Desis

! The term vendor as used in thu policy meana

a supphier of products or services 10 be used in an
NRC hicensed lacility or activily

* This pohicy primarly addreases the activities of

NRC licensees Therefore. the term licensee 18

used thenughout the policy However i (hose cases

where tto NRC determines that (s appropnate (o
Take #nl. cement ACUON egRINST & NONICENSES OF
individual, the guidance in this policy will be used.
an applicable Specific guidance resarding

1 Nl acHon AR individuaie and non
licensees » sddressed in Sections VIl and X
respeclivery

Avimnrat 1 1007 (recar)

the U.S Nuciear Regulatory Commission

actions. and of the presiding officers and

STFR 5791

e

case ano requires the exercise of
discrenon after consideration ol 'hese
policies ang procedures. {n no case,
however, wiil licensees wno canno!
achteve and maintain adequate levels of
protection be permitted o conduct
Lcensed activities

il. Statutory Authority and Procedural
Framework

1. Statutory Autharits

The NRC's entorcement wunsadiction 18
drawn from the Atomie Energy Act of
1954. as amenged, and the Energy
Reorganmization Act [ERA} of 1974 as
amended

Section 161 of the Atomic Energy Act
authorizes NRC ! conduct inspections
4and Invesigauons ang to 1ssue orders 4s
mayv be necessary or desirabie 1o
promote the common aglense and
securtty or fo protect heaith or o
minimize danger to life or property
Section 186 authonzes NRC to revoke
licenses under certain circumstances
e g. for matenial false s1atements. in
response 1o conditions that would have
warranted refusa: of a license on an
origingt apptication. for a hicensee s
tatlure 10 omid or operate a facility in
accordance with the terms of the permut
nr heense. ana for violanon of an NRC
regulation]. Section 234 authorizes NRC
to impose civii penalties not 1o exceed
3100.000 per violation per day for the
violation of certain specified licensing
provisions ot the Act. rules, orders. ang
License rerms impiementing these
provisions. 4na tor violations tor whicn
licenses can be revoked. In addihion to
e enumerated provisions in section
34, sections o4 and 147 authonize the
imposition of civii penaities for
violations ot reguiations implementing
those provisions. Section 232 authorizes
NRC 1o seex injunctive or other
equitable relief for violation of
reguiatory requirements.

Section 206 of the Energy
Reorganization Act authorizes NRC to
impose civil penaities for knowing and
conscious failures to provide certain
safety information to the NRC

Chapter 18 of the Atomic Energy Act
provides for varving levels of criminal
penaities (1.e.. monetary fines and
imprisonment) for willful violations of
the Act and regulations or orders issued
ur.der sections 65, 161(b), 161(i}, or
181(0) of *he Act. Section 223 provides
that criminal penaities may be imposed
on certain individuals emploved by
firms constructing or supplying basic
components of any utilization facility (f
the individual knowingly and wilifully

S7FR 5791
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violates NRC requirements such that a
basic component couid be signiticantly
impairea. Section 235 provides thal
crimingl penalties mav be imposed on
persons who interfere with inspectors.
Section 236 provides that criminai
penaities mav be imposed on persons
who attemp! to or cause sabotage at a
nuclear facility or to nuclear fuel.
Alleged or suspected ctiminal violations
of the Atomic Energy Act are reterred t0
the Department o! justice for
appropriate action.



App. C(IT)

— 57 FR 5791

i} Proceaural Fremewors

Subpart B of 10 CFR part 2 of NRC's
regulations sets forth the procedures the
NRC uses i1 exercising its entorcement
authority. 10 CFR 2.201 sets forth the
procedures for 1ssuing not:ces of
violation.

The procedure to te usea in 455€85iNR
civil penalties 1s set forth 0 10 CFR
2206, This regulation proviaes tnat the
civil penally process is ininated by
ssung a Notice ot Violation and
Proposed Impositon o1 4 Civil Penaity
T'he Licensee or other person is provided
an opportunity to cantest in wnting the
proposed imposition of a civil penaity
After evaluation of ine response, (he
civil penalty mav be mingated. remitted
or imposed. An opportunity s provided
for a nearing of 2 civil penaity 1s
imposed. If a civil penaity 18 not pad
following a heartng or 1f @ nearing 1s nol
requested the matter mav pe referrea to
the U S, Department of Jusnce 10
mstitute 4 avil action in District Court

The procedure for issuing an order to
institute a proceeding to moaify
suspend. or revoke a (cense or (o luke
WHPE SCHON ARdins! 4 LCensee or other
PErSOn Subject tp tne funsdicnon ot the
Cummission s set torinn 10 CFR 2204
The Licensee or any oiner ferson
saverseiv aifectea v (ne orger mav
request « neanng, The SNRC s
Juthorized 1o make orgers mmeaiateiv
sifective of requizea o grotect the public
seaitn. satety. or interes: i if the
Cotation s wiiilal sec s 2204 sets out

B Droceaures [uf ssuing 4 Jemand 101
intormanon 1Demdanc: ‘0 4 nuensee or
ather person subieg: ‘o 1ne
Commissioner s Wrsaiciion lor the
purpose of determining waether an
arder or other enjorcement gcton
should be issued. The Cemand does not
provide (earing nants. as omy
information 1s being sougnt. A licensee
must answer a Demand. An unlicensed
persaon mav answer 4 Demand by either
providing the reques ied inlormation or
explaining why the Demand shouid not
nave been jssueq

STFR 579

|
!
!

1I1. Responsibilities

The Executive Director for Operations
(EDO} ana the principal entorcement
officers ot the NRC. the Deputv
Executive Director for Nuclear Matenal
Saletv Saleguards and Operations
Support (DEDS) and the Deputy
Exccutive Director for Nuclear Reactor
Regulation Regronal Operations. sna
Hesearcn ‘DEDR) have teen delegated
the authoriiv to approve or 1ssue all
escalatea entorcement acnons * The
DEDS s resvonsible to the EDO for the
NRC entorcement programs. The Office
of Entorcement [OE) exercises oversight
of and impiements the NRC enforcement
programs. The Director. OE. acts for the
Deputy Executive Directors in
enforcement matters 1n their absence or
4% gelegated Supject 1o the aversight
ind direction ot OE. and with the
approval ol the appropnale Deputv
Executive Direcior. where necessary
the regiona: offices normatly 1ssue
Notices o1 Violation and proposea ~ivil
penalties. However, subject 1o the sane
nversight as the regional offices. the
Office 0! Nuctear weactor Reguiation

NRRI ssues Nouces of Violation and
proposed Civd penathies (o vengors and
supphiers and the Ulfice of Nuciear
Materia: Safety and Safequards (NMSS)
issues \otices of Violation and
proposea civil penaities to certihicate
nniders and to tuel cveie facilities for
violalions invoiving materiat control and
accountng Escalated entorcement
(£Lthons are nurmuliv (:nordmaleo with
‘he gnpropriate offices by the OF.
Fatorcement orders are normaiiv issued
(A Deputy Executive Uirector or the
Director. UE. However. oraers mav aiso
he resund by the EDQ. especially those
avorving the more significant matters.
The D:rectors ot NRR and NMSS have
4lso peen delegated authority to issue
arders. but 1t is expected that normal
use of this authority by NRR and NMSS
will be vonfined to actions not
associated with compliance issues. The
Director. Office of the Controiler. nas
heen “ejegated the authority to 15sue
orders wnere licensees violate
Commission regulations hy nonpavment
of license and mspection fees.

* The term  pscaldted enforcement achion as
sedd i s poucy means @ Notice of Violation jor
oy Severv Lever b Hoar HH vioretion, @ vy
penaliy fof any peverity Leser LI I or IV
Cnd hion and any order Lased Upon a vioishion
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In recogrition that the reguiation of
nuCIear activities N Manyv cases does
not lend itseif to & mechamshc
treatment, judgment and discretion musi
be exercised in determiming the severnty
levels of the violations and the
appropriate enforcement sanctions.
including the gecision to 1ssue a Notice
of Violation. or to propuse of /mpose «
civil penaity and the amount of 1his
penaity. after considering the genera
principies of this statement of NOCY
the tecnnical signmincance of the
Vibiations ana the surrounding
circumstances.

I 'nless Comrnussion consuitation or
notification 1s required by this pouc
ihe stafl may depart. where warrantec
ir the oublic's interest. fram this polics
with the approval of the appropriie
Deputy Executive Direcior una
consuitation with the EDOQ as
warranted. (See also Section VI
“Faercise of Discrenon

The Commission wul be proviced
written notification of all enforcement
achions invoiving civil penaities or
uraers. The Commussion will also be
provided notice in those cases wnere
discretion 15 exercised and discusseu
Secuon VILE6. in agaition, :2e
Commussion wul be consultea prior 1o
1aKing action in the tollowing situdi ons
{aniess the urgency of the situation ‘
giclate, immeaiate acuony:

1] An action atfecting a ncensee s
operation that requires balancing tne
pusiic heaith ana saietv or common
gefense ana secunty impicauens o1 nu
peratung with the potential ragioiuRic
Or pIner Na2aras associ4(eq wiin
continuea soeralon:

21 Proposdis (W0 impose Civil pendil,
In amounts greater than 4 himes tne
Severity Leve: | vaiues snown in Lubie
1A |

|3) Anv proposea entorcement action ‘
that involves a Severity Level | |
violation:

4) Anv enforcement action that J
invoives a linding of a material {alse :
statement: -

(5) Exercising aiscretion for matters |
meeting the critena of Section VI AL
for Commission consuitation:

(6) Refraining from raking |
enforcement action for matters meeting |
the critena of Secuon VII B.3: 1

(7) Any proposed enforcement action
that involves the 1ssuance of a civi!
penaity or order to an unhcensed |
individual or a civil penalty 1o a *
licensed reactor operator: |

Aoimimt B AOOD (e m ot
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Bl Anv action the EDO believes
warrants Lommission invoivement:

9] Any enforcement case INVoIVINg an
Uffice of Investigation (Ol) report where
NRC staff (other than Ol staff) does not
arrive al the same conclustons as those
in the Ol report concerning 1ssues of
intent :

[10) Anv proposed enforcement action
un which the Commission asks (o be
cunsuited

IV Seventy of Violations

Hegulatory reguirements * have
Larving degrees of sately. saleguards. or
environmental significance. Theretore,
the relative importance of each
violation. (nciuding both the tecnnical
significance and the regulatory
signiticance is evaluated as tne 1irst step
in the entorcement process

Consequently, violations are normaliy
categorized in terma of five ieveis of
seventy 10 show their reiative
mportance within each of the :ollowing
cighl acuvity areas
| Reactor Operations
1L Facility Cunstruction
. Safeguaros
I\ Heaith Physics
L Transportation
VI Fuel Cacle and Matenals Operations
VII Misceilaneous Matters. anc
\VHT Emergency Preparedness.

Licensed activities will be placed in
the activity area most suitable in light of
the particular viniation invoivea
acluding activities not directiy covered
vy ane of the above Listed areas e 9.
export hognse activittes. Within each
agtivity area. Severity Level | has been
assigned to violations that are ine mosi
significant ang Severity Lever V
violations are the least signiticant
Seveniv Level | and i} violations are of
very significant regulatory concern. in
general. vioiations that are inciuded in
these severty categores involve actual
or high potental impact on the public.
Severity Level ll] violations are cause
for significant regulatory concern.
Severity Level IV violations are less
serious bu! are of more than minor
concerrs; 1., \f left uncorrected. they
could lead to a more serious concern.
Severity Level V violations are of minor
safety or environmental concern.

* The term requirement v used 0 this policy
means & iegaily Hinding requirement such as &
statule. reguistion. License condition. iechnical
speciiication, ar order

i e R =
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Compansons of sigmilicance between
ACUVItY dreds are inappropnate. For
example, the iImmediacy of any hazara
to the public associated with Seventv
Level [ violatons in Reactor Operations
1s not directly comparable to that
associated with Severity Lever |
violations in Facuitv Construction

Suppiements | throurh VIII provide
gxamples and serve 45 guidance
determining the appropriate seventy
level for violations in edcn of the eight
activity areas. However, the exampies
are neither exhaustiive nor controiling. in
addition, these examples do not create
new requirements. Each is designed to
llustrate the sigmiicance that the NRC
places on a parucular type of violation
of NRC reguirements. Each of the
examples in the suppiements is
predicated on a violation of a regulatory
requirement

The NRC reviews each case heing
considered for enforcement action on its
own merits (o ensure that the severnty of
4 violation 1s charactenzed at the level
hest suited to the significance of the
particular vioiation. In some cases
special circumstances mayv warran! an
adustment (o the severity level
rategorization

A. Aggregation of Violations

A group of violations may be
evaluated in the aggregate and assignec
4 single. increased severity level,
therebv resulting 1n & Severity Leve! 1]
problem. if the vinlations have the same
anderiving cduse or programmalic
dgeliciencies. or the violations
contributed 10 or were unavoidable
consequences of the underiying
problem. Normally. Severity Level | ang
Il violations are not aggregated into a
higher seventy level,

The purpose of aggregating violations
1% 10 focus the Licensee s attention on the
fundamental underiving causes for
which enforcement action appears
warranted and to reflect the fact that
several violations with a common cause
may be more sigmificant collectively
than individually and may therefore.
warrant a more substantial enforcement
action. In addition, a civil penaity for
multiple occurrences of a violation with
the same root cause mav be subject to
escalation of the base civil penaity. (See
Section VI.B.2(e))

App. C(IV)

| 8. Repetitive Violations

The sevenity level of a Severity Level
V or [V viclation mav be increased to
Sevenitv Level IV ar [1] respectiveiv. il
the violatior can be considered a
repetitive violation.® The purpose of
escalating the seventy level of a
repetitive violation is to acknowiedes
‘he added significance of the situation
hased on the hcensee s tailure 10
implement effective corrective action for
the previous violation. The aecision 1o
escalate the seventy iever 01 4 repeutive
violation will depena on the
circumstances. such as. but not hmited
to, the number of times the vielation nas
occurred, the simuarity of the vislations

Li9l
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and their root causes. the agequacy ol
previous corrective actions. the period
of time between the violations, and the
signiticance ot the vioiations. (Civil
penaihies mav aiso ve proposeq tor
repetitive Severity Lever [V violations as
discusseq m dection VIB.

C. Willful Vielations

Willful violations are ov definition of
particular concern fo the Commission
because 11s regulatory proeram s hasea
un licensees and their contractars,
vmplovees, and agents acting with
integrity and communicating with
candor. Willful violations cannot be
tolerated by erther the Commussion or a
licensee. Licensees are expected 1o Like
significant remeaial action in responaing

tno willful violations commensurate with
the circumstances sucn that 1l
demonsirates the seriousness ot the
violation thereov creating a aeterrent
eifect within the hcensee s organization
While remaoval ot the person 1§ not
necessarily requirea, substannal

| disciphinary action is expecied.

* The term repetitive violaion or  similar
viglation  as used in (s policy statement means &
viglation thal reasonably could have been
prevented by a licensee 8 corrective action for a
previous violahion normaily 0CCuwrnng (1) withun the
past two years of the inspection al issue or (2] the
penod within the last two nspections. whichever (s

longer
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[herefore. the seventy level of a
violation mav be increasea if the
circumstances surrounaing the matter
involve careless disregara of
requirements, deception. or gther
indications of willfulness. The term

willfulness * as usea in this policy
embraces a spectrum of viclations
ranging from deliberate intent 1o violate
or falsify to and including careiess
disregard for requirements. Willfulness
) does not include acts wnich do not rise
to the level of careless qisregard. e.g.,
inaavertent clerical errors in a document
submitted to the NRC. [n determining
ine specific seventy level of a violation
rnvolving willfulness. consideration will
he given to such factors as the position
ind responsitilities ot the person
involved m the violation (e g.. licensee
official " or non-supervisory emplovee|
the signiticance of anv unaeriving
viglation. the intent of the violator (i.e.,
careless disregard or aenberateness),
and the economic or other advantage, i
anv, gained as a resuit of the violation.
I'he relative weight given 1o each of
these tactors n arnving at the
appropriate severity level will ba
dependent on the circumstances of the
violation. However, tne sevenity level of
v willful severity lever \ violation wiil
Le increased to 4l least a seventy level
v

———— 57 FR 579
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| 9 Violations ot Reporting dequirements

1 The NRC expects Licensees to provide
Lomolete. accurate. ang timety
nformation ana reporrs. Accordingly.
niess otherwise categorizea in the !
Supbpiements. the severitv jevel ol a
isiathion involving the ratlure 1o make a

l required report to the NRC wiil be hasea
upon the significance of and the
circumstances surrounaing the matter
that should have been reportea
However. the seventy levei of an
intimely report, in contrast to 1o report
mayv be reduced depenaing on the

" The term  Licenser offliciar  as used in this
policy statement means @ lirst-line superviaor or
above a hcensed individual a rachation salelv
officer or an autharyed user of icensed matenal
whether or not Listed un & [icense Notwithstanging
an individual s job ttie seventy level
categorization lor willful acte invoiving individuals
who can be considered [icensee ol (icials will
conmger seversl {aciors inciuding 1he position of
the individual relative 10 the hoensee §
orgemizational structure and the individual »
responsibilites relative 10 the oversight of Licensed
activities and (0 the use of heenseg matenal

circumstances surrounding the matter A
licensee wiil not normaily be cited for a
failure to report a condition or event
unless the [icensee was actually aware
of the conaition or event that 1t failed to
report. A licensee will on the other
hand. normaiiv be cited for a failure to
report a conaition or event if the
licensee knew of the information to be
reported but did not recognize that i
was requ’ . 'o make a report

V. Enforcement Conterences

Whenever tne NRC has iearned of the
sxistence ot a potential violation tor
which escaiated entorcement action
mayv be warranted, or recurring
noncenformance on the part o1 a vendor,
the NRC wiii normailv provide an
opportunmity for an enforcement
conference with the Licensee vendor or
other person arior 1o taking enforcement
action. Althougn enforcement
conferences are not normaily held for
Severity Lever IV violations. they mav
be scheduled if increased management
attention is warranted e g.. 1f the
violations are repetitive. The purpose of
the enforcement conference 18 to (1)
discuss the vinlations or
nanconformances. their significance. the
reason for thewr occurrence. mcluding
the apparent root causes, and the
licensee s or vendor s corrective actions.
2) determine whether there were any
aggravaling or mitigating circumstances.
and [3) obtain other information that
will heip tre NRC determine the
appropriate enforcement action

During tne entorcement conterence,
he licensee, \encor, or other person wii
be given an apporunity to provide
mformatiun consistent with the purpose
ol the comerence. including an
explanation 1o the NRC cf the
immediate corrective actions (if any)
that were taxen tollowing idenufication
of the potential vioiation or
nonconformance and the long term
comprehensive actions that were taken
or will be taken '0 prevent recurrence

Licensees. . endors. or other persons will

be told when a meeting 18 an
enforcement conterence, Enforcement
conferences will not normaily be open
to the pubnc,

2-79
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When needed to protect the public
heaith ana safety or common defense
and secunty, escalated enforcement
action, such as the 1ssuance of an
immediately effecuve order modifving.
suspending, or revoking a license. will
be taken prior to the eniorcement
conference. In these cases. an
enforcement conterence may be nela
after the escalatea entorcement action s
taken

\'l. Enforcement Actions

This section descrioes (he
enforcement sanctions asailable to ine
NRC and specifies (ne conditions unaer
wnich eacn may pe used [he basic
sanctions are Nouces ot Violation. v
penaities, and oroers of Varous !\ pes
As adiscussed furtner in Secnon VID
retated administrative mechanisms suc
as Notices of Nonconiormance. Notices
of Deviation. Contirmatory Action
Letters. letters o! reprimana. and
Demands for Information are usea to
supplement the entorcement program. in
selecting the gntorcement sanchons (o
be apphied. the NRC wul consider
enforcement actions taken by other
Federal or State reguiatory hodies
having concurrent 1urnseiction. sucn 45
in transportation matiers Usuatly.
whenever a violation o NRC
requirements is igcntisied. enforcement
action 15 taken. The nature and extent o!
the enforcement action 15 intended to
reflect the seripusness ot the violation
invoived. For the vast majority ot
violatons. a Notice ot Violation or 4
Notice of Noncontormance 15 the normai
enforcement action

Anemet 31 1997 (rocar)
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1. Notice of Violation

A Notuce of Violation 15 a written
notice settng torth one or more
violations of a legally binding
requirement. The Notice of Violation
normally requires the recipient to
provide a written statement describing
(1] the reasons for the violation or. iof
contested. the basis for disputing the
vialation: (2] corrective steps that have
seen taken and the resuits acnieved: (3]
corrective steps that will be taken to
prevent recurrence: and 14} the date
when full compliance wiil be acnieved
The NRC mav require responses 10
Notices of Violation to be under oath
Normally, responses under oath will be
required onty in connechion with civil
penaities and orders.

The NRC uses the Notice o1 Violation
a5 the usual method for formauzing the
sxistence of 4 violation, lssuance ol a
Notice of Vialaton (s normailv the oniv
énforcement achion laken, except in
ruses where the criteria for issuance ol
civil penalties and orders. as set torth in
Sections VLB and VIL.C, respecuvely, are
met. However special circumstances
regarding the violation tindings may
warrant diszretion heing exerciseq sucnh
that the NRUC retrains rom isSuing 4
Notice of Vinlation: |See Section VILD.
‘Afitigation ot Enforcement Sancuions. |
In addihon. Licensees are not orginariy
cited for violations resuiling irom
matters not within their controt. such as
equipment failures that were not
ivordable by reasonapie Licensce
..ludlﬂ\ ds5urance measures or
management Lonirols Lenerdun

NUWEVEer, Locensees are neig responsioie
It the acls of thewr employvees
Acoardingiy. LIS poncy sROWQ not be

construed to EXCUSe PErsonnet errors
8 Civil Peraity

\ civil penalty 15 8 monetarv penaily
that mav be imposed for viotation of (1]
certain specified hicensing provisions ot
the Atomic Energy Act or
supplementary NRC ruies or argers; (2]
any requirement for which a License mav
be revoked: or (3] reporting
requirements under section 208 of the
Energy Reorgamzation Act. Civil
penallies are designed to emphasize (he
need for lasting remedial action and to
deter future violations both by the
involved licensee as well as by other
licensees conducting sim:lar activities.

Civil penaities are proposed |absent
mitigating circumstances| for Severity
Level 1, Il. and Il violations, and may be
proposed for repetitive Severity Level [V
violations or for any willful vielation. in
addition, civil penaities will normaily be
assessed for knowing and conscious
violations of the reporting requirements
of section 208 of the Energy

Reorganization Act.

Auoust 31, 1993 (reset)
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i Base Civil Penaitv

The NRC imposes different leveis ol
penalties for different seventy level
violations and different classes of
licensees, vendors, and ather persons,
Tables 1A and 1B show the base civil
penalties for various reactor. fuel cvele
materals, ang vendor programs. |Civi!
penalties 1ssued to individuals dare
determined on 4 case-nyv-Case Das:s |
The structure ci these tables generaiiy
takes (o account the gravity of the
violation @s 4 primary consideration and
the ability 1o pay as & secondary
consideration. Generally, operauons
invoiving greater nuciear material
inventores and greater potential
consequences ‘o the public and licensee
smplovees receive nigher civil penaities
Regarding tne secondary factar ol
atnhty of various ciasses o licensees (0
pav the civil pendilies. 1t 1s not the
NRC's intention that the economic
mpact of a Givil penaily be 50 severe
that i1 puts a Licensee oul of business
(oraers. rather than civil penaities, are
156d when the intent 1s to suspend or
terminate Licensed activities) or
1V ersely atiects 4 ncensee s 40y 10
satelv cuncuct hicensed activities. The
deterrent etlect of civil pengdlties is hest
served wnen the amounts of the
penalties lake into account a licensee s

Ability to pav - In determining the
imount of civtl penalties for licensees
for whom the tables do not reflect the
ability to pav. the NRC will consider as
NECeSSATY dn INCrease or decrease on a
case-bv-case pasis. Normaily, if a
icensee can demonstrate financial
haraship. the NRC will consider
pavments nver time. including interest
rather than requoing the amount of the
civil pendity. However. whnere a Licensee
laims financial hardship. the Licensee
will normailv be required to address
wnv 1t has suificient resources to satelv
conduct licensed activities and pav
icense and inspection fees.
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2 Civil Penaity Adyustment Factors

in an etfort to recognize anu
encourage good pertormance. deter poor
performance. and emphasize violshions
of particular regulatory concern. the
NRC reviews each proposed civil
penalty on its own meris and. alter
considering all relevant circumstances.
mav adiust the base civil penalities
shown in Table 1A and 1B for Seventy
Level |, Il. and [l vioiations based on an
assessment of the tollowing civii penaity
adjustment factors. Civil penaities tor
Severity Level IV violations are
normaily proposed at the bhase values
identified 1n the tanies withoul
4ssessing tne civil penaity adjusiment
factors

While management invoivement
direct or indirect. 11 4 violation mas
lead to an increase in the civil pendity
the lack of management! \nvoivement
may Not De useq 1o mutigae a civil
penalty. Allowing mitgation in (the ialter
L4se could encourage lack ol
managment invoivement in licensea
activities and a ¢ocrease in protection of
the public health and safety.

|a) /dentificotion. The purposes of this
factor 1s 10 encourare ncensees 1o
monitor. supervise. and auait acuvines
N order 10 assure satetv and
comphance. Theretore. the base civil
penaity shown in Tahles 1A and 1B may
Le mitigateqa up (o 30% when 4 Licensee
identifies a violation and escalated up to
50% if the NRC idenufies a violation
The base civil penaity may also be
mitigated up to 23% when 4 Loensee
identifies a violation resulting trom 4
seif-disclosing event " wnere tne
llcensee gemonsirates initiative in
identiiving the root cause ul the
viotdlion. In addition, the vase civi
penaity mav also pe mitigated where
warranted «f a icensee \dentifies a
violation as a resuit ol its review ol a
generic notification. While mitigation
under this factor 1s appropriate for a
licensee 1dentified violation tha! was
not reported to the NRC, a separate
enforcement action will normailv be
issued for the licensee s {ailure to make
the required report.

