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RESPONC6 TO FREEDOM OF- - I FINAL | X | PARTIAL

INFORMATION ACT (FOIA) REQUEST o^te
JUN 191992g

o .e/-s
c

DOCKET NUMBER (S) UIapo/4ca0/e/

REQUEETE R

Mr. F.-L. Malphurs
PART l.--AGENCY RECORDS RELEASED OR NOT LOCATED (See checkedboaes/

N o agancy records sub,iect to the request have been located.

Na additional agency records subject to te request have been located.

Requested records are avawle through another pubiic distribution program See Comments section,

ADenev records subject to the request that are Ident ild in Append;x(es) F are already avPilable for pubhc inspection and copying at the

~X NRC Public Document Room,2120 L Street, N.W. Washington, DC.

Agency records subject to the request that are ide' infied h Appendix (es) G are being made available for public inspection and copying

X et the NRC Pubhc Documeat Room. 2120 L Stree . N W., Washingtori. DC. in a folder under this FOI A number. ;

The nonproprieta y version of the proposal (s' that you agreed to accept in a telephone conv?rsation with a member of my staff is now binng made available
for public inspection and anying at the NRC Pubhc Document Room 2120 L Street, N.W., Washington, DC, in a folder under this FOI A number.

Agency records subject to the request that are identified in Appendix (es) may be inspected and copied at the NRC Local Public Document

Room identified in the Comments section.
Enclosed is information on how you may obtain access to and the charges for copying records located at the NRC Public Document Room,2120 L Street,
N.W., Washington, DC.

Agency records sub!ect ta the request are enciesed. * (Appendices F and G)y

R; cords subject to the request have been referred to ano'her Federal agency (ics) for review and direct response to you.
-

Fees

b
F You will be billed by the NRC for fees totahng 5
C
f You will receive a refund from the NRC in the amount of $

In view of NRC's response to this request, no further action is being taken on appeal letter dated . No.

PART 11. A-INFORMATION WITHHELD FROM PUBLIC DISCLOSURE
~

Certain information in the requested records is being withheld from public disclosure pursuant to the exemptions described in and for the reasons stated
in Part it, B, C, and D. Any released portions of the documents for which only part of ;he record is tying withheld are being made available for public
inspection and copying in the NRC Public Document Room,2t20 L Street, N W., Washington, DC in a foider under this FOI A number,y

COMME NTS

* Copies of the records identified on enclosed Appendices F and G are
enclosed. The records identified on enclosed Appendix H are being
withheld in tneir entirety. Several remaining records responsive to
your request are still undergoing review. You will be notified promp?ly
once this review has been completed.

SIG TURE, DIRECTOR. DIVISION OF F REEDOM OF INFORM ATION AND PUBLICATIONS SERVICES
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RESPONSE TO FREEDOM OF
| INFORMATION ACT (FOIA) REQUEST FOIA 92-67 JUN 191992* * (CONTINUATION)

PART 11 B- APPUCABLE EXEMPTIONS

Records sut>iect to the request that are described in the enclosed Appendix (es) N are being withheld in their entirety or in part under the
Exemption No.(s) and for the reason (s) given below pursuant to 5 U.S C. 552(b) and 10 CF R 9.17(a) of N AC regulations.

1. The withheld information as peepeny classif red pursuant to Executive O< der (Enemption 11

2. The withheld information relates schely to the mirinal personnel rules and p<ocedures of NRO (Enemption 2)

3. 'The withheid eformat on ts soecificativ enempted from pubhc d actosu e by statute mdicated. (Examption 3)r
,

.s

M .. Se:tions141-145of the Atomic Energy Act, which prohibits the disclosure of Restncted Date or Formerly Restricted Data (42 USC 2161-2t65L
AW -

Section 147 of the Atomic Energy Act, wt ch prohibits the dWesure of Unclass.t ed Safeguards leformation (42 U.S C. 2167Lj

4. The withheld informat>on is a trade secret or cornme'cial o# tmancial inf omenon that is t+ng withheld for the feasonts! andicated. (E nemption 4)

\
The mformawan is cons de<ed to be contdemtiat business rpropr.etarvi mformaSon

- -. _ . . _ _

The information sa coniwdred to e e pecerietary snformat on porsvant in 10 CF R 2 730fdH 1)

p . __. _ . . _ _ _ . _ .

The mformat.cn was subrmited and rece!ved in conbdence pwwant to 10 CFR 2 790tdh2i
4

X 5. The withheid info <matico consrsts of ete<avemy or mea mencs rece"s th.c <e nei a.a urue wrw co o er, osr r 9 agat on (E nempoon 6). Apohcabte Pnydege.

Debberative Process Desc!osue of prececisiona' dumat=on wwd scre la mNtai the open and frank eachrge of * den a ssenna to the dehteerabve procers
Where tecnf os are withheid m theit entsets. the ta 't s se <w it>.caN, mit rt ened witi the p ede- ..onal mtormanun There a se e<e no seasonoef s seJregebre f actuat

X portions because the reiease of the f acts woud permt an merect mow, into 14 raeas+ord two+ ess of tre agencv

Attornes worn orocort om.dege (Documents prerwed t . r m " e, r mbm 4 . . ' 4 *t no

| Attof ney chent priv Je. (Conf,dentai communicat,ons between an attemey .snd his her cLent )

| 6. The wit 5heid m'ormahefs is e sempted hw pubm dmc'cwre Det a s s 't c eum *W mm m a cv am t.6%amnten mas.rsn of pewa pr+aa (E mempt.on 6)

