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& IR TION FINDINGS

Commumsaon's rules and regulations and the conditions of s our ticense The anspecian corvisied of seltctive exananotinns of preedures sd repre
seniative records, interviews with pecsonnel, and observations by the inspacios. Tha findings as « tesalt of this inspecticn 2re ws follows

B2 Noitems of noncompliance or unsafe conditions were found
The fe"awing items of noncompliance related to rezords, signs, and labels wese found
(2 A Rooms or areas were not prapetly posted (o indicate the presence of a RADIATION AREA 10 CFR 20.204%Y ot 34 47

(23 B Rooms or areas were not gmpcrl)' posted to indicate the presence of a HIGH RADIATION AREA.,
10 CFR 20.203c) (1) or 34 42

(2 € Rooms ot areas were not properly posted 10 indicate the presence or an AIRBORNE RADIOACTIVITY ARF A
10 CFR 20.203(d)

(2 D. Rooms or areas were not properly posted to indica’s the presence of RADIOACTIVE MATERIAL. 10 CFR 20 203e)

{2 E Containers were not Ymperly labeled to indicaie the presence of RADIOACTIVE MATERIAL.
IO CER 202030 (1) or (N2

A current copy of 10 CFR 20, a copy of the iicense, or a copy uf (he uperating procedures was not properly psted or
made available, 10 CFR 20.206(b)

i}
-n

G. FormNFC 3 wus not propetly posted. 10 CFR 20 206(¢)
H

- Records of the radiation exposure of individuals were not properly maintamed. 10 CFR 20.401(a) or 34 33(bi

00

1. Records of surveys or disposals were not properly mantained. 10 CFR 20.40)(b) ov 34.4.3(d)

id
-

Records of receipt, transfar, disposal, exporc or inventory of baensed material were not propetly maintaineu.
10 CFR 30.51.40.61 & 70 51

(. Records of leak test; were not maiataitied as preseribed in your license, or 10 CFR 34 28(¢)
. Records of inventones were not muintained. 10CFR .36
Utilization logs were not mamtuned. 10 CFR 34,17

v Records of radiation susvey instrument calibration were not maintained. 10 CFR 34 .24

880000
7z X -~ =

O Records of televherupy electnical .nerlock rests were not maintained as prescribed in your license.
1 B el O R S OOt b T 1,100 W LI S s el 8yl o L S0
I
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The inspection was an examinst’ 1 of (he activities conducted under your Ticense as they telete to radiation s2fcty and to complisnce with the

i un IR pecion)
T The NRC Inspector has wiplained arel | understand the iles:s of nencompliance listed ahove, The items of
neacempliance will be conected within the next 30 days,
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Tel.: (714) 453 7500 x3239
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4 (i A \.C‘\ A] et !_'(Nl | ‘l\tf & r 1 ¢ 1§ { “'S
[ (k‘ {L/C)
Remarks '

\

t s by author $ ' vid L {¢7 Yes { k~ r‘ C)
; '}‘

. ' 2t a (6'_' (4'14‘:‘( .i?‘f e' (,'v Yes ( )h\
reauired 1§ ..‘\?ws.
Membership in accordance with 35,11(b) L/C ( ) Yes () Ne
Re n"‘t

c' Y "“ L"’ ‘ 10,' r ,‘\v:‘\ \ ‘)\CQ /|| N [l’(w
4 arks.,

. INSPECTION MISTORY

8 Item(s) of r mpliance or deviations noted during last inspec-

4 conducted on hay . ] '(“ res ( ) No
'S a4

Kesponse 1({1" (Jl""‘l - 3l {E‘ 1 .

t Corrective Action Taken Status
R ment Type of N/( ( ) Yes ( )N Open _Closed

-~ - ' / ;
T | T
A . . - :
L & E ¢ vTA .
¥ ! 4l sdin 2. ¥
) ;" s 4 3 - : Pe)

{ A

¢c. 1f any fiem(s) of noncompliance or deviations noted during last
inspection were not corrected, explain,
B » '-

- G | e o A Xl v 4 &1 "
by od v £ | ¥ A & ke £\ ( & .
. R gt “ "8 ' \
3 < :E \I PE _)*.I\M \
v 4. A 2 pe > A 4 C\d
. - - “ B
4 ra A ! 4 o a o " .
Al ‘ { . \ , A J
s Y | : 8
4. INTERNAL AUDITS ux INSPECTIONS
B Required by license condition, («) VYes () Ko
b. Audits or inspections conducted. () Yes () N [L/C)




=

5.

1.