S5TFR ST

* The term sell-discloning event as used in this
policy stalement means an event (hat is readily
ObVIOUN DV huMAN DONErvalion Or mecnanical
instrumentation such as @ spell of hquid. an open
door (required 10 be closed|. an overexposure
documenied in & dosumelry report. an annunciator
Alarm. or @ reactor trp
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) Currective action. The purposes of
this lactor 18 to encourage hcensees 10
(1] take the immediate actions necessary
\pun discovery of a violation that will
restore safety and compliance with the
license regulationis) or other
requirement(s): and (2) devieop and
unplement (in @ imely manner| the
lasting actions that will not only prevent
recurrence of the viclation at 1ssue. but
will be approphately comprenensive
given the significance and complexity of
the violation to prevent occurrence of
amilar vielations, Therefore the base
civii penalty shown in Tables 1A and 18
mav be erither mitigated or escalated by
4% much as 50% depending on the
promptness and extensiveness of the
Licensee § corrective action. In assessing
1his factor. consideration wiil be qiven
0. gmong other things, the imeliness ol
the corrective action pinciuging the
promptness in developing e schedule
ior long term corrective action). the
degree ol licensee initiative (1 e
whether NRC invoivement was required
belore acceptable action was taken). ihe
adequacy of the hicensee s root cause
analvsis for the vioiation, and. given the
significance and complexity ot the issue.
the comprenensiveness of the corrective
wetion e whether the action is
facused narrowly 1o the specific
violation or broadly to the general area
of concern) Notwithstanaing good
comprehensive corrective action 1
immediate corrective achion was not
taken 1o restore satety and compliance
mce the violation was aentified
=tigation of the civil pengy'v based on
‘his fadtor will not normany be
considered and escalanon may oe
ansidered (0 address the censee s
faslure

¢| Licensee performarce The
purpose of this factor 1 10 recognize and
encourage good or improving hoensee
performance and 'o recognize ana deler
poor or dechiming pertormance
Therefore. the base civil penalty snown
in Tables 1A and 1B mav ve miligated
by as much as 100% (f the current
violation 18 an isofated faiure that is
inconsistent with a icensee s
outstandingly good prior performance
The base civil penalty mav also be
escalated by as much as 100% if the
current violation 1s reflective of the
licensee s poor or dechining prior
performance Neither mitigation nor
escalation may be appropriate based on

57TFR5TN

this factor where a licensee § poor prior
performance appears o clearly be
improving. Prior performance. as used in
this policy statement. refers to the
licensee s performance normally (1)
within the last two vears of the
inspection at issue. or 2| the penod
within the (ast two inspections,
whichever 1s longer, in assessing the
licensee s prior performance.,
consideration wiil be given to, among
other things, the etfectiveness of
previous corrective action tor similar
problems. overall performance such as
Systematic Assessment of Licensee
Performance (SALP) evaluations for
power reactors. and the licensee s prior
enforcement nistory overail and in the
area ol concern. including escalated and
non-escalated entorcement actions and
anv entorcement actions that the NRC
exercised discretion and reirained from
issuing in accordance with Section
VIL.B. Notwithstanding good prior
performance. mitigation of the civil
penally pased on this factor i1s not
normallv warranted where the current
violation reflects a substanual decline in
performance that has occurred over the
time since the last NRC inspection. in
addition, this factor shouid not be
appliea for those cases wnere the
licensee nas not been in existence iong
enough to establish a prior performance
or inspection history. Sirmiiarly,
mitigation nased on this tactor 1s not
normailv appropnate wnere the area of
concern has not been previously
inspected. unless overall performance 1§
good.

1d) Prior oppoortunity (o 1denuty. The
purpose of this factor 18 to encourage
licensees 1o lahe etfective action in
response to opportututies to identity or
prevent problems or vielations.
Theretare. (ne base civil penalty shown
in Tahles 1A and 1B mav be escalated
by as much as 100% for cases where the
licensee should have identified the
violation sooner as a result of prior
opportunities. such as (1] through
normal surveillances, audits, or quality
assurance (QA| activities: (2) through
prior notice 1 e.. specific NRC or industry
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notification: or (3] through other
reasonable inaication ot a potential
problem or violation, such as
observations of employees and
contractors. and had failed to 1ake
effective corrective steps. Prior
notification mayv inciude findings of the
NRC. the licensee. or industry maae at
other facilities operated by the Licensee
where it is reasonable 1o expect the
licensee to take action to identify or
prevent simiiar probiems at the raciity
subject to the entorcement action at
issue. In assessing this factor.
consideration wiil be given to. among
other things, tne opporunities avaiabie
to discover the violation. the ease of
discovery, the similanty between the
violation ana the notification. the penod
of time between wnen the viulation
occurred and wnen the notification was
issued. the asnon taken (or planneal by
the licensee in response (o the
notification. ana the leve! of
managemenl review that the riotitication
received (or snould have receivea;.
Escalation of the civil penalty based
solely on prior notification is normallv
not warranted where the licensee
appropriatety revieweq the nonfication
for application (o its actvities ana
reasonabie aCUon was eitner tasen or
planned to be taken within 4 reasonable
time.

(e) Multipie occurrences. The purpose
of this factor 15 to retlect the aaaeq
significance resulting from muitiple
occurrences of the vioiation. Thererore.
the base civii penaitv shown in Tables
1A and 1B mav ve escalated by as much
a8 100% wnere muiliple exampies of &
parucular violation are igentified guring
the inspection period. Escalation af the
civil penaity pased on tnis tactor will
normailv be considered only wnen there
are muitiple examples of Sevenitv Level
[ 11, or {1l violations with the same root
causes. Alternatively. separate civii
penalties mav be \mposed for eacn
violation.

{f) Duration. The purpose of this factor
18 to recognize the agded significance
associated with those viclatigns (or the
impact of those violations) that continue

Auaust 31. 1993 (reset)
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it remain uncorrected for more ihan one The civil penaity adjustment factors normally the oniv adiustment factors .
dav. [heretore whether or not a presented in paragraphs (a throuxn (f) that will be considered to lower a base
LiCensee 1§ aware or cleariy should have are additive. However. in no instance civil penalty will be idennfication and
neen aware of a violation, the base civil will a ?“‘li penaity for anv one violation corrective action factors. In addition, as
senaity shown in Tables 1A and 1B may exceed $100,000 per dav provided in Section VIL “Exercise of
ne escalated bv as much as 100% 10 Notwithstanding the application of the 5 Discretion. discretion may be exercised
refiect the added technical ana/or civil penalty adiustment LACLOrS. @ CiIvVH 5 by either escaiating or mitigating the
regulatory significance resuiting trom the penalty will normaily be proposed in a4 < amount of the civil penaily arrived at
.1olation or the impact of it remaining 5 amount of at least 50% of the bise vaive 3 after applying the civil penaity
.ncarrected for more than one cav. This %5 in Tables 1A and 1B for Severny Lever | | adjustment tactors to ensure nat the
actor should normally be appued in T ana ll violations invoiving | proposed civil penaity reflects the
ases involving particularly satety t~ OVErexposures. ieiease ol ragloactive | NRC's concern regarging ihe violahion i
sigiuticant viplations or wnere a materal, or loss of radioactive materiar | issue and that it convevs the dppropriate
sgniticant reguialory message is (0 emphasize ‘0 the Licensee the | message 0 the Lcensee
wvarranted In hieu of escalating the civil sertousness with which the NRC views !
=pnally based on this factor. the NRC these events and the importance of
mayv impose daily civil penaities tor conducting licensed activities in a
iolations that continue for more than manner 1o avoid these violations, In
ine dav, (See Section VILA . Daily considering mitigation tor these cases
Civtl Penalties
TaBLE {A-—BASE CiviL PENALTIES
Flant operations i i ‘fm_"f'n e T
oyl o SRS Growter nan Typu & 48 A cuanmy or
4 Powet reacIon £100 000 3022 200 £100 €00 35 000
o Test reacton 12 000 000 7000 1200
o Hesearch roactors ang Crncal lacishes =980 £.200 £ 000 ' 20C
© O Fos IADOCEIONS ANG NOUSINEl DIOCessOrs ¢ 25C00 1.2 000 <% 5000
£ MiS AN0 Uranium Conversion facities 14 060 - £ 000 2300
tondusingl UsSers of MAENals * ang CoNactons and venoors 10000 - £ 200 2200
5 Waste (mposal icensess 0000 - < ro0 3 500
Y ACSONITAC Of MERCAl NsiAUHons * 5 000 - 2500 * 000
(ngependent SHaM 1uel BN0 MOoMIred remevabe Siorage nsiaia
Jons 25000 22000 25000 5000
_ingr malenal heansess ' 200 - 00 * 300

IACIUOeN FTACEISS Tl TIgh [evey wasts UNITAOMLED NSsee Malenal anc any oiner Juantites reauint 3 T.oe b packaging
OISO oW SOBCIHC ACtviy wasie (L 5A) low evel wasie D¢ A JACKAQEs. ano excepleo quaniles it amcies
LArge IWMS RAGRQEN N MANUISCIUNNG Of JISINOULION Of HYDIOGUCT, S0Urte OF SDECIA) fucirar malenar
« This amount retery 1o Category | sCensees 1as oenneg in 10 CFR 712) Lcenseo fuel 1abncalons 20 Auinnzea 10 possess Lal®gory | Elena nave a tase
Senatty amourt of $50 000
| AciuOes INGUSING! TAGKGGIADNONS  "UCIeN DHAIMACcEs 410 0Ihe NOUSINGl users
 This SDPIES 19 NONDIONT INSHIULONS 10! DTNHEAWIRE CAIEQONIEY LUNOE! SeCHONS 3 (NDugh  § 0 IS 1aDw and MODHe Auciear Serices

TaBLE 1 B —BASE Civi. PENALTIES

Hase Loal Penaty Amount
Sevey Lovel (Parcent of amount nied o
Tatwe 1A
i 100
1 80
W 50
" p—— 15




| eam e b

App. COVD)

S7THER /9

- — S — S N p— -

C Orders

An order 1s a wnitten NRC directive to
modify. suspend. or revoke a license: to
cease and desist from a given practice
or activity. of 1o take such other action
as may be proper (see 10 CFR 2.202}.
Orders mayv also be 1ssued 1n lieu of. or
in addition to. civil penalties. as
appropniate for Seventy Level L 1L or ill
violations. Orders mav be issued as
follows:

11! License Modification orders are
issued when some change in licensee
equipment. procedures. personnel, or
managemen! controls 18 necessary

(2} Suspension Orders mav be used:

ia] To remove a threat to the public
health ana satety. commen defense and
security. or the environment.

(b} To stop faciity construction wnen.

[1) Further work could preciude or
significantiv hinder the (denulication or
correction of an improperiy constructed
saletv-related system or component. of

(1] The hicensee s quality assurance
progrsm implementation 15 not adeguate
to provide confidence that construction
sctivities are heing properiv carned out

o) When ' licensee nas not
responged agequately to oiner
sntorcgment action: l
() When the licensee interteres with
the conduct of an inspection or
nvestigation: or

¢) For any reason not mentioned
ahove tor which license revocation is
legatly authonzea

SuUspensions mav apply 1o g1l or part

it the hcensea actuvity Urainariv. ¢
lipenseqa achivitv 1s not suspended (noOr 18
d suspension profonegea) for taliure 10

57FH 5N

comply with requirements where sucn
failure 1s not willful and adequate
corrective action has been taken.

\3) Revocation Orders may be used

(a) When a licensee 1s unable or
snwilling to comply with NRC
requirements:

(b) When a licensee refuses to correct
a violation:

t] When licensee does not respond 1o
4 Notice of Violation where a response
was required.

14} When a licensee retuses to pay an
apphcabie tee under the Commission s
regulations: or

() For anv other reason for which
revocation 1s authorized under section
186 of the Atomic Energy Act (e anv
condition which would warrant rerusal
of a license on an oniginal apphication)

4) Cease and Desist Orders mayv ne
jsed 1o stop an unauthonzed activity
that has continued atter notification ov
NRC that the activity 1s unauthonzec

5] Orders to unhicensed persons
inciuding vendors and contraclors and
emplovees of any ol them. are usea
when the NRC has identified deliberate
misconduct that mav cause a licensee 10
he in vioiation of an NRC requirement or
where [ncompiete ar inaccurate
;nformation is deliberately suomittea or
where the NRC loses its reasonao e
issurance that the licensee will meet
“NRC requirements with that person
nvoived in licensea activities

Unless 4 separate response is
warrantes pursuant to 10 CFR 2.201 &
sotice of Violation need not be 1ssued
whnere an orader 1§ hased on violgtuons
sescrinea in the oraer. The vinlations

gdescribed (0 an oraer need not bHe
ategorized bv severnity level

Orders are mage eifective

mmeadiatelv. without prior opporiunity

for hearing, whenever (1 is determined
that the public health. interest, or satety
50 requires, or when the order 1s
responding to @ violation invoiving
wiilfulness. Otherwise, a prior
apportunity for a hearing on the oroer s
afforded. For cases in which the NRC
welleves a basis could reasonably exas!
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for not 1ak:ing the action 4s proposed
the Licensee will ordinarily be afforaed
an opportunity to show wnv the order
should not be 1ssued in the proposed
manner by wav of a Demana for
Information. (See 10 CFR 2.204)

D. Related Administrative Actions

in addition to the formai enforcement
mechanisms ¢i Notices o1 Violation,
civil penaities. ana orders. the NRC s
uses aamimstrative mecnanisms, sucn
4% Notces of Deviauon, holices ot
Nonconformance. Confirmatory Acton
Letters. ietters of reprimang. and
Demanas for Information to supplemen!
its enforcement program. The NRC
expects licensees and venaors to agnere
10 anv 00lKANONS AN commitments
resuItNg (rom (Nese processes and w
not hesitate (o 1ssue appropnate oroess
10 ensure tnatl inese oblLgalONS and
commitments are met

(1) Notices oi Deviation are written
notices describing a licensee s falure (0
satisfv a commitment where the
commitment invoived has not been
made a (egaliv binaing reguirement |\
Notice of Deviation reguests a Licensee
10 provide a written expianation or
statement descrining corrective slens
taken (or plannecd|. the resuits acniey ed.
4nd the gate wnen corrective aclion wiil
he compieted

{2) Notices of Noncaniormance are
written notices Gescribing L endor s
farlures 1o meet commitments waich
have ngt been maae lega\ DINGINg
requirements by NRC. An exampie 15 4
commitment mage in g Lrocurement
contract with a ncensee as requiread Hv
10 CFR part 30, appenaix &. Nouces ot
Nancontormances reques! non-icensees
10 provige writlen expiananons or
statemenis gescrbing Lorrective steps
(taken or planneal. the resuits achieven
the dates when corrective actions will
be compieted. ana measures taken (0
preclude recurrence

{3) Confirmatorv Action Letters
ICALs! are letters contirming a
licensee § Or venaor s agreement to take

|
Ci——
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certain actions to remove significant
concerns about heaith and satety.
saleguards. or the environment.

[4) Letters of reprimand are etters
addressed 10 individuals subject to
Commssicen junisdiction dentifving a
signihcant defigiency in their
performance of licensea activities

{5) Demanas tor information are
demands for information Irom licensees
ar other persons for the purpose of
enabling NRC to determuine whether an
utder or other enforcement action
should be 1ssued

VIL Exercise of Discreuon

Notwithstanding the normal uidance
contained in this policy. the NRC man
choose to exercise discrenon and eriner
vecalate or mitigate enforcement
sanctions within the Commission s
statutory authority 1o ensure that the
resulting enforcement acnon
appropriateiv reflects the level of NRC
concern regarding the vioiation al |ssue
and convevs the appropriate message 10
the licensee

. Escaiouoen of Entorcement Sanclions

The NRC considers vwolatior s
calegonzec 4t Severity Lever o 11 or il

TFRASH

ta be of sigmificant regulatory concern If
the application of the normal guidance
in this policy does not provide an
appropriate sanction. or (f particulariy
Serious violahons nccur. Such as in
cases invaolving willfulness. repeated
poor performance 1n &n area of concern,
or serious breakdowns in management
controis. the NRC may apply its full
enforcement authornty where the action
s warranted NRC action mav include
(1] escasating civil penailies. (2] 1ssuing
approprigte oraers. and (3] assessing
civil penaities (or continuing violations
O a per gay basis. up lo the statutory
limit of $100.000 per viaiation, per aay
(11 Civld penaities. Notwithstanding
the autcome ol the normas civ oenaity
assessment process (1.e, Lase ool
penaity adiusted basea on appucation ot
the civii penaity adjusiment laclors
addressea n Section VI BL with the
approvai ot the appropriate Deputy
Executive Lirector and consuitation
with the EDO as warranted. the NRC
mav exeroise discretion by either
proposing & civil penalty where
application ot the factors wouid
otherwise resull in zero penaity or by
further escaiating the amount of the

STFR 579
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adjustea civil penaity to ensure that the
proposea civil penaity reflects the
NRC's concern regarding the violation o
issue and that 1t conveys the appropriate
message to the licensee. [n addition 10
the approval ol the appropriate Deputs
Executive Director. consultation with
the Commussion is required (f the
deviation in the amount of the civil
penaily proposed under this discretion
from the amount ot the civil penaity
Assesseq unaer the normal process is
more than iwo times the base civil
penalty shown in Tabies 1A and 1B

(2} Orders. The NRC will, where
necessarv 1ssues orders 1n conjunction
with civil penalties to achieve or
formainze corrective achons ang to geter
further recurrence of serious violations
Examples of enforcement actions tha
could be taken for similar Severitv Levw
L. 1L or Il vioiations are set forth in
Table 2. The actua: progression 1o bie
used i1n a particular case will depena oo
the circumstances. Enforcement
sanctions will normally escalate lor
recurring similar violatons.

TABLE 2 ~~EXAMPLES OF PROGRESSION OF ESCALATED ENFORCEMENT ACTIONS FOR SIMILAR VIOLATIONS IN THE SAME ACTIVITY

“oies
A Lol penaity

AREA UNDER THE SAME LICENSE

Number of SIiiar VOIBtONS rom the date of 1he
AS NSDOCTION OF Wwilnin 1he DrEVIOUS WO years
anuChever Cenoo 8 greater

‘et ) irgd
- a=D~c
] d-Drc 1-¢
E] 3-C o

0 Suspenson of AHECIeC ODeraBNNS LNl 1Ne UThee Drecton s saushed INAT INere % (@asonabie assurance (Nat the wCansee Can OOMAIe 1 COMDLANCE wilr e
ACPRCADI® reQUIBMENts Of MOMMCRLON O The nCENSE as AD0IODNATE

L onsner
4 Further sclLon as apompnate

MEUING AN OO 10T MOGINCALON  SUSDeNKON

ot fovacanon ol e hcense as  appropnale

through use o 4 Demandg ‘oc Informanion



o8- COVID - oART 2 + RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS - -

S57FR ST

(3) Darly civii penaities. in order to
recognize the added tecnnical safety
significance or regulatory significance
for those cases where a very strong
message s warranted for a sigmficant
violation that continues for more than
ane day. the NRC may exercise
discretion and assess a separate
violation and attendant civil penaity up
to the statutory limit ot $100.000 for each
day the violation continues. The NRC
may exercise this discretion if a licensee
was aware or clearly should have been
aware of a violation, or if the licensee
had an opportunity tu idenufy and
vorrect the violation but failed to do so

H. Mitigauon of Enforcement Sanctions

Because the NRC wants to encourage
and support licensee mnittative tor seif
identification and correction of
problems. the NRC may exercise
discretion and refrain from 1ssuing a
civil penalty and/or 1ssuing a Notice of
Violation under certain circumstances
In addition, while the NRC may exercise
this discretion for violations meeting the
required critena where (he [icensee
failed to make a required report to the
NRC. 4 separate enforcement action will
normally be 1ssued for the icensee s
failure to make a required report. The
circumstances under which this
discretion mav be exercised are as
follows

1] Severity Level V Violations. The
NRC mav reframn from 1ssuing a Notice
of Violation for a Severity Level V
violation that is documented mn an
inspection report (or official field notes
for some material cases) provided that
the inspection report includes a brief
description of the corrective action and
that the violation meets all of the
following critena

{a) It was not a violation that could
reasonably be expected to have been
prevented by the licensee s correclive
action for a previous vioialion or a
previous Licensee finding that occurred
within the past two years of the
inspection at issue. or the period within
the last two inspections. whichever s
longer:

STFRSTN

(b} It was or will be corrected within &
reasonable time. by specific corrective
action comeutted to by the licensee oy
the end of the inspection. including
immediate corrective action and
comprehensive corrective action to
prevent recurrence:

ic) 1t was not a willful violation

(2] Licensee Identutied Severity Level
IV and V Violations. The NRC mav
refrain from 1ssuing a Notice of
Violation tor a Seventy Level {V or V
violation that is documented in an
inspection report {or official field notes
for some matenal cases| provided that
the inspection report includes a brel
description of the corrective action and
that the violation meets all of the
following critenia

{a] It was wdentified by the licensee.
inciuding as a resuit of a self-disciosing
event

(b} It was not a violation that couid
reasonably be expected to have been
prevented by the Licensee s corrective
action for a previous violation or a
previous Licensee finding that occurred
within the past two vears of the
inspection at issue. or the period within
the last two inspections, whichever is
fonger

(¢} It was aor will be corrected within &
reasonabie time. by specific corrective
action committed to by the licensee by
the end of the inspection. including
immediate corrective action and
comprenensive corrective action (o
prevent recurrence:

(d) It was not a willful violation or 1if it
was a willful violation;

1| The information concerning the
violation. if not required to be reportea.
was premptly provided to appropriate
NRC personnel, such as a resident
inspector or regional section or branch
chiet:

(1) The violation invoived the acts of
a low level individual fand not a
licensee official as defined in section
IV.C)

(11) The violation appears to be the
isolated action of the employee without
management involvement and the
violation was not caused by lack of
management oversight as evidenced by
either a history of isolated willful
violations or a lack of adequate audits
or supervision of employees: and

(iv) Significant remediel action
commensurate with the circumstances
was taken by the licensee such that it
demonstrated the seriousness of the
violation to other employees and
contractors, therebv creating a deterrent
effect within the licenses s organization
Whiie removal of the emplovee (rom
licensed activities is not necessarily
required. substantial disciplinary action
18 expected.

7.8
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[3) Violations Identified During
Extended Shutdowns or Work
Stoppages. The NRC may refrain from
1ssuing a Notice of Violation or a
proposed civil penalty for a violation
that 18 identified after (1) the NRC has
taken significant enforcement action
based upon a major safety event _
contnibuting to an extended shutdown of
AN operating reactor or a matenal
licensee (or 8 work stoppage al a
construction site}, or (11] the hicensee
enters an extenaed shutdown or work
stoppage related to generaily poor
performance over a long period of time
proviged that the violation is
documented in an inspection report (o1
official field notes for some matenial
cases| and that it meets all of the
following critena:

(a) It was either hcensee denufied as
a resull of a comprenensive program tor
prooiem identification ana correction
that was deveioped in response to the
shutdown or 1dentified as a result ol an
emplovee allegation to the licensee; (1!
the NRC idenufies the violation and ail
of the other critena are met. the NRC
should determine whether enforcement
action 1s necessary 10 achieve remedial
action. or if discretion may sull be
appropriate. )

() It 1s based upon activities of the
licensee prior to the events leading to
the shutdown:

{c) It would not be categorized at a
severity level higher than Seventy Level
1L

(d} It was not wallful: and

(e} The licensee s decision to restart
the pie~t requires NRC concurrence

(4} Violations Invoiving Old Desian
Issues. The NRC may refrain from
proposing & civil penaity for a Severity
Level Il or Il violation invoiving & past
problem. such as in engineering, design,
or instatlation. provided that the
violation 1s documented in an inspection
report (or official field notes for some
matenal cases| that includes a
description of the corrective action and
that it meets all of the following critena

ia) ]t was a licensee 1dentified as a
resuit of a licensee s voluntary formal
initiative, such as a Safety System
Functional inspection. Design
Reconstitution Program. or other
program that has & defined scope and
timetable and 1s being aggressively
implemented:

(b} It was or will be corrected.
inciuding immediate corrective action
and long term comprehensive corrective
action to prevent recurrence, within a
reasonable time following identification
(this action should invoive expanding
the imitiative, as necessarv. 1o identify
other failures caused by similar root
causes). and

Aumnet 1 1867 (rocot)
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i It was not hikeiv to be identified
(after the violation occurrea) by routine
licensee efiorts such as normal
surveillance or quality assurance {QA)
activihies

In addition. the NRC mav refrain from
ssuing 4 Nohce-of Violation tor cases
that mee! the above cntena provided
the violation was causea bv conducl
that 1s not reascnably linked 1o present
performance (normallv. violations that
ire Al jeast three years old or violations

curring during plant construction| and
there had not been pnor notice so that
the hicensee should have reasonably
identified the violation earher. This
axercise of discretion is to place 4
gremium on Licensees initiating etforts to
!E‘!\'li\ ancd correct subitie violations
that are not likely to be dentified by
soutine effarts before degraged safety
svstems are cailed upon 1o work

5) Violations Identified Due to
Previous Escalated Entorcement Action
The NRC may refrain from issuing a
Notice of Vielation or a proposed civil
penalty for a violatien that 1. identified
after the NRC has taken escaivied
enforcement actien for a Severn ' Level
I or {1} violation. provided that thg
vigliation 1§ documented i1 an inspec ion
report (ar official field notes for som *
material cases) that includes a
description of the corrective action or.d
hat 1t meets all of the iollov ing criterra

a) It was a licensee idenufied as part
31 the corrective acuion 1or the previous
pscaiated entorcement action

bl It has the same or simuar root
duse 45 the violdlion jar wmch
vscalated entorcement action was
ssued

¢} It does not substanuatly change
the salety sigmificance or the character
of the regulatory concern ansing out ol
the imuial violahon, ana

(d) It was or will be corrected,
including immed:ate corrective achion
and long term comprehensive corrective
action to prevent recurrence. within a
reasonable nme following identification

i6) Violations involving Special
Circumstances Notwithstanding the
outcome of the normal civil penaity
agsessment process (| e, base civil
penalty adjusted based on apphcation of
the civil penalty adjustment factors
addressed in Section V1L.B), as provided
in Section lil. “Responsibilities. " the
appropriate Deputy Executive Director
may reduce or refrain from 1ssuing a
civil penalty or a Notice of Violation for
4 Severity Level Il or ill violation based
on the merits of the case after
considering the guidance in this
statement of policy and such faclors as
the age of the violaton. the safety
significance of the violation. the overail

FR 578y —
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periormance vi the Licensee. and other
relevant circumstances. (nciuaing ans
that may have changed since the
violation. provided prior notice hag been
given the Commission. This discreton is
expected o be exercised oniv where
apphcation ol the normail guidance in
the policy 15 unwarranied

C Exercise of Discretion for an Operating
Facility

Oo oumsion. cuTuwmstances may anse
Whurs & [ICenses § COLGPLHANCS with &
Techracal Speciiir stion (TS) Limitiag
(Lndivos for Oparsuon or with other icanse
CoONGIons would Invoive AN UNNSCASEArY
jlant transient or performance of testing,
INEPOCHOn. OF SYSLAD reRigaInant thal 1s
inappropriste with the specific plant
CONUILOLE, OF UNDeCRsSArY Gaisys 1D D.ant
slartup without & corresponaing heaith and
salety bensfit Lo these circumstances the
NEC stat! may choose pot 1o entorce the
appricable TS or other licanss condition.
This sntorcament discretion will only be
exercised if the NRC staff s cleariy satisfied
{hal the scuoD 18 consusten! with protecting
'he public heaith and safety A licensee
soeking Lhe exarcise of enforcement
discretion must provide a wnitien
JuSLICALON. Of 1L CUITYMSIANCES whers Rood
(aiuse s shown. oral justufication ilowsa as
5000 a8 possibie by written justificanoan,
wiich documenta the safety besis for the
request and provides whatever other
information the NRC staff deems necessary in
making & docison on whether or not to
exercise epforcament discretion.

The appropriate Regionai Administrator. or
[ EENes, LAY exercise 01scretion where
the nNORLOMPIADCS 18 tlemporary and
TURPOCWTING wheD AD amenament s not
practical. The Duector, Office of Nuciear
Reactor Kegulation, or his designee. may
exarcise ducretion If the axpected
noncompliance will ocour dunng the brief
penod of tume it requires the NRC staff to
Process an emergency or exigant license
amenament unaer the provisions of 10 CFR
50.91al8) or (6). The parson exarcising
enforcement discretion wili document the
decision.

For an operatiog plant. this exerciso of
enforcement discretion is intended to
nunumize the potental safety conssouences
ol unnecessary plant transients with the
Accompanying operstional risks and impacts
01 10 elun.nate tasting, LOSPECLION, GI System
realignment which is inappropriste for the
particular plant conditions. For plants in 8
shutdown condition, exercising enforcament
discretion is intended to reduce shutdown
risk by, again, svoiding testing, inspection or
tysiem realignment which s inappropriate
for the particular plaot conditions. in that. it

|
|
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Joes not provide e safety benefit or may, o
fact, be detrunental to safety in the particuias
plant condition. enforcement
discrotion for plants attempting to startup is
iess likely than sxercising it for an operstiog
plant, as sunply delsying stertup does not
usuaily leave the plani o & condition 1o
which it could expenance undesirable
transionts. in such cases. the Commission
would sxpect that discretion would be
exercised with respect to equipment or
systems only when it has st least conciudod
that, notwithstanding the conditions of the
liconse: (1) The equipment or system does
not perform s safety fusction in the mode 1»
which opemtion is to occur; (2) the safetv
function performed by tha equipment or
systum 15 of only marginal safety benefit
provided remawing 1o the curren! wode
increases the Lkelihood of €0 ULDBCessAry
piant transient. or (1) the TS ar owher Licanse
condition reguires & st inspection or
Lyslom reslignment LLat 8 insppropriate for
the particular plant congitions. 1o that it doss
not provide s safety benent. or may o fact
Le detrunental o saferv 1o the particular
jrant conaiuon.