. _ - . - . - - . - - . -. - _ _ _ .-

7. The witestd ef ormavon cons,sts o' recmas compded t y !a enton ement wwses au n bemy +thkeed f or twe n.ase;res, ai<ated (E mernption 7)

Disclos.e could reasonably be espected to mterfere we a" eWrcemem proaed ng t<ecause it couto reveal the scop ( d recbon. and iccm ofi

enf orcement efforts and thus couid Inst DN a low rec p ents to tee action to sNeid potentJ wonglomg or a v+ anon v NRC reprements
frem invegators (E nempt<on ? ( AD

- - - . _ . _ . - - . . - - .. - - . - . - . . - - _ . - _

Dm' owe would consetute an unwa"amra rnwas>on d persanar creacy (Enemonon 7tCD

ine mtmmat.cn consats of names M nn,aLn x + r* * w e "rn. Mo '- r mr i , t e o m 'ed ms detet.es of'

| conMeniJ sources (Emer-otoa 7 (D))
OTHM

I

PARTll C-DENYING OFFICIALS

Purwant to to CF R 9 25tbi and a 9 25ict o' me U S Neea. Pegeme Comm u e ga e oro -t he he ce m nm tra' the mWw en *.t*ne911s nempt from peo

ducfon os diciosure a%f that tts D-oduct on o' d sc' owe is cont 47 'o W psti c miewst Tterenom mpm b e in toe tiema a e those pH c a 1ident f,eet t etow as deny,cq
officia4 and the Daector. O v:s on o' Fuedom of 18vma: cn av Ps cc om S vm. Of * ce M Ad%natre.on fm a% <tew s F a' me is arrma+d to tae E xecut.ve 0 vector
for Operat+ons (EDOI

APPELL ATE OFFICI ALj TirLE OFFICE i RECORDS DENIED ,DENYtNG OFFICIAL

WD04 secsc4r o
' -

X |Thomas T. Martin Regional Administrator, Ree I ! App. H..- . - - - -a a ..

!
>

a _ _ _. t ,

!

_ . . _.

!
4_.

_

|
.

PART lt D - APPEAL RIGHTS

The deniet by each denying off4cial identif ed in Part II.C may be appeated t< , .. Appenate Off,c.at identif ed there. Any such appstal must be made in w . ting a the 30 days of receipt
of this response. Appeats must be addressed. as appropriate, to the Executu D+re tor for Operst ons. to the "iecretary of the Commisi.o< , or to tt,e impector Gene <at, US Nuclear
Regulatory Commission. Washirston, DC 20555. and should clearly state on the envelope and in the letter that it is an "Apper from an Imt a! FOf A Decision,"

.NRC FORM 464 (Part 2) (191) U S. NUCLEAR REGULATORY COMMISSION

v _ . a
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' APPENDIX F:
.

- -

Ig DOCUMENTS MAINTAINED'AT THE PDR-
,

e

NUMBER DATE- DESCRIPTION l

- 1.- 3/16/87 Letter f rom Hill'-Zobel- to Johansen-
~

w / attachments- ( 201 ~pages ) ; Acc:. ? No. .

87.08130157'
. . ,

-2 '. ' 11/26/90 Letter from Mal phu rs : to . Eckert'. ._( 1:

page) Acc.. No. 9104010261'

3. 12/10/90 Memorandum.from Shanbakylto Marti'ns-
"" -Subject: . EnforcementLConference

With'The. Veterans-Administration: ,

Medical Center. Albany,- NewLYork
w/attachmenta (34 pages) Acc. N o .-

{
9104010265

"
4. 1/29/91- . Letter-from-Martin to Malphurs

w/ attachments.-(11 pages)'Acc. No.
9102010062-

5. 2/26/91 Letter from Malphurs.to Director,
Office of Enforcement, USNRC
w/ attachments (27 pages): Acc. No.
9103070046.

J
6. 3/11/91 Letter from Knapp to Malphurs-(1

page) Acc. No.'9104010256) 0

7. 5/8/91 Letter from.Shanbaky to Malphurs?
w/ attachment (3 pages) (Acc.-No.

'

9105290012

8. 6/13/91 | Letter from Malphurs to' Director,
Office of Enforcement, USNRC
w/ attachments'(5_pages) Acc. N o .--

*

9106260279

9. 6/13/91 Letter'from Malphurs to. Director,
Nuclear Medicine' Service-(141A5)
-Department.of Veterans-Affairs-
Central Office w/attachemnt-(6'
pages) Acc. No. 9107010029-

i

!
,

r

,se. y y- =,..M,,. ,,,q .. , . . , , .h- E y ,,.,,,,p,m. - , ._ y ,,,j,o m ,y ...g'_, . , , . . . . ..r_,, .,e,

'''
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Re : 92-67

-2-
:

Number- Date . Description- '- -

10. 6/16/91 Letter from Knapp to Malpurs
w/attachmente (4 pages). Acc.-No.
9107030045

11. 7/3/91 U. S. Nuclear Regulatory Commission
Region I Notice Of Licensee-Meeting- .,-

(12 pagea)~ Acc. No. 9107170036

12. -7/18/91 Letter from Bellamy to Malphurs
v/ attachments-(5 pages) Acc. No.
9107240172

13. 8/30/91 Letter from Shanbaky to MalphursE
w/ attach ants (8 pages) -Acc. No.
9109240057

14. .8/30/91- Letter from Shanbaky to Malphurs=
w/ attachments _(11-pages) .Acc.'No.
9109240218