¢. Records maintarned, () Yes () No [L/C)
Remarks,

TRAINING, RETRAINING, AND INSTRUCTION TO WORKERS

0. Training program required by license condition. (¢} Yes () No

b, Training program implemented. () Yes () No [L/C)
Remarks,

¢, Retraining program required by Vicense condition. () Yes () No

d. Retraining progrem implemented. (+) Yes () No [L/C)
Remarks,

e. Instruction to workers n sccordance with 10 CFR 19,12, (+) Yes
() No [18.12) _

Remarks,
£ - ' v —
el s un Vi s ‘5~Lr e lan ‘u MMenaaly v WS Pt e i |
- \ \
St L““\m 'wt..u.-.iu: - \J

RADIOLOGICAL FPROTECTION PROCEDURES

s. Procedure referenced 1n Yicense condition. (*) Yes () Mo

b, Used in accordance with referenced procedure. ( ) Yes ( ) No
Remarks,

c. 1ndividuals understanding of procedures adequate. () Yes ( ) No
Remarks,

d. Examples of key procedures:

1) ordering &nd accepting packogcs of RAM

2 RAM

3) emergency procedures

; survey procedures

(6) precavtions for use of RAM (sealed and unsealed) for
therapy

genera) rules for safe use o
i handling of volatile RAM (e.9., Xe-133, 1-131)
MATERIALS, FACILITIES AND INSTRUMENTS

:. Facé}ities as described in Yicense application. () Yes ( ) No
L/
emarks,
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b,

Tssue Date:

Isgtope, chemical form, quantity &nd use as authorized,
/? Vﬂ { [L/c
Remarks,

Tests required by license condition or regulations,

{l; molybdenum-99 brukthrou (A/Yﬂ ( ) No
2 ferformed 88 required, Yes

L/C and/or 35, 14(b) '3L}11)
(3) ;OCOFSS maintained, Yes () No [35.1470)(4)(1v))
emarks,

(3) Leak tests, (vr/Ves () No

(4) Leak tests performed as required, iV{/
il/C] (35.14(b)(5)(1) or 35.14(e)(1)(1))
emarks,

(5) Other tests required (e.g., physical <nventories; surve
to ensure that patients contain 30 millicurfes of Au- 1‘8.
1131 before leaving hospital) [[/C).

Q - ue PP 4 i ’\_.A,\a:‘m“ n.x\a t,¢. ..«.Au:‘ D««Lu-ou-‘ﬁ LAA 5»,».«
LI\ Sa. A ww&
Inventory of sealed sources,

(1) !nventor( of Group VI sources, (~) Yes ( ) No
[35.14(b)(5)(v)]

(2) Inventory of calibration sources., () Yes () No
[35.14(f)(2))

Areas for storage and use of radicactive materials,

(1) Method used to prevent an unauthorized individual f.om
entering a restricted area s adequate, w; Yes

(2) Radioactive material secured to prevent unauthorized
;omov:! from an unrestricted area. (v Yes ( ) No [20.207)
emarks,

Mg L.Lg_.ust;. - \Mu* m‘ ’(uu(. - wna.d AL " C(o‘u-
a. Lﬂ\’l*l"\\ dovon. C&M S T | SRR, W “‘l PUPPI . - A SR |
!nstrumcntction. VI S i e
(1). Operable survey instruments are as described or equivalent
to those described in license application. () Yes ( ) No

(L/€)
Remarks,
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€.

d.

h,

L

NRC inspector reviewed porsonnol monitoring records for

period AL to __ 4k 4 i

NRC forms or equivelent,

(1) NRC-&: () Yes (W0 Complete: () Yes () o
(2) WNRC<6: (“f'Yes () N0  Complete: (A Yes () No

20.40110a)
emarks,

&\-M
Moximum qUaetBFly whole-body exposure. 1020 wa-

[ ml...—
Maximum ouarterly extremity exposure, \%70 we

Licensee has implemented an ALARA program. (v Yes () No
Remarks,

Padiation survc‘ of unrestricted aress, »{’Yol () No
20, 2sl(b) to show compliance with 20,105(b))
emarks,

Record of survci s maintained, | #’Yo ()
&20 ‘El(b) to show compliance with 20, lOS(b)]
emarks,

Radiation survey ¢f gsc areds (ho la hcro y treatment ares,
atie:t's room, etc,). (vﬂ' es ()N 5
emarks.,

Record of survey maintained., ( v1/ Yes ( ) No [L/C)
RO’M"H N

10, PERSONNEL RADIATION PROTECTION « INTERNAL

b'

Issue Date:

Potential for exposure of individuals to airborne redicactive
materfe) exists. () Yes () N
Remarks,

Moritoring for afrborne radicactivity conducted, ( Yos () No
gzo 221(b to show compliance with all sections of 20.103 « L/C)
marks

ugt.‘ﬂb ble seamyy ~Qvo~ ved . ,
4
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N

; ¢. Records of nvoitoring maintained, (s)’VZS . ) Mo
20.401(b) or L/C)
emarks,

o Tha kLo n..;,gg WOPTE C Wil ¢ Ve oo uu&ml‘sggﬁ.l Lo& PoP. . g ‘&‘AH
M—N‘s »tm ands At cnd TR day Wi e bed wly Cace o

d. Biosssay program implemented &s described in correspondence with™ o0
NRC, (1) Yes () No

11, RADIOACTIVE EFFLUENT AND WASTE DISPOSAL

8. Radioactivity in effluents to unrestricted areas. (o) Yes ( ) No

b. Release in accordance with regulatory Timfts, ( H'Yes () No
20,106(a))
emarks.