The decision W exarcise enfarcement
Ciscreuon does not change tha fact that
violatice will ocour wor aves it Wopiy that
enforcement discretion is being exercise f ¢
“nv violation thet may have ied to the
violation st issus In eech case where the
NRC stafl bas choesn (0 exercise snfoioemen
discretion, enforcement 8CHON Wil DOCDAI Y
be takun (o7 Lhe root causes (0 the oxieal
violalions were involved. Laat led 10 the
noncompliasce for wnich sofarcement
discretion was used The enlorcement &ctio o
15 intended (0 emphasiza (hsl Licensees
should not reiy on the NRC's authority to
exercise enforcemant U scretion as & routine
substitute for cornpuance or for reuussting &
.cense amenament

Finsily 1t 1s expectec that the NRC siat!
will exsrcise eniorcement o) scretion in (0
area infrequently. Althougn 8 piant must s
down, refusiing activities mav be suspended
Gf plant startup mav de Gelaved. ausent the
exercise of enforcement aiscretion. the NRC
staff 13 under no obligation (o take such a
510D Marely DOCAUSS It Das Desn reqguesiud
The decision to forego enforcement is
discretionary Whers enforcament discretion
15 10 be exercised, it is 10 be exarcised only
if the NRC staff is cleariy satisfied that sucn
action 13 warranted fram s health andg satety

perspective

S
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VI Enforcement Actions Involving
Individuals

Enforcement actions involving
individuals. including licensed
operators. are significant personnel
actions. which will be closely controiled
and judiciousiv apphied. An enforcement
action involving an naividual will
normally be taken oniv when the NRC 1
satisfied that the individual fully
understood, or should have understood.
his or her responsibilitv: knew. or should
have known. the required actions; and
knowingly, or with careiess disregard
[Le . with more than mere negligence |
farled to take required actions which
have actual or potential safety
significance. Most transgressions of
ndividuals at the levei of Seventy Level
HL IV, or V violations will be handled
bv citing oniv the facility hcensee

More senous violations, including
those involving the integrity of an
individual (e.g., lving to the NRC)
concerning matters within the scope of
the individual s responsibilities. will be
considered for enforcement action
against the individual as well as agains!
the facilitv licensee. Action against the
individual. however will not ne taken f
the improper action by the individual
wWis caused bv management failures
The following examples of situations
tlustrate this concept:

¢ Inadvertant individual mistakes
resulting from mnadeguate training or
guidance provided by the facility
licensee

STFRSTH
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* Inadvertently missing an
insignificant procedural requirement
when the action 18 routine, fairly
uncomplicated, and there 18 no unusuali
circumstance indicating that the
procedures should be referred to and
followed step-by-step.

* Comphance with an express
direction of management, such as the
Shift Supervisor or Plant Manager,
resulted in a4 violation uniess the
individual did not express his or her
concern or objection to the direction

* Individual error directly resuiting
from following the technical advice of
4n expert unless the advise was clearly
unreasonable and the licensed
individual should have recognized it as
such

* Violations resulting from
inadequate procedures uniess the
individual used a faultv procedure
knowng it was faulty and had not
attempted to get the procedure
corrected

Listed below are examples of
situations which could result in
enforcement acltions involving
individuals. licensed or unlicensed. If
the actions described in these exampies
are taken vy a licensed operator or
taken detiverately by an unhicensea
individuai. enforcement action mav te
taken directly against the individual.
However, viglations involving willful
conduct not amounting to deliberate
action by an unhicensed indiviaual in
these situauons mav result in
entorcement action against a licensee
that mav impact an individual. The
situations include, but are not iimited to
violations that mnvoive:

* Willfully causing a licensee 10 be in
violation o! NRC requirements

¢ Wilifully taking action that would
have caused a licensee 1o be in violation
of NRC requirements but the action did
not do 8o because It was detected and
corrective action was taken.

* Recognizing a vioiation of
procedural requirements and willfully
not taking corrective action,

* Willfully defeating alarms which
have saletv sigmificance.

* Unauthorized abandoning of reactor
controls.

57TFRS™T9
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¢ Dereliction of duty.

* Falsifying records required by NRC
regulations or by the facility license.

* Willfully providing. or causing a
licensee to provide. an NRC inspector or
investigator with inaccurate or
incomplete information on a matter
matenal lo the NRC.

« Willfullv withholding safett
significant information rather than
making such information known o
appropriate supervisorv or technica.
personnel in the licensee s organization

* Submutting ralse information ana as
a result gaining unescorted access (o 4
nuclear power plant.

« Willfully providing talse data 10 a
licensee by a contractor or other person
who provides test or other services
whnen the data affects the licensee s
comphance with 1¢ CFR part 50
appendix B. or other reguiatory
requirement.

* Willfullv providing talse
certification that components mee! tL¢
requirements of their intenced use. sucn
as ASME Code.

« Willfullv suppiving, bv venaers o1
equipment for iransportation ot
radioactive matenal. casks that co not
compiv with their certificates of
compiiance.

* Willfullv performing unautnorizeqa
bypassing of required reactor or oiner
facility safety svstems

S

o Willtully taking actions that veuate
Techmical SpeciNcation Limiling L ongiions
{ur Opezaison or other | cense conaitions
(enforcement action for & willful violation
will not be takes if that violstion s te msuit
of sction taken ing the NRC's decision

to enforcament of the Technical
s&—-mmm-m.f

the operstor meets the requirements of 10
CFR 50.54 (x), Ls.. unless the opemior scted
unressonably

consudenng ail the reievent
CATUmMSANCEs surrounding the smergency |
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r in deciding whether to (ssue an
entorcement action (o an uniicensed
person rather than to the Licensee. the
NRC recognizes that judgments will
Have o be made on a case Dv case
hasis. ln making these decisions, the
NRC will consider factors such as the
foilowing

1 The level of the inaividual within
the organization

2. The individual s tramning and
experience as well as knowedge of the
potential consequences ot the
wrongdoing.

1. The salety consequences of the
misconaduc!

4 The benelil to the wrongdoer. ¢ g
personal of corporate gan

STFRS5TH
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5 The degree of supervision of the
individual, 1.2.. how closely 1s the
individual monmitored or audited. and the
likeithood of detection (such as a
radiographer working independently in
the field as contrasted with a team
activity at 8 pawer plant).

6 The emplover s response. &8,
disciplinary action taken

7. The attitude of the wrongdoer e.g..
admission of wrongdoing. acceptance ol
responsibility

8 The degree of management
responsibility or culpatility

9. Who idenufied the misconduct

Any preposed entorcement action
involving individuals must be 13sued
with the concurrence of the appropnate
Deputy Executive [hirector. The
Commussion will be consulted prior to
ISSUINR a civil penalty or orger to an
unlicensed inaividual or a8 civil penaity
10 a licensed reactor operator. Prior
notice will be given to the Commussion
un Notices of Violation without civil
penalties that are 1ssued to unlicensed
individuats and enforcement actions
taken against other unhicensed persons,
such as corporations or partnersnips
The particular sanction to te used
should be determined on a case-by-case
bhasis.®

* Except lor indivvduals subect 1o civil penalties
under section 208 of the Energy Reorganizeation Act
of 1974 a» amenoed. NRC will not normally impose
4 civil penaity against an individusl However
section 234 of the Alomic Energy Act [AEA) gives
the Commussion authonty to impose civil penaities
on any persen.  Person s broadiy defined in
Secuon 118 of the AEA to include individuals, a
vanety of organizations. and any representalives or
apents. This gives the Commission suthonty to
impose Civil penaities on employees of licensess or
On senareie entities when & violstion of &
requiremeni directly imposed on them s commitied.

2 88
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Exampies ot sanctions thal mav be
appropriate agamnst inaividuals are:

* Issuance ol a etter of reprimand

» lssuance of a Notce of Vielation.
and

* Issuance of Orders

Orders to NRC-licensed reactor
operators mayv invoive suspension {or a
specitied period. modification, or
revocation of their individual licenses
Orders to unlicensed individuals rmgnt
inciude provisions that would

¢ Prohibit invoivement in NRC
licensed activities for a specified penod
of time (normaily the period of
suspension would not exceed five vears|
or until certain conditions are sausfied.
e.g. completing specified training or
meeting certain qualifications.

* Require notification to the NRC
hefore resuming work in licensed
activities.

* Require the person lo tell a
prospective empiover or customer
engaged in licensea activities that the
person has been subject to an NRC
order

In the case of a licensed operator s
failure to meet appiicable fitness-for-
duty requirements (10 CFR 55.53(})), the
NRC may 1ssue a Notice of Violation or
a civil penaity to the Part 55 Licensee. or
an order to suspend. modify. or revoke
the Part 55 license. These actiors may
be taken the first time a licensed
operator fails a drug or alzohol test, that
18, receives a confurmed positive test
that exceeds the cv.otf leveis of 10 CFR
part 26 or the facility licensee s cutoff
levels. if lower. However, normally oniv
a Notice of Violation will be 1ssuea for
the first confirmed positive test in the
absence of aggravaung circumstances
such as errors in the performance of
licensed duties or evidence of prolonged
use. In addition, the NRC intends to
issue an order to suspend the Part 55
license for up to three years the second
time a licensed operator exceeds those
cutoff levels. In the event there are less
than three years remaiuning in the term
of the individual's license, the NRC may
consider not renewang the individual's
license or not isswng a new license after
the three vear penod i1s compieted. The
NRC intends to 1ssue an order to revoke
the Part 55 license the third time a
licensed operator excer ds those cutoff
leveis. A licensed oper ator or applicant
who refuses to participate in the drug
and alcohol testing programs
established by the facility licensee or
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who 18 invoived in 1ne saie use of
possession of an illegal drug 15 also
subject 10 license suspension.
revocation. or dental

In addition, the NRC mav take
enforcement action against a licensee
that mav impact an individual. where
the conduct of the individual places in
question the NRC's reasonable
assurance that licensea activities will be
properiv conductea. The NRC mav take
enforcement action tor reasons that
would warran! refusal to 1ssue a License
in an original application. Accordingiy
appropriate enforcement actions mav be
‘aken regarding matters that raise issues
of integrity, competence. {itness for duty
or other matiers that mav not
necessariy be a violation of specific
Commussion requirements

in the case of an unticensed person
wnether a firm or an individual. an order
modifving the faciity ucense mayv ve
issued to require { 1) the removali ol the
person from ail licensed acuvities for a
specified perioa of time or indefinitely.
(2] prior notice Lo the NRC before
inilizing the person .o licensed aotvities,
it (3] the licensee (0 rrovide notice of
‘he 1ssuance l)f suce an graer to nther
rersons invoivea (n Leensed achivities
making reference (nouines In addition
orders 10 emplovers might require
retraining. additionat oversight. or
naependent vertfication of activities
pertormed by the person. if the person 1s
19 he involved in i:censeﬂ activibes

IX. Inaccurate ano lacomplete
Informaton

A vinlation of the “eguiations
r+ o iving submittal of Mcompiete and/
u naccurate nformation, whether or
not considered a matenal false
stgtement, can resuit in the full range ol
enforcement sancuons. The labehng of a
communication failure as a matenal
{alse statement will be made on a case-
hy-case basis and will be reserved for
egregious violations. Violations
INvolving inaccurate or incompiete
information or the failure to provice
significant informaton identified by a
Licensee normally wul be categonzed
based on the guidance herein, in Section
[V "“Severity of Violations,” and in
Supplement VIL

The Commission recognizes that oral
information may in some situations be
inherently less reliable than wnitten
submuttals because of the absence of an
opportunity for reflection and
“ianagement review However, the
Commission must be able to rely on oral
communications from licensee officials
concerning significant information.
Therefore. in determining whether to
take enforcement action for an oral
statement, consideration may be given
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1o such factors as (1) the degree of
knowiedge that the communicator
shouid have had. regarding ine matter
in view of his or her position, training,
and experience. (2) the opportunitv and
time avallable prior to the
communication 1o assure the accuracy
ar compieteness of the informaton. (3)
the degree of intent or neghgence, if any,
involveq. '4) the farmality o1 the
communicaton. [3) the reasonableness
of NRC repance on the intormation. (6)
the importance of the information which
wis wrong or not provided, and |7) the
reasonableness of the explanation for
not proviaing complete and accurate
information

Absent a' least careless disregard. an
incampiele or inaccurate unsworn oral
statement normatly wili not be subject
o entorcement action uniess it involives
significant information provided by a
licensee official However. enforcement
action mav he taken for an
unintentionaily incompiete or inaccurate
oral statement provided to the NRC bv a
licensee oificial or others on behalf ¢t a
licensee, |f 4 record was made of the
oral information and provided to the
licensee tnereby permitting an
spportunity 1o correct the oral
information such as il a transcnpt of the
SOMMURICALOn Of Mmeelng summary
containing the error was made available
to the licensee and was not
subseoguentiy corrected 1n a timeiv
manner

When a ucensee has corrected
naccurate or incompiete formaton
the gecision Lo 1ssue a dolice ot
Vioiation Lor the initial inaccurate of
mneompiete information normaily will be
depenaent on the circumstances,
inciuging 1ne ease of detection ot the
error. the nmeliness of the correction,
whether tne NRC or the licensee
identified the problem with the
communication, and whether the NRC
relied on the information prior (o the
correction. Generally, if the matter was
promptiy dentified and corrected by the
licensee nrior to reliance by the NRC, or
nefore the NRC raised a question about
the information. no enforcement action
will be taken for the initial inaccurate or
incompiete information. On the other
hand. if the rmisinformation is identified
after the NRC relies on it, or after some
question s raised regarding the
accuracy of the information, then some
enforcement action normaily will be
taken « ven if it is 1n fz .t corrected
However i the mitial submittal was
accurate wnen made but later turns out
to be erroneous because of newly
discoverea information or advance in
technology. a citation normally would
not be appropriate if. when the new
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information became available or 1ne
advancement in technology was maae,
the imital submittal was corrected

The failure to correct inaccurate or
incompiete information which the
licensee does not identify as significant
normally will not constitute a separate
violation. However. the circumstances
surrounding the failure to correct mav
be considered reievant to the
determination of enforcement action for
the imitial inaccurate or incompiets
statement. For exampie, an
unintentionally inaccurate or incomoiete
submission mav be treated as a more
severe mztter f the Licensee later
determines that the imitial submuttal waus
(n error ana does not correct it or !
there were clear opportunilies (o
iaentifv the error. (f information not
corrected was recognized by a ncensee
4s significant. & separate citation mas
e made for the 1ailure 10 provide
significant information. in any event o
SEerious cases wnere the licensee s
Aclions 18 not correcting or proviaing
information raise questions anout s
commitment to satetv or 11s fungamental
trustworthiness. (he Commission mav
PXETCISe (1S AUINOTItY 10 1SSUe orgers
modiiving. suspenaing. or revoking the
license, The Commission recognizes that
enforcement determinations must ne
made on 4 case-ov-case pasls, laxking
into consideration the 1ssues aescrined
in this section
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X Enforcement Action Agawnst Non-
Licensees

The Commission s enforcement pohicy
15 also apphcable to non-icensees.
including empioyvees ol licensees. to
contractors and subcontractors. and to
emplovees of contractors and
subcontraciors. who knowingly provide
components. equipment. or other goods
of services that relate to a licensee s
activities subject to NRC reguistion. The
prohibitions and sanctions for any of
these persons who engage in dehberate
misconduct or submission of incomplete
yranaccurate information are provided
in the rule on deliberate misconduct,
#. 10 CFR 30.10 and 30.5,

Vendors of products or services
prw;med for use in nuciear acliviuies are
subject to certain requirements designec
lo ensure thal the proaucts or services
suppiied that could affect safety are ol
migh quaiity Through procurement
contracts with reactor licensees,
venaors may be reguirea to have quality
assurance programs thal meet
apphicable requirements including 10
CFR part 50. appendix B. and 10 CFR
part 71, subpart H Vendors supplying
products or services 1o reactor
matenais. and 10 CFR part 71 Licensees
are subiect to the requirements of 10
CFR part 21 regarding reportng of
defects in basic components.

When inspections determine that
violations of NRC requirements have
accurred, or that vendors have lailed to
fulfill contractual commitments teg., 10
CFR part 50 appendix B) that could
adversely affect the quauty of a safetv
sigralicant product or service,
entorcement action will be taken
Notices of Violation ana civil penalties
wili be used, as appropnate. for licensee
farlures to ensure that their vendors
have programs tha! meet applicable
requirements. Notices of Violation will
be 1ssued for vendors that violate 10
CFR part 21. Civil penaities will be
imposed against individual directors or
responsibie officers oi a vendor
organization who knowingly and
consciousiy fail to provide the notice
required by 10 CFR 21.21(b){1). Notices
of Nonconformance wiil be used for

STFR ST

related 1o NRC activities
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vendors which fail to meet commitments
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X1 Referrals to the Department of
lustice

Alleged or suspected criminal
violations of the Atomic Energy Act
{and of other relevant Federal laws)| are
referred (o the Department of Justice
(DO]) for invesugation. Referral to the
DOJ does not preciude the NRC [rom
taking other entorcement action under
this pohicy However entorcement
actions will be coordinated with the
DOJ 1n accoroance with the
Memorandum ot UUnderstanding
between the NRC ana the DOJ. 533 FR
50317 (Decemoer 14, 19481,

XII. Public Disclosure of Enforcement
Actions

Enforcement actions and licensees
responses. in accordance with 10 CFR
2790, are publiclv availabile tor
mspection. In addition. press releases
are generaily (ssued for orders and cil
penalties anad are 1ssued at the same
time the order or proposed impcsition of
the civil penally is 1ssued. In addition.
press releases are usually (ssued when a
proposed civil penaity 1s withdrawn or
substantially mitngated by some amount
Press releases are not narmally issued
for Notices ot Violation that are not
accomparied by orders or proposed civil
penaities

X1l Reeopening Closed Enforcement
Actions

If significant new \nformation 1s
recewved o ootained by NRC which
indicates tha: an enlorcement sanction
was incorrecty apphed, consideration
mav be given depenaent on the
cirrcumstances. 1O reopening 4 closed
enforcement action 1o Increase or
decrease the severity of a sanction or 1o
correct the recard. Reopening decisions
will be made on a case-by-case basis.
are expected (0 occur rarely. and require
the specific approval of the appropriate
Deputy Executive Director

STFR 5T

Supplement |—Reactor Operations

This supplement provides exampies ol
violations in each of the five severity
leveis as guidance 1n determining the
appropriate seventy level for violations
i the area of reactor operations.

A Severity Leve: [-=Violations
involving for exampie:

1. A Safety Limit. as defined in 10 CFR
50.36 and the Techmcal Specifications
heing exceeded.

2. A system ¢ designed to prevent or
mitigale a serous satetv event not peing
abie lo pertorm i1s intended safetv
function @ when actuailv called upon 1o
work;

3. An accidemtal criticality: or

+ A licensed operator at the controis
of a nuclear reactor. or 4 senior operator
directing hcensed acuvities. involvea in
procedural errors waicn result in. or
exacerbate the consequences ol an alert
or higher level emergency and who. as o
result of subsequent testing, receives a
confirmed positive test result for arugs
or alcohol.

B Severity Leve: '[—Violations
involving for examoie:

1. A svstem designed 1o prevent or
mutigate serious salety events not being
4ble to perform its intended safetv
funcuon:

2. A licensed operator invoived in the
use. sale. or possession of illegal drugs
ot the consumption ot alceholic
heverages, within the protected area or

3. A licensed operator at the controt of
a nuclear reactor. or a semor operator
directing hcensea activities, (nvolvea in
procedural errors anc who. as a resus! of
subsequent 1esting, receives a conlirmed
positive test resull far arugs or aiconoi

. Severity Leve: lll—Violations
involving for exampie.

1. A s.gnificant faiiure to comply with
the Action Statement tor a Techmcal
Specification Limiting Conaition tor
Operation where the appropriate action
was not taken within the required time.
such as:

(a) In @ pressunzed water reactor. in
the appticable modes, having one high-

* The term system 23 used in these
suppiements. includes admin:strative and
managenal control systema. as well as physical
svslems

O Intended salety function mesns the tolal
saiety tunction. and s not directed toward a loss of
redundancy A loss of one subsysiem does not
deleat the intended selery function @s long as (he
other subsysiem 1 upersole
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pressure safety injection pump
inoperatle for a period in excess of that
allowed hy the action statement. or

(b} In & boiling water reactor. one
primary containment isolation vaive
nnoperabie for a period 1n excess of that
allowed by thewction statement.

2. A svatem designed o prevent or
mitigate a serious salety event:

4| Not being ahle to perform its
ntended function under certain
conditions (e g.. saletv system not
aperable unless offsite power 1s
available: matenals or compenents not
environmentally qualified); or

{b) Being degraded to the extent that a
detaiied evaluation would be required to
determine its operability (eg.,

omponent parameters cutside
approved jimits such as pump flow
rates, heat exchanger transter
characteristics, safetv vaive Lift
setpoints. or valve stroke times|

! Inattentiveness to duty on the part
of licensed personnel.

4 Changes in reactor parameters that
cause unanticipated reductions in
margins of safety;

5 A significant failure to meet the
requirements of 10 CFR 30.39 inciuaing
o lailure such that a required license
dmendment was not sougnt:

6 A licensee faiiure 10 conduct
adequate oversight of vendors resulting
n the use of proaucts or services that
are of defective or indeterminate quaiity
ind that have satety sigmificance;

© A breaxdown in the control of
icensed activilies invoiving a numper of
vinldtions that are rejated (or. i
solated. that are recurring violations)
(nal collectively represent a polentiaily
significant lack of attention or
carelessness toward Licenseq
responsibilities: or

& A licensed operator s confirmed
positive test for drugs or aicohol that
does not result in a Severity Level | or (]
violation

9 Equipment failures causeg by
inadequate or improper mantenance
that substantiaily complicates recovery
from a plant transient

STFRS79

[ Severitv Level IV—Violations
Invoiving [or exampie:

1. A less significant failure to compiy
with the Action Statement for a
Techmcal Specification Limiing
Condition tor Operation where the
appropriate action was not taken within
the requireq time. such as.

{al In a pressurized water reacter. a
5% deficiencv in the required volume of
the condensate slorage tank; or

(b) In a botiing water reactor. one

subsvstem of the two indepenaent MSIV

leakage control subsvstems inoperable;

2. A failure to meet! the requirements
of 10 CFR 50.59 that does not result in a
Severity Level L 11 or [l viclation:

i A tailure to meet regulatory
requirements that have more than minor
safetv or environmental sigmificance: or

4 A failure to make a requirea
Licensee Event Report

E. Sever:tv Leve! V'=Violations that
have minor safety or environmental
significance

29N
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Supplement lI—Part 50 Facility
Construction

This supplement provides exampies of
violations in each of the five severity
levels as guidance 1n determining the
appropriate seventy levei for vioiations
in the area of part 50 faciiity
construction.

A. Severitv Lever [—Violations
INVoIvVINg structures or svstems that are
compieted ‘' 1 such a manner that they
would not have sausfied their intenoed
safetv reiatea purpose.

8. Severity Lever lI—Violahons
invoiving for example:

1. A breakdown in the Quality
Assurance (QA| program as exemoptitied
by deficiencies in construction QA
related to more than one work acivin
(8.8, slructurai. RipIng, elecincai,
foundations| These deficiencies
normaiiv invoive the Licensee s tailure 1o
conduct adequate audits or 10 tane
prompt corrective action on the uasts o
such audits ana normallv invoive
multiple exampies of deficient
construction or construction of unknown
quality due to inadequate program
implementation: or

2. A structure or svstem that is
completed in such 4 manaer that it couid
have an aaverse etfect on the salety ut
operations.

C. Severity Leve: [li—Violations
inveiving for example:

1. A deficiency in a licensee QA
program for construction reiatea to g
single work actvity (e g, structural
piping. elecirical or iounagations:. This
significant cenciency normaliy invoin vs
the licensee s faiure to conauc!
d4dequate auails or to take prompt
correclive action on the basis ot such
audils. and normaily invoives muiuple
examples of deficient construction ot
construction of unknown quality due (o
inadequate program impiementation.

2. A failure to confirm the design
safety requirements of a structure or
svstem as a resuit of inadequate
preoperationai test program
implementation: or

"' The term compieted a8 used in 1hia

ppi means compiethion of construction
neluding review and acceptance by the
construction QA organization

Auoust 31 1993 (reest)
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A fature 10 maxe & required 10 CFR
S 85ie) repor!

0. Severitv Level IV—=Violations
involving fallure to meet reguiatory
reguirements including one or more
Quality Assurance Criterion not
amounting to Seventy Level {1 or I
violations that have more than minor
sulety or environmental sigmificance

E Severity Level V—Viclations that
have minor salelv or enviconmental
significance

Supplement [11—Safleguards

This suppiement provides examples of
violations in each ol the hive severity
‘evels us eudance in determinming the
appropriate severity level for violations
2 the area of safeguards

{ Severity Level [—=Violations
avoiving for pxample

1 An act of radiological sabotage \n
which the secunity svstem did not
funcuon os reguired and. as a result of
the farlure there was a sigmbican! event,
such a%

lal A Salety Limit, as dehineo in 10
CFR 50.36 and the Techmecal
Specifications. was exceeaed

b A syvstem designed to prevent or
miliate a sertous salety event was nod
ihile to pertorm ils intended s4iety
function wnen actually called upon to
wors: or

1 An acoidental cnticality occurred

2 The thei! (088, of diversion ol @
farmula auantity ¢ of special nuclear
=aterial ISNML ar

| Actual unauthonzed proguction of a
armuis duanmty of SNM

8 Severdy Leved {1=\ olatuns
avolving for example

The entry of an unauthorized
ndividual ' ' who represenis a (hreal
into a vital area ' from outside the
protecled area; ur

2 The 1hett. loss or diversion of SNM
of moderate strategic signtficance ' in
which the security sysiem did not
function as required, or

3, Actual unauthorized proguction of
HSNM

13 Spe 10 CFR 732 lor the definion of formuis

quantily
' The term horzed individual  as used in
s ' t » who was nol

vy

authonzed (ar entrance (110 the sred 0 queshion of
not authorized (o enter (n the manner entered

% The phrase vilal area as used in this
suppiement includes viial areas and malenal access
arean

% See 10 CFR 71.2 for the definiion of “special
nuclear matensl of moderate strategic significance

August 31, 1993 (reset)
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O Severty Level H=Violations .
nvolving for exampie:

1. A failure or mmabiity to control
access througn estabilished systems or
procedures. such that an unauthonzed
individual (1. not avthonzed
unescorted access to protected area)
could easily gain undetected access **
into a vital ares irom outside the
protected area;

2. A fallure 10 conguct any searcn al
the access control nomn! or conductng
4N tnadeguate search that resuitea in
the introduction 1o the protected area ol |
lirearms. expiosives or incendiary
devices and reasonable tacsimiies
thereoi that could significantly assist
radiological sabotage or theft of
strategic SNM

3 A failure gegradation, or ather
deficiency ot the orotected ared
ntrusion delection or alarm assessment
systems sugn hat an unauthurized
individua' who represents a ‘hreat could
predictanly circumven! the system or
defeat a speciiic zone with a high degree
of contidence without insider
rnowiedse. or other significant
degraaaton of overatl svstem
Lapatlity

4 A sgmticant fnlure of the
safeguards svslems aesigned or used to
prevent or getect the thett, loss, or
diversion of strategic SNM

5. A tatlure 1o protect or control
classiied or sateguards informatan
consiaered 1o pe signiticant while the
aformauon 1s outswde the protected area
4Na dccessivie 1o those not authorized
ALCRsS 10 the protected area:

1A\ SIRAHICAnT tallure to respong to
an event either 11 sufficient time 19
provide protection to vital equipment or
strategic SNM. or with an adequate
response 1orce;

= A failure 10 perform an approgriate
evaluation or background investigation
so that information reievant to the
access determination was not obtained
or congidered and as a result a person.
who would likely not have been granted
access by the Licencee. if the required
investigation of evaluation had been
periormed. was granted access; or

S7ER 591

' n determining whether access can be easily
gamed factory such as predictabiity dentiiaoity
Ang ease of passage should be consicered

AR L DU A

4. A breakdown in the securth
program mvelving a numoer vl
violations that are relaled |or, 1!
isolated, that are recurring violations|
that collectively reflect a potentially
significant lack of attention or
careiessness toward licensed
responsioilities.