15. 11/4/91 Lutter-from Martin to Malphurs
-w/ attachments (7 pages) -Acc. .No.
9111110299~

~

16. 11/5/91 Letter-from Malphurs to Director,-
0111ce ot Enlorcement, USNRC (4
pages) Acc. No. 9111120413-

17 1/24/92 Letter from Lieberman to Malphurs
t3 pages) Acc. No. 9201280124-

18. 4/13/92 Letter from Lieberman to Malphurs
(3 pages) Acc. No. 9204150015

19. 6/.3/91 Letter from Lieberman to Malphurs
(4 pages) Acc. No. 9106050053

. . .
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' APPENDIX 1G
RECORDS-TOSBE PLACED IN THE PDR.-

:

Number. Date Description 1

1. 4/25/90. Memorandum -- f rom- ' Mar tins to
Lieberman re: RegionLI-

-

Comments!On' Sections.Of;
'

'

The-Draft" Enforcement
Guidance _ Memorandum
Ccncerning.The Escalation
And Mitigation Factors 1(8

- . pages)

2. 11/26/90- Telephone or verball -

conversation record'(1-
page)-

3. g 11/26/90 Memorandum ~from Acting
Radiation: Safety.Officerg
.to:ACOS, Resaarch and
Development're:
Unscheduled ~NRC.~. -

,

inspection' . 11/09/90'(4-

pages)-

-4. 11/29/90 Letter fromLKnapp to-
Malphure:(3 pages)'

5. 12/3/90- Letter from-Martin.toi
Whitefre: ; Request:=forr

Investigation (4~~;pages)
1

- 6. 12/7/90 :Lettergfrom Malphurs to
<

Knapp (201pagesh
.

.7. 12/7/90 'LetterLtojMalphurs-(8'
pages)-

s

8. - 12/14/90. -Letter from Knapp to;
Malphurs-(6 pages);

9.- 4/10/91 . Appendix B Nuclear--,

Medicine -Inspection Field-
~ Hotes Region '.'I'' ( 19 - pages )

.

10. '5/8/91 U. S. Nuclear-Regulatory
Commission Region I! Open.

*

Items Tracking System (4-
pages)

, , . - , _ . . . . . ,. _ _ . . _ .~ .
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~

- 1-1. .= 7 / 8 / / 91 - 0.S.:;NRC Region 1,-
-- -Enforcement Conference:-

'

(74: pages)

12. 2/5/91 ' Press Release -'.NRC; Staff- ':

C i t e s V A--. M e d i c a l.L C e n t e r ! - y
.

"in Albany'.fordAllegedly.
Violating'NRC Guidelines
on: Handling Nuclear;

. Ma terials - Proposes !' F'ine?
'( 1 page).

-

- 13. 1/14/92 Apperkdix B Nuclear
Medicine Inspection Notes
-(17 pages)

i

*
4

i
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1
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APPENDIX H
.

DOCUMENTS BEING WITHHELD'1H THEIR1 ENTIRETY). _

i

_,

Humber. .Date -Description

1. 12/20/90 Memoifor Lieberman from'
Martin, subject: "Proposedi
Civil' Penalty --Veterans -

Administration Medical Center,
~

s' .any, NY, (4 pgs.).with-
locures: Letter to

LVeterana Administration--from
M a r t i n ,' subject:- " Notice of-
Violation andfProposed-
Imposition of-Civil / Penalty,"
( 6 ' p q s .-) .and Notice of.

Violation and' Proposed
Imposition-of Civ11' Penalty,
(7 ppa.) -~ EXEMPTION,.5'

2. 1/23/91 Summary of 1I17/91, Telephonei
calls to' Veterans
Adminictration, 14 pgs.) -

EXEMPTION 5

3. Undated Draft Letter to Fred'Malphurs
'from Thomar-T, Martin,-

subject: " Notice of Violation
and Propoced imposition of
Civi1 Penalty - G2,500,* -t_4
pages)1with' Draft Notice of
Violation 13 pages) -
EXEMPTION 5

4. Undated Draft Letter to: Fred Malphura
from Thomas-T. Martin,
subject: " Notice.of Violation-
and Proposed _ Imposition'of
Civil | Penalty.- $2,500," with.
hand w r i t ten . no ta t' ions, (4

pages) ~~ EXEMPTION 5
,

5. Undated Draft Hotice of Viointion,'
with handwritten n o t a t'i o n s , (2.

pages) - EXEMPTION'5-

.
. . .
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DEPARTMENT OF VETERANS AFFAIRS

,

Samuel S. Stratton
Medical Center

, ,.

113 Holland Avenue ,

iAlbany NY 12208

February 6, 1992
l

Freedom of Information Act Officer 500/00 jin ReW Refedo:

' US Nuclear Regulatory Commission
Mail Stop, P-378

FREEDOM 0F INFORMATIONWashington, D.C. 20555
ACT REQUEST

SUBJ: .FOIA Request [g
b Q _ //~ QRE: Docket No. 030-10026 ,

License No. 3102755-05 j

EA 91-050 ,

1. The purpose.of this letter is to request-copies of all
records relating to the above NRC case. This applies to the'
NRC investigation, inspection, hearings and any related
communications or proceedings. Specifically, I am requesting

,

'
any and all docunentation relating to this matter that
constitutes the: official record'of this case.

2. We are requesting this.information under the Freedom of-
Information Act. I specifically request that this-include the
transcript of the Enforcement Conference conducted in-King-of' |

~

Prussia on December 13, 1990 and the Enforcement Conference on- _j

July 8, 1991-also conducted in King of Prussia.

