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JAN 7 1991

In Reply Refer To:
License: 03-01082-01,

Docket: 030-01212/90-01
1

Veterans Administration Medical Center
John L. McClellan Memorial Hospital
ATTN: Robert Patton

Hospital Director
4300 West 7th Street l
Little Rock, Arkansas 72205 l

l

Gentlemen:
'

Thank you for your letter of December 6,1990, in response to our letter
,

|

and attached Notice of Violation both dated November 8, 1990. We have reviewed |

|
your reply and find it responsive to the concerns raised in our Notice of

Violation, We will review the implementation of your corrective actions during |

a future inspection to determine whether full compliance has been achieved and

will be maintained.

Sincerely,
,

Onynal h,ne:I By:
A. B. BEY '!

A. Bill Beach, Director
Division of Radiation Safety

and Safeguards-

CC:
James W. Fletcher, M.D.
Director, Nuclear Medicine Service (115)
Veterans Administration
Washington, D.C. 20420

Arkansas Radiation Control Program Director

.bcc w/ copy of licensee letter:
DMB - Original (IE-07) RDMartin
ABBeach LAYandell
MRodriguez, OC/LFDCB (MS 4503) CLCain
WLFisher LLKasner I
NMSIS MIS System l'
RIV Files (2) RSTS Operator
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4300 West 7th Street

''
'

: John L McCitilan
; Msmorist Vetsrans' Hospital Little Rock AR .72205

K - Administration
Veterans.

- DEC 0 0 &J0-,

'" * *'

,U. S. Nuclear Regulatory Commission
Attn: Document Control Desk

Washington D.C. 20555

Subject: NRC Inspection Letter dated 11/8/90

1. This is in response to the NRC inspection letter dated
November 8, 1990, Docket No. 30-01212/90-01.

2. Please refer to the attachment which addresses the
points contained in the Notice of Violation as an appendix
to that letter,

U $ $ $ bd[IE 'di

! 1.

ROBERT T. PATTON
Medical Center Director t,y

, __

cc: USNRC .

Region IV
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REPLY TO A NOTICE OF VIOLATION

Veterans Administration Medical Center Docket No. 30-01212/90-01
Little Rock, Arkansas License No. 03-01082-01

Item A.1.

1) Reason for violation: Although researchers hsd previously
been notified of this requirement, including the distribution
to them of Information Notice 89-35, it appears that all of
them were not fully aware of the requirement. Additionally,
some of the labs remained unlocked at time when housekoeping
personnel were in the area.

2) Corrective steps taken : A memo has ..aen distributed to all
affected personnel reemohasizing the important nature of this
issue. Additionally, all housekeeping is now done during the
day shift (0730-1600).

3) Correctivo steps taken to avoid future violations: Increased
surveillance by VA staff and emphasis of this point at
orientations and annual refresher training.

4) Date when full compliance will be achieved: 31 December 1990.

Item A.2.

1) Reason for violation: Lack of awareness of affected staff
* members to document verbal training-instructions and' reliance

-

on proximity of experienced individuals to monitor activities.

2)' Corrective steps taken: All keys and access to-the irradiator
will be limited to only a few trained experienced individuals.
Infrequent users will not be allowed to operate irradiator. A

sign and instructions to this effect have been posted on the
irradiator.

3) Corrective steps taken to-avoid future violations: Honthly
followup will be made by the radiation safety staff.

4) Date when full compliance will be achieved: Immediate.

Item B.1.

1) Reason for violation: Human error - oversight. Please note
that this incident had been fully documented, investigated and
corrective action taken prior to the inspection. A report was
given to the inspector during-her visit.

..
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2) Corrective steps taken: _ Noted above.
. >

>

3). ' reminder. note is posted.in the misadministration file
Corrective steps taken to avoid future violations: A

regarding the requirements..

4) .Date.when full compliance will be achieved:- Immediate. ,
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NW 8 990
License No. 03-01082-01
Docket No.. 30-01212/90-01

Veterans Administration Medical Center
John L. McClellan Memorial Hospital
ATTN: Robert Patton

Hospital Director
4300 West 7th Street
Little Rock, Arkansas 72205

Gentlemen:

This refers to the routine, unannounced radiation safety inspection conducted
by Ms. L. L. Kasner of this office on September 25-28, 1990, of the activities
authorized by NRC Byproduct Material License No. 03-01082-01, and to the
discussion of our findings held by the inspector with members of the
administrative staff and the radiation safety officer (RS0) at tne conclusion
of the inspection.