[). Severity Leve! [V—<Violations
involving tor exampie.

1. A failure or inamlity to conirol
access such that an unauthorizea
individual {1.e.. authonzea to protected
area but not to vital area) could easiiy
gain unaetected access into a vital area
irom inside the protected area or into 4
controiled access area.

2. A failure to respond to a suspectea
svent in either a umely manner or with
an adequate response lorce:

3. A faliure to impiement 10 CFR parts
25 and 95 with respect to the
informaton addressed under section 142
of the Act. and the NRC approved
security plan relevant to thase parts:

4. A fatlure to make mantain. or
provide log entries in accordance with
10 CFR 73.71 (¢) and (d), where the
omitted information (1] 18 not otherwise
available 1n easuy retrievable records.
ana (i) sigmificantly contributes (o the
atnlity of erther the NRC or the Licensee
10 1dennty a programmatic breakdown.

5. A failure 10 conduct a proper search
at the access control point:

6. A failure 1o properiv secure or
protect classified or sateguards
information inside the protected area
which could assist an individual in an
act of radiological sapotage or theft ot
strategic SNM where the information
was not removed from the protected
area:

~ A failure to controi access such that
4n opportunmity exists that couid allow
unauthonzed and undetected access
into the protected area but which was
neither easily or likelv to be explontatile

8. A failure to tonduct an adequate
search at the exit from a matenal access
area:

9. A theft or loss ol SNM of low
strategic significance that was not
detecied within the time period
specified in the secunty plan. other
relevant document, or regulation: or

10. Other violations that have more
than minor safeguards significance.

E. Severity Level V—Violations that
heve minor safeguards sigmificance.
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}. A radialion exposure guring any
vear of a minor in excess of 1 rem total
effective dose equivalent: 3.0 rems to the
tens of the eye. or 10 rems to the skin of
the whole bodv. or 1o the feet. ankles,
hand: or forearms. or to any other organ
Or tigsue; -

4 An annual exposure of 3 member of
the public in excess of 0.5 rem total
effective dose squivalent:

5. A reiease of radipactive material to
in umpslnc!ed area al concentrations in
excess of 10 times the limits {or
members of the public as descnbed in 10
CFR 20.1302(b){2)(i} (except when
operation up to 0.5 rem a vear has been
approved by the Comaussion under
§ 20.1300¢c)):

# Disposal o1 licensed material in
juantities or concentrations i excess of
five times the Lmits of 10 CFR 20.2003:
or

= A failure 1o make an immediate
notfication as requirea ov 10 CFR
20.2202 (al1) or (a)f2)

I Severity Leve! Ill—\iolations
involving for example

1 A radiation exposure dunng any
vear ol @ worker in excess o! 5 rems
total effective dose equivalent. 15 rems
to the iens of the eve, or 50 rems to the
skin of the whole body or 1o the feel.
ankles. hands or forearms, or to any
nther organ or tissue:

2 A rediation exposure over the
gestaticn penod of the emoryo) fetus of
4 declared pregnant woman in excess of
0.5 rem total eifective cose eguivalent
(except when doses are in accordance
with the provisions of § 20.1208(d})

1A radiation exposure gunng any
vear of 4 minor in excess of 05 rem total
elfective aose equivalent: 1.5 rems to the
lens of the eve. or 5 rems 1o the skin of
the whale body. or to the teet ankles.
hands or torearms. or 10 any other vrgan
ar tissue:

4. A worker exposure above
regulatory limits when such exposure
reflects a programmatic (rather than an
isolated| weakness in the racgiation
control program:

5. An annual exposure of a member o!
the public in excess of 0 1 rem 1otal
effective dose equivalent (except when
operation up to 0.5 rem a year has been
approved by the Commussion under
§ 20.1301(c));

8. A release of radioactive matenal to
an unrestricted area at concentrations in
excess of two times the #ffluent
concentration limits referenced in 10
CFR 20.1302(b){2){i) (except when
operation up to 0.5 rem a year has been
approved by the Commission under
§ 20.1301(c));

STHER 5791

LA amam

" A failure 10 make 4 24-hour
notification reguired by 10 CFR
20.2202(b) or an immediate notification
required by 10 CFR 20.22011a)(1]0)

8. A substantal potential for
exposures or releases 1n excess of the
applicable limits in 10 CFR part 20
§§ 20.1001-20 2407 wnether or not 4n
eXPOSUre of 181PASE VOCUrS:

9. Disposal of Licensed material not
covered in Severity Levels | or (L

0. A retease tor unrestriclec use o!
contaminated of raginactive matena, or
equipment! that poses 4 realistic
potential for exposure of the pugiic t0
levels or doses exceeding the annual
dose imits for members ol the pubhc. or
that reflects a programmatic |rather tnan
4an 1solated) weakness in the radiation
CanIrol program;

11. Conauct of licensee activities by a
technically unquaiilied person:

12, A significant tailure o control
licensed maitenal. or

13. A breakdown i1n the radiation
safetv program involving a numbper of
violations that are related (or.
solatea. that are recurring) that
collectiveiy represent a potentially
signuficant lack of atiention or

arelessness towara licensed
responsibilities

[ Severity Level iV—\iolations
mvolving for exampie

1 Exposures in excess of the imits of
10 CFR 20.1201. 201207, or 20.1208 not
constituting Severity Level 1 {1 or il
violations

2. A reiease of radicactive materia; to
in unrestricled ared 4! concentrations .n
excess ol the hmils {cf members ot (ne
public as reierenced in 10 CFR
20.1302(b){2)1i) (except when operation
P o5 rem a year nas been approvea
by the Commussion under § 20.13011c|):

57 FR ST

3. A radiation dose rate in an
Jnrestrictea or controlied area in excess
of 0.002 rem 1n any 1 hour (2 millirem/
hour| or 50 miilirems in a vear:

4. Failure 'o maintain and impiement
radiation programs 10 keep raciaJ on
exposures as low as is reasonably
achievable:

5. Doses 1o a memoer of the public in
excess of any EPA generallv applicable
environmental radiation stanaaras, sncn
4s 40 CFR part 190

. A failure to make the 30-dav
notification required bv 10 CFR
20.2201(a)l1}{i1} or 20.2203(a):

7. A faiiure to make & timeiv written
report as required by 10 CFR 20 2201(b!
20.2204. or 20.2208: or

8. Anv other matter that has more
than a minor safety, heaith, or
environmental significance

| Sever:'yv Level V—=Viglations tnat
are of a minor safetv. heaith. or
environmental significance.

Supplement V~Transpertation

This supplement provides exampies 0!
violations in each of the five severity
levels as guidance in determining the
appropriate severity leve: for violations
in the area ot NRC transportation
requirements ‘¥

A. Severity Level [~—Violations
involving for exampie:

i. Failure to meet transportation
requirements that resuited in loss ot
control of radioactive materiai with a
breach in package integrity such that the
matenal ciused a radialion exposure 1o
4 memoer of the pubiic and there was
clear potennal for the puplic 1o receive
more than .1 rem lo the whaole bodv;

2. Suriace contamination 1n excess o:
50 times the NRC limit: or

3 External radiation leveis in excess
of 10 times the NRC limit.

8. Severity Level li—Violations
involving for example:

1. Faiiure to meet transportation
requirements that resulted in loss of
control of racioactive material with a
bresch in package integrity such that
there was a ciear potential for the
member of the public to receive more
than .1 rem to the whole body:

2. Surface contamination in excess of
10, but not more than 50 times the NRC
limut;

3. External radiation levels in excess
of five, but not more than 10 times the
NRC limut; or

¥ Some transportation requirements are applied
o more than one hoensee invoived in the same
Actvily such es & shipper and a carmer When a
violation of such & requirement occurs. enforcement
action will be directed sguinst the responsibie
licensee which. under the circumstances of the case.
may be one or more of the licensees invoived.



App. C Supp. V

An.CSun.Vl

PART 2 « RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS - -

4 A failure to make required initial
notifications associated with Severity
Level | or lI violations.

C Severity Level [[l—Violations
involving for example:

| Surface contarmination in excess of
five but not more than 10 times the NRC
it

2. External radiation in excess of one
but not more than five times the NRC
limat;

3 Any noncompliance with labeling,
placarding, shipping paper. packaging,

reasonably result in the following:

[a) A significant failure to identfy the
type. quantity, or form of matenal

(b) A failure of the carmer or recipient
to exercise adequate controls: or

(€] A substantial potential for either
personnel exposure ur contamnauon
above reguiatery limits or improper
transfer of matenal;

4 A failure to make required initial
notification associated with Severity
Level Il violations: or

5 A breakdown in the licensee s
o program for the transportation of
A {icensed material involving a number of
T viclations that are related (or. if
’,‘, isolated, that are recurnng viclations)
that collectively reflect a potentially

loading, or other requirements that could

57 FR 5791

Supplement VI-—Fuel Cycle and
Matenals Operations

This supplement provides examples of
violations in each of the five severity
leveis as guidance n determining the
appropnate seventy level for violations
in the area of fuel cycle and matenals
operations.

A. Severity Level I-——Violations
involving for example:

1. Radiation levels. contamination
levels, or releases that exceed 10 times
the limits specified in the license:

2. A system designed to prevent or
mitigate a serious safety event not being
operable when actuallv required to
perform its design function:

3. 2 nuclear criticality accident: or

4. A failure o follow the procedures of
the gquality management program.
required by § 35.32. that results in a
death or serious injury (e.g., substantial
organ impairment) to a patient.

B. Severity Level li—Violations
involving for exampie:

1. Radiation levels. contamination
leveis or releases that exceed five times
the limits specified in the license:

2. A svsiem designed to prevent or
mitigate a serious safetv event being

L_l_nooerable: or

52 FRS5T91

7. A breakdown in the control of
licensed activities involving a number of
violations that are related (or. if
isolated. that are recurnng violations)
that collectively represenit a potentially
significant lack of attention or
carelessness toward licensed
responsibilities;

8. A failure, duning radiographic
operations, to have present or 1o use
radiographic equipment. radiation
survey instruments. and/or personnel
monitoring devices as required by 10
CFR part 34

9. A failure to submit an NRC Form
241 in accordance with the requiremenis
in § 150.20 of 10 CFR part 150; or

10. A failure to receive required NRC
approval prior to the implementation of
a change in licensed activities that has
radiological or programmatic
significance. such as. a change in
ownership; lack of an RSO or
replacement of an RSO with an
unqualified individual: a change in the
location where licensed activities are
being conducted. or where licensed
matenal 1s being stored where the new
facilities do not meet safetv guidelines:
or a change i the quantity or tvpe of
radioactive material being processed or
used that has radiological significance

significant lack of attention or
carelessness toward licensed
responsibilities.

r 1. A substantiai programmatic failure
& in the impiementation of the quality

=~ management program required by 10

D. Severity Level [V—-Violations
involving for exampie:
1. A failure to maintain patients

D. Severity Level! /V—=Viclations
involving for exampie:

1. A breach of package integrity
without externai radiation levels
exceeding the NRC limit or without
contamination levels exceeding five
times the NRC limuts;

2. Surface contamination in excess of
but not more than five imes the NRC
limut;

3. A failure to register as an
authorzed user of an NRC-Certified
Transport package:

4 A noncompliance with shipping
papers. marking. iabeling. placarding
packaging or loadiny' not amounting to a
Seventy Level |, IL. o1 Ill violation;

5. A failure 1o demoastrate that
packages for specisl fcem radicactive
material meets applicabi regulatory
requirements:

6. A failure to demonstrate tn 3t
packages meet DOT Specificav ans for
7A Type A packages: or

7. Other violations that have more
than minor safety or environmental
significance

E Severity Level V—Viclations that
have minor safety or environmental
significance

& CFR 35.32 that results in &

D

misadministration

L—
o
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C. Severity Leve/ lll—Violations
invoiving for example:

1. A failure to control access to
licensed matenals for radiation
purpuses as specified by NRC
requirements;

2. Possession or use of unauthonzed
equipment or materials in the conduct of
licensee activities which degrades
safety:

3. Use of radioact:ve materal on
humans where such use 18 not
authonzed:

4 Conduct of licensed activities by a
technically unqualified person:

5. Radiation leveis. contamination
leveis, or releases that exceed the limits

specified in the license;

—

6. Substantial failure to implement
the quality management program as
required by § 35.32 that does not result
in & misadministration: failure to report
= 8 misadministretion; or programmatic
wuk.ncu in the implementation of the

quality mansgement program that

Lmulu in 8 misadministration.

-

B

'\

I

e
o 3. Failure to follow the quality

hospitalized who have cobalt-60.
cesium-137, or indium-192 impiants or to
conduct required leakage or
contamination tests, or to use properiy
calibrated equipmeni:

2. Other vioiations that have more
than minor safetv or environmental
significance: or

management program, including
prooedures, whether or not a

misadministration occurs, provided the
failures are isolated. do not demonstrate
a programmatic weakness in Lhe
implementation of the QM program, and
= have limited consequences if a

« missdministration is involvad: failure to
conduct the required program review: or
failure to take corrective actions es

required by § 35.32; or

r 4. A failure 10 keep the records
> required by §§ 35.32 or 35.33

W
T have minor safety or environmental

-

2. Severity Level V—Violations that

% signuficance.
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Suppiement VIl—Miscellaneous Matters

This supplement provides examples of
violations in each of the five seventy
leveis as guidance in determining the
appropriate severity level for violations
invalving miscellaneous matiers

A Severity Level i- -Violations
involving for exampie

1 inaccurate ar incomplete
information ¥ that is provided to the
MRC [a) deliberately with the
knowledge of a Licensee official that the
information 15 incomplete or inaccurate
or (b) if the information had il been
complete and accurate at the time
provided. likely would have resuited in
regulatory action such as an immediate
order required by the pubhic health ana
salety

<. Incompiete or inaccurate
infermation that the NRC requires be
kept by a licensee that is (4] incomplete
ar inaccurate because of falsification by
or with the knowieage of a Licensee
official. or (b) il the mformation. had it
heen compiete and accurate when
reviewed by the NRC. Likelv would have
resulted in regulatory action such as an
immediate oroer required by public
heaith and safety considerations,

) information that the hicensee has
identified as having significant
implications for public health and safetv
or the common defense and security
(“significant information 1dentified by a
licensee | and 1s deliberatelv withheld
from the Commission,

4 Achon by senior corporate
management in violanon ot 10 CFR 507
of similar regulations against an
emplovee

5. A knowing and intentionai fatiure
to provide the notice requirea by 10 CFR
part 21. or

6 A failure to substantially impiement
the requirea {itness-for-duty program.?’

"9 in applying the exampies in thus suppiemen!
regarding inaccurele of incompiele information and
records. relerence should 2iso be made (o the
gusdance n Section (X, “Inaccureie and incompilete
informstion  and 1o the definttion of licensee
official ' contained n Section |V C

T' The exampie lor violations lor fitneas-for duty
relate 10 violations of 10 CFR part 28

5/ FRSTN

8 Severity Level [[—=Violations
involvinig for example:

1. Inaccurate or incomplete
information that is provided to the NRC
(@) by a hcensee official because of
careless disregard for the completeness
or accuracy of the information. or (b) if
the information. had it been complete
and accurate at the ume provided. likely
would have resulted in reguiatory action
such as 4 show cause order or a
different reguiatory position,

2 Incomplete or inaccurate
information that the NRC requires be
kept by a licensee which is (a)
incomplete or inaccurate because of
careless disregard for the accuracy of
the information on the part of a licensee
official, or (b} if the ;ntormation, had it
been compiete and dccurate wnen
reviewed by the NRC. Likely would have
resufted in reguiatory action such as a
show cause oraer or a different
regulatory posttion;

3 "Sigmificant intormation idenufied
by & licensee and not provided to the
Commssion tecause of careless
disregard on the part of a licensee
official;

4 An action by plan! management
above first-hine supervision 1n violation
af 10 CFR 50 7 or similar reguiations
AR4INS! an emplovee;

5. A failure 1o provide the notice
required bv 10 CFR part 21:

6. A failure to remove an individual
from unescorted access who has been
involved in the sale. use. or possession
of illegal drugs within the protected area
or take acton tor on dutv misuse of
alcutol. prescription drugs. or over-(he-
counter arugs;

T A failure to take reasonable action
when ntserved behavior within the
protected area or credible information
concerning actvities within the
protected area indicates possibie
unfitness for duty based on drug or
alcohol use: or

8. A deliberate failure of the licensee s
Employee Assistance Program (EAP) to
notify licensee s management when
EAP's stalf is aware that an individual's
condition may adversely affect safety
related acuvities.

S7TFR 5T
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" Severity Lever [lI—Violations
nvolving for exampie:

1. Incomplete or inaccurate
iaformation that is provided to the NRC
{a} because of inadequate actions on the
part of licensee officials but not
amounting (o a Severity Level | or il
violation, or (b) if the \nformation. had 1!
been ~omplete and accurate at the ume
provided, likely wouid have resuited in
a reconsideration of a regulatory
position or substanual further inquiry
such as an additional inspection or a
formal request for information:

2. Incompiete or inaccurate
mformation tnat the NRC requires be
kept by a licensee that 1s (a) incomplete
or insccurate because of inadequate
actions on the part of licensee officials
but not amounting 1o a Severity Leve |
or il vielation, or 1b) if the informauon
had 1t been compiete and accurate wnen
reviewed by the NRC, likely woula have
resuited in a reconsideration of a
reguiatory position or substantial further
inquiry such as an additional inspection
or a formal request for information:

3 A failure to provide ‘significant
information identified by a licensee 10
‘he O immission and not amounting to 4
Sevenity Level [ or [l violation:

4 An action by first-line supervision
in violation of 10 CFR 50.7 or stmiar
regulations against an emplovee:

5. An inadequate review or failure 10
review such that. if an appropriate
review had been made as required. a 10
CFR part 21 report would have been
madae:

5. A failure to complete a suitabie
nauiry on the basis of 10 CFR part 26.
seep records concerning the demai of
access. or respond to inquiries
concerning demals of access so that, as
a result of the failure. a person
previcusly denied access for fitness-for-
duly reasons was improperly granted
ACCe9s:

7 A failure to take the required action
for a person confirmed to have been
tested positive for illegai drug use or
take action for onsite aicohol use: not
amounting to a Seventy Level I
violation:

2. A failure to asaure. as required, that
contractors or vendors have an effective
fitness-for-duty program: or

9. A breakdown in the fitness-for-duty
program involving a number of
violations of the basic elements of the
fitness-for-duty program that
collectively reflect a significant lack of
attention or carelessness towards
meeting the objectives of 10 CFR 26.10.
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D Severity Level [V—Violations
involving for exampie:

! Incomplete or inaccurate
information of mure than minor
significance that 18 piovided to tte NRC
but not amounting to a Seventy Level |,
il. or 11 violation:

2. Information that the NRC requires
be kept by a licensee and that is
incomplete or inaccurate and of more
than minor significance but not
amounting 1o a Seveniy Level |. [1. or [l
violation:

4 An nadeguate review or failure to
review under 10 CFR part 21 or other
procedural violations associated with 10
CFR part 21 with more than minor safety
signtficance:

4 Isolated failures to meet basic
elements of the fitness-for-duty program
not involving a8 Seventy Level [, 1. or ]
violation; or

5 A failure to report acts of licensed
operators or supervisors pursuant to 10
CFR 26.73

E Severity Level V—Violations
involving for example

1. Incomplete or inaccurate
information that is provided to the
Commission and the incompleteness or
inaccuracy 18 of minor significance:

2. Information that the NRC requires
be kept by a icensee that 1s incomplete
or inaccurale and the incompieteness or
inaccuracy is of minor sigmficance:

3. Minor procedural requirements of
10 CFR part 21. or

4 Minor violations of fitness-for-duty
requirements,

Supplement VIil—Emergency
Preparedness

This supplement provides examples of
violations in each of the five severity
leveis as guidance in determining the
appropniate severity level for violations
in the area of emergency preparedness.
[t should be noted that citations are not
normally made for violations invoiving
emergency preparedness occurrng
during emergency exercises. However,
where exercises reveal [} training,
procedural. or repetitive [ailures for
which corrective actions have not been
taken. (ii) an overall concern regarding
the licensee s ability to impiement its
plan in @ manner that adequately
protects public heaith and safety, or (iii)
poor self critiques of the licensee s
exercises, enforcement action may be
appropriate.

A Severity Level [—Violations
involving for example:

In a general emergency, licensee
failure 10 promptly (1) correctly classify
the event, (2) make required
notifications to responsible Federal.
State. and Incal agencies. or (3) respond
1o the event (e.g.. assess actual or
potential offsite consequences, activate
emergency response facilities, and
augment shift staff.)

B. Severity Level lI--Violations
involving for example:

In a site emergency. licensee failure to
promptly (1) correctly classify the event,
{2) make required notifications to
responsible Federal. State. and local
agencies. or (3] respond to the event
(e.g., assess actual or potential offsite
conseqguences, activale emergency
response faciities, and augment shift
staff): or

2. A licensee failure to meet or
implement one emergency planning
standard involving assessment or
notification: or

C. Severity Level llI—Violations
invoiving for exampie:

In an alert, licensee failure to
promptly (1) correctly classify the event,
(2} make required notifications to
responsible Federal. State, and local
agencies, or (1) respond to the event
{e.g. assess actual or potential offsite
consequences. activale emergency
response facilities. and augment shift
staff);

2. A licensee failure to meet or
implement more *han one emergency
planmng standard involving assessment
or notification.

1. A breakdown in the control of
licensed activities involving a number of
violations that are related (or. if
isolated. tha! are recurning violstionsj
that collectively represent a potentiaily
sigrificant lack of attention or
carelessness toward |icensed
responsibilities.

D Severity Level [V--Violations
involving for exampie:

A licensee failure to meet or
implement any emergency planning
standard or requirement not directly
related 0 assessment and notification.

E Severitv Level V—Violations that
have minor safety or environmental
significance.

S5TFR ST

App. C Supp. VIII

Avimiret 31 1007 fraant)
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Docket: 030-32223
License: 11-27398-01MD
EA: 94-096

Nuclear Pharmacy of Idaho, Inc.
ATTN: Mr. Ned Gregorio

6053 Corporal Lane

Boise, lIdaho 83702

SUBJECT: NRC INSPECTION REPORT 030-32223/94-02

This refers to the special, unannounced inspection conducted by

Mr. Mark R. Shaffer of this office on May 16-17, 1994. The inspection
included a review of activities authorized by Byproduct Materials

License 11-27398-01MD. At the conclusion of the inspection, the findings were
discussed with members of your staff. The enclosed NRC Inspection

Report 030-32223/94-02 documents this inspection.

The inspection was an examination of activities conducted under the license as
they relate to radiation safety and to compliance with the Commission’s rules
and regulations and the conditions of the license. The inspection consisted
of selective examinations of procedures and representative records, interviews
of personnel, independent measurements, and observation of activities in
progress.

Based on the results of this inspection, one apparent violation was identified
and is being considered for escalated enforcement action in accordance with
the "General Statement of Policy and Procedure for NRC Enforcement Actions"”
(Enforcement Policy), 10 CFR Part 2, Appendix C. This violation related to
airborne radioiodine effluent exceeding the maximum permissible concentration
(MPC) prescribed in 10 CFR part 20 for the calander year 1993. Accordingly,
no Notice of Violation is presently being issued for these inspection
findings. In addition, please be advised that the number and characterization
of apparent violations described in the enclosed inspection report may change
as a result of further NRC review.

An enforcement conference to discuss this apparent violation has been
scheduled for 9:00 a.m. (CDT) on July 1, 1994, The decision to hold an
enforcement conference does not mean that the NRC has determined that a
violation has occurred or that enforcement action will be taken. The purposes
of this conference are to discuss the apparent violation, its cause and safety
significance; to provide you the opportunity to point out any errors in our
inspection report; and to provide an opportunity for you to present your
proposed corrective action,
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In particular we expect you to address why you took no corrective action to
mitigate airborne emissions even though your air sample data indicated that
the MPC was regularly exceeded. In addition, this is an opportunity for you
to provide any information concerning your perspectives on 1) the severity of
the violation, 2) the application of the factors that the NRC considers when
it determines the amount of a civil penalty that may be assessed in accordance
with Section VI.B.2 of the Enforcement Policy, and 3) any other application of
the Enforcement Policy to this case, including the exercise of discretion in
accordance with Section VII. You will be advised by separate correspondence
of the results of our deliberations on this matter. No response regarding the
apparent violation is required at this time.

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

Should you have any questions concerning this letter, please contact the Mr.
Charles Cain of my staff at (817) 860-8186.

Sincerely,

SMQA%i rector

/Division of Radiation Safety
and Safeguards

Enclosures:

1. Appendix A - NRC Inspection Report
030-32223/94-02

2. Appendix B - Proposed Enforcement
Conference Agenda

3. Copy of the NRC Enforcement Policy

cc:
Idaho Radiation Control Program Director

Consolidated Property Management
ATTN: Jerry Jansen, Property Manager
P.0. Box 2666

Boise, Idaho 83701
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APPENDIX A
U.S. NUCLEAR REGULATORY COMMISSION
REGION IV
Inspection Report: 030-32223/94-02
License: 11-27398-01MD
Licensee: Nuclear Pharmacy of Idaho, inc.
6053 Corporal Lane
Boise, ldaho 83702
Facility Name: Nuclear Pharmacy of Idaho, Inc.
Inspection At: Boise, Idaho

Inspection Conducted: May 16-17, 1994

inspector: Mark R. Shaffer, Radiation Specialist
Nuclear Materials Inspection Branch

Approved:

et

arfes g
nspection Branch

. Lain,
uclear Mate

rials

{7%4

Inspection Summary

Al

Areas Inspected: Special, unannounced inspection of licensed activities
involving the use of byproduct material for the production, preparation, and

distribution of radiopharmaceuticals.

The inspection was limited to a review of radiation levels present in
unrestricted areas surrounding the licensee’s facility and an evaluation of
jiodine-131 air effluent concentrations released by the licensee during

calendar year 1993.

Results:

. Within the scope of this inspection, one apparant violation was
identified. This violation relates to the failure of the licensee to
maintain airborne effluent concentrations in unrestricted areas below
the 1imits established in Table 2 of Appendix B to 10 CFR Part 20 as

averaged over a year (Section 2).



Summary of Inspection Findings:

. Failure to comply with 10 CFR 20.106(a) which requires that airborne
effluent concentrations of iodine-131 be maintained below the limits
established in Table 2 of Appendix B to 10 CFR Part 20 as averaged over
a year (Section 2).