¢, State solid waste disposal method,
old Lo limay  and nlee N
d. State Mquid waste disposal method.
B\l St b Amr.:wL o peld W

e. Disposal of solid and 1iquid waste in accordance with regulatory
;equ1:ements (decay in storage). () Yes () No [L/Ci
emarks,

f. Records of disposal, (<Y Yes ( ) No [30.51)
Remarks,

9. Survcg of weste prior to disposal. (vJ Yes () No
?0.?kl(b) to show compliance with ?0.3015
emarks,

h. Records of surveys maintained. () Yes ( ) No [20.401(b))
Remarks,

12. NOTIFICATIONS AND REPORTS

a. Licensee in compliance with 10 CFR 19,13 (reports to fndivi-
duals)., () Yes () No [19.13)
Remarks, ,
N6
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13.

14,

15,

b, Licensee 1n ’ licncfzuith 10 Srl 20,405 (ov.rexposures),
0

Yes

0.405(a)
Remarks,

Vb

¢. Licensee in comg110nce with 10 CFR 20,403 (incidents).
Yes ( No [20.403]
lmrk‘o A/ {)

d. Licensee in compliance with 10 CFR 20,402 (theft or Toss),
Yes () No [20.402(a) or 20.402(b))

Remarks, A/Q

e. Licensee in compliance with 10 CFR 35,42 or 10 CFR 35.43 and
35.44 (misadministration). ( ) Yes () Mo [35.42, 35,43
end 35.44)
Remarks, &,

“tant lo, Gerw wa vt v el vaao (b G d WS URLL & uiang W
s powac, "t  Whe “‘*."51(‘;& _ k.\ Q
ROSTING OF NOTICES r

Notices to workers posted. (») Yes ( ) No [19.11(2) or (b))
19.11(¢c))
emarks.,

CONFIRMATORY MEASUREMENTS

8. Measurements made by fnspector. (+) Yes ( ) No
YaTa “surs_‘ YT

b, Survey instrument e i € coosus . NRC Serial No, e 74

¢. Describe type and results of measurements and compare with
licensee's measurements,

) hkfcm el oveny wawe oo oA -v?w R T A | QI:;:A:.J%
KD eolEmaatny A bt , \
& — Aitas \ c..‘-ang c_ﬁ'aqoﬁ( d‘,»m -tp« o
INDEPENDENT MEASUREMENTS re e P Yo pog o

a. Measurements made by inspector. (+) Yes ( ) No

b. Survey fnstrument g ae, NRC Serfal No. _ ¢ .o

¢. Describe type and results of measurements.
Al bin i ™ URRETEEL T bl ﬁt-v-su..\ad th
e T =7 VI  MPGSN U PN v - L e
s wena Q"-wd‘ y
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16, POSTING AND LABELING

Posting end labeling in accordance with 10 CFR 20.203. (») “e:
() no [20,203)
Remarks,

17, LICENSE CONDITIONS

b.

A\; 1icense conditions reviewed during inspection, L v Yes
Ko

Activities were conducted fn accordance with Yicense conditions,
except as noted elsewhere in this report. () Yes ( ) No

18, BULLETINS AND INFORMATION NOTICES

8.
b,

C.

Bulleting and Information Ne*ices fssued during current year,

?u;letins end Information Notices received by licensee. (%) Yes
No
Remarks,

Licensee took approprinte‘#ction in response to Bulletins and
Information Notices. (.} Yes ( ) No
Remarks,

19. TRANSPORTATION (10 CFR 71,53 and 49 CFR 171-178)

c.

Yes Yiolation

License makes shipments of RAM? (wi”r ()
'f *Yes,* complete the following 1tems,

Suth shipments consisted of:
“radwaste
:%’sources/products
other

tor radwaste, shipments are:
‘ bg licensee, using common carrier
o) through Radwaste Broker

name 0f Broker

Licensee 1s aware of 10 CFR 61:

Nadwaste requirements for generators? (9 ()
Licensee has classified and characterized
fts radwaster (20.311(d)) () ()

! 7 T PO ok sh bl wesll, Y o Ctrun wsno oL wanTi
A ~-\ro ‘&M w Uy alu. Y»-. ‘.W-TEA. Py H(kﬁ sa‘.h.‘.u.ng M&
Lol wee UL o T waﬁum oS ic owad
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S T R RPN | WP g

INSPECTION REPORT NUMBE _ ( .oy Page__ of

. APPENUIX A« DOCUMENTATION of NONCOMPL JANCE
Licensee: M“ug License no |
- *-r-—m- :mm' [~ i
Reference Basis for noncompliance

-
Report ftem ﬁ & oot St
[ R
10 CFR
Lic Cond

Type n/c %4 2N

M&_ [ QM»—& .u:.'“a‘,,
i R W o, R PP Pow . W
X PO AT I b T
L e 4% '

~

Report ftem
10 CFR
Lic Cond

Type n/c__

|

Report item
WerR.
Lic Cond
Type n/c

Feport item
10 CFR w
Lic Cond

Type n/c
.