3. I would be pleased to accept.these copies in whatever
format that they are available and-to compensate your office ;

for whatever costs or charges that may be appropriate. ;

4 Your ass _istance in this-matter is appreciated.g
,- .-

hy
F.L. MALPHURS
Directd

Jam 79s///-

_ _ __ _ .. .. . _.
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4 .' . * - ?> NUCLEAR REGULATORY COMMihSION
. REOlON I

-

-

- 475 ALLENDALE ROAD :
_

'

***** KING OF PMUSSIA PENNSYLVANIA It404 .

,0EC. 0 'T 1330

Docket No. 030-10026 License No. 31-02755-05
F

Veterans Administration Medical Center
ATTN: Fred Malphurs

. Director
113 Holland Avenue
Albany, New York 12208

Gentlemen: 1

Subject: Inspection No. 030-10026/90-001

This refers to the. routine safety inspection concucted :y Mr. Christopher J.
-Eckert of this office on Novemoer 20 anc 21, 1990, of activities authori:ec cy-
NRC License No. 30-02755-05, and to ciscussions of the fincings held by
Mr. Ecke'rt with you and-other members of your staff at the conclusion of
the inspection.

Areas examinec_ during the inspection are described in the NRC Region I
Inspection Report which is enclosed with this letter. Within these areas the
inspection consistec of selective examinations of'proceoures and
representative recor s, interviews of personnel, and coservations by the
inspector.

<

As ciscussec during the teleonone conversation on Novemoer 28, 1990, between
you, Or Lawrence Flesh of your Medical Center anc Or. Ronald Bellamy of my
staff, an enforcement conference.is scneculed to.be held'on Thursday,

i

Decemoer 13, 1990 at 1C:00 a.m., at our office in King of Prussia Pennsylvania.
The, purposes of this conference are to: discuss the apparent violations,:their
causes and safety significance; provide an opportunity for you_to present yourg

corrective actions accomplished and p"oposec; and discuss any other information
that will help us determine appropriste e'nforcement action. In particular, you

should be prepared to discuss 'the ap;,arent lack of management.' oversight and
. control.of the licensed program that sead to the apparent violations.

Enforcement action for these apparent violations will be considered by the'NRC
following-tne conference. The NRC Enforcement Policy is descrichd in 10 CFR

' AlsoPart- 2, Appendix C, a copy of which is enclosed for your information.
enclosed are directions to the Region _-I office.~

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

4Ww70736 ~

6/7 W
. _
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U. S NUCLEAR REGULATORY COMMISSION
REGION I

Report No. 030-10026/90-Cu1
.

Docket No. 030-10026

License No. 31-02755-05 Priority I Category G Program Coce 2110
.

Licensee: Veterans Administration Medical Center
113 Pol ind Avenue
Albany, New York 12208

Inspection Ccncucted: Novemoer 20 & 21, 1990

Inspector: [k /2,/l. /9oa-
Christoon4r J gAictert date
Health Physicist

Approvec by: /f7) h /2f7f/99e
Mohameo M. Snanoauf, Ph.D. . Chie f / da'te
Nuclear Materials Sa'ety Section A

Inspection Summary: Routine, unannounceo, safety inspection conducteo
Novencer 20 & 21, 1990 (Inspection Report No. 030-10026/90-001)

Areas Inspectec: Action on previous' violations; organization and scoce of
licensed activities; licensee internal audits; training and qualification of
. personnel; raciation protection procedures; use of racioactive materiais;
storage of raoicactive naterials; facilities; radiation safety committee and

~

authorizec users; receipt and transfer of material; personnel raciological
protection _ - external exposure; personnel radiological protection - internal
exposure; racicactive waste disposal; misacministrations; ano instruments.

-

Results: Twenty one apparent violations were identified: failure to perform an
annual raciation safety program audit (Section 4); failure _to provide an
adequate training program (Section-5); consumotion of food and beverages in
radioactive caterial use areas (Section 5); failure of individuals to survey
themselves for radioactive contamination (Section 6); failure to perform ..
calculations to determine compliance with 10 CFR 20, Appendix 8 (Section 6);
failure to calculate spilled gas clearance times (Section 6); fai' lure _to,

' measure imaging room ventilation rates (Section 6); failure to establish area
survey trigger levels (Section 6); failure'to perform contamination swipes in-
a radiopharmaceutical therapy room prior to release | for unrestricted use

|: (Section 6); failure to perform sealed source leak tests (Section 6); f ailure
L to obtain a license amencment prior to using xenon in a new location (Section

9); failure of-authorized users to notify the RSO and Radiation Safety
Committee of personnel and laboratory location cnanges (Section 10); failure
to secure licensec material from unauthorized removal (Section 11); failure to
wear recuirec personnel dosimetry (Section 12); failure to perform _bicassays

V e$/N7f/M#~ .

.. _ .
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DETAILS

1. Persons Contacted' ,

* Fred.Malphurs, VAMC Ofrector
* Mary _ Ellen Piche, QA Coordinator
* Sue Lawrenson, Nuclear Medicine Technologist
*Kristine Cipperly, Nuclear: Medicine Technologist
# Lawrence H. Flesh M.D., Chief of Staff
* Andrew Kang M.D., Radiation Safety Officer
Dr. Arnold Johnson,_ Researcher
Dr. Min.Fu Tsan, Researcher
Dr. Patricia Phillips, Researcher
Dr. Donald Pascuale, Researcner .