Attachment :

. Persons Contacted and Exit Meeting



1 PROGRAM OVERVIEW (87100)

The licensee operates a nuclear pharmacy which prepares and distributes
radiopharmaceuticals to medical licensees (hospitals and physicians). The NRC
license for these operations was issued in September 1991. Licensed
activities have been performed under the supervision of one authorizea user
who is also the licensee's Radiation Safety Officer (RSO). The majority of
activity involved (1) the production of technetium-99m pertechnetate for
processing with reagent kits in the preparation of radiopharmaceuticals and
(2) the compounding and dispensing of iodine-131 therapy capsules.

Radiopharmaceutical distribution records revealed that the licensee prepared
50-60 unit doses each day. Approximately two iodine-13]1 therapy capsules were
compounded per week, and the licensee received and processed approximately
8,700 millicuries of iodine-131 during calendar year 1993.

2 RADIATION SURVEYS, RECORDS, AND INDEPENDENT MEASUREMENTS (87100, 83822)
The licensee is required to perform surveys for effluent concent?ations,
removable contamination, and ambient radiation dose rates at intervals
prescribed under the license and by NRC regulations.

2.1 Radiation Dose Rates

As a result of an NRC inspection conducted on February 3-4, 1994, a Notice of
Violation (Notice) was issued to the licensee on April 4, 1994, regarding the
failure to adequately evaluate radiation levels in unrestricted areas. During
this inspection, NRC identified that the license had not measured the dose
rates in areas immediately adjacent to the licensee's facility to demonstrate
compliance with dose lim.ts to individuals of the public. These areas
consisted of offices where other businesses were located. (It should be noted
that these unrestricted area offices were not residential quarters; therefore,
due to occupancy times, doses received by members of the public could be
reduced by an occupancy factor.)

In response to this Notice, the licensee performed radiation dose rate surveys
within the neighboring offices (Building Nos. 6051 and 6055) on May 6, 1994.
Records of these surveys indicated a maximum dose rate in adjacent offices to
be 0.12 milliroentgens per hour (mR/hr) at the surface of the wall.

Additionally, at the request of the tenants occupying Building No. 6055, a
representative from the State of Idaho, Department of Health and Welfare,
Idaho National Engineering Laboratory (INEL) Oversight Program, also performed
radiation dose rate measurements within the unrestricted areas located in
Building 6055. In a letter dated May 9, 1994, INEL describes their
independent measurements. This letter indicates that all measurements were at
background radiation levels with the exception of one particular office.
Within this office, INEL measured a maximum radiation dose rate of 1.3 mR/hr



at the surface of the wall. Background radiation was measured to be
0.015 mR/hr.

An NRC inspection was conducted to perform additional independent measurements
to verify the licensee's level of compliance regarding dose limits to
individual members of the public. The inspector performed surveys of the
ambient dose rates in contiguous restricted and unrestricted areas with a
radiation measurement survey instrument to verify compliance. 10 CFR 20.130]
Timits, in part, the total effective dose equivalent to individual members of
the public from licensed operations to 0.1 rem in a year. Additionally, the
dose in any unrestricted area from external sources must not exceed

2 millirems in any one hour.

Within Building No. 6051, the highest dose rate measured by the inspector was
0.2 mR/hr at the surface of the wall immediately adjacent to an area where the
licensee stored iodine-131 and strontium-89 waste for decay. The dose rate at
30 centimeters from this point was measured to be 0.09 mR/hr. Background
radiation was measured to be approximately 0.01 mR/hr. Although this dose
rate demonstrates compliance regarding 2 millirems in any one hour, the
inspector noted that if an individual were continually present in this area,
and if the exposure rates were consistent, the dose limit of 0.1 rem in a year
could be exceeded. However, the dose rates in this area vary significantly
depending upon the quantity of radioactive waste material present at a given
time. In this regard, in a effort to demonstrate compliance with the yearly
Timit of exposure to individual members of the public, on May 6, 1994, the
licensee placed a thermoluminescent dosimeter (TLD) in this area to evaluate
accumulated exposure over a specified period of time, and thereby take into
account the multiple conditions that exist which vary exposure rates.
Additionally, prior to the conclusion of the inspection, the RSO informed the
inspector of the licensee's intent to place additional shielding in this area,
and to relocate some of the waste which was contributing to the dose rate.

The Ticensee expects to reduce exposure rates to background levels within this
area.

Because the exposure levels measured by the inspector were ones which existed
only during the first 5 months of the calendar year, and because the
licensee's increased shielding is expected to reduce exposure levels to
essentially background radiation, it appears unlikely that an individual of
the public wouid receive a total effective dose equivalent in excess of

0.1 rem in a year as a result of the licensee’s operations,

Within Building No. 6055, the location of the highest exposure rate measured
by the inspector was within an office immediately adjacent to the licensee’s
technetium-99m preparation area. The inspector measured 1.2 mR/hr at the
surface of the wall and at a height of approximately 6 feet from the floor.
(Thus, this measurement was similar to the one obtained by the INEL official.)
The dose rate at 30 centimeters from this point was measured to be 0.35 mR/hr.
Background radiation was measured to be approximately 0.01 mR/hr. However, it
was noted that these measurements were taken during afternoon hours when
radiopharmaceuticals were not being prepared. The dose rate was attributed to



a storage container ("red needle bucket") containing syringes contaminated
with technetium-99m. Due to the rapid decay of technetium-99m, it was noted
that dose rates within this area would vary greatly depending upon the time of
day and the day of the week. Furthermore, the licensee’s workload (amount of
doses prepared) during a given day would significantly affect the accumulated
dose one might receive in any 1 hour. Therefore, to further access the
average dose rates in this area, the inspector performed additional surveys
during the licensee’s peak working hours (5:00 a.m. - 7:00 a.m.) and compared
dose rate measurements with a set of simulated work conditions.

With a vial containing approximately 400 millicuries of technetium-99m left
out of its leaded vial shield, the inspector measured a maximum dose rate in
unrestricted areas to be 13 mR/hr. This dose rate was measured at
approximately the same location as described above. The dose rate at

30 centimeters from this point was measured to be 9 mR/hr. With a syringe
containing approximately 40 millicuries of technetium-99m left out of its
leaded syringe shield, the inspector measured a maximum dose rate of 4 mR/hr.
The dose rate at 30 centimeters from this point was measured to be 2 mR/hr.
Although both conditions yielded dose rates greater than 2 mR/hr, these were
conditions that were expected to exist for only seconds of time during any
given hour (i.e., a vial and/or syringe is only unshielded during brief
periods when the dose is assayed in a dose calibrator).

In this regard, in a effart to demonstrate compliance with the yearly linit of
exposure to individuals of the public, on May 6, 1994, the licensee placed a
TLD in this area to evaluate accumulated exposure over a specified period of
time, and thereby take into account the multiple conditions that exist which
vary exposure rates. Additionally, prior to the conclusion of this
inspection, the licensee installed additional lead shielding surrounding the
radiopharmaceutical preparation area to further reduce dose rates in
unrestricted areas. Measurements taken after the installation of the
shielding indicate dose rates which were essentially background radiation.

Therefore, because the exposure levels measured by the inspector were ones
which existed only during the first 5 months of the calendar year, and because
the licensee’s increased shielding is expected to reduce exposure levels to
essentially background radiation, it appears unlikely that an individual of
the public would receive a total effective dose equivalent in excess of

0.1 rem in a year as a result of the licensee’s operations.

Again, it should be noted that factors relating to occupancy times and
distances from the wall by members of the public would significantly further
reduce exposure estimates.

2.2 Effluent Concentrations

Also evaluated during this inspection was the licensee's air effluent
concentrations of iodine-131 released to the environment during calendar year
1993. To demonstrate compliance with 10 CFR 20.106, Radioactivity in
effluents to unrestricted areas, the licensee acquired air samples weekly to




measure the quantity of iodine-131 being release to the atmosphere. Table I

of Appendix B to 10 CFR Part 20 limits the release of iodine-131 in air, in an
unrestricted area, to a maximum of 1 X 10" microcuries per milliliter of air.
Concentrations may be averaged over a period not greater than 1 year.

As noted in Section 1, the licensee handles millicurie quantities of unsealed
radioiodine (iodine-131 sodium iodide solution) for compounding therapy
capsules. The process is performed in a fume hood located in the licensee’s
hot lab. The hood is equipped with an activated charcoal filter to reduce air
concentrations of jodine-131 prior to release to the atmosphere.

Using the data collected from weekly air samples, the licensee divided the
total amount of iodine-13]1 released year to date, by the total air volume
released through the hoed's stack year to date, to calculate the total amount
of iodine-13] released. The data were logged on the licensee's worksheet
titled, "Year-to-Date lodine-13]1 Released Air Concentrations.” A review of
these worksheets indicated that the licensee had exceeded the maximum
allowable air concentration limits during 1993. The licensee’s calculations,
dated December 31, 1993, indicate an average release to unrestricted areas for
1993 to be 2.7 X 10" microcuries per milliliter of air. Further review of
the licensee's sampling method suggests that the calculations may have
underestimated the total quantity actually released during 1993.

The inspector noted that the licensee’'s weekly calculations did not account
for the decay of iodine-131 prior to the sample collection, nor did the
calculations consider the collection efficiency of the sample media used

(4.7 centimeter impregnated carbon filter). The Notice to the licensee dated
April 4, 1994, related to the licensee’s failure to evaluate these effluents
and compare them with the annual limit. It further suggested the potential to
exceed air concentration Timits during 1994. Based upon the licensee’s
records documenting air concentrations of iodine-131 released to an
unrestricted area during 1993, this was identified as an apparent violation of
10 CFR 20.106(a) which requires, in part, that the licensee not release to an
unrestricted area radioactive material in annual average concentrations which
exceed the limits specified in Table Il of Appendix B to 10 CFR Part 20

(1 X 10" microcuries per milliliter of air for soluble iodine-131). It
should be noted that the concentration limit in revised Part 20 has been
changed to 2 X 10" microcuries per milliliter of air for soluble iodine-131.
This expanded 1imit was effective as of January 1, 1994,

Also responding to NRC's Notice, the licensee employed the services of a
consultant physicist to assist in evaluating air effluents. The consultant’s
report, dated May 16, 1994, discusses similar concerns regarding the
licensee’s methods of calculating air concentrations (sampling efficiency and
corrections for decay). Therefore, the consultant performed calculations
using Environmental Protection Agency (EPA) approved methods outlined in

40 CFR €1, Appendix D. When the EPA methods were used to estimate the source
term, and with the carbon filters being taken into account, the concentration
of iodine-131 in the stack effluent was estimated to be 5 X 10*° microcuries
per milliliter of air for 1993. This method assumes the stack’s point of



release (located on the roof of the licensee’s facility) to be the
unrestricted area. Since the licensee does not control access to the roof,
this assumption would be valid.

The inspector did note that following NRC’s inspection in February 1994, the
licensee has purchased a glove box equipped with a three-layer activated
charcoal bed, to be used in conjunction with the licensee's fume hood, to
reduce effluent releases. At the time of this inspection, the glove box had
not been installed but was expected to be within several days. The
installation of these filters is expected to bring the licensee into
compliance with 10 CFR 20.



ATTACHMENT
1 PERSONS CONTACTED

1.1 Licensee Personnel

*Kay Gregorio, Pharmacist Assistant
*Ned Gregorio, Radiation Safety Officer
Bob Santos, Courier/Pharmacist Assistant

1.2 NRC Personnel

Charles L. Cain, Acting Chief, Nuclear Materials Inspection Branch
*Mark R. Shaffer, Radiation Specialist

1.3 Other Individuals Contacted

SGT Crista Buchman, National Guard Liaison
+Richard Cade, Director, Idaho Department of Law Enforcement
Glenn Ford, Chief, Bureau of Narcotics, Idaho Department of Law Enforcement
+William Hladik 111, Consultant Physicist
John Lewis, Assistant Deputy Director, Idaho Department of Law Enforcement
Monte MacConnell, Deputy Director, Idaho Department of Law Enforcement
Ronda Morton, Office Secretary, Bureau of Narcotics,
Idaho Department of Law Enforcement
Steven Oberg, Ph.D., INEL Oversight Program
£d Rankin, Special Agent-In-Charge, Bureau of Narcotics,
Idaho Department of Law Enforcement
+David Salmon, Health Physics Northwest
Don VanCleave, Special Agent, Bureau of Narcotics,
Idaho Department of Law Enforcement
Roy Weston, Office Accountant, Bureau of Narcotics,
Idaho Department of Law Enforcement

*Indicates those present during exit meeting on May 17, 1994,
+Indicates those contacted by phone only.

2 EXIT MEETINGS

A preliminary site exit briefing was conducted on May 17, 1994, with those
individuals identified in Section 1.

Additionally, a formal exit briefing was conducted telephonically between the
licensee's Radiation Safety Officer and Messrs. Charles L. Cain and

Mark R. Shaffer on May 26, 1994, to review the specific findings as presented
in the report.



APPENDIX B

PROPOSED ENFORCEMENT CONFERENCE AGENDA
NUCLEAR PHARMACY OF IDAHO, INC
July 1, 1994 - 9:00 a.m. (CDT)

I,
I11.
Iv.

INTRODUCTION AND PURPOSE L. J. CALLAN

EXPLANATION OF ENFORCEMENT POLICY G. F. SANBORN

NRC DISCUSSION OF APPARENT VIOLATIONS C. L. CAIN

LICENSEE COMMENTS AND RESPONSE/ S. N. GREGORIO
CORRECTIVE ACTIONS

CLOSING COMMENTS S. J. COLLINS
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Preface

The toilowing statement of genera:
noticy and procedure explaing the
entorcement policy and procedures ol
the US Nuciear Regulatory Commission
and its staff in iniyating enforcement
achons and of the presiding officers and
‘he Commission in reviewing these
whions [his statement 15 aoplicabie to
entorcement (n matters invoiving the
pubhc health and salety, (he common
letense and security. «nd the
anvironment ' This statement of general
aolicy and procedure 1s putlished :n 1hw
Code ol Federal Regulations to provide
videspread dissemination of the
Cummission s Enforcement Policy
However 1715 18 4 policy statement anag
not a regulation The Commission may
deviate trom this statement of pohlcy
ind procedure as dppropriate unaer 'ne

ircumstdances of a particular case

| Introduction and Purpose
The purpose of the NRC entorcement

Program (s fo promote and prutect 'he
caditogical health and safety of the
aublic. including emplovees heaith ana
sulety the common defense and
security and the environment by

* Ensuring comphance with NRC
rogulations and license conditions

« Ohtaining prompt correction ol
ciolations and adverse gua:ty
conditions which mav affect safei

o Deterring tulure violations ann

currences ol conQitons auverse ‘o
ddlity Wng

¢ Encouraging imorovement of

censee 4nd \engor < dertnrmance. and
Sy examoie. ‘hat of indusiey. cluging |
‘he prompt igentification and reporing
uf potential satety problems

Cunsistent with the purpose of this
ptogram. prompt and vIROrous
snforcement action will be taken wnen
dealing with licensees. venoors.
contractors. and empiovees of any of
them. who do not achieve the necessary
meticulous attention to detail ana the
hiigh standard of comphance which the
NRC expects. ® Each entorcement acnon
s dependent on the circumstances of the

" Antitrust enforcement matiars will be desit with
On & Case-DY Cane basis

! The term  vendor a3 used in this policy means
4 suppiier of products o seryices 10 be used in an
NRC censed (acility or activity

' This policy pnmaniy addresses the activities of
NRC Licensees Therelore (he term  censee
Jsed throughou! the poicy However in (hose cases
where (ne NRC determines (hat 11 1 appropnate ‘o
‘ake enjorcement ACLON AREINEL & NON-LCENsee OF
aaividusl the guidance i this policy will be used

STFR 5791 —

a0 apphicabie Specific guid regarding
enlorcement action againsl individuals and non
Lcensess 4 addressed n Sectons VIl and X
reapechively

ase ana reguires the exercise of
{iscretion aiter consideration of these
policies anu procedures. (n no case
however. will icensees who cannaot
achieve and maintain adequalte leveis ol
protection be permitted to conduct
licensed activities

i Statutory Authonty and Procedural
Framework

i Statutory Authorit

The NRC s entorcemen! jursaiction |1s
irawn from the Aiomic Energy At of
1954. 48 amenoed. and the Energy
Reorgamization Act [ERA| of 1873 4s
amended

Sechon 161 ot the Atomic Energy Act
authorizes NKC 1 conauc! inspections
4nd investgalions and o i1ssue orders 4s
mav De necessarv or desirabie to
promote the common detense and
security or to protect hedith or 1o
minimize danger to iife or property
Section 186 autnorizes NRC 1o revoke
licenses (inder certain circumstances
eg. lor matenal false statements, in
response 1o conditions that would have
warranted refusal of a hicense on an
onginal applicaton. tor a licensee s
fajiure ¢ Luild or operate a tacility in
iccordance with the terms of the permit
ot hicense. ana {or violation of an NRC
regulation). Section 234 authorizes NRC
1o impose civil penalties not 1o exceed
5100.000 ner violation per dav for the
violation of certain specified licensing
provisions of the Act. ruies. orders. ang
[cense terms impiementing these
Provisions «na tor vwlations tor wnicn

censes can ue revoked. In agaition o
ne enumerated provisions 1n secuon
<14, sections 84 and 147 authorize the
imposition of civii penaities for
violations ot reguiations impiemenung
those provisions, Section 232 authorizes
NRC to seek injunctive or other
equitable rehief for viclation of
regulatorv requirements,

Section 206 of the Energy
Reorganization Act authorizes NRC to
impose civil penalties for knowing and
conscious failures to provide certain
safety information to the NRC.

Chapter 18 of the Atomic Energy Act
provides for varying leveis of cnminal
penalties (1.e. monetary fines and
impnisonment) for willful violations of
the Act and regulations or orders 1ssued
urder sections 65. 161(b), 161(i), or
181(0) of the Act Section 223 provides
that cnminal penalties may be imposed
on certain individuals employed by
firms constructing or supplyving basic
components of any utihization facility if
the individual knowingly and wilifully
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violates NRC requirements such that a
basic component coud be signiticantly
impairea. Section 235 provides (hal
criminal penaities mav be imposed on
persons wno interfere with inspeciors.
Section 236 provides that criminal
penalties mav be imposed on persons
who attempt to or cause sabotage at a
nuclear facility or to nuciear fuel.
Alleged or suspected criminal violations
of the Atomic Energy Act are reterred (o
the Department of Justice {or
appropriate action.
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8 Proceaura Fromewors

Subpart B ot 10 CFR pant 2 of NRC's
requlations sets forth the procedures the
NRC uses in exercising its entorcement
authority. 10 CFR 2.201 seits forth the
procedures for 1ssuing not:ces of
violation

The procedure to oe used in assessing
civil penalties s set iortn :n 10 CFR
2205 This reguiation proviges that the
civil penaily process 15 initiated by
1s$uIng 4 Notce ot Violation and
Proposed Impositon a1 @ Civil Penalty
The Licensee or other person s provided
af opportunity to contest in writing the
proposed imposition of a civil penaity
After evaluation of tne response, the
civil penaltv mav be mitigatled. remitted.
ot imposed. An opporiunity is provided
for a nearing if a civil penaity 18
impused. if a civil penaity 1s not paid
following @ hearing or it a neanng is nol
requested the matier may ve reterreq to
the U 5. Department cf |ustice to

wslitute 4 avil acnon in Distoct Court

I'he nrocedure for issutng an order to
nstitute a proceeding to moaify
suspend. or revoke g Loense of 1o tdxe
SRer action against 4 acensee or other
person subject *o the wurisciction of the
Commission 1 set torin in 10 CFR 2 202
The licensee or any otner 2erson
auverseiv aifeciea oy (ne ruer mav
request ¢ neanng. The NRC 3
authorized 1o make oraers .mmediateiy
vifective f requirea ‘o0 protect the pubiic
1eaitn satety. o interest ur if the

otation s witllul 2eetn J204 sets oyl

S8 PrOCEOUres (Ul SSuing 4 Jemana or
intormation |Demanc: ‘0 4 wuensee or
GINEr Person subiec: 'c e
Commissioner § 1urisaiclion tor ine
purpose ol determininz wnether an
wger or ather enrorcement action
should be ssuea. The Lemand does not
Drovide hearnng rignis as oniy
information is being sougnt. A licensee
must answer @ Demand. An unlicensed
person mav answer 4 Demand bv either
providing the requesiea information ot
explaining why the Jemand should not
nave peen issueq

— STFR ST

111 Responsibilities

The Executive Uirector tor Uperations
(EDQO) ana the principal entorcement
officers o1 the NRC. the Depurtv
Executive Director for Nuclear Matenal
Safetv Sateguards and Operations
Support tDEDS) and the Deputy
Executive Director tor Nuciear Reactor
Regulation. Regional Operations. ana
Researcn ‘DEDR) have been delegated
The authority to approve or 1ssue d”
escalatea entorcement acnons ¥ The
DEDS 15 responsible to the EDO for the
NRC entorcement programs. The Office
of Enforcement [OE) exercises oversight
of ana impiements the NRC enforcement
programs. The Director. OE. acts for the
Deputy Executive Directors in
enforcement matters in their absence or
45 aelewated. Subiect 1o the oversight
ind direction ot OFE. and with the
approvai ol the appropriate Deputv
Executve Director. wnere necessary
the regional uifices normally 1ssue
Notices o1 Violation and propesed civil
penalties However. subject to the same
nversight s the regional offices. the
Office 01 Nuciear negctor Reguiation
NRRI ssues Nouces of Violation and
proposed civil penatties 10 venaors and
suppniers 4nd the Uffice of Nuciear
Materia: Safetv and Safeguards (NMSS)
ssues Notices of Violation and
rroposea civil penallies to certificate
holders and 1o tuel cvele faciites for
violations invoiving matenal control and
sccounnng Fscalated enforcement
[ctions are normallv coordinatea with
‘s anproonate otfices by the OE
Fntorcement orders are normaiy ssued
Ly oa Deputy Executive Wirector or the
Director. OE However. oraers mav 4iso
ne resued by the EDO. especiallv those
avoiving the more significant matters.
The D:rectors of NRR and NMSS have
ilso neen delegated authonty o 1ssue
orders. but it is expected that normal
gse of this authority by NRR and NMSS
will be canlined to actions not
associated with compiiance issues. The
Director. Office of the Controiler. has
heen deiegated the authority to 1ssue
orders wnere licensees violate
Commussion regulations hy nonpayment
it license and inspection fees.

s The 1erm  escaialed enforcement action 1y
seg 10 s poncy means ¢ Sotice of Violation 1o
ny Severviv Leves | I or i vicianion: a civii
s any severity Leves | 1 HEar iV
fuer Ldsed Uoon 4 vigiathion

aenais
Wl dMad 4N
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In recognition that the reguiation of
nUCIear Activities In manv cases aoes
not lend itself to a mechamstic
treatment, judgment and discreion must
be exercised in determining the reverii
levels of the violations and the
appropriate enforcement sanctions.
including the gecision to 1ssue a Notice
ol Violatior. or to propuse or impose «
civil penality and the amount of this
penalty. after considering the genera
principles ot this statement ot noicy
the rechmcal sigminicance ol the
vioiations ana the surrounding
circumstances.

Unless Commission consuitation or
notification 1s required by this poucs
the staff mav depart. where warranteu
ir: the public's interest {ram this pois
with the approval of the appropriate
Deputv Executive Director ana
consuitation with tne EDO us
warranted. (See aiso Sectien V1
“Exercise ol D.scretion

The Commission wul be proviaed
written notification of ail enforcemen:
4chions iInvoiving c:vil penaities or
orders. The Commission will aiso oe
provideq notice 1n those cases wnere
discretion 1s erercised and discussed
Secuon VILB6 in agaition. .2e
Commission wil be consuitea prior 1o
‘aking action :n the tollowing situdl ons
{Jniess the urgency of the situation
cictates immeaqiale acuony.

1) An action affecting a icensee s
nperation that requires balancing tne
proiic heaith 4na satetv or common
gefense ana security impiicauons ol oy
cperaung wiin ine potential ragioiugi .
or oiner NAzaras «ss0Ciated witn
contnuea operation;

21 Provosais 1o impose Civil pengiti:
in amounts greater than J times ne
Sevenity Leve: | vaiues snown in {abie
1A:

(3) Any proposed enforcement aciion
that invoives a Severity Level |
violation:

4} Anv enforcement action that
involves a hinding ot a matenal false
statement:

(3] Exercising discretion for matters
meeting the critena of Section VIIL.A L
for Commussion consuitation:

'6) Refraining from taking
enforcement action for matters meeting
the critena of Section VII B.3:

[7) Any proposed enforcement action
that involves the i1ssuance of a civii
penaity or order to an uniicensed
individuat or @ civil penaity to a
licensed reactor operator:
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[ 81 Anv acuon the EDO beteves
warrants Lommission invoivement

91 Any enlorcement case voiving an
Ofhice of Investigation (Ol) report where
SR staff (other than Ol statf) does not
Atrive al the same conciusions as those
in the Ol report concerning issues of
intent i

101 Anv proposed enforcement action
un wiuch the Commission asxs (o be
Cunsuiied

IV Seventy of Violations

Hegulatory requirements * have
CATVINR degrees of salely. saleguards. or
environmental significance Thereiore
the relative importance of each
o violation, inciuding both the tecanical
+ significance and the regulatory
= sigmificance is evaluated as ine 1irst step
Sin the entforcement process

Cunsequentlv violations are normaily
ategorized in terms of five ieveis of
! SEVerItY 10 show their relalive
mportance within each of the
eight activily areas

HOWINR

| Reactor Operations
Il Faciity Construction
1l Safeguards
LV Heaith Physics
Transporiation
VI Fuel Cocle and Matenials Operations
VI Misceilaneous Mallers ano
Vil Emergency Preparedness

Licensed activities will be piaced in
the activity area most suitable in Light of
the particular violanon invoivea
aciuding activities not directiv covered
[ by one of the above Listed areas. e g..
| export license activities. Within each

acuvity grea Heveriy Leve: | has been
| assignea to violations ti = are (he most
| sgnificant ana Severity Level \
violations are the least significant
Seventy Level | and [l violations are of
very significant regulatorv concern. In
general. violations that are included in
these seventy categones involve actual
cr high potential impact on the public.
Severity Level [l violations are cause
for sigmificant regulatory concem,
Sevenity Level [V violations are iess
serious but are of more than minor
concern. 1.e.. if left uncorrectea. they
couid lead to a more senous concerm.
Seventy Level V viclations are of minor
safety or environmental concern.

i

' The term requiremeni a3 used o thus policy
means o legally Dinding requiremen! such as @
datule requialion cense condition echnical
ipecification or order

STFR 579
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Compansons of signulicance between |
ACUIVIlY areds are inappropnate. For |
exampie. the immediacy ol anv hazara
to the public associated with Seventy
Level | viglations in Reactor Operations
15 not directly comparable to that
associated with Severity Leve: |
vislzaons in Facuity Construction

Suppierients | through VIII provide
exampies any serve a8 guidance in
determining the appropnate severiy
level for violations in eacn of the eight
activity areas. However. the exampies {
are neither exhaustive nor controlling. in |
addition. these examples do not create
new requirements. Each 1s designed to
Hustrate the significance that the NRC
places on a particuiar type of violation
of NRC requirements. Each of the
examples 10 the supplements is
predicated on 4 violation of a regulatory
requirement.