_:f' L
Report item

10 CFR___
Lic Cond

L e

Type n/c

1E:V Form 618

Fve e o S et Al e e S e



m 'u'n oy A uf; NUCLEAR REGULATORY CONMISRION
\ ¢ ' .
YO CFR 2000 , SAFETY INSPECTION
- .
1 OLICENSES 2 REGIONAL OFFICE ks i

Vo Mmumu- Mtut Conter u. 3. Igc?mr Regulatory Corsissicn

Or Drive
cA m ' mu Lane :ma 70
¥almwt Croek. CA 94

2 DOCKET NUMBER(BI - ] LICENBE NUMBER(B) b OATE oi INSPECTION

. 04-15030-01

A

Licwnvm

The (nspect 10n was a0 examingtion of the AELIH oy Anducud under your lisense s they relatw 1o radigt on stety s (o complisnce with the Nuciear
Ragulstory Commissiant (NRC) rules and » alevis s 884 the sonditions of vour liceose. The irapretion consiaied of selective exsmingtior of o ocedures
AN ropresentative records, (nterviews, with peronce!, and obser vt ione by the imspectior. The findings as o resuh of thin inspection sre & follows:

1. Within the scope of this inspect ion, 1o violetions were ob g

2. The inspactor alsn vecil et tho s168 vOu have 18¥an 10 correet the violer 1ons identitied duting the Inst inspection. We have no further questichs on
(hame sctions &1 this time

3. Ouring this inspaction certain of your setivities, 88 checked balow, were it vislarion of NRC reguirementa
THIS 18 A NOTICE OF VIOLATION which & required 1o be posted in octordance with 10 CFRL 1811

A e e s e WY N1 PrOIOrly Posted 10 (ndicate the presance

e —— k1 W Wk YR R TR IR Y ]

S M S S M A A A W i ———) g S

Al S e s e S 4 e e

ot s

B Conainesy loeste” +~ PEERCE b TR, ¥ 0. )
abeiad 10 Indicate ihe prasence of rediosctive aterisl \0 ’lH D0 l o (11{2)

e e e e e et e s i O] 10 SOUTO8 WETE B P 1OrMBd 81 the Proper
froqus n ivs '0C$R = i s e S e S £~ oy b s mnenass WIS COMOR A Numeer S it LU :
D Sscards of
VOCFRA

e e e S 0 s . s 5t e et e et s THOLE WO PODOPY PRIV it
P et gt e i o 'y s s 5w mmnnne. O LICONRE CONGIViON Nimbar

- e e ———— Y et o b .

D!' Documents ware not proparly posted or sthe~eiss made svallable. 10 UER 1811

F. Reports or notifications o) SR ———— 1 Y N PRI ]

gl L o I | SRR T Lnor»u Condmon Numnv L T - E PO LN A -
mﬂ.. R S b T L SIS IR0 0 N (s SINPRL Ae ORI SO x-SR SO [P L
gy o T T T Ry
R N I T
R R D

SV P Sl e S~ e —————— S ——. S 40t S et

| hereby 1tete thet within 30 davs the sctiom described by me 1o the intpector will be taken 1o corract the vielations entified in the ey check ot above
This statamant of corrective sctions is made in wcordance with the requirements of 10 CF® 2 201, No further rmponse will be submitted unless required dy

| g ﬁﬁ

T T T RIS NAYURE S 1 rg&};r_r"“"" T WAYE T | "‘!‘FFJ“U"F»‘W’R’?"R“TGT_"“"‘




"8, NUCLEAR REGULATORY £0OMM) 5] A
REGION ¥

Report No. TRo\

Docket No. cse. o558
?lfogul rds Group

License No. ¢4~ Sene. e

Mriority > Cetegory
Uconsu: YA Weoca,. Crsrsea )
. 25 c ba Telle y’,‘x&g\g Deve

i s Pivare , CA a5, €y :

Facility Name; o Boten
Inspe tion at;

.

Inspection conducted: _kﬁ\g—,g vakyx e
Inspectors: X Canuu B s U AR
hmru_,.

—— e e s St et r e g v caiia

Rpproved by: MKM&?\MMQ
- g
Summary:
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ATTACHMENT B
NUCLEAR MEDICAL INSPEC
Region _

Y7
AN

Inspoction Report No. Nxo\

Licensee (name and address)

‘,’ (1 |“n k saly | S _‘,\‘/
a A . Y

R o Tolle. Valloge \Deive, o
<* £ -

"y A e

Date of

Telephone No, « 1] .us3.

A

ndment o,

Priority » Last Inspection 'l.,.‘:( 4L\ ke
Program Codes: (v) 02110 - Broad ( ) 02120 - Group
ﬁ ) 02121 - Non Group ( ) 02200 - Private Practice
2 2 Eye Applicator { ) 02201 - Pri:ate Practice
) 07220 - VAN ( ) 02500 - Pharmacy ( ) Other
Date of Inspection W WG INLTY
Type of Inspection: ( ) Announced (Y) Unannounced ( ) Norma)
( ) Initial { ) Special
Next nspection Date \\"‘\\ X | 9.8
" \ ]
(4 Normal ( ) Redbced ( Extended
(17’ (‘ f '\J,{,'("S d"‘d A({‘w(f‘l
( ) No Violations, Clear 591 issued ( ) Action on Previous Violations
11 Violations, 591 or regicnal letter issued
:' pe Lor ,gi\ - '.)\ - { 2 gk
(Signature]) A (Date STgned) )
./
A ? T A /s 228 A F/7 <
Approved A/'C‘{' ».f:.’.x:*"‘,./ f‘..’\.‘x \ 1 y Fa-17)
(Signature)// (Date Signed)
RINOS . N P -
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1. ORGANIZATION

Issue Date:

Organizetional structure meets license requirements. ( T/Yes
("N TL/C]
Remarks,

Use by authorized individuals, (»f/Yes () No [25.22(b)(2)]
Remarks,

Radiation Safety Committee moets at quarterly intervals,
Yes () No

(1) Membership in accordance with 35.22(a)(1)) (vf//es () No
Remarks.