Dr. Richard Chu, Researcher
Peter McCarthy, Administrative Officer for Research
James-Ihang, Acting Radiation Safety Officer
Walter Mcdonald. Housekeeping-
Sue Cahill, Secretary

' James Baegly, Laboratory Technologist .

Andrew Dickson, Laboratory Tecnnologist
.

" Indicates those present at. exit interview

2. Licensee Action on Previous Violations
.

(0 pen) Inspection No. 39-001, f ailure to perform sealed source inventertes
on a cuarterly frequency. The inspector "eviewed inventory recorcs far s

1990. This area will remain open pencing further review by the NRC.

(Closec) Insoection No.-89-001, failure to record the recuired information
for molybdenum concentration checks. The inspector reviewed molybcenum
concentration recorcs. 'The recorcs indicate that.the licensee is now

,
~

recorcing all required information.

3. Orcani:ation and Scoce

The licensee conducts activities under a broad scope license which. includes
a small nuclear medicine clinic, a radioimmuncassay laboratory (RIA.) and
a research program. The nuclear medicine clinic is staffed, by 1 full.
time physician who also 'is the RSO,1 part time physician and 3 nuclear'-
medicine technologists.-- :The technologists stated and records confirmed,
that 5-6 patients.per day are treated and radiciodine therapy procedures
are performed 1 - 2-times per year.

The RIA laboratory is staffed by 2 technologists who perform several-*

hundrec assays per week. 'The technologists statec that only iodine-125-
,- is usec anc the radicactive material inventory seldom exceecs

200 microcuries.
-

,:..
- - ,- , , ,
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The licensee is required by 10 CFR 35.22 and their established ALARA
program to conduct a formal audit of the radiation safety program annually.
The inspector reviewed the audit report for 1988 which was: prepared by
the previous RSO. -There wasino audit report available for 1989|and the
current RSO confirmed that an audit had not been performed.

The inspector stated that the failure to perform an annual radiation
safety program audit for 1989 is an apparent violation of 10 CFR 35.22.

. Fu thermore, the failure to perform an annual audit indicates a lack of
management oversight of the licensed program.

5. Trainino and Qualification of Personnel

The inspector interviewed staff members from Nuclear Medicine, Research
and Housekeeping. All incividuals seemed to be aware of their applica'ble
duties and raciation safety practices with the exception of some research
workers. Interviews with the research staff indicated that not all
laboratory personnel knew that contamination surveys were requirec af ter
performing experiments with radioactive material, or the requirement for

"

maintaining accurate radioactive material inventories and waste: disposal-
recorcs. The inspector noted that the research staff training was limited

* to reacing the radiation safety manual without any apparent additional
clarification or guidance. The inspector'questionea one authorized user
regarcing nis authorization to dispose of licensed material througn the
sanitary sewer and how much material had been disposed of in this manner.
The authori:ec user did not know whether he was authorizec to dispose of
radioactive material to the sanitary sewer or whether any individuals
under his supervision had been utilizing the sanitary sewer for liquid
racicactive waste disposal.

The inscector statec tnat the failure to provide an adequate training
program is an apparent violation cf 10 CFR 19.12.

'

A laboratory technologist working under the supervision of a different'
autnerized user was auestioned by the inspector os to the maintenance of
solid waste disposal records. The technologist stated that he knew the
approximate amount of radioactive material that he placed into the waste
barrel after each experiment but did not keep an actual 1 record because
the amount was so small, and that he could remember the total amount of
radioactive material disposed of from one waste pickup to another.

|
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The inspector asked the RSO if he had performed calculations to determine
if the room air flow rates were sufficient to assure that'the concentration
of radioactive gases in the room would not exceed the limits established
in 10 CFR 20, Appendix B. The RSO stated that'these calculations hat not
been performed for this room prior to use and further stated that spilled
gas clearance-times had not been calculated and that the room air flow
rates were not being checked at the required 6 month frequency.

f l lationsto[ determine.The inspector stated that failure to per orm ca cu
compliance with 10 CFR 20, Appendix B, in accordance with the licensee's
established procedure, is another example of an apparent violation of

The inspector also stated that failure to calculate and10 CFR 35.21.
post spilled gas clearance times is an apparent violation of 10 CFR 35.205.
Furtnermore, the failure to measure the imaging room _ air flow rates at
the recuired 6 month frequency is anotner example of an apparent violation-
of 10 CFR 35.205.

Recorcs of area surveys were reviewed for the Nuclear Mecicine Department.
The recorcs cid not contain-established trigger levels for eacn area
surveyed as recuirec by 10 CFR 35.70. The licensee statec that no trigger
levels for area surveys have been established.

The inspector statec that failure to establish trigger levels for area
surveys is an apparent violation of 10 CFR 35.70.

A ciscussion with the R50 revealed that a radiciodine therapy procedure
utilizing in excess of 100 millicuries of iodine 131 had been performed

A review of the records indicated and the RSO confirmedin July 1990.
tnat no swioes to detect removable-radioactive contamination had been
performed in the therapy room prior to its release for unrestrictec use.
The R50 statec that ne obtainec acvice on the approcriate raciation safety.
procecures for raciciocine tnerapies from the raciation staff at a
nearcy medical center and felt that an area survey was adecuate to
cetect residual contamination.

,

The inspector stated that failure to perform removable contamination
surveys before releasing the radiopharmaceutical therapy room for
unrestricted use is an apparent violation of 10 CFR 35.315.:

The inspector reviewed radioactive sealed source leak test , records for
10 CFR 35.59 requires that sealed sources ce tested for1989 and 1990. Records incicated andleakage at intervals not to exceed six months.

the RSO confirmed that sealed source leak tests had not been poc"ormed
since Octooer 1989, a perioc in excess of six months.

|-

The inspector stated that failure to perform sealed source leakage
tests at intervals not to exceed 6 months is an apparent violation

i of 10 CFR 35.59.