The NRC reviews each case being
considered for enforcement action on its
own merits to ensure that the severity of
4 violation 1s characterized at the level
best suited to the significance of the
particular violation. In some cases
special circumstances may warrant an
adustment 1o the severity level
rategonzation

SIFR SIN

1. Aggregation ot Vivlations

A group of violations may be
evaluated in the aggregate and assigneq
4 single. increased severity level,
thereby resulting in @ Severnity Level (11
problem. if the vinlations have the same
underiving cCause or programmaltic
deficiencies. or the violahions
contnbutea 1o or were ynavoidabie
cansequences o! the underiving
problem. Normaily. Sevenity Level | ana
I violations are not aggregated nto a
higher severity level

The purpose of aggregating violations
15 ta focus the licensee s attention on e
fundamental underiving causes for
which enforcement action appears
warranted and to reflect the fact that
several violations with a common cause
mav be more significant collectivelv
than individuaily and may therefore.
warrant a more substantial enforcement
action. In addition. a civil penaity for
muitipie occurrences of a violation with
the same root cause may be subject to
escalation of the base civil penalty. (See
Section VI.B.2.(e})

App. C(IV)

B Repeutive \iplotions

The severity level of a Severity Level
V or [V vioiation mav be increased to
Severity Level [V or I respectivery i
the vioialior can be considered a
repetitive violation.® The purpose ot
escalating the seventy level ot 4
repetitive violation is 10 acknowledes
‘he added significance ol the situation
based on the licensee s tailure 10
implement effective corrective action tor
the previous violation, The ascision (o
ascalate the seventy ievel o1 a repettive
violation will depena on 1he
circumstances. suct as. bet not imited
to. the number ot 1imes the violation has
occurred. the sumilarity ot the vioiations
and their root causes. the agequacy ol
previous corrective actions, tne period
of hime between the \ioiations, ana the
sigmificance of the vioiations (Civii
penaities mav aiso ve proposed (01
repetitive Severitv Lever [V violations as
discusseg in Section ViB.|

C. Willful Violations

Willful violations are ov gefinition o1
particular concern to the Commission
because its reguiatory program s basea
un licensees and their contractors
smpiovees. and agents acung with
integrity and communicating with
candor. Willful vioiations cannot be
tolerated by either the Commission or a
licensee. Licensees are expected 1o lake
significant remediai action in responging
to willful violations commensurate with
the circumstances sucn that it
demonstrates the seriousness ot the
violation thereby creating a aeterrent
effect within the icensee s organization
While removal o1 the person is not
necessanlv requirea. supstantial
disciplinary action s expected.

* The term repetitive violation or similar
violation  as used in this PpOliCY statement means &
violation that reasonadly could have been
prevented by s licensee s correcuve action for a
previous violahon normaily ocournng (1] within the
past two yesrs of the inspection &l 1ssue or (2] the
period within the last two inspections, whichever is
langer
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“heretore. the jeventy ievel of a |
violation mav be increasea if the [
circumstances surrounaung the maiter
involve careless disregarg of
requirements. deception. or other
indications of willfulness. The term

willfuiness as usea in thus policy
“nibraces a spectrum of violations
ranging from deliberate intent to violate
or talsify to and incluging careless
disregard for requirements. Willfulness
does not include acis wnich 0o not rise
o the jevel of careless aisregard, €2,
inadvertent clerical errors in a document
suomitted 10 the NRC. [n getermining
the specific seventy level of a violation
mvolving willfulness. consideration will
be given to such factors as the position
and responsibilities o1 the person
nvoived in the vioiation (e g.. licenseg
oific.al * or non-supervisory empioyee|
the significance of anv unaeriving
vioiation. the intent ot the violator {1.e..
careless disregard or aeliberateness),
4nd the economic or ather advantage, '/
4nv. gained as a resuit of the viclation
The relative weight given to each of
these tactors in armving at the
approprigte seventy leve, will be
depencgent on the circumstances of the
violation However, the severityv level of
it willlul severity lever \ vioizsn wul
be increased to al least a severty L vel
IV

1) Vioiations of Reporti=g dequirements

The NRC expects licensees 10 provide
compiete. accurate. ana timely
ntormation and reports. Accordingly. |
niess otherwise categorizea in the |
sutipiements, the severniv tevel of 4

ation involving the 1atlure to make a

required report ta the N\RC witl be basea
upon the significance ot and the
circumstances surrounaing the matter
that should have been reported
However. the seventy level of an
intimely report. 1n contrast (o no report
mav be reduced depenaing on the

STFRS579Y —

" The term  Licenses official  as used i this
PONCY statement means 4 1M Line supervisor or
above a licensed individual & radiation salely
ificer or an authonzed user of licensed matenal
whether or not [islea un & hoense Notwithstanaing
an ndividual 8 sob Llle severiiv invel
categonzation for willful acie invoiving individuais
who can be considered Licensee officiais wiil
ronsder seversl laclom mciuging the position ol
‘he ndividusl reiaiive 1o the licensee §
Orgeanitaonal siructure and the ingdividusl s
responsilililies reialive 1o ihe oversight ol [icensed
achivities and 10 the use of Licensed matenal

circumstances surrounding the matter. A
heensee wul not normaily be cited for a
failure 1o report a condition or event
uniess the (censee was actuallyv aware
of the conaition or event that it {ailed 1o
report. A licensee will. on the other
hand. normaiiy be cited for a failure to
report a conaition or event if the
licensee knew of the information to be
reported, but did not recognize that il
was requirea (o make a report

V' Enforcement Conterences

Whenever tne NRC has iearned of the
#xistence ot a potential violation {or
which escaiated entorcement action
may be warranted. or recurring
nonconformance on the part of 4 vendor.
the NRC wiii normally provide an
opportunity 1or an enforcement
conference with the licensee vendor. or
other person orior to taking enforcement
actien. Although enforcement
conferences are not normaiiv heid for
Sevenity Leve: [V violations. they may
he scheduled if increased management
attention 1s warranted e.g.. if the
violations are repetitive. The purpose of
the enforcement conference 1s to (1)
discuss the violations or
nonconformances. their significance. the
reason for (newr nccurrence. including
the apparent root causes. and the
licensee s or vendor s corrective actions.
(2) determine whether there were any
aggravating or mitigaling circumstances.
4nd (3} obtain other information that
will heip tne NRC determine the
appropriate enforcement action

During 'ne eniorcement canlerence.
the ncensee. \encar, or other person wiil
he given an opportunity to provide
information consistent with the purpose
of the conterence. including an
explanation to the NRC of the
immediate corrective actions (if anv)
that were taxen following dentification
of the potenual viviation or
nonconformance aad the long term
comprehensive actioos that were taken
or will be taken '0 presyent recurrence.
Licensees. .endors. or oti.er persons wall
be told when a meeting is = n
entorcement conterence. Enforcement
conferences will not normaily be open
10 the pubiic
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When needed t¢ protect the pubiic .
health ana safetv or common defense
and security, escaiated enforcement
action, such as the issuance of an
immediately effecuve order modifving.
suspending, or revoking a license. will
be taken prior to the eniorcement
conference. In these cases. an
enforcement conterence may be heid
after the escalateo entorcement action 18
taken

V1. Enforcement Actions

This section descr:oes the
enforcement sanctions available 1o ine
NRC anda specifies tne conditions unger
wnich eacn mav oe usea [he basic
sancnions are Nouces ot Violation. .
penaities. and oroers of various '\ pes
As aiscussed furtner in Section V1 D
related admimstratuve mecnanisms suon
as Notices of Noncontormance Natices
of Deviation, Coniirmatory Action
Letters, ietters o! reprimand. and
Demands for Informanon are useo 12
suppiement the entorrement program in
selecting the eniorcement sanctions (o
be apphied. the NRC wul consiger
enforcement actions taken by other
Federal or State reguiatory bodies
having concurrent iunsuIclion. Such 4s
in transportation matters Usuatly.
whenever a vioianon o1 NRC
requirements 1s iaentined. enforcement
action 18 taken. The nature and extent o!
the enforcement action is intended o
reflect the seriousness of the vigiaton
involved. For the vast majonity ol
violations. @ Notice ot vViolation or a4
Notice ot Noncontgrmance 1s the normai
enlorcement action
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i Nouce of Viowation

A Notce of Violation 1s a written
nolice setting torth one or more
violations of a legally binding
requirement. The Notice of Violation
normally requires the recipient 1o
provide a written statement Gescriding
[1) the reasons for the viodhon of if
contested. the basis lor aisputing the
violation (2] corrective steps that have
hween taken and the resuits acnieved. (3)
cortective sieps thal will be taken 'o
prevent recurrence: and (4} the date
when tull comphiance wiil be acnieved
I'he NRC may require responses 10
Notces of Violation to be unaer oath
Normaily responses under oatn will be
required oniv in connection with civil
penaities and erdery

The NRC uses the Notice of Violation
4% the usual method for formauzing (he
sxistence of a violation. [ssuance of a
Notice of Vialation 18 normaily the onlv
entorcement action taken, exceptin
~a9es where the critena for issuance of
civil penalties and orders, as set lorth in
Sections V1 B and VILC. respectively. are
met However special circumstances
regarding the violation hindings may
warrant discretion being exercised sucn
that the NRU relrains {rom 1ssuing a
Notice of Vinlation. (See Section VILD

Mitigation of Enforcement Sancuons. |
In addit.on Leensees are not orginariyv
cited for violations resuiling (rom
matters not within their control. such as
rouipment falures that were not ’
ivindable hy reasonqdoie hicensee
Juaiitv 4ssurance measures of
mandagement controis Lenerainn
nowever censees are newq esponsiipie
far tne acts of thewr smpios ces
\ceordingly. (his potcy shouwid 2ot ne
cunsirued (o excuse personne; errors

|
B Civii Penaity ‘
|
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\ civil penalty 1s 8 monelary penaity
that may be imposed for vioiation ot 11}
certain specified licensing provisions of
the Atomic Energy Act or
supplementarv NRC ruias or oraers. {21
anv requirement for wnich a license may
be revoked. or (3] reporung
requirements under sect:on 206 of the
Energy Reorganization Act. Civil
penalties are designed 1o emphasize the
need for lasting remedial action and to
deter future violations both by the
involved licensee as well as by other
lLicensees conducting simiar activities

Civil penaities are proposed (absent
mitigating circumstances) for Seventy
Level 1. Il and Il violations, and may be
proposed for repetitive Seventy Level [V
violations or for any wallful vioiation. in
addition. civil penalties will normally be
assessed for knowing and conscious
violations of the reporting requirements
of section 206 of the Energy
Reorganization Act

i Dase Civil Penalty

The NRC impuoses different leveis of
penalties for different seventy level
violations and different classes of
Licensees. venaors. and other persons
Tables 1A and 1B show the hase civil
penaities for various reactor. fuel cvcle
matenals and vendor programs. [Civi!
penaihies issued to individudis dre
determined on 4 case-Hv-c4ase DAs!S |
The structure ot these tables generaiin
takes (nto account the aravity ul the
violdLion as 4 primary consideration and
the abnthitv 1o pav as a secondary

onsideration Lenerallv. operations
avolving greater nuciear maternal
inventores and greater potential
conseqguences o the public and licensee
Pmpluve?s receive nigher (Zl‘-l‘ penanzes
Regarding (ne seconagary factor ol
ility of various classes of hcensees o
pav 1he civii pendities. it is not the
ARC’s intentior 'hat the economic
'mpact of 4 ¢ivi penalty be so severe
thal 1! puts 4 ucensee out ol business
[orders. rather tf an civil penainies. are
580 when the (rtent is to suspend or
term nate hicensed act vities| or
Agverselv gtiects s hcensee s abiity 1o
satelv conuuct licensod activities. The
feterrent effect of civil penalues 18 est
served wnen the amounts of the
penaities take into accouint @ licensee s

ibility to pav * In determuning the
amount of civil penalties for ncensees
for whom the tables do not retlect the
ability to pay the NRC wiil consider as
necessary an increase or decrease on 4
rase-by-case basis Normailv. if a
censee can aemonstrate hnancial
kardship. the NRC wiil consider
pavments aver ime. including interes!
rather than reaucing the amount ol the
wil penaity. However where a licensee
claims hnancial hardship. the licensee
will normailv be required to address
why it has sufficient resources 10 sarely
conduct licensed aclivilies and pay
icense and inspection jees
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2. Civil Penanty Adjustment Factors

In an etfort to recognize anu
#NCouUTage Ruod pertormance. ueler poor
performance. ang emphasize vioighions
of particular regulatory concern. the
NRC reviews each proposed civil
penaily on 1ts own merits and, atter
considering all relevant circumstances.
mav adjust the base civil penalities
shown in Table 1A and 1B for Severity
Level | Il. and [l violauons basea on «n
assessment of the tollowng civii penaits
adjustment! factors. Civil penaities 1or
Severity Level IV violations are
normaily proposed at the base values
identified in the tanies witnou!
assessing tne civii penaity adustment
factors

While management invoivement.
direct or indirect. in a vioiation mas
lead to an increase 10 the Civil penaity
the lack ol management invoisement
may not be used 1o mingate 4 cisvii
penalty, Allowing mitigabvon in the (atter
case couid encourage (acKk ol
managment invoivement in iicenseq
activities and a decrease 1n protection o/
the public health ana safety

la) ldenutication. The purposes ai this
factor (s 10 encourage iicensees 1o
monitar. supervise. and dudit acusviies
in oraer ‘o assure satety ana
compliance. Theretore. the base civi!
penalty shown in Tahles 1A ana 1B mav
be mitigateq up 1o 50% when a licensee
identifies a violation and escalated up to
50% if the NRC idenuities a violation
The base civil penaity may also be
mitigated up 1o 23% wnen a licensee
identfies a violation resuiting (rom o
seil-disclosing event * wnere tne
licensee gemonstrates initative n
idenufving the root cause vt the
violdlion. In addition. the pase civii
penallyv mav also ve miligated wnere
warrantea if a licensee igentities 4
violation as a resuil ol 1's review ol a
generic noutfication. While mitigatiun
under this factor is appropnate fot a
licensee 1dentified violation tha! was
not reported to the NRC. a separate
enforcement action will normallv be
issued for the licensee s faillure to make
the required report

* The term seli-discioning event a5 used in this
palicy slalement means an event (hal 3 readily
abvious by human ODservaion or mechanical
nstrumentation such as @ spil of iguit. an open
door (required 1o be © | an overexp
documented in & JOSIMeIry repOrt. &n annunciator
4larm. or 8 reaclor tnp
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‘ Currective action. The purposes o!
i% lactar is |6 encourage licensees o
| 1) take the immediale actions necessary
| pon discovery of 4 violation that wiil
restore safety and compliance with the
' license reguiationis) or other
| requirement(s). and [2) devieop and
mplement (iIn @ imelv manner} the
| 1sting actions that wiill not only prevent
recurrence of the violation at issue, but
will be approprigtely comprehensive
‘ givan the signilicance and compiexity o1
‘he vinlation (0 prevent cocurrence ol
muar violations Therefore ‘he base
Vil penalty shown in Tables 1A and 1B
may be either mitigated or escalated by
4% much as 50% depending on the
urompiness and extens'veness of the
censee s corrective action In assessing
this tactor consideration wili be given
‘0 among other things. the nmeliness of
e carcective action (inciuging the
uromptness in deseoping INe schedule
lar long term corrective achonl. the
degree o! icensee inthlative e
whether NRC involvement was required
Lelore acceplable action was faken) ine
adeqguacy of the iicensee s rool cause

2 analvsis for the violation. and. given (he
2 sigmificance and complexity of the 1ssue
L 'he comprenensiyeness of the corrective
“ action (1 e . whether the action s

focused narrowiv to the specific
violation or broadly to the generai area
uf concern) Notwithstanaing good
comprzhens)ve corrective action. i
mmediate corrective acuon was not
taken to restore satetv 4no compliance
| wnce the violation was gentitied
~itigat.on of the aivil pendaty based un
his laclar will Aol normai.s e
onsigered and escalabion Mmas oe
onsidered 1o agaress the censee s
farlure
c) Licensee performonce The

purpose ol this factor 1s tc recogmize and
sncourage good or improving hcensee
performance and to recognize ang deter
poor or declining performance
Therefore the pase civil penally snown
in Tables 1A and 1B mav ne mitigatea
bv as much as 100% 1f the current
violation is an isolated faiure that i
inconsistent with a hcensee s
outstandingly good prior performance
The base civil penaity mav aiso be
escalated by as much as 100% il the
current violation is reflective of the
licensee's poor or dechining prior
performance Neither mitigation nor
escalation may be appropriate based on
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this factor wnere 4 licensee s poor prior
performance appears to clearly be
improving. Prior pertormance. as used in
this policy statement, refers to the
licensee s performance normally (1)
within the las! two vears of the
inspection al :ssue. or | 2| the penod
within the (as! Iwo inspecuons,
whichever i1s jonger. In assessing the
licensee s prior pertormance
consideration wiil be given to. among
other things. tne etfectiveness of
previous corrective action (or similar
problems. gverall performance such as
Svstematc Assessment of Licensee
Performance (SALF) evaluations far
power reactors. and the licensee s prior
enforcement nistory overall and in lhe
4area ot concern. including escalated and
non-escalated entorcement actions and
any entorcement actions that the NRC
exercised discretion and refrained from
1s8uUINR in accordance with Section
VILB. Notwithstanding gocd prior
pertormance. mitigation of the civil
penaity based on this [actor 13 not
normally warranted where the current
violation retlects a substanual dechine in
performance that has nccurred over the
time since the last NRC inspection. in
addition, this factor shouid not be
appliea for those cases wnere the
licensee nas not heen in existence long
enogugh to establish a prior performance
or inspection history. Similarly,
mitigation based on this factor is not
normally appropriate wnere the area of
concern bas nol been previously
inspected. uniess overall performance 1s
good

dl Prior apportuniy to waentifv. The
purpose of this factor is to encourage
lcensees 1o take etfective action in
response 1) opportunities 10 identity or
prevent problems or violations.
Theretore, the base civil penalty shown
n Tables 1A and 1B mav be escalated
by as much as 100% for cases where the
icensee should have wdentified the
violation sooner as a result of prior
opportunities. such as {1) through
normal surveillances. audits. or quality
assurance (QA| activities: (2) through
prior notice 1e., specific NRC or industry
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notification: or (3] througn other
reasonable maication of & potential
problem or violation. such as
observations of employees ana
contractors. and had failed to 1ake
effective corrective steps. Prior
notification mav include findings ot the
NRC, the licensee, or industry maae at
other facilities operated by the licensee
where 1t (s reasonable to expect (he
licensee to take action to jdentifv or
prevent similar proolems at the taciiity
subject to the en'rcement action a!
1ssue. In assessi ¢ this lactor.
consideration wiil be given to. among
other things, the ocpportunities avaiable
to discover the violation. the ease of
discovery. the similanty between the
violation ana the notification. the period
of time between when the violation
occurred ana wnen the notification was
issued. the action taken lor planneal by
the licensee in response 10 the
notification. ana the leve: of
management review that the nolificahon
received (or should have receivea)
Escalation of the civil penaity vased
solely on prior notitication 1s normaliv
not warranted where the (icensee
appropnatelv reviewea the notification
for applicaton to its actuvities ana
reasonable acuon was ejther tanen or
planned to be taken within a reasonable
time.

(e) Multipte occurrences. The purpose
of this factor is to reflect the aacea
significance resuiting irom muitipie
occurrences ol the vioiation. Thererore.
the base civil penalty shown in Tables
1A and 1B mav e escalated bt as much
4s 100% wnere muitiple exampies of «
particular vioiation are jgentiiied quring
the inspection period. Escalation of the
civil penaiiv pasea on this factor will
normally be considered only wnen there
are muitiple examples ot Severitv Level
L 1L or {11 violations with the same root
causes. Alternatively. separate civil
penalties mav be imposed for eacn
violation,

(f) Duration. The purpose of this factor
18 to recognize the aaded significance
associated with those violations or the
impact of those violations) that continue

-

¥i
PART 2 « RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS ... PPY\YV .




wpp. COVD

794

iy

The civil penaity adjustment factors !
presented in paragraphs (al througn (f)
are additive However. in no instance
will a civil penaitv for anv nne vioiation
exceed $100.000 per dav

¢ remdin uncotrecied for more han one
dav Theretare wnether or not 4

(LPNSee 1S aware or cleariv should have
peen aware of a violation. the base civil
senally shown in Tables 1A and 1B may
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normally the only adiustment factors
that will be considered o lower a base
civil penaity wiil be idenufication and
cotrective action factors. In addilion. 48
provided in Section VIL “Exercise of

qe escalated by as much as 100% to Notwithstanding the apphcation of the 5 [Discretion. discretion mayv be exercised
‘eflect the added technical and/or civil penalty adiustment tactors. & civy 5 by either escalating or mitigating the
~egulatory signmficance resuiling irom the penaitv will normailv be proposed in 4.1 f amount of the civil penaity armvea at
alation or the impact of it remaining 5 d4mount of at least 50% of the base vatue 7 after applying the civil penaity
ncorrecied (or more than one cav. This 3 in Tables 1A and 10 for Severiiv Lever | | adjustment 1aclors (0 ensure tnat the
dctor should normaily be appiec in T ana il violations invoiving | proposed civil penaity reflects the
1s#4 Involving particutarly sarety ;‘ OVBPEXDOSUTES rRiease ol radioactive I NRC's concern regaraing ine viciation a!
signiticant violations or where a matenal. or loss ol ragioactive materidi | 1ssue and that i conveyvs (ne appropriaty
semificant reguiatory message |1s ‘o emphasize (0 the icensee the 1 message (0 (he censee
~varranted In lieu of escalating the civi seriousness with which the NRC views ’
senalty based on this factor. the NRC these events and the importance of
may impose daily civil penaities tor conducting icensed activities in a
<inlations that continue for more than manner to avoid these violations. In
ne dav [See Section VILA I Dalv considering mitigation {or these cases
Civi! Penalties. |
TABLE tA—BasSE Civit PENALTIES
Pant operanons i _._‘"_‘?m"fl s dng e
WRSTgT - W olmcemided s
3 Cowesr reACION §100 000 £10.000 2100 000 i5.000
o Test rescion 13000 - 000 9000 > 200
. Heseacn reacions Ang CNUCal lackies 7300 £ 200 £ 000 10
T F L 1ADOCEIONS AN NOUSING DrOCeSI0rs | 25000 TLI000 %000 5000
@ MR 800 LANAam COMarson (ARGt ‘0000 - : 00 2200
CAuaTnel users Of MELeNaIs ' N0 CONTACIONS ANd vennors 0 000 - £ 000 2200
| MaBe REDOSS KCETRees 10,000 - £ 200 2900
SACHONMC Of MeRCAl NSUIONS ¢ 5 000 - 2 500 * 000
AOSDENOENT SOANT LSl ANG MOVIONEG ETeVEDI S10TAge NIIANR-
oo 25 000 3 000 25,000 000
200 - D500 ¢ 500

LINar MAengl nCansees

IACIUOeS KIS fus Tugh leven wasie unTadIaled lssae Malena  ana any oiner auantthes equnra T8 B DACRAQING

INCIVORS (O SOBCIG ACIWily wasie | SA| (Ow Vel wasie Cope A DACKAQES. AN0 eXCRRIe0 JuANlLes 47T aricies

_arQ8 1S BNGAQEa 1 MANUIBCILNNG Of IIINDUIDN 51 HYDIODUC! SOUCe Of SDECIAl NuCiear Talena:
© Trug amount reters ‘0 Category | Censeel (35 Dahneg in
Senarty amount of $50 000
IACIUGES NOUSINE (BOGAONENS TUCIEN DHBITMACKES And CINe INOUSINGl users
< This apphes 10 NONOON NSUTILONS NO! OIherwise CAIBQONZE0 under sechons a ough g

TaBlE | B-Base CiviL PENALTIES

Base Cow Panasty Amount
Severtty Level [Parcent of amount isied 0
Tatee A
I 100
(] LY
" 50

w 15

10 CFR 7121 wcenseo 'uel 'aDNCION o1 AuINONZed

10 DOSSESS Lalegory | Talena have a Dase

1IN A0 NG MOKHE NUCIBAl SETVICEeS
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An order s a written NRC directive to
modify. suspend. or revoke a license 10
cease and desist from a given practice
of aclivity: of 1o take such uther action
as mav be proper see 10 CFR 2.202)
(Orders mav also be issued in lieu of. or
in addition to. civil penaities. as
appropriate for Severity Level I [1 or [l
violations Orders mav be 1ssued as
follows

1) License Modification oraers are
55U when some change in Lcensee
squipment. procedures. personnel, or
management controls is necessary

12) Suspension Urders may be used

la) To remove a threal to the public
nedith ana satetv. common cefense and
security or the environment

b) To stop facility construction wnen,

1] Further work could preciude or
significantlv hinder the identification or
carrection of an improperiv constructed
satetv-reiated system or componen!: ofr

it! The Licensee s qualitv assurance
program impiementation 1s no’ adequate
o provide confidence that construcuon
dctivities are being properiv carned out

.| When the licensee nas not
responaed aaequately to olner
antorcement gction

d) When the hcensee interteres wilh
the conduct of an inspection or
nvestigation: or

e! For anv reason not mentioned
sbove lor which license revocation 1s
eRaillyv authonzed

AUSPENSIONS Mav Appiv 1o &l of parnt

1 the ncensed acuvity Urchnariy o
CONSeY aCUIVHIV 8 N0t susDenasd Inar 1s
L auspension praojongeq! tor falure 1o

s SEERST92

omply with requirements wnere sucn
fatlure 18 not wiilful and adequate
corrective action has been taken

3) Revocation Orders may be useq’

‘a) When a ucensee 1s unable or
snwilling to comply with NRC
requirements:

H) When a Licensee refuses lo correct
4 violation;

¢} When Licensee does not respona o
1 Notice of Violation where a response
was required.

41 When a licensee refuses to pay an
applicabie fee under the Commission s
regulations. or

(e} For anv other reason for which
revocation 1s authonzed under section
186 of the Atomic Energy Act le g . any
condition which would warrant retusal
i a license on an onRinal apphication|

4) Cease and Desist Orders mav oe
ised 1o stop an unauthonzed activity
rhat has continued atter nonfication ov
“RC that the activity 1s unauthorizea.

5) Orders to unlicensed persons
‘neluding vendors and contractors. and
smoplovees of anv of them. are usea
whnen the NRC has idennfied deliberate
misconauct thal mav cause a iicensee o
ne in viomation ol an NRC requirement or
where incomopiete or inaccurate
information (5 dehberateiy submitiec ur
where the NRC loses its reasonao.e
assurance that the licensee will meet
NRC requirements with that person
nyoived i licensed activities.

Unless a separate response 1§
varraniea pursuant to 10 CFR 2.201 3
“otice of V.olation need not be 1ssyea
wnere an order 1s nased on violauons
sescrined in the oraer The vioiations
Jescribeq N an orger neeqg not he
categorizeqa by severity leyvel

Orders are maae etfective
mmedaiatelv, withoul pror opporiunity
for nearing, whenever t 1s determined
that the pubiic health. interest. of salety
s0 reguires. or when the order is
responading to 4 violation invoiving
witlfulness. Otherwise, a prior
spportunity for a neanng on the oraer 1s
afforded. For cases in which the NRC
Heligves a basis couid reasonabiy exist
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for not taking the action as proposeq
the [icensee will orginarily be afforaea
an opportumity to show wny the order
should not be 1ssued in the proposed
manner bv wav of a Demana for
Information. (See 10 CFR 2 204}

D. Reiatea Administrative Actions

{n addition 1o the formai enforcement
mechanisms o1 Notices of V' olation.
civil penaities. ana oraers. the NRC ., u0
uses aamimistrative mecnanisms, such
as Notices of Dewviation, Notices of
Nonconformance. Contirmatory Action
Letters (etters ot reprimanag. and
Demanas for (nformation to supplemen:
its entorcement program. The NRC
eXpPECts (ICensees ana vengors to acnere
10 anv oolgatoNs and commitments
resuiling from these processes and W
not hesitate 1o 1SSue appropriate orues
10 ensure that (hese obligallons 4nc
commitments are met

(1) Notices ot Deviation are written
notices describing a licensee s tallure
satisfv a commitmen! where the
commitment invoived has not heen
made a egatly binaing requirement \
Notice of Deviation requests a licensee
10 provide a written exgianation or
stalement descnping corrective steps
taken (or planneal. the resuits acmiesea
4dnd the dale wnen corfective action wii
be compieted.