(2) Record of Committee meetings. (»4/§es () No [35.22(a)(a)]
Remarks,

(3) Consultants., ( ) Yes (/f No
Remarks .,

Licensee uvgs services of a visiting AutNorized user,
) Yes No fss 27(a)]

(1) Licensee has ] cofg of visiting authorizpd user .icense,
R §.27(a)(2)] w4

(2) ltccnse has records (ma1nta1ned for 2 years) of visitin
authorized users last v1sit.‘) ) Yes ( ) No [35. 3’(c)g

License utilizes mobile nuclear medicine services.
() Yes (7 No [35.29)

Licensee provides RSO sufficient authoritiy, organizational
freedom, and ranagement prerogative. | ? ) No

Appropriate review by Committee in accordance with 35.2¢(b),
(¢) Yes () No

03/23/87 B-2 87100



2. INSPECT1ON HISTORY
8, v1o1|tions or doviu ns rotnd dur1n9 Tast inspection conducted

on S Yes
- Respon!o 10I?¢r dated
i Corrective

(1) Histery of ComnYiance. Action Taken Status
Reguirement  Type of N/C () Yes ( ) Mo ( )Open { ) Cloced

W&ﬁmif&!! / i
B e Je 15.C.

(2) 1If any item(s) of noncompliance or deviations noted during
Tast inspection were not corrected, explain,

o 611

3, SCOPE OF PROGRAM
Briefly 1ist radioisotopes and their app’ication,

Radioisotope Application
Bpsod  eenats

4, INTERNAL AUDITS OR INSPECTIONS
o’
a. Required by licinse condition. (Vf Yes () No () N/A

b. Investigations or inspect%ons conduct 4. (Y Yes () %N
[35.21(a) and (b)(2)]
Remarks.

!%gé‘éﬁé' The Reditia B Caviciitzn. il W 0t X avew
SRR ] L ey o -
Aantnana . Waasea iy 69“ “&7\ W 287,

¢. Records maintained. (V) Yes ( ) No [35.21(b)(2)(x1)]
Remarks.

Issue Date: 03/23/87
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6, TRA'NING, RETRAINING, AND INSTRUCTION TO WORKERS

8. Training program required. [35,900 - 35,950 and 35.96) - 35,972)

(1) Tratning program implemented, ( J/ch () No
Remarks.

(2) Retraining program required, (~¥/Yos () No [35.972)

(3) Retraining program implemented. (’fiYes () N
Remarks, -

b. Instruction to workers in accordance with 10 CFR 19.12.
Yes () No
Remarks,

*c. Describe the QA program *o mitigate therapeutic misadministra-
tions.

(1) Hayé secondarz checks of the dose calculations been done?
(V) Yes () No

(2) Do the second party checks of the dose calculations provide
assurance that the final treatment plan wild¥ provide the
dose prescribed on the patient chart? () Yes ( ) No

(3) Do technologist consult with the doctor 1f the prescrip-

tion or other orders are unclear? (v) Yes ( ) No
Remarks.

*d. Followup on therapy or serious diagnostic misadministrations
(1) 10 CFR 35.43 properly implemented? ( ) Yes ( ) No
(2) Was proper medical care ?1ven for the patient pursuant
to the NRC medical consultant recommendations?
() Yes ( ) No

(3) Nereyappr?pgiate actions implemented to prevent recurrence?
es No

* Inspect when QA rule becomes final,

Issue Date: 03/23/87 B-4 87100
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(4) Were the technologist and dosimetrist made aware of these
sctions? () Yes () No

(5) Does the licensee's QA/QC grocedures eddess these actions
to prevent recurrence? ( ) Yes ( ) No
Remarks,

RADIOLOGICAL PROTECTION PROCEDURES

2. Redistion safety program changes reviewed, (Exception to changes
without Yicense amendment may be found fn 35.13 and 35.606.)

() Yes () No U'A‘"

b. Records of changes in procedures reviewed, ( ) Yes ( ) No
[35.31(b) :
Remarks.

¢, Radibactive materfals used in accordance with current procedures.
(v Yes () No [35.31(a)°
Remarks,

(1) 133)4‘dua1s understanding of current procedures adequate.
6 Yes () No
Remarks,

(2) Examples of key procedures:

(a) ordering and accepting packages of RAM

b) genera) rules for safe use of RAM

c) emergency procedures

d) survey procedures

e) handling of volatile RAM (e.g., Xe-133, 1-131)

f) precautions for use of RAM (sealed and unsealed) for
therapy

( emergency procedures posted?