10 CFR 35.59 requires that a physical inventory of all sealed sources in-The inspector reviewed
the licer:ees possession be conducted cuarterly.The adeauacy of tne sealed source inventories
inventory recorcs for 1990.
and associatec recorcs.will be further reviewed by the NRC.
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10. Radiation Safety Committee'and Authorized Users
.

The Radiation Safety Committee is charged with the task of overseeing the
safe use of radioactive material at their facility in accordance with |
applicable federal regulations, license commitments and acceptable

.

radiation safety practices. The committee-is responsible,'in p' art, for |
approving the qualifications of new users, the locations of radioactive |

'

material use and storage, and the qualifications of new laboratory personnel.
_

.In addition the committee must ensure that all occupationally exposed
individuals receive the necessary radiation safety training commensurate-

with their responsibilities.

While touring the research facilities with the Acting RSO it became
apparent to the inspector, and the Acting RSO confirmed, that he was not
aware of the status of all areas where radioactive aterials were being.
usec. One example of this was ; om 6273 which the m ng W :tated was
a research laboratory. However, uoan entering the t it v s di:::vered
that the room had been convertec int 0 a general s:Orige ma to wnich
many individuals had access. Also, there was one laboratcry wnich the
Acting RSO incicated was no longer used for radioactive material work
but remained posted as a restrictec area. The inspector entered the
laboratory and asked a technologist if radioactive materials were bein'g
used and the technologist stated that he was currently-conducting an
experiment using radioactive material (tritium).

The insoector stated that failure by an authorized user to notify the
RSO anc Radiation Safety Committee of a cnange in laboratcry location or
use, in accor::ance with the licensee established procedure, 's an
apparent violation of 10 CFR 35.25.

Also, snil'e touring the f acility and reviewing-authorization records, it
became evident that some of the authorized users had undergone staffing;

-

'

enanges without notifying the RSO and Radiation Safety Committee. In
, *

| one laboratory the individual responsible for performing contamination.
| surveys had terminatec employment and the Acting RSO and RSO were not
; aware of her departure.

I The inspector stated that failure by an authorized user to notify the RSO
L and Radiation S&fety Committee of changes in personr.el, in accordance-
|- with the licensee's established procedure, is another example of an

'

,

apparent violation of 10 CFR 35.25.
L

|- 11. Receiot 'and Transfer of Licensed Material
'

!

The insoector reviewed records and procedures for the receict and

tr'ansfer of licensed material.

-

-- . -
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The inspector observed numerous individuals frequenting areas restricted -
to radioactive material use without wearing film badges. _ The_ inspector
noted that the licensee's procedures required the use of film badges by
personnel in these areas.

The inspector stated that failure of personnel to wear film badges while
frequenting radioactive material areas is another example of'an apparent
violation of 10 CFR 35.25.

13. personnel Radiolooical protection - Internal Exoosure-

The licensee is authorized to perform in-vivo radiciodine therapy -
treatments anc in-vitro experiments using hydrogen-3 (tritium). A

review of the applicable recorcs incicated that the _ amount of _ hydrogen-3
being used did not exceec the licensee's established trigger level (use
of 10 millicuriet or more at one time) which acuirec a bi nay.

An interview with the RSO and a Nuclear Mecic:ne Tecnnolog :: revealed
- that the tecnnologist prepared and administered a therapy C0se of liquid
iodine-131 (>100 mil 11 curies) during a racioiodine therapy procedure
which Occurrec in July 1990. The tecnnologist stated that sne cia not
undergo a bioassay af ter preparation and administration of the radiciodine.
The RSO was not able to explain why the technologist did not receive the
bioassay but did state that Dioassays would have to be performed at another
hospital oecause the licensee's equipment was not capable of cetecting
iodine-131. Bicassay records were available for the perioc 12/14/86
througn 11/7/88 wnich demonstrated the licensee's familiarity with this
requirement.

The inscecto. 1:ed that failure to measure the thyroid burcen
(bicassay) of an individual 'wno creparea and admin'istered a therapy.
dose cf iocine-131 is an apparent violation of 10.CFR 35.315.

14.' -Waste Discosai H

The Acting RSO stated that all radioactive waste from researcr. activities
was placed in metal waste barrels and transferred to a central waste
storage area in the animal facility. A record review at the central
waste storage area indicated that all waste col' actions were recorded and
'the waste was transferred to a licensed waste troker.

,

The licensee established procecures which required authori:ed users to
maintain recorcs of solid and liquid radioactive waste disocsal. During
a tour of one research laboratory, a technologist stated that he did not
weeo an actual written record because he could rememoer the amount placed
into the waste barrel after each experiment. The inspector stated that-

each authert:ec user was recuired to maintain recorcs of waste disposal
in accordance with establisned procecures.

,

'ww v- w e v rw w - = v - - ,r r- -- - e v- v--



e . . . .-

-. s

w? ,

:: q ..-

.