12} Notices o1 Noncontormance are
written notices cescridbing s endor s
fariures 1o meet commitments wnich
have not been maage legdl v DINAING
requirements by NRC. \n exampie s 4
commiment maae in a crocurement
contract with a Lcensee 4§ requirea Hv
10 CFR part 50, appenaix 3 Notges ot
NONCONIOrmances request non-lucensees
10 provige written exnianauons or
statements descrnbing corrective steps
(taken or planneal. the resuils achievead
the dates when corrective actions will
be compieted. ana measures laken (o
preciude recurrence

[3) Confirmatory Action Letters
[CALs! are letters contirming a
licensee s Or Venaor s agreement (o take

App. COVT)
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was nol likelv 10 e identitied
iiter the violation occurred| by rouline
ensee eiforts such as normal
surveillance or quality assurance (QA)
activities
In addition. the NRC mav retrain {rom
ssuing a Nohcewol Violahon jof cases
that mee! the above cntena provided
the violaticn was causeq by conguct
that 1s not reascnaniv inked to present
nerformance (normatyv violauons tha!
ire 4l least three vears old or vioiations
Curring during piant construction| anag
there had not heen pnor notce so that
he ncensee should have reasonanlv
dentified the violation eariier. This
exercise of discretion 1s 1o place 4
premium on hcensees imbanung etforts to
jentfy and correct subtie violations
nat are no! likelv 1o be identitied by
soutine etforts belore gegraded safety
SvsStems are called upon 1o work
8] Violatons ldentified Due 1o
P 1ous Escalated Entorcement Action
Th* NRC may refrain from 1ssuing a
Notice of Vielation ar a proposed civil
nenalty for a violation that s identilied
ifter the NRC has taken escaiated
snforcement action for a Seventy Level
il or il violation. provided that the
violation 13 documented in an inspection
report (or official field notes for some
matlenal cases! that inciudes a
description of the corrective action and
hat it meets all of the tollowing criteria
al It was a hicensee dentified as part
i1 the corrective action 1or the previous
sscalaled enforcement action
It has the same of simuar roo!
GUSE a8 the vigiation jor wmen
escalaled enlorcement aChion wdas
ssued
¢} It does not subDstantiany
the salety significance ot the character
| the reguiatory concermn ansing outl ol
the inihial vioiation: ana
d] It was or will bbe corrected.
including immediate corrective action
and long term comprehensive corrective
4ction 1o prevent recurrence. within a
reasonable ume following identificatior
6) Violations Invoiving dpecial
Circumstances Notwithstanding the
outcome of the normal civil penaity
assessment process (1 e base civil
penaity adjusied based on appiication ol
the civil penalty adjustment {actors
addressed in Section V1.B). as provided
in Section Il “Responsibilities.  the
appropnate Deputy Executive Director
mav reduce or refrain from 1ssuing a
civil penalty or a Notice of Violation for
a Seventy Level il or Il violation based
on the meriis of the case alter
consdering the guigance 1n this
statement of policy ana such factors as
the age of the violation. the safety
significance of the violation, the overall

nange

pertformance ot 'he licensee. and other
relevant circumstances (NCIUAINR any

7 'hat may have changed s:nce the

7 violatien. provided prior notice has been

z given the Commission. This discretion 1§

<8 expecled 10 Te exercised oniv where

T ipplicanon of the normal guidance in

the policy 15 unwarranted

(. Exercise of Discretion for an Uperoting
Facility

Ou 4R3100. CUTWNSIANCeS MEY 488
WHUrS 8 |MALASE § COMDIANCe wilh &
| Techrical Specificatioe (TS Lumiting
Condiuog four Oparstion or wilh oiber |icense
Congilions would LDVOIVe an UNDeCessary
a0t transient or periormance of 1estiog,
NAPOCHIOn. OF BV reRigament (hat 18
inapproprisle with the specific plant
CUNUGIUOLE, W uLnecessary deleys o Diant
SIATUD Wilbout & COMespONAINg hesith and
salety beusfit (o Lhese curcumstances e
NRO staxdf may cooose ot o snjorce e
applicable TS or ower license condition.

This snlorcament discretion will only be
cxercised if the NRC staff s cloariy satisfied
{hal Lhe acLuODR s consistant wilh protecting
the public beaith and safety. A licensee
seeking the axarcise of enlorcement
CisCretion must provide & wniiten
justification. of 10 CLICYmStances where go0d
cause s shown. oral justification wiloweo as
$00N a8 postble Dy written justification,
which documents the safety basw for the
request And provides whatever other
(oformavon the NRC stafl deetos necessary in
making & decisan on whether ar not 1o
exercise abforcement discretion.

The approprists Regiona: Administrator. of
[is GEMENen. MAY 0X8rCise 015CIenion where
(¢ DONLOMPLANGS 15 lemporary end
i TONTUCIWITING wheb AD Amanament s not

practical. The Duector. Office of Nuciear
| Heactor Kegulation, or his designee. may
l exarcise duscreuon if the expectsd
{
|
|

S8 F R 14308

noncomphiance will ococur duning the brief

period of tme it requures the NKC staff to

PrOCesS AN SMERENCY Of AXigent license

amendment unaer the provisions of 10 CFR
| 50 91{alS) ar i8). The person sxercising
enlorcement discretion will document the
decision

For an operatiog plant. this exerciso of
enforcement discretion is iniended to
Tuniumize the potental safety consequences
of unnecessary plant trensients with tne
ALCompanying operstional nsks and impacts
OF 10 0l UDLLALS WAsUDg, LWSPECLIOD, GF System
realignment which is inappropriste fo the
particular plant conditions. For planis in s
shutdown condition, exercising enforcament
discretion is intenderi to reduce shutdown
risk by, again. sveiding testing, inspection or
svsiem realignment which is inappropriste
for the partucalar plant conditions, in thet. it
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| Loes not provide s saisty benefit or may. io
| fact. be detrunentad (o safety in the particuias

plant condition. Exercising soiorcement
discrotion for plants stisenpiing to startup 1s
‘ess nkely than exencising it for sn operatiog
plant. as sunply delaying startup does pot
usuaily leave the plant i & condition o
which it could expenencs undesirable
transients. in such cases. the Commussicn
would expect that discretion would be

58 1 H 1308

exercised with respect 1o equipment or
systems ouly when it has el least conciudod
that, notwithstandiog the conditions of the
l.iconse. (1) The equipment or system does
not perform a safety function in the moae -
which opamtion is to occur; (2] the safety
function performed by the squipment or
system 15 of only marginai safety benefit
provided remALOE 1O D8 CurTen | mode
increasss the Likalibood of o unnecessary
olsnt tansient. or (3) Lie TS or olher license
condition requires & st (nspection or
5VS10T realgnInent LLat is inappropriste for
the particular plant conaitions. 1o thet it does
not provide & safery benenil, or may 10 iact
Lo detruznenis) to safery 1o Lhe particuiar
plant clLadiuon.

The Gecision (0 exarcise sniorcemen!
discretion does Dot chsnge Wis fact Lha! &
violation will occur nor aoes it Lmply that
enforcement discretion s being axercised fi-
anv violation that mav bave ied to the
Violehon st 1ssue Ln sech case whers (he
RO staff has chosen 10 sxercise sniorcamen’
discretion, enforcemuent SCUOND will DOTTOA Y
Lo taken (of Lhe root causes. (O the oxien!
Violations were wnvoived. List led 10 the
noncomplance {or woich soiarcemont
discretion wes used. The salorcement ectioo
15 intended t0 emphasize (DAl Lcansees
should not rely on the NRC's suthority to
exsrcise enforcement 0 scretion as 8 routine
substitute for compuance or for reouesting a
.cense smendment.

Finally, 1t 13 expectec tnat the NRU 51at!
will sEArCiss soiorcemeant 4isCrenop 10 1o
ares infrequentiy. AlIBOUgN 8 LIEDT MuUs! 8L L1
down, refuciing acuvities mav L8 suspence.
Or plant sIartup mav 0e Celaved susen! tne
exercise of enforcement discretion. (he MNRC
stafl is under no obligation to taxe suctk a
siep marel/ Decauss || Nas Deen requesiud
The decision 1o foreo eniorcement is
discretionary. Where enforcement discretion
i1 10 be sxercised, it is 10 De exercised only
if the NRC staff 1s cleariv satisfied that sucn
acLion i3 warranted fram & heaith ana satety

perspective
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VIl Enforcement Actions Involving
Individuais

Enlorcement actions invoiving
individuals. including licensed
operators. are signmificant personnel
actions. which will be closely controiled
and judiciousiv applied. An enforcement
action involving an inaividual will
normaliy be taken only when the NRC 15
satisfied that the individual fully
ungerstood, or should have understood.
his or her responsibiiity: knew. or should
have known, the required actions: and
knowimngly. or with careless disregard
[1# with more than mere negligence |
farled 1o take required actions which
have actual or potential safety
significance. Most transgressions of
individuais at the leve: of Seventy Level
HL IV or V violations will be handled
by citing only the facility licensee.

More serous violations. including
those involving the integnity of an
individual (e g.. lving to the NRC)
concerning matters within the scope of
the individual s responsibilities. will be
considered for enforcement action
against the \ndividual as well as against
the facility licensee. Action against the
individual. however. will not be taken «f
the improper action bv the individual
was cauaed by manegement failures
The {nllowing exampies of situations
illustrate this concept:

* Inadvertant individual mistakes
resulting from inadequate training or
guwiaance provided by the facility
licensee

STFR AT

* Inadvertently missing an
insignificant procedurai requirement
when the action 18 routine. fairly
uncomplicated. and there 18 no unusual
circumstance indicating that the
procesiures should be referred to and
followed step-by-step.

¢ Compliance with an express
direction of management. such as the
Shift Supervisor or Plant Manager.
resuited in a violation unless the
individual did not express his or her
toncern or objection to the direction

* Individual error directly resulting
from following the technical advice of
an expert unless the advise was clearly
unreasonable and the licensed
individuai should have recogmzed it as
such

* Violations resuiting from
inadequate procedures uniess the
ndividual used a faulty procedure
knowing it was fauity and had not
attempted to get the procedure
corrected

Listed below are examples of
situations which could result in
enforcement actions involving
mdividuals. Licensed or unhcensed |If
the actions described in these exampies
are taken v a licensed operator or
taken deiiverately by an unlicensea
individuai. enforcement action mav be
taken directly against the individual.
However. violations involving wiilful
conduct not amounting to deliherate
action bv an unlicensed indiviaual in
these situations mav result in
entorcement achion against a licensee
that mav impact an individual. The
situations inciude. but are not limited to.
violations that involve:

* Willfully causing a hicensee to be in
violation ot NRC requirements

* Willfully taking action that would
have causea a licensee 1o be 1n violation
of NRC requirements but the action did
not do so because 1t was detected and
corrective action was taken

* Recognizing a violation of
procedural requirements and willfully
not taking corrective action,

* Willfully defeatin? alarms which
have safetv significance.

* Unauthonzed abandoning o! rea ‘tor
controls

S5TFRS5TO

?
g
.

App. C(VITD

* Dereiiction of duty

* Falsifying records required by NRC
regulations or by the facility license

* Willfully providing. or causing a
licensee to provide. an NRC inspector or
invesligator with inaccurate or
incomplete information on a matter
matenai o the NRC.

* Willfuily withholding safety
significant information rather than
making such information known to
appropnate supervisory or technical
personnel in the licensee s organization

* Submitting false information ana as
a result gaining unescorted access 10 4
nuclear power plant.

* Willtullv providing false data 1o a
licensee by a contractor or other person
who provides test or other services
when the data affects the licensee <
comphance with 1C CFR part 50
appendix B. or other regulatory
requirement

* Willfuily providing false
certification that components meet 17
requirements of their intended use suun
as ASME Code.

* Willfullv suppiving. bv venaors o1
egquipment for iransportation of
radioactive matenal. casks that oo ot
complv with their certificates oi
compliance.

* Willfully periorming unautnorizea
bypassing of required reactor o- oiner
facility safetv svsiems.

e

—~

« \Willfully taking actions that vat
rehnical Specincaton Limiting U Jne 1ions
for Operation or otber liconse conailions
{enforcement sction for & willful violation
will not be takes if that violation s the resull
of actios taksa the NRC's decision
to foreso enforcement of the Technical
Spacification ar other license condition or |/
the operstor mests the requirements of 10
mnulll.u..ulbnhmm
unressonsbly consdenng ali the resevant
craumances swrounding the emergency |
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n deciding whether 10 jssue 4n
pnlorcement aclion o an uniicensed
person rather than (o the hicensee. (he
NRC recognizes that judgments will
have 10 be made on a case Dv case
basis In making these decisions. the
NRC wili consideg faciors such as the
following
The level of the inaividual within

the organizatuon

S Tacindividual s lraiming ana
| experence as well 4§ anowiedge o! the

'FR 5791 -

S

| potential conseguences of the
wrangdoing

| i The safetv consegquences of the

| musconauct

} 4 The benelit to the wrengdoer. ¢ g

’ persondl or corporgle gain

STFR ST

5 The degree o! supervision of the
ndividual. ... DOw closely 1§ 1he
individual monitored or augited. and the
likelihood of detection (such as 4
radiographer working independently in
the field as contrasted with a team
activity at a power plant|

A The emplover s response. € 8.,
fisciplinary action taken

7 The attitude of the wrongdoer e.g..
admission of wrongdoing, acceptance of
responsibility

3. The degree of management!
responsibility or culpability

9 Who identified the misconduc!

Anvy proposed enforcement action
involving ingividuals must be issued
with the concurrence of the appropriate
Deputy Executive Director. The
Commission will be consulted prior to
ISSUINE 4 Civy Jenally or order to an
uniicensed ingividual or a civil penaity
10 & licensed reactor operator. Prior
notice wiil be given to the Commission
on Notices of Violation without civil
penaities that are 1ssued 1o unlicensed
individuals and enforcement actions
laken against other unlicensed persons.
such as corporations or partnersnips
The particular sanction to be used
should be determined on a case-by-case
basis.®

* Except {or indimduals subiect 10 civii penaities
under section 208 of the Energy Reorganizstion Act
ol 1974 as samenaed NEC will not normally impose
s cvil penaity agsust an individusl However
section 234 of the Alomic Energy Act (AEA| gives
the Commission authonty 10 impose Civil penailies
or  any persev.  Person s broadly defined in
Section 110 of the AEA 10 include individuais. »
venety of OMAMIALONS end ANy IERIEMENIAL Ves OF
agents This grves the Commussion sullionty o
/mpose CIvil penaltes on employess of licensees or
IN separaie entitus when & violslon of &
requiremeni directly imposed on them » commitied

ETFRS™O
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Examples ot sanctions that mav be
appropriate against inaividuals are

* |ssuance of a letter of reprimand

* Issuance of a Nouce of Violation
and

* [ssuance of Orders

Orders to NRC-licensed reactor
operatlors may invoive suspension for a
specified period. moaification. or
revocation of their individual Licenges.
Orders to unlicensec individuals might
include provisions that would:

* Prohibit invoivement in NRC
licensed activities tor a specified pernod
of time (normaily the period of
suspension would not exceed five vears)
or ul'llll certain congitions are lﬂ(llflﬂd.
e 2. completing specified training or
meeting certain quaiifications

* Require notification to the NRC
before resuming work in: licensed
activities.

* Require the person to tell a
prospective empiover or customer
engaged in licensea activities that the
person has been subject to an NRC
order.

In the case of a licensed operator's
failure to meet appucable fitness-for-
duty requirements (10 CFR 55.53(j}). the
NRC may 1ssue a Notice of Violation or
a civil penaity to the Part §5 licensee. or
an order to suspend. modify, or revoke
the Part 55 license. These actions may
be taken the first tume & hicensed
operator fails & drug or alcohol test, that
18, receives a cenfirmed positive test
that exceeds the cutoff levels of 106 CFR
part 28 or the facility licensee s cutoff
leveis. |f lower. However. normally only
a Notice of Violation will be 1ssued for
the first coniirmed positive test in the
absence of aggravatng circumstances
such as errors in the performance of
licensed duties or evidence of prolonged
use. In addition. the NRC intends to
issue an order to suspend the Part 55
license for up to three years the second
time a licensed operator exceeds those
cutoff levels. In the event there are less
than three years remaining in the term
of the individual s license, the NRC may
consider not renewing the individual's
license or not 1sswing a new license after
the three year peniod is completed. The
NRC intends to issue an order to revoke
the Part 55 license the third time &
licensed operator exceeds those cutoff
levels. A licensed operator or applicant
who refuses to participate in the drug
and alcohol testing programs
estgblished by the facility licensee or
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who s Inveiveq (0 'he saie. use or
possession of an illegai drug is 4iso
subject 10 license suspension
revocation or demal

In adaition, the NRC may take

enforcement action against a licensee
'hat mav impact an individual. where
the conduct of the individual places
auestion the NRC s reasonanle
assurance that licensea activihies wiil be
properiv conducted The NRC may take
enjorcement action tor reasons that
would warrant refusal to 1sSue a ucense
N an ongiial applcation. Accorgingly
appropriate enforcement actions may ne
‘aken regarding matters that raise issues

[ integrity. competence. Hitness ior auty
it other matlers (that may not
necessaniv be a vioiation ot specific
Commission reguirements

In the case of an unlicensed person.

wnether a firm or an individual. an order
moaifving the facilitv ncense mav be
issued o require {1 the removal vl the
person from ail licensed acuvities tor a
specitied penoa of lime or indefinuely,
{2 pniar notice to the NRC before
stihzing the person .n icensed activities
i (3] the Licepse’ o rrovide notice of
‘he 1ssuance of su’n an erder to ather
[ersons involved i1, Leensed activities
making reference inou.ies In addition
urders to empiovers mighy require
retraining. additional overs ght. or
nacpendent venfication of activities
pertarmed by the person. il the person 1s
15 be invoived in Licensea achivities

STFR S

[X Inaccurate ana Incomplete
Informauon }

A violaton of the regulations
Svolving submitta: ¢t incompiete ana/
or inaccurate information. wh ther or i
not considered a matenial false
statement. can resuil in the full ranes of
enforcement sancuions. The labehng of a
communication failure as a matenal
false statement wiil be made on a case-
by-case basis and will be reserved for
egregious viclations. Violations
involving inaccurate or sncomplete
information or the failure to provige
significant informanon identified by a
licensee normailv wil be categonzec
based on the guidance herein. in Section
IV "Seventy of Violations,  and in
Supplement VIL

The Commission recognizes that vral
information may \n some situations be
inherently less reliable than written
submuttals because of the absence of an
opportunity for reflection and

lanagement review However the
Commission must be able to relv on oral
commumications from licensee officials
concerniug signifhicant information.
Theretore. in determining whether to
take enforcement action for an oral
statement. consideration may be given

10 such factors as (1) the degree of
xnowiedee that the communicator
shouid have had. regarding the matter
in view of his or her posttion. traiming,
and experience. (2) the opportunitv and
time available prior 10 the
communicanon to assure the accuracy
ar completeness of the information. (3}
the degree o1 intent or neghgence, «f any,
invoivea 4! the formaiity ot the
communication. (3) the reasonableness
of NRC revance on the intormation. (6)
the imporiance of the information which
was wrong of not provided. and {7) the
reasonabieness of the explanauon for
not proviading complete and accurate
infermanon

Absent it least careiess disregard. an
incompiete or inaccurate unsworn oral
statement normally wiil not be subject
to enforcement! action unless it mvolves
significant information provided by a
licensee official However enforcement
action may be taken for an
unmintentionaily incomplete or inaccurate
oral statement provided to the NRC by a
licensee otlicial or others on behalf of a
licensee. f a record was made of the
oral information and provided 10 the
litensee \nereby permitting an
apporturiis 1o correct the orai
information. such as «f a transcript of the
COMMUNICAtion or meeting SuMMmarv
containing the error was made available
to the licensee and was not
subseauentiv corrected 1n a timelv
manner

When a ncensee nas correcteg
naccurate or incompiete informanon,
the cecision o issue @ Nolice o1
Viowation tor the inral itnaccurate or
incompiete intormation normaily wul be
depenaent on the circumstances,
including the ease of detection ot the
error. the umeliness of the correction.
whether tne NRC or the licensee
:dennified the problem with the
communicaton. and whether the NRC
reiied on the information prior to the
correction. Generally, if the matter was
promptiy dentified and corrected by the
licensee orior to reliance by the NRC. or
betore the NRC raised a question about
the information. no enforcement action
will be taken for the imital inaccurate or
incompiete information. On the other
hand. if the misinformation 1s identified
after the NRC relies on it, or after some
question is raised regarding the
accuracy of the information, then some
enforcement action normally will be
taken  ven f it 1s 1n fa .t corrected
However. f the initial submittal was
Accurate wnen made but later turns out
‘o he erroneous because of newly
discoverea information or advance in
technology. a citation normally would
not be appropnate if. when the new

STFRS™9Y

PART 2 « RULES OF PRACTICE FOR DOMEST!C LICENSING PROCEEDINGS - - - An.C(lX)-

information became available or 1ne
advancement in technology was maae.
the imitial submittal was correctea

The failure 1o correct inaccurate or
incomplete information which the
licensee does not identify as signuticant
normally will not constitute a separate
violation. However, the circumstances
surrounding the failure to correct mav
be considered reievant to the
determination of enforcement acti o n 1or
the instial inaccurate or incompiet#
statement. For exampie. an
unintentionallv inaccurate or incomaiete
submission may be treated as a more
severe matter if the licensee later
determines that the imitial submittal was
in error ana does not correct 1t or !
there were clear opportunities (o
wentity the error. {f information no!
corrected was recogmzed bv a ncensee
as significant. a separate citanon ma\
Lbe made for the taiiure to proviae
significant intormation. n any event 0
SPTIOUS cases wnere the Licensee ©
ACUONS 1S NOL COFTecting of prov:aing
information raise questions agoul s
commitment 10 satetv or its tungamental

trustworthiness, the Commissien mav

exercise s authority 10 1ssue orgers
modifying. suspending. or revoking the
license. The Commussion recognizes (hat
enforcement determinations must ne
made on 4 case-ov-case Dasls, laxing
into consideration the 18ssues gescrined
in this section
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X Enlorcemant Aclion Agawmnst Non-
Licensees

I'he Commission s entorcement palicy
5 aiso applicable 1o non-lcensees
nciuding emplovees of licensees. 10
contractors and subcontractors. and to
emplovees of contractors and
subcontraciors. who knowingly provide
components. equipment or other goods
ar services that relate 1o 8 licensee §
activities subject 1o NRC reguiation The
prombitions ang sanctions for anv of
these persons who engage (n deliberate
misconduct or submission of incompiete
s inaccurate information are provided
n the rule on deliierate misconduct
¢ % 10CFR 3010 and 50.5

Venaors of products or services
proviged for use in nuciear aclivities are
subrect to certain reguirements designec
10 #nsure that the progucts or services
supplied that could affect safety are of
nigh quaiity. Through procurement
contracts with reaclor hcensees.
“engors may be requireg to have quahity
assurance programs tha! meet
applicable requirements including 10
CFR part 50, appendix B. and 10 CFR
part 71 subpart M Venaors supplving
products or services o reaclor
materiais. anad 10 CFR part 71 icensees
are subject 1o the reguirements of 10
CFR part 21 regarding reporting of
defects in basic components.

When inspections determine that
violations of NRC requirements have
accurred. or that vengors nhave {ailed to
fulfill contractual commitments (e g . 10
CFR part 50. appenaix B! that could
adverseiv atfect the quanty of a salety
signitficant produc! or service.
entorcernent action will be taken
“otices of Violation ana civil penalties
will be used, as appropnate. lor licensee
failures 1o ensure thal their vendors
have programs that meet applicable
requirements Notices of Violation will
be 1ssued for vendors that violate 10
CFR part 21 Civil penaities wiil be
imposed against individual directors or
responsible cificers of a vendor
organization who knowingiy and
consciously fail to provide the notice
required by 10 CFR 21.21{h){1) Nolices
of Nonconformance will be used for
vendors which fail to mee! commitment:
related to NRC activities
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X1. Referrais to the Department of
lustice

Alleged or suspected criminal
violations of the Atomic Energy Act
land of uther retevant Federal laws| are
reterred 1o the Department of Justce
DO for invesugation. Relerral to the
O] does not preciude the NRC from
taking other entorcement achion under
this pohcy However. enforcement
actions will be coordinated with the
DO in accorgance with the
Memoranaum of Linderstanding
between the NRC ana the DOJ, 33 FR
30317 (Decemoer 14, 1988)

XI1. Public Disclosure of Enforcement
Actions

Enforcement actions and Licensees
responses. in accoragance with 10 CFR
2790, are pubicly available for
inspection. In agdition. press releases
are generaily issued for arders and civil
penallies ang are 1ssued at the same
time the order or proposed imposition of
the civil penaity 1s issued. [n addition
press releases are usually 1ssued when a
propased civil penaity 1s withdrawn or
substantially mitigated by some amount
Press releases are not normallv 1ssued
for Notices of Violathion that are not
accompanied oy orders or proposed civil
penaities

X111, Reopenung Closed Enforcement
Actions

if sigmificant new information 1s
receved or ootamed by NRC which
indicates that an entorcement sanction
was incorrectiv apphed. consigeration
mav be given dependent on the
gircumstances. 1o reopening a cioseq
enforcement agchion to increase or
decrease the severity of a sanction or to
correct the record. Reopening decisions
will be made on a case-hy-case basis.
are expecied to occur rarely. and require
the specific approval of the appropnate
Deputy Executive Director

i
|
|
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Suppiement |—Keactor Uperations

This supplement provides examples ol
Jiolations in each of the five severnity
levels as guidance in determiming the
appropniate severity level for violations
in the area ol reactor operations.

A. Severitv Lever [—Volations
involving tor exampie:

1. A Safetv Limit. as defined in 10 CFR
50.36 and the Techmcal Specifications
heing exceeded

2. A system “ designed to prevent or
mitigate @ Serous satetv event not! being
abie to pertorm 1ts intenaed saletv
function '° wnen actuailv called upon 10
work:

3. An accidental criticahity: or

4 A licensed operaior at the controls
of @ nuclear reactor or & semor operator
directing icensed activities. invoivea in
procedural errors wmich result in. or
exacerbate the conseguences of an aler!
or higher level emergency and who. a5 d
result of subsequent tesung. receives 4
confirmed positive test resuit for arugs
or aicohol.

B8 Severity Lever ll—\Violations
involving for examoie:

1. A svstemn designeag to prevent of
mitigate serious sarety events not being
able 1o pertorm 1s intended saletv
function:

2. A licensed operator involved in the
use. sale. or passession of (llegal drugs
or the consumption ol alcohalic
beverages. within the protected area: or

3. A licensed operator at the control of
a nuclear reactor. or a senior operator
directing Lcensea aclvities. INVoOIvea in
procedural errors and wno. ds ¢ resuit of
subsequent testing, receives a contirmed
positive test resuil for arugs or alcohol

C Severity Leve: ill--Violations
involving for exampie:

1. A significant failure to comply with
the Action Statemen: tor a Technical
Specification Limiung Conaition for
Operation where the appropriate action
was not taken within the required lime,
such as:

(a) In a pressunized water reaclor. in
the applicable moaes. having one nhigh-

* The term system us used in these
suppiements. includes adminisirative and
mansgerial control systems. as weil as phyncal
systems

0 “Intended saiely function mesns the total
safety function. and 13 not directed toward & lass of
redundancy A loss of one subsyelem does not
defest the intended selety function as long as the
other subsystem s operabie.
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pressure saletv injection pump
nuperable for a period in excess of that
allowed by the action statement; or

{b) In a boiling water reactor. one
primary containment isolation valve
inoperable for a period 1n excess of that
allowed by thewction statement,

I A svstem designed to prevent or
mitigate a senous satety event

41 Not being able to perform (s

ntended function under certain
conditions (e g.. safetv svstem not
operable unless offsite power 1s
dvailable matenals or components not
enviranmentally qualified): or

(b1 Being degraded to the extent that a
detailed evaluation would be required 1o
determine its operability (e g,
componen! parameters outside
approved limits such as pump flow
rales heal exchanger transfer

haractenstics. safety vaive Lift
setponts. or valve stroke times)|
Inatientiveness to dutv on the part
o1 hicensed personne|

4 Changes in reactor parameters that
Cause unanticipated reductions in
margins of safetv

5 A sigmibicant failure 10 meet the
requirements ot 10 CFR 30.39. including
4 failure such that a requireg License
amendment was nol sougnt;

5 A licensee failure 10 conduct
adequate oversight of vengors resutting
in the use of products or services that
are of defective or indeterminate quality
4nd that have satetv sigmificance.