{ do licensee personnel understand emergency procedures?
( safety procedures for patient therapy in accordance
with 35,315 and 35.415

-
N e ~—

B-S Issue Date: 03/23/87
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e,

Issue Date:

Facilities as descrided in license application. (vfrves () Ko
Remarks,

Isogope, chemical form, quantity and use as authorized.
(U Yes () No [L/C]
Remarks .

S{r1n8es containing radioactive matepial properly labeled and
shielded unless contraindicated. (Y Yes (-§ No [35.60(a)(b)(c))

Via)s containing racicactive materfal properly labeled and shielded.
(v4}$es () No [35.61(a)(b)])

Tests required by regulations,

(1) molybdenum-89 breakthrou h./('f/;es ( ) No [35,204(b))
(2) performed as required. Yes () No [35.20451)]
(3) records maintained. (V) Yes ( ) No [35.204(c)

Remarks,

(4) Leak tests. ( ﬂfges () No

(5) Leak tests performed as required. (vf/;cs ( ) No [35.59(b))
Remarks,

Inventory of sealed sources.
(1) !nventory of Group Y] sources, (ti/;es () No [35.59(g)?
(2) Inventory of calibration sources. (L?’;es () No [35.59{g)

Areas for storage and use of radioactive materials.

03/23/87 B-6€ 87100



(1) Method used to prevent an unauthor{zed 1n614}du01 fr
entering & restricted area is adequate. Yes gmko

(2) Radioactive materia) secured to preveny unauthorized
;emov:\ from an unrestricteo area. () Yes ( ) No [20.207)
emarxs.

P il
(3) Area wipe tested? (~F Yes () No
Remarks,

h., Instrumentation.

(1) Operable survey instruments are as described oy’ equivalent
to those described 1n license application. (¥ Yes ( ) No
&35 120, 220, 320, 420)
emarks.,

(2) Ccpab111tyv1l radiation survey instruments is adequate for
program Yes ) No
Remarks.

'
(3) Calibration of survey instruments reauired. (vJ Yes ( ) No

(a) Performed as required. ( ) Yes ( ) No [35.50)
Remarks,

(5) Re é;ds of calibration maintained for 2 vears, [35.50(e)]
§ Yes ) No

8. RECEIPT AND TRANSFER OF RADICACTIVE MATERIAL

Receipt of incoming packages during "off-duty" hours by whom?

(a) Where stored? Security? [L/C)

87100 B-7 Issue Date: 03/23/87
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d.

NRC forms or equivelent,
(1) NRC-4: () Yes (cd/;o Complete: () Yes () Mo
RC+5: Y N Complete: (v] Yes () No
(2) "z%.fox(fia es () No omplete
emarks,

Maximum quarterly whole-body exposure,

Maximum quarterly extremity exposure,

Licensee has implemented an ALARA program, (vT/Yes ( z No
&35.50] [see Procedure No. 83822, "Radiation Protection

-
emarks,

Radiation survey of unrestricted areas. s Yes () No
20,201 bz to show compliance with 20.105(b)) [35.315(2)(4)];
35.415(a)(4))
emarks,

(1) Record of surveﬁs maintained. (V{ Yes () No
[20.401(b) to show compliance with 20,105(b) ]
Remarks,

Radiatfon survey of storage and use areas:

(1) Quarterly surve brachytherapy source storage. (vﬂ Yes
() No [35.59(h] '

{2) Temporary implant patient release survey. (vﬁ/ies () No
[35.404(a)]

(3) Radiopharmaceltical and permanent implant patfent release
survey. (v) Yes ( ) No [35.75]

N R Rode Lo Foomialonne bty e d Tl g Mo s 01

87100

Vot - o Wit ot
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10.

(4) Rudf/;harwaceutical therepy room contamination survey,
() Yes () Mo [35.315( {(S) and (7))

(6) Patfent survey upon implant. (+3 Yes ( ) No [35.406(c))
(6) 'J?topharmoceutical storage and laboratory use sreas,

Yes ) No [35.70)
Remarks,

* W \c‘-L~\ vs?c., bw-\»&uﬁ %‘& Lw«v\. Oty (M & w

LD Qe LIS ag Mhm ‘

J. Record of survey maintained, (vf/ Yes ( ) No [35.70(h)]
Remarks,

k. Inventory of brachytherapy sources after 'sa, (u¥/;es () No
[35,406)
Remarks.