'

4

- 13

'

17. Exit Interview

The inspector reviewed the in,spection _ findings:with the incividuals listed
in Section 1. At the close of the' exit interview the inspector-indicated,

that the f) umber and type .of violations,- theilength: of time they continued
undetectea by management, and the failure to perform adequate internal
program audits ',ndicated an apparent lack of management oversight and : ,

control of the licensed program.
.
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NUCLEAR REGULATORY. COMMIS810N Lh I
E ,

REQlON I

*****fo[ . 475 'ALLENDALE ROAD
1

KING OF PRUSSIA. PENNSYLVANIA 19404
>

, NOV. 201990

Docket No. 030-10026. License No. 31-02755-05
CAL No. 1-90-019 '

' i
VA Medical Center
ATTN.- Fred Malphurs, Director
-113 Holland Avenue
? Albany, New York 12208

Gentlemen:

Subject: ' Confirmatory Action Letter No. 1-90-019

On November 20-21, 1990, Mr. Christophe J. Eckert of this office conducted an
inspection of NRC_ licensed activities at the above addressed facility. Several
radiological safety weaknesses and apparent violations of NRC requirements were
identified. The identified problems indicate an apparent lack' of radiological
safety program oversight-at your. facility.

.

Pursuant to a telephone conversation between you, Dr. Ronald Bellamy and
-

Dr. Mohamed Shanbaky of'this of.fice-on November 28, 1990,:it is our
understanding that you have taken or will take_ the following actions, which
will be completed by the dates specified:

1. Perform a complete inventory of all your radioactive sealed sources.
Provide the inventory results to _ this office by December 7,1990.
The results should indicate'the serial' number,' activity __and location
of each source. Lost sources will be immediately reported to-this
office in accordance with 10 CFR '20.402 requirements.

'

2. Provide by January 31, 1991, training to-your staff. commensurate with
their program functions and responsibilities. The-training should:
include:-(a) applicable NRC requirements' (b)-your procedural;-

requirements and (c) appropriate radiological safety precaetions.

3. Obtain the services of an independent consultant to perform a1
comprehensive evaluation (audit) of your radiation safety program,-

to be completed by December 31, 1990~.

4. Review the results of-this audit, and provide, to this office, by-
;; January 31 1991:

(a) a written response detailing your planned action '

for each audit finding

|
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(b) a-written plan for improving your radiation safety
program at the-Veterans Administration Medical-
Center. This plan will-address, in. addition to
improvements discussed above:

1. Your management controls system and oversight of-
program &ctivities,

2. staffing requirements and assignments of program j-

responsibilities, -

3. your procedures for performing radioactive scaled
source inventory and control.

4. your iodine therapy program and associated
raciological controls, and

5. your procedures for mdioactive material package
receipt and security.

In addition, it is ot:r understanding that you have already revised your j
' existing procedures to preclude the loss of licensed material from your "

radioactive materials receipt area,
a

During the above referenced November 28, 1990, telephone call, you also agreed
to attend an Enforcement Conference to discuss the-radiological safety
weaknesses and apparent violations identified during the November 20-21
inspection. The Conference is to be held at our Region I office in King of
Prussia, F'ennsylvania, at 10:00 a.m. on December 13, 1990.

!

The responses directed by this letter are not subject to the clearance
procedures of the Office of Management and Budget, as required by the
Ppperwork Reduction Act of 1980, Pub. L. 96-511. In accordance with 10 CFR

. ;

2.790(a), a copy of this letter will be placed in the NRC Public. Document Room. !
,

Issuance of this Confirmatory Action Letter uoes not preclude the issuance of.
";an Order formalizing ?5e above commitments. If your understanding differs

from that set forth above, please call me immediately.

Sincerely,

.hh; Pae.

c Malcolm R. Knapp, Director
Division of Radiation Safety

and Safeguards

cc:
b Public Decument Room (POR)

Nuclear Safety Information Center (NSIC)
State of New York

|
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bCC:
Region I Docket Room (w/ concurrences).
J. Lieberman, OE
J._Goldberg, OGC

!

R. Cunningham, NMSS
J. Glenn. NMSS
D. Holody, RI
M. Knapp, RI
R. Gooper, RI
R. Bellamy, RI

~ '!M. Shanbaky, RI
C. Eckert, RI
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DEPARTMENT OF VETERANS AFFAIRS ,

Medical Center
,

4 Albany NY 12208

,

-June-13, 1991
in Reply Refer To:

Director, Office.of Enforcement
.

U.S. Nuclear Regulatory Commission
ATTN: Document Control Desk
Washington, D.C. 20555 '

RE: Docket No. 030-10026
License No. 31-02755-05-
EA No. 90-209

Gent)emen:

This correspondence, with attachments, is forwarded in response to. .

your letter, dated June 3, 1991.

VIOLATION E:

10CFR 20.303 ~ describes requirements for the , disposcl of
radioactive saterials by release into the sanitary sewerage system.
10CFR 20.401(c) (3) requires that each licensee maintain records of-
disposais made under 10CFR20.303.

Contrary to the above, as of November 21, 1990, adequate
records were not maintained, as required under 10CFR 20.401, of
disposals in 1988 and 1989 of radioactive material released into
the sanitary sewerage system. For 1988, the records were
disorganized and confusing in that one record indicated _ that-
24,014.9 microcuries.were disposed while another record indicated
that 971.4 microcuries were disposed. For 1989, no records were
maintained.