~ A breaxdown in the control of
wensed activities invoiving a number ol
vinlationg that are retated (or. o
Isolaled. that are recurring violations|
'hat collectiveiv represent a potentiaily
sigmficant iack of attention or
careiessness lowarg licenseg
responsibilities: or

8 A licensed operator s confirmed
positive test for drugs or aicohol tha:
does not result in a Seventy Level | or |l
viclation

9 Equipment failures causea by
‘nadequate or improper mantenance
that substantially complicates recovery
from & plant transtent
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D Severnv Levei! IV <=Violations
INVoiving lor example

1. A less significant failure to compiv
with the Action Statement for a
Technical Specification Limiting
Condition tor Operation where the
appropnate acuon was nol taken within
the requirea time. such as:

ial In a pressurized water reactor. a
5% deficiency in the required voiume of
the condensate storage tank. or

(bl In a boiling water reactor. one
subsvstem of the two indepenagent MSIV
leakage controi subsvstems inoperable

2. A lailure 1o meet the requirements
of 10 CFR 50.59 that! does not resuit in a
Severity Level [ 1 or ill vioiation:

i A failure to meet reguiatory
requirements that have more than minor
satetv or environmental significance. or

4. A failure 10 make a requireg
Licensee Event Report

E Severity Level/ \'-=Violations that
have minor safetv or environmental
sigmificance
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Supplement [1--Part 50 Facility
Construction

This suppiement provides examples of
violations in eacn of the five severty
levels as guidance in determining the
appropnate sevenitv levei for vioiations
in the area of part 50 facility
construction.

A. Severity Leves [—Viplations
involving structures or svsiems tnat are
completed ‘' ‘n such a manner that they
would not have saushed their inienaed
safetv relatea purpose

B. Severity Leiver [1—Violations
involving for exampie:

1. A breakdown in the Quality
Assurance (QA| program as exemputirg
by deficiencies 1 construction QA
related to more than one work activin
(e.g.. structura,. pipang, eiectrical.
foundations). These deficiencies
normallv invoive the licensee s taiure '
conduct adequaie audils or 10 lane
prompt corrective action on the Lasis o)
such audits and normaily invoie
multiple exampies of deficient
construction or construction of unknown
quality due 1o inagequate program
implementation: or

2. A structure or system that is
completed in sucn o manner that it could
have an aaverse etiect un the saiety !
operations.

C. Severny Leve/ [ll—Volations
involving for exampie:

1. A deficiency in a licensee QA
program for construchion reiateo (o 4
single work acuvity (e g.. siructural,
piping. electricai or foundations: This
sienificant genciency normally nyvon s
the licensee s taliure to conguct
adequate auaits or 1o 1ake prompi
corrective action on the basis o! such
audits. and normaily invoives muitiple
examples of deficient construction or
construction oi unknown qualitv due (o
nadequate program implementation.

2. A failure to confirm the design
safety requirements of a structure or
system as a resuil of inadequate
precperationai lest program
implementation: or

"' The term compieied * as used in this
supplement means compietion of conssruction
metuding review and scceplance by the
consirucuon QA orgenization




App. C Supp. 11
PART 2 « RULES OF PRACTICE FOR DOMESTIC LICENSING PROCEEDINGS - - -

91

PR SS

A farlure to mane o regured 10 CFR
0 S5ie| repof!

1) Severity Level [V-=Violations
involving fatlure 10 meet regulatory
reguirements including one or more
Quality Assurance Criterion not
amounting 1o Severity Levei 1 il or i1l
viglations that hdve more than minor
safety or environmental siemificance

E Severity Level V=Violations that
have minor saielv or v-nwronmmu:)l
agmticance

Supplement Il1—Saleguards

This supplement provides examples of
violations i each ol the five severity
eyvels a8 euidance 1n determiming the
ppropriate seventy level for viniations
athe area ol saleguards

4 Severiny Level [-=Violahons
nvoiving lor exampie

| An act of radiological sabolage in
which the securnitv svstem did not
tunchion as required and. 4§ a resull ol
the fatlure there was a signiicant event
such a%

al A Safety Limit. as dehinea in 10
CFR 50.36 and the Techimcal
Specifications, was exceeaed

hl A system designed to prevent or
ML LRALE A SETIOUS Sdlety #Auent was nos
vhle 10 pertorm its intendeu sately
function wnen actually called upon 10
work. or

i) An accidental crticality occurred

S The thetl loss, or diversion ol &
farmula auantity ‘4 of special nuclear
naterinl ISNM) or

1. Actua) ynauthorized proguction ol o
rarmula guanoty of SNM

A Severty Level Hi=Viglahiuns
AvoIving tor exampie

The eniry of an unauthonzed
naividual * ' who represents a (nredl
nto a viral area ** from outside the
protected area. or

5 The theft. loss or diversion of SNM
of moderate strategic significance '* in
which the security system did not
function as required: or

3 Actual unauthorized proguction of
SNM

5 Gee 10 CFR 722 for the delinion of formuls
quantity

1 The term  uneuthonzed individual a8 used 0
“i8 SUppPieMent Means SOMEOne who was not
authonzed lur entrance (010 (he ares N question or
not suthorized (o enter in the manner eniered

'Y The phrase vital ares a3 used in this
supplemeni (nc udes viiRl aress and malenal access
areen

s Gee 10 CFR ™12 lor the definition of  specisl

nuclear malenal of mogerate strateic smiicance

Aot 11 1007 franat)
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Severity Lesel [H=\Vigldlions
avolving lar exampie

1A ladure or mathity tn comrol
sccess througn establisheo svstems u!
procedures such that an unauthornzed
individual i1 e, not authonzed
unescorted access to protected area)
could easilv gain undetected access *°
into a vital area 1rom outside the
protected ared

2 A failure 1o conguct any searcn at
the access control poin! or conducnng
4n Inadequale search that resuitea in
the introgduction 1o the protected area of
firearms. xXplosives Or incenuiary
devices and reasonable facsimiles
ihereot that could sigmificantly assist
radiological savotage or theit of
strategic SNM

i A failure gegradauon. or other
deticiency ot the protected ared
intrusion detection of 4larm assessment
systems sucn that an unauthonzeq
individual who represents a ‘hreat could
predictanly circumvent the system or
defeat a speciiic zone with a high degree
of contidence without insider
knowiedge. or other sigmificant
degradation of overall svstem
capability

+ A smnificant 'alure ol the
sgleguards svsiems gesigned or usea 1o
prevent or getect the theft, lozs, or
diversion of strategic SNM:

5 A fatlure 2 protect or control
classitied or sateguards informaton
consiaered to pe significant while tne
nformation 1s outsiae the protected area
ING ACCLSSILIe 1O tNose not authorizea
access 10 the protected area.

A signilicant Ladure o respona 1o
an event eithe! 10 suthicient time 1o
provide protection 1o vital equipment or
strategic SNM. or with an adequate
response torce

A {ailure to perform an appropnate
evalualion or nackground investigation
so that information relevant to the
access determination was not obtained
or considered and as a result a person.
who would likelv not have been grantec
access by the licensee. (f the required
investigation or evaluation had been
performed was granted access. or

¢ In determining whether acoess can De eas iy

Janed [aciors sucr as predictatnity denufianiaty

] he can rect

and ease of ge Al

?2-92
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8. A breakdown in (e securi’y
program invoiving @ numoer ol
violations that are reiated (or. i
isolated. that are recurnng violations)
that coilectively reflect a potentiaily
significant lack of attention or
carelessness toward licensed
respongibilities.

D. Severitv Level IV-—=Violations
involving tor exampie:

1. A failure or inaoility to control
access sucn that an unauthonzea
individuai (1.e.. authonzed to protectea
ares but not 1o vital area| couid easiiy
gain unoetected access into a vital ared
from inside the protected area or into 4
controlled access area.

2. A failure to respond to a suspectec
event in either a imeiv manner or with
an ageguate response torce.

3. A faiiure 10 impiement 10 CFR parrs
25 and 95 with respect to the
informaton addressed under section 14.
of the Act. and the NRC approved
security plan relevant to those parts

4. A failure 10 make. maintain. or
provide log entries in accordance with
10 CFR 73.71 (¢} and (d). where the
omitted information (1) 15 not otherwise
avalable in easily retnevable records.
and (11} sigmficantly contributes to the
atmlity of erther the NRC or the licenses
to idenufv a programmatic breakdown.

5. A fa..ure 1o conduct a proper search
at the access control pont;

6. A failure to properiv secure or
protect classified or safeguards
information inside the protected area
which could assist an individual in an
act of radiological savotage or theft of
strategic SNM where 'he inlormation
was not removed from the proterted
area:

= A failure to control access such that
an opportunity exists that could allow
unauthonzed and undetected access
into the protected area but which was
neither easily or likelv to be exploitable:

8. A failure to conduct an adequate
search at the exit from a matenal access
area:

9. A theft or loss of SNM of low
strategic significance that was not
detected within the time period
apecified in the secunty pian. other
relevant document, or regulation: or

10. Other violations that have more
than minor safeguards significance.

E. Severity Leve! V-—Violations that
have minor safeguards sigmificance.
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Supplement IV -—~Health Physics (10 CFR
Part 20)

This supplement provides examples of
violations in each of the five seventy
levels as guidance in detemining the
appropnate severity level for violations
in the area of trealth phvsics. 10 CFR
part 20 '7 Exampies A through E are
provided 10 accompany §§ 20.1-20 601
Exampies F througn | are provided to
accompany §§ 20 1001-20 240

Sections 20 1-20.601

4+ Severity Lever [=Violatons
nvolving lor example

1 A single exposure of a worker in
excess of 25 rems of radiation o the
whole bodv. 150 rads to the skin of the
whole bodv. or J75 rads to the feet
ankles hands. or iorearms.

! An annuai whole body exposure of
4 member of the public in excess of 2.5
rems of radiation

i A reiease of radiocactive material to
an unrestncted area in excess of ten
limes the limus of 10 CFR 20108 **

4 Disposal of licensed matenal in
quantities or concentrations 1n excess of
ten umes the mits of 10 CFR 20.303. or

5. An exposure of a worker n
restricted areas of ten times the limits of
10 CFR 20103

8 Severuy Level lI—Violatons
involving for example:

1. A singie exposure of @ worker in
excess ol 5 rems of radiation to the
whiole body. 30 rems to the skin of the
whole body or 75 rems to the {eet
ankles hands or lorearms:

2. An annual whoie bodv exgosure ol
4 member of the public in excess 01 05
rems of radhation:

4. A reiease of radivactive matenial to
an unrestricted area in excess of five
times the hmits of 10 CFR 20106

4. A failure 10 make an immediate
notification as required by 10 CFR 20,403
[all1) and (a){2).

5. A disposal of licensed matenal in
quantities or concentrations in excess ol
five times the limuts of 10 CFR 20.303; or

. An exposure of a worker in
restricted areas in excess of five times
the limits of 10 CFR 20 103.

| Personnel overexposures ano assoc aied
violations incurred dunng & hle saving or uther
emergency reaponse eifon wiil Le ireaied on a Lase
Ly case Dasis

'* The reference 1o the limity of 10 CFR 20 106 as
used in this supplement (liems A J B3 and L 5)
Jose not apply 10 the tPA genersily appticatile
environmental radiation slandands mentoned in
120 0wy

l
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" Severuty Lever [ll—=Violanons
involving ror example

1 A single exposure of a worker in
excess ol 3 rems of radiation to the
whole bodv, 7.5 rems 10 the skin of the
whole bodv, or 18.75 rems to the teel,
ankles. hands or torearms:

2. A radiation level in an unrestncted
area such that an ndividual could
receive greater than 100 millirem n a
one neur pertod or 500 millirem in any
SeVen CONSecutive davs,

I A tatlure to make a J4-hour
nottfication as requirea by 10 CFR
20403{b1 or an immediate notification
required by 10 CFR 20 4021a).

4 A substantial potential for an
exposure or release in excess of 10 CFR
part 20 whether or no! such exposure of
release ooccurs

5 A release of radioactive matenal (o
in unrestricted area in excess of the
[imits of 10 CFR 20 106:

6. An improper disposal of hcensed
maierial not covered in Sevenitv Levels |
or “
T An exposure of a worker in
restricied areas in excess of the limits of
10 CFR 20.104

8 A reiease lor unrestricted use of
vontaminated or radipactive matenal or
equipment that poses a reshistic
potential for significant exposure to
members of the public. or that reflacts a
programmatic (rather than isolated|
weakness in the radiation conirol
program

9 A cumulative worker exposure
above repulatory limits when such
cumulalive exposure reflects a
programmatic. rather than an 1solated
weakness in radiation protection.

10 Conduct of licensee activities bv a
technically unquahfied person:

11. A sigmificant failure to control
licensed matenal: or

12, A breakdown 1n the radiation
salety program involving a number of
violations that are related (or. if
isolated, that are recurning) that
collectively represent a potentially
signuficant lack of attention or
careiessness toward |icensed
responsibilities

Tk TERTESE SR
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D. Severitv Levei IV—\ io0lations
invoiving for example:

1. Exposures in excess of the hmits of
10 CI'R 20.101 not constituting Severity
Level |, II. or [l violations:

2. A radiation ievel in an unrestricted
area such that an individual could
receive greater than 2 millirem in a one-
hour penod or 100 millirem 1n anv seven
consecutive davs:

3. A failure to make a 30-dav
notification requirea by 10 CFR 20 405

4 A failure to maxe a follow-up
written report as required by 10 CFR
20.402(b). 20.408. and 20.409. or

5. Any other matter that has more
than minor safetv or environmental
significance

E. Severity Leves V' Vialations that
have minor safetv or environmental
significance.

Sections 20.1001—20.2401

F Severitv Level [—Violations
invoiving for example:

1. A radiation exposure during anv
year of a worker in excess of 25 rems
total effective dose equivalent. ™5 rems
to the lens of the eve, or 230 rads to the
skin of the whole bodv. or to the teet.
ankles. hands or torearms. or 10 anv
other argan or tissue:

2. A radiation exposure over the
gestation period of the embrvo/fetus ot
a declared pregnant woman in excess of
2.5 rems total effective dose equivaient:

3. A radiation exposure during any
year of a minor in excess of 2.5 rems
total effective dose equivalent. 7 3 rems
to the lens of the eve. or 25 rems 1o the
skin of the whoie bodv. or 1o the teet.
ankies. hands or ‘orearms. or to any
other organ or tissue:

4. An annual exposure ol a member 01
the public in excess of 1.0 rem total
effective dose equivalent.

5 A release of radioactive matenal 1o
an unrestricted area at concentrations in
exc~ . f 50 umes the limits for
men.. 1 of the public as described in 10
CFR 20.1302(b){2)(i}; or

6. Disposal of licensed matenal in
quantities or concentrations in excess of
10 times the limuts of 10 CFR 20.2003.

G. Severitv Level [|—Violations
involving for example:

1 A radiation exposure during any
year of 8 worker in excess of 10 rems
total effective dose equivalent. 30 rems
to the iens of the eye. or 100 rems o the
skin of the whole body. or to the feet,
ankles. hands or forearms. or to anv
other organ or tissue:

2. A radiation exposure over the
gestation penod of the embryo/fetus of
a declared pregnant woman in excess of
1.0 rem total effective dose equivaient:

-
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A rachation exposure qunng anv
L4t O @ munor in excess of 1 rem totail
effective dose equivalent 3.0 rems to the
ens af the eye or 10 rems to the skin of
the whole bodv. or to the feet. ankles.
hands or forearms, or 1o anv other organ
or Lissue .

4 An annual exposure of a member of
the public in excess of 0.5 rem total
effective dose pquivaient

5. A release of radioactive matenal to
in unrestncted area at concentrations in
escess of 10 times the Limus {or
members of the public as described in 10
CFR 20.1302{b){2)(1} (except when
operation up to 0.5 rem a year has been
approved by the Commussion under
3 201301ic])

i Disposal of licensed matenal in
quantities or concentrations in excess of
five nimes the nmats of 10 CFR 20.2003.
b1g

A fatlure to make an immediate
natfication 4s requirea ov 10 CFR
202202 (a1} orfahi2)

H Severity Level [ll—Violations
nvolving for example

A ragialion exposure during any
vear ol a worker in excess ol 5 rems
‘otal eftective dose equivalent 15 rems
o the lens of the eve, ar 30 rems 10 the
skin ot the whole body or to the feet.
ankles. hands or forearms. or 1o any
other organ or tissue:

I A radiation exposure over the
gestaton period of the emoryo, fetus of
4 declared pregnant woman in excess of
0.5 rem total effective aose equivalent
(excep! when doses are 1n accordance
with the provisions of § 20 1208(d)).

I A radiation exposure qunng any
vear of 4 minor in excess of 03 rem total
etfecuive aose equivalent 1.5 rems to the
lens of the eve. or 5 rems 10 the skin of
the whale hodv. or to the tes! ankles.
hands or torearms, or to anv other urgan
or tissue.

4 A worker exposure above
regulatory limits when such exposure
reflects a programmatic (rather than an
isolated| weakness in the raqiation
control program:

5 An annual exposure of a member 0!
the public in excess of 0 1 rem total
effective dose equivalent (except when
operation up to 0.5 rem a year has been
approved by the Commssion under
§ 20.1301(c));

6. A release of radioactive matenal to
an unrestncted area at concentrations in
excess of two times the effiuent
concentration limits referenced in 10
CFR 20.1302(b}(2)(1) (except when
operation up 10 0.5 rem a vear has been
approved by the Commission under
§ 20 13m(c));

S7HR 5/

A failure o mane 4 13-hour
noufication required by 10 CFR
20.2202ib1 or an immeaiate notification
reguired by 10 CFR 20.2201(a)(110)

8. A substantal potental for
exposures or releases in excess ol the
appiicable irmits in 10 CFR part 20
§§ 20.1001-20.2401 wnether or no: an
eXpOsUre or reiease vocurs

49 Disposal of licensea matenal not
covered 1n Severity Leveis | or (i

10, A release (or unrestricteq use ol
conlaminated ar ragioactive malena, or
equipment that poses a realistic
potential for exposure of the puolic 1o
levels or doses exceeding the annuai
dose limits for members ot the public. sr
that reflects a programmatc (rather 'nan
an isotated, weakness in the radiation
canirol program

11. Conauct o! licensee acuvities by &
techmcally ungquaitiied person

12 A signunicant fallure to control
licensed matenai or

13. A breakdown in the radiation
safetv program invoiving a numuver ot
violations that are related (or. if
isolatea. that are recurring) that
cotlectively represent a potentialiy
significant lack of attention or
areiessness owara Licensed
responsibilities

! Severity Level [V =Violations
INVOIVINRG [or exampie

1. Exposures in excess of the hmits of
10 CFR 201201, 20.1207 or 20,1208 not
constituting Severity Level 1 1L or (I
Violations

2. A reiedse of ragiodctive materid; 1o
in unresincied ared o! concentratiens .n
excess of the umits lor members ot the
puolic as reterencea in 10 CFR
20.1302(b){2){i) (except wnen operation
1p 1005 rem a year nas been approvea
by the Commussion unader § 20.13011c}).

STHR LA

3. A radiation dose rate in an
unrestrictea or controilled area in excess
of 0.002 rem 1n any 1 hour (2 mullirem/
hour) or 30 millirems in a vear:

4. Failure 'o maintain and implement
radiation programs (0 Keep raciation
exposures as low as is reasonaoly
achievable:

5 Doses (0 a member of the public i
excess of anv EPA generallv applicable
environmental radiation stanoards. sucn
as 40 CFR part 190

6. A fatlure to mase the 30-dav
notification required by 10 CFR
20.2201(all1}{n) or 20.2203(a):

7. A fariure to make a umeiv wnitien
report as required by 10 CFR 20.2201{ L)
20.2204. or 20.2208: or

8. Any other matter that has more
than a minor safetv. heaith, or
environmental sigmficance

| Sever*y Level/ V=Violations tnat
are of a minor safetv. heaith. or
environmental significance

Suppiement V—Transportation

This suppiement provides examples of
viclations in each of the nive seventy
levels as guidance in determimng the
appropriate severity level for vioiations
in the area ot NRC (ransportation
requirements '*

A. Severity Levei [—\olations
involving for exampie:

1. Fatlure 1o meet transportation
requirements that resuited in loss ot
control of radioactive matenal with a
breach in package integrity such that the
matenal caused a radiation exposure to
4 memper of the public ang there was
clear potenual for the puolic to receive
more than 1 rem to the wnhaole body:

2. Suriace contamination in excess o
50 tmes the NRC limit; or

3. External radiation leveis in excess
of 10 times the NRC limit.

B. Severitv Level [I—Violations
involving for example:

1. Failure to meet transportation
requirements that resuited in loss of
control of raaioactive matenal with a
breach in package integrity such that
there was a clear potential for the
member of the public to receive more
than .1 rem (o the whole body:

2. Surface contamination in excess of
10, but not more than 50 times the NRC
limat;

3. External radiation levels in excess
of five. but not more than 10 times the
NRC limut: or

¥ Some transporietion requirements are applisd
[0 more than one icensee invoived i the same
AcuwIty such o5 & stupper and & carmer When a
viowan of such « requiremen! occure enforcemen
action wil be directed aguins! the responaible
licenses which. under the circumsances of the case
may be one or more of the Licensees invoived
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| 4 A failure 1o make required initial Supplement Vi—Fuel Cycle and 7. A breakaown in the control of !
notifications associated with Seventy Matenals Operations licensed acuvities involving a number of
Levei | or Il violations This supplement provides examples of v'o:""’mm':“' are reiated (or. :'
C. Severity Level [li--Vioclations i f the f isolated. that are recurning violations)
violations in each of the five seventy th " h il
nvolving for example: lonsl d at collectively represent a potentially
evels as guidance 1n determining the sianificant lack of stiention 6f
| Surface coptamination in excess of appropnate severity level for vinlations p Slllm‘ ey o
five but not more than 10 imes the NRC | in the area of fuel cycie and matenals SURTRSERINS sbwrany Wsnee
fionis o . responsibilities:
7 perations
2 External radiation in excess of one A, Severitv Level I—Violations 8. A failure. dunng radiographic
but not more than five times the NRC involving for example operations, {0 have present or to use
limit 1 Radiation levels. contamination radiographic equipment. radiation
3 Any noncompliance with labeling, levels. or releases that exceed 10 times survey instruments. and/or personnel
placarding. ‘hlpplns paper plelglﬂs‘ the limits nper.lﬁed in the license: n‘\omlonng devices as required by 10
loacing. or other requirements that could 2. A system designed to prevent or CFR P‘rﬂ. 34
reasonably result in the following. mitigate a senous safety event not being 9. A -lllurr; to submit an NRC Form
; 241 in nccordance with the requirements
fa) A signuficant failure to identify the operable when actually required to
!vpef quu‘\;:!y or form of matenist: perform its design function: in § 150.20 of 10 CFR part 150 or
) (b) A failure of the carnier or recipient 3. A nuclear criticality accident: or 10. A failure to receive required NRC
lo exercise adequate controls; or z 4 A failure 10 follow the procedures of | approval pror to the implementation of
el A substantisl sateniia) for sthar e the quality management program, é & change in licensed activities that has
. ": e gt |. Sioh o required by § 35.32, that results in a « radiological or programmatic
p;fmﬂne ?"‘:""“:'l' 0:“:;’" :]m;:":r ~ death or senous injury (e.g. substantial ¥ significance. such as. a change in
:ra::? rreu;n;"(::vn.:m e <’ organ impairment) to a patient. & ownership: lack of an RSO or
e : 8 Severity Leve! [[—Violations replacement of an RSO with an
4. A failure to make mquu’t"d initial involving for example: unqual fied individual: 8 change in the
nonhclnuon ruoc@led WA Dewaiay 1. Radiation levels. contamination location where licensed activities are
Level 1l violations: or leveis or reieases that exceed five umes | being conducted. or where licensed
| 5. A breakdown in the licensee's the limits specified in the license: matenal is being stored where the new
> program for the transportation of 2. A system designed to prevent or facilities do not meet safetv guidelines
< licensed material involving a number of mitigate a senous salely event being or a change in the quantity or tvpe of
I violations that are related (or. (f in ble: or ] ,
opera o radioactive matenal being processed or
o isolated. that are recurnng violations) -

used that has radiological significance

that collectively reflect a potentally I— R D). Syvertty Lavel IVes\Vislation

significant lack of attention or

carelessness toward licensed & in the implementation of the quality involving for exampie:
responsibilities = management program required by 10 1. A failure to maintain patients
D Se ’ RY, B CFR 35.32 that results ina hospitilized who have cobalt-60.
D Severity Leve! IV—Violations s g ey b i o
involving for exampie m misadministration. (;on:xz.-' relqgr;z l::u;ae on:np ants or o
h—- v
L A tresch of package tiegrity s contanunation lests. or (o use properiv
wHBoN euemu'a rgnmuon VNS .. Severnty Level [II—Violatons calibrited equipment;
exceeding the NRC limut or without involving for exampie: 2 Other violations that have mose
e oeaie damorging five 1. A failure to control access to than munor safetv or environmental
times the NRC Limats: licensed matenals for radiation ,.gmﬁ,;‘m o
2 Surface contamination in excess of purpuses as specified by NRC
but not more than five imes the NRC requirements:
limut: 2. Possession or use of unauthorized r 3. Failure to follow the qu;htv
3 A failure 10 repister as an equipment o matenials in the conduct of | MARaement program, including
authorized user of an NRC-Certified o licensee activities which degrades procedures, whether or not a
Transport package: @ safety: mllllm:mnnm::d 00::7!. Pdl':ﬂmdtd the
4. A noncompliance with shipping &« 3. Use of radioactive matenal on failures are isolated. do not demonstrete
papers. marking, labeling. placarding % humans where such use 1s not & 8 programmatic weakniess in the
packaging ot loading not amounting to 8 | authonzed: + implementation of the QM program. and
Seventy Level | 11, or I violation, 4 Conduct of licensed activitiesbya & have limuted mvlo’: R
5 A failure to demonstrate that technicaily unqual:fied person: o misadministration
packages lor special form radioactive 5. Radistion levels. contamination H ‘;‘J“ﬂ ‘:k'.ﬂ“"“ progrem review. or
material meets applicable regulatory levels. or releases that exceed the limits ure to CENIGEIvS Sctions o8
requirements: specified in the license: required by § 35.32; or
| 6. A failure to demonstrate that 2
| packages meet DOT Specifications for ¢ ubstantial failure to ymplement I—' i g
TA Type A packages. or tho quality management program as I 4 A failure to keep |he'records
7 Other violations that have more - required by § 35 32 that does not resuit 2 "q“"fd by §§ 3532 or 33.33
than minor safety or environmental & in & missdmunistration: failure to report o £ Severity Level V—Violanons that

signficance @ misadministration: or programmatic £ have minor safety or environmental
"~
E Severity Level V—~Violations that E weakness in the impiementation of the .~ s®nificance
have minor salety or environmental 2 quality management program that
significance t_nculu ‘N & misadministration
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