1. Records maintained. (»4/;es () No [35.59(g)); [35.406)

m. Dose calibrater calibration and checks pepformed as follows:
Constancy Yes No Accuracy (“Yes ()N
L;geaafty Yes No Geometric dependence (“Yes ( ) No

5

PERSONNEL RADIATION PROTECTION - INTERNAL

a. Potential for exposJ{e of 1nd1viduals to airborne radicactive
material exists, Yes No
Remarks,

Q‘.L.\Qo--n e .% Xg-\‘Bg . - 0 MR T

b. Monitoring for airborne radioactivit{ conducted, (vJ Yes ( ) No
[20.Zgl(bg to show compliance with all sections of 20.103 and
35.90 :

Remarks, ﬁwu..,.-Qs Ot woid ™ TR Uit s & i 7

““’F‘ ,
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il,

87100

(1) Rec:;ga of monftoring mainteined, (.1/§os ( ) No [20.401(b)
or
Remarks,

¢. Bicassay program implemented as described in correspondence with
KK, (~4’Yes & ﬁo [35.315(0)?8)]

d. ng}rol of airborne radfoactivity in accordance with 35,208,
(V) Yes () No

RADIOACTIVE EFFLUENT AND WASTE DISPOSAL &
a. PRadiocactivity in effluents to unrestiricted areat;/}-6/;es () No
Yes () No

b. Release in accordance with regulatory limits, (
[20.106(a)]
Remarks,

c. State solid waste disposal method.

‘A '2'1‘" &n : “_L' } g ’t ' ;
d. State 1iquid waste disposal e%hod. T “‘L“Y‘““T bowal. +Ta .

- VAR S xna-‘.-.-
e. Disposal of solid and 1iquid waste ip-dccordance with regulatory

requirements (decay in storage). ( Yes ( ) No [35.92(a))
Remarks.

(1) Records of disposal. (c4/;es { ) No [35.92(b))
Remarks.

f. Survey of waste prior to disposal, (01/;es () No
[20.201(b) to show compliance with 20,301 - 35,92(a)(2)?

Remarks.

B-11 Issue Date: 03/23/87



Records of surveys maintained, (] Yes ()
Remarks,

NOTIFICATIONS AND REPORTS

a. Licensee in compliance with 10 CFR 19.13 (reports to indivi-
duals). () Yes () No [19.13)
Remarks.
V.8

~

\
(overexposures).

in compliance with 10 CFR 20,403 (incidents).
() Mo [20.403)

A ¢

iang
[ -RALE

with 10 CFR 20,402 (theft or loss).
0.402(a) or (b))

°
(&

Vo4

Licensee in compliance with reporting therapeutic mﬂsedginistraticrs
and taking corrective action, ( ) Yes ( ) No [35.33(a)(b)(d)]
kemarks,

V. 4

License in compliance with reporting diagnostic misadministrations
and taking corrective action as needed under zonditions set forth
in 10 CFR 35.33(c). () Yes () No

Remarks,

{
'




13,

14,

18,

16.

17.

18.

87100

POSTING OF NOTICES

Notices to workers posted, (J/Vos () No [19.11(a), (b), or (¢))
Remarks.,

CONFIRMATORY MEASUREMENTS

>
8. Measurements made by inspector, () Yes () No
bad e, e d D

0 renet
b. Survey instrument Yatzs nec@ NRC Serisl No. §ag 33‘

¢. Describe type and results of masurements and compare with
licensee's measurements, indiiuﬂilz. v-iLilﬂi-

o vend ol vl o S 9 @.- «..J.-«ZI'
INDEPENDENT MEASURERENTS uz&*w; /b “L_,h , :Qx
3, Measurements made by 1nspector. (w&’;cs () No

b. Survey instrument a_ ... oo eb. 2« NRC Serfal No.

¢, Describe type ir:i results of measurements,
O Vo P WARRLL | Clieliatdargs NA-.A
POSTING AND LABELING § ‘:.‘16 | Pty g b
ad, ol
rd

I
Postﬁng and labeling 1n accordance with 10 CFR 20,203, ( O-Yes
() No [20,203)]
Rema ks,

LICENSE CONUITIONS

2. ?\3 &1cense conditions revieved during inspection. (¥ Yes
0

b, Astivities were conducted in accordance with 1icense conditions,
except as noted elsewhere ir this report. { ) Yes ( ) No

BULLETINS AND INFORMATION NOTICES

8. Bulletins and Information Notices issued during current year.
b. Bulletins and Information Notices received by licensee. (v Yes

() No
Remarks .,

B~13 Issue Date: 03/23/87



c .

19. TRANSPORTATION (10 CFR 71,52 and 49 CFR 171-178)

Licensee took appropriate action in response to Bulleting and

Information Notices. (+ Yes ( ) No
Remarks .,

Issue Date:

License makes shipments of RAM?
1f "Yes," complete the following 1tems.

Such shipments consisted of:
i radwaste
sources/products
other

For radwaste, shipments are:

5 by licensee, using common carrier
through Radwaste Broker
name of Broker

Licensee is aware of 10 CFR 61:

Radwaste requirements for generators?
Licensee has classified and characterized
its radwaste? (20.311(d))

For shipmenie:

Licensee uses authorized packages?
[(173. 415 16)]
Packa ipe used,
For VY censee has perf'rmance test
recordx on f.le? [(173.415(a))]

For special form sources, licensee has
performancr tests records on file for each
source design? [(173.476(a)))

Packages are properly labeled? t3172 403;

173,44}
Packages art properly marked? 172,200
Proper shipping papers are repered for
each shipment? F(172 203(d )]
lemarks,

Yes Yiolation

W O

o
R
)

() wa.()
ol R
A

)

* W—u Ot e Gumed T - IO, AR w0 m

03/23/87 B-14
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20,

21,

87100

f.