ACTION: Disposal of radioactive materials by release into - the
sanitary sewerage system records are being monitored on a monthly
basis by the Radiation Safety Officer and staff. Each Authorized
User must submit a monthly inventory form, " Radioactive Material
-Utilization Log" (See Attachment I) for each different radionuclide
and compound that he/she possess to th.c Radiation Safety _ Office:in
a timely manner. This form requires the Authorized User to list-

~

the amount he/she used or disposed of after each use and the method
of disoosal_._ A1.though this form was previously used and kept on
file, the Radiation Safety Office did not verify that the-User was

( submit?,ing the correct information each month. As of January 1991,
the Radiation Safety Office on a monthly basis verifies thatLthe'

information received from each User is correct. The sewer disposal
-data is compiled, quarterly, for total hospital disposal, as well

hhp &=}--1 +
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# as by individual User. - These forms are then filed under theiIn addition,1appropriate Authorized User for future-reference.

each lab must retain a copy for their files.
The Radiation Safety Office monitors and enforces the use of the
following two forms in areas vere radioactive materials are
disposed of via the sewerage drain system.

" Radioactive Material Sewer Disposal Log" form (Attach'JentA.
affixed -to their radioactive labeled sinks. Every time an

II)individual disposes of any radioactive material down the drain the
following information is added to this form: the date, isotope,
form, and amount (in mC1).

B. . Sewage Disposal of Radioactive Materials" form"

(Attachment III), which explains for each isotope the method and
daily amount that can be disposed- of for the ' entiremaximum

hospital. This form is posted near each radioactive labeled sink.

We are now in-full compliance with this requirement. . +

Please communicate with us, if the above cited actions are not
totally responsive to your'specified request.

Sincerely,

jb 0M
F.-L. ,LPHURS,
Director

Attachments

,
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ATTACHMENT I.

-At#000C#0A00000000000000000G55s '00C509~*

RADIDACTIVE MATERIAL UTILIZATION LOO-
-

unemen****eesenennen***enen******enename
.

R.S LOG N RADIONUCLIDE

DATE REC'D COMP 0tND

FOR
ASSAY DATE-

DATE ISSUED
ASSAY GPEC. ACTIVITY

VENDOR
' ASSAY ACTIVITY

LOT N ASSAY VOLLt1E

=====_- _====
-- __==----_

DATE AMOLNT USED BALANCE USE (*) INITIALS
Activity Volume

==
== = _ -m=-.--- --m---===============

| | 1 I I I I..

I I i i I i l

l I I I I I l

i I i l i i i

l i I I I I i

l i l 1 i i I

* USE = In Vitro studies, In Vivo Animals studies, Human studies, other.

DISPOSAL RECORD

+======---========---__-__..=-~=======_---.m=====____==============-------=======
DATE ACTIVITY DISPOSE 3 DISPOSAL METHOD ( **) ACTIVITY BALANCE INITIALS

==
===__- - -

, ----======-- -- ==========-- ---=======_-.-__

| | | | 1 1

I I I I I I

I I I I I I

I I I I I i

i | I I I I

i | 1 1 I l

| | 1 i l I

|
** DISPOSAL--- VENDOR: 1-Solids: 2-Liquids; 3-Liq. Scint.; 4-Animal Carcasses;i

i
DE CAY-IN-STORAGE : 5-Solids or Liquids t 6-Animal Carcasses;
SEWER:7-Certain Liquids: 8-DEREGULATED H-3 & C-14 to Safety Officer or Industrial'

Hygienist; 9-H000 RELEASE of Volatiles.

Page
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RADIOACTIVE MATERIAL SEWER ATTACHMENT II
, .. ,

1
:

DISPOSAL LOG !
,

DATE ISOTOPE FORM AMOUNT (mC1) ],
,

.
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- ATTACHMENT'III:'* *

.

I SEWAGE DISFOSAL OF RADI0 ACTIVE MTERIALS :

SEWAGE DISPOSAL OF RADIGACTIVE-

ISOTOPE MTERIALS DISPOSAL ETHOD' MAX UC/ DAY

-1-131 and If less thon-1.0 UC is to be. disposed, 200 -

'

I-125 run water for 5 minutes. Run water
7 minutes for each additional UC disposed

,

I

Cr-51 If less than 1.0 UC is to be disco. cad, run 300
water for 2 minutes. Run water 3 minutes
for each additional UC disposed.

P-32 Iflessthan1.0UCistobedisoosed,run 1000
water for 2 minutes. Run water 4 minutes
for each additional UC disposed.

C-14 Scie As Cr-51 1000
,

.Fe-59 Same As Cr-51 200

S-35 Sate As Cr-51 1000

H-3 If less than 1.0 uC is.to be disposed, run 2000
water for 1 minute. Run water 2 minutes
for each additional UC disposed.

Co-57 Scie as Cr-51 200

*The Yearly Gross Quantity Of Radioactive Pbterial, Excluding H-3.cnd C-14, Released-

In The Sewer Systen By The VA Pbdical Center Shall.Not. Exceed One (1) Curie Per Year.
In Addition, The Quantities Of H-3 And C-14 Released into The Sewer Systen !ty Not
Exceed Five (5) Curles Per _ ear For H-3 and One (1) Curie Per Year For C-14.Y

'
NOTE: THE ABOVE VALUES ARE FDR THE ENTIRE VA'NDICAL CENTER, AND THE DISREED .

RADIONUCLIDE WILL BE FDNITORED BY THE PADIATION SAFETY OFFICER ON A FUf&1.Y
BASIS TO MAKE SURE THAT THE ttDUNT STAYS WITHIN THE PERMITTED LEVEL.

_ _ ________________________
______________ _________ __- -- ____

REF.: (1) AttachTent #1, Chief of Staff P'moranduil No. 11-172-8 January 29,1973.-
(2) 10CFR20 Appendix 23 B'and C.
(3) VA Medical Center Radiation Safety Itnual, Page 4.15.
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