The inspection was an examination of the activities conductec under the license
as they relate to rediation safety and to compliance 9:it.n the Commission's
rules and regulations and the conditions of the license. The inspection
consisted of selective examin3tions of proceduros and representative records,
interviews of personnel, independent mea;urements, and observations by the
inspector.

During this inspection, certain of your activities were found not to be
conducted in full compliance with NRC requirements. Consequently, you are
required to respond to this matter in writing, in accordance with the
provisions of Section 2.201 of the NRC's " Rules of Practice," Part 2, Title 10,
Code of Federal Regulations. Your response should be based on the specifics
contained in the Notice of Violation enclosed with this letter. In preparing
your response, please refer to the instructions contained in the enclosed
Notice.

The inspector observed that many aspects of the program were associated with
well developed procedures and corresponding documentation and that generally,
the program incorporated an adequate number of internal audits to ensure that
activities were conducted in accordance with license conditions and NRC
requirements. Also notable was the RS0's involvement in directing program
activities. The inspector noted that the RSO had been granted, and exercised,
a level of authority characterized by the stringent management controls
observed in many aspects of the radiation safety program.

.

During the inspection, the inspector also reviewed several procedural revisions
which will be implemented with renewal of the license in January 1991. These
changes are primarily related to requ ements which were implemented with the

RIV: NMSIshtL C:NMSISDO. * 0: ~S
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Veterans Administration Medical -2-
Center

h-
revision of 10 CFR Part 35 and from which you were previously exempt under the

- provisions described in S 35.999.

The inspector noted that one individual had been designated the responsibility
for conducting radiation surveys and instrument calibrations. While this
individual had met the current qualification requirements regarding these
specific activities, both the size of the program and the increased frequency
at which these tasks must be performed under the current version of 10 CFR
Part 35 and future revisions of the license may require that you involve a
greater number of your staf f in conducting these activities. This and similar
resource issues shouid be given further consideration by the RSO and management
to ensure that you will be able to meet future program requirements.

,

In accordance with 10 CFR 2.790 of the Commission's regulations, a copy of this
'- lette>, the enclosures, and your response to this letter will be placed in the

NRC Public Document Room.

The response directed by this letter and the accompanying Notice is not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, PL 96-511.

Should you have any questions concerning this letter, we will be pleased ^to
discuss them with you.

Sincerely,

Onjinal Signr! By:

A.B. BEACH
A. Bill Beach, Director
Division of Radiation Safetym

and Safeguards

Enclosure:
Appendix - Notice of Violation

cc:
James W. Fletcher, M.D.
Director, Nuclear Medicine Service (115)
Veterans Administration
Washington, D.C. 20420

Arkansas Radiation Control Program Director

_ _ _ _. _. _ _-_ _ _ _ _ _ - _ - _ - _ - _ _ _ - - -_
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APPENDIX.

.1

NOT!E Of VIOLATION

Veterans _ Administration Medical Center Docket No. 30-01212/90-01
-Little Rock, Arkansas License No. 03-01082-01

During an NRC inspection conducted on September 25-28, 1990, violations of NRC'
2

requirements were' identified. In accordance with -the " General Statement of
Policy and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C
(1990), the violations are-listed below:

A. License Condition 26 requires, in part, that the licensee shall conduct-
its program in accordance with the statements, representations, and
procedures contained-in the letter and application dated July 6, 1984.,

1. Item 11.7 of the application specifies that rooms or other controlled
areas (containing radioactive materials)_must be locked after hours
or during lengthy periods of absence to prevent unauthorized entry
and that radioactive materials must be secured against unauthorized '
removals.

Contrary to the above, on September 25, 1990, the inspector observed
i

that several rooms-within the research area had been~left unlocked *

with millicurie quantities of radioactive material stored it, fume
hoods or in unsecured refrigerators. _ This observation was made af ter
normal _ working hours.when-licensee ~ staf f was not available to provide
direct surveillance of the subject material.

~

This is a Severity Level'IV violation (Supplement VI).

2 .- Section 20 of;the application-describes the radiation safety
procedures for the licensee's-J. L. Sheppard Mark I irradiator.

. Item 20.2 specifies that all individuals desiring to use the
irradiator must receive permission from the chief of the nuclear
medicine service and radiation safety committee (RSC) and must
demonstrate Lfamiliarity with the operating procedures of the unit, as
recommended by the manufacturer.-

Contrary to the:above, during the period-June 1989 througn
September 1990, several individuals from another research facility
had used thetirradiator without having received permission from the
chief of the nuclear medicine service and RSC or demonstrating their
familiarity 'with the-operating-procedures of--the unit prior to such
use.

This-is'a Severity Level IV violation (Supplement VI).5

L

! B. 10 CFR 35.33(c) requires, in part, that when a misadministration involves
,a diagnostic procedure, that the licensee notify the appropriate NRC '
. Regional Of fice -in writing within 15 days if the misadministration

- L t/
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involved administration of a byproduct material such that the patient is
likely to receive an organ dose greater than 2 rem.

Contrary to the above, as of September 28, 1990, the licensee failed to
notify the NRC Region IV Office of a diagnostic misadministration which
involved administration of a byproduct material such that the patient
likely received a bladder dose greater than 2 rem. (A 20 millicurie
technetium-99m labeled MDP dose was administered rather than the intended
20 millicurie technetium-99m labeled RBC dose.)

This is a Severity Level IV viciation (Supplement VI).

Pursuant to the provisions of 10 CFR 2.201, Veterans Administration Medical
Center is hereby required to submit a written statement or explanation to the
U.S. Nuclear Regulatory Commission, ATTN: Document Control Desk, Washington,
D.C. 20555 with a copy to the Regional Administrator, Region IV, and if
applicable, a copy to the NRC Resident Inspector, within 30 days of the date of
the letter transmitting this Notice of Violation (Notice). This reply should
be clearly marked as a " Reply to a Notice of Violation" and should include for
each violation: (1) the reason for the violation, or, if contested, the basis
for disputing the violation, (2) the corrective steps that have been taken and
the results achieved, (3) the , corrective steps that will be taken to avoid
further violations, and (4) the date when full compliance will be achieved. If

an adequate reply is not received within the time specified in this Notice, an
order may be issued to show cause why the license should not be modified,
suspended, or revoked, or why such other action as may be proper should not be
taken. Where good cause is shown, consideration will be given to extending the
response time. Under the authority of Section 182 of the Act, 42 U.S.C. 2232,
this response shall be submitted under oath or affirmation.

Dated at Arlington, Texas
this { aay of .- -1990

--. . . .
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License Condition 26 requires, in part, that the licensee shall conouct ~

its program in accordance with the statements, represe,ntations, and
-

procedures contained in the letter and application dated July 6,1954
.__

Item 11,7 of the application specifies that rooms or other controllea -

-

areas (containing radioactive materials) must be locked af ter hours_

or during lengthy periods of absence to prevent unauthorized entry
-

and that radioactive materials must be secured against unautnorizea
-

removals,-

-

~

Contrary to the above, on September 25, 1990, the inspector ooservec -

that several rooms within the research area had been lef t unlocked
-

~

with millicurie quantities of radioactive material stored in fume,,,

hoods or in unsecured ref rigerators. This observation was mace after
-

-

normal working hours when licensee staff was not available to provice _,

direct surveillance of the subject material.-

~
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License Condition 26 requires, in cart, tnat tne licensee snai' c:nauct
its program in accordance with the statements, reoresentati0ns, an

. orocedures containea in tne letter and application cate: . i y 5 , _ ) S .d. ,

- -_

'

section 20 of the application descri bes the radiation safety _

- procedures for the licensee's J. L, Sheppara Mark I fr'eainter. -

- Item 20.2 specifies that all indiviauals desiring to use tro
irradiator must receive permission from the cnief of tre nuclear _

medicine service and radiation safety committee (RSC) ana must
-

__

demonstrate familiarity with the operating procecureS Of the nit, as -

_
recommended by the manufacturer.

_

-

Contrary to the above, during the period June 1989 througn -

September 1990, several individuals from another researcn facili_.

ty
had used the irradiator without naving received permission ' rem the~~

chief of the nuclear medicine service and RSC or demonstratirg t9eir
familiarity with the operating procedures of the unit prior to such-

_ use.

.
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10 CFR 35.33(c) requires, in part, that when a misaaministration involves
a diagnostic procecure, that the licensee notify the appropriate NRC
Regional Of fice in writing within 15 days if the misacministration

-

involvec acministration of a typrocuct material such that tne patient is
<ikely to receive an organ dose greater than 2 rem.

Contrary to tne acove, as of Septe ]er 28, 1990, the licensee failea to
notify the NRC Region IV Of fice of a diagnostic misaaministration nicn
involvea administration of a byproduct material such that the patient
tiv,ely receivea a tiacder dose greater tnan 2 rem. (A 20 millicurie
tecnnetium-99m labelea MDP cose was administered ratner than the intenced
20 millicurie tecnnetium-99m labeled RBC dose. )
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