Does 11censee meke return shipments of
rediophermacy doses?

(1f Yes, does Yicensee assume responsie«
bility for a1 shipper r0701rom0nts7)

(1f No, what arrangements/understanding
have been mede between icensee and
rediopharmacy as to Bcr!ormunco of shipper
responsibilities?) (Describe)

Remarks.

1TEMS OF NONCOMPLIANCE

'L~A-— &qt?*“‘&\* ‘g

() VA()

CONTINUATION " REPORT ITEMS - USE BACK OF PAGE 1F NECESSARY

Issue Date:

03/23/87



Licensee: VA

Reference
»

Repert item 4. (1)

{ N\
10 CFR 2. 3¢\ (b))

Lic Ce




b« NUCLEAR REGULATORY COMM)SSIC

REGION ¥
Report No. G0 -0/ _ _
Docket No. 030~ 0 PYSL License No. 0y ~ (5020 -0f
"ufeguards Group Priori't,y Lo Cetegory Zl‘-f s

Licensee:  Voin e AAonienio Brctiion Midicpk Goten
~ 2350 o Jollo Villsge Drgus
.—é—a_% Cr3 T2/

Facility Neme: o g

Inspection at: AD Ayl

Inspection conducted: dm@ Lt *13, (970

Inspectors: .}daw_l_fz/_‘mgzzx% Jféé/&z.
Q Date
Approved by: =

|
423060
Date

-

Summary: . |
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ATTACHMENT B
KUCLEAR MEDICAL IKS i(T.\H FIELD NOTES
Region =

1 Inspection Report No. "_Mf7{‘w i | : . sicense No"'q i 1l
ocket No. £ 30070274

Licensee (name and address)

-~ y ’ -
Ll ‘4Nu.;lf,fqgjgfﬁ_( .d!ﬂwi‘-f(mw ”7}’i"“"l'

4 A -~
LA b ¢ 0 ( ]
" o e < > A MV . : s el

Licensee Contact Sef .o (4 4/ia  Telephone No. ?7£;_ SS2-751(

» X ™. o -
v / /
Lest Amendment No, LY Date of Armendment /7 ///F /&9
- i — - bidoaod Moo s
Priority e glitvrs k¥ Last Inspection £//9~2//%9

l : Program Codes: 20 - Croup

200 - Private Practice
Private Practice
Pharmacy ( ) Other
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o
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=y

o

-
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R ——
P e P
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~>

g

—

L

- VAN

,

-

-
L]

Date of Inspection & /z 2 ~/3/7¢

Type of Inspection: ( ) Announced (¢ Unannounced (“Y Norma!
() Initial () Special

Next Inspection Date
(") Norma) ( ) Reduced ( ) Extended
nes and Action:

fF
? No Violations, Clear 591 issued () Actfon on Previous Violations
7 Violationg, 591 or regional-letter issued

-~ "\:"'d'y 0

(
(c

: . 4 Y ' / 5 ”,v,
A!‘_;,IE'*'\(:‘:Y' s.\ ‘ ] = 47 . / . / 2

e
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1. ORGANIZATION

. Organizltion51 structure meets license requirements, (rf/ch

Remarks , WaTh 08 Cyce, Sy N chon;Ca favs
C‘"\'- .k LN\ ')‘ ("\ Z}’\L‘ AL e bwruiis 14 o ’lia' -"’ ":t(,.':"rs Lok ﬁ:
1(‘¢1 Ayl )5414.{ g (3"7\,( i WO )L\,L{,&A_f\ 7"QAMJ ;*_

}/&7,44 tirgiom, - APt CLrarr\ addae AN

b. Use by authorized individuals. (VT’;es () No [35.22(b)(2)] ,
Remarks. CZ W Qe 4(\_(( /\50 k“\-k( {)“\ g o2 C—’La.a.»l\) ZE /‘\-'\2\,;_
Z(J /\SO L\M-U\ /U,: AL e & /J’t‘ ol A“ ctuxl,a /\tl-«u

//‘J,,»/a‘ \_(\ X,M CC"\)“L ki ol /"Z_(\{L(a_t:_‘g.,\ 0&{,«’"{?’ "t"l/& )7\‘\/§,. ? - B

L Lo T b«\ 7’ L ﬂM"“‘-'LQ KSO Nletozpa,
d

u/fjafion S;f:ty Committee meets at quarterly {ftervals,
s 0

(1) Membership {n accordance with 35.22(a)(1)] (» Yes ( ) No
Remarks.,

)I\pwnék ‘\«?-/L".jfg ’1’;77\6‘-‘ v~ m ’dﬁf"M A
')1,({;4\ aLA./'\’-'-' ', ¥4¢j "\"}ﬁ-"tb«;—v\ !

(2) Record of Cormittee meetings. (fof;s () No [35.22(a)(a)?
Remarks.

(3) Consultants. (Fﬁfkes () No
Remarks.,

Lr('{(&.‘.u Jk?k.( vx{li &H AR Al L

P, WL ST f AR e P LB it

P ?"‘»b";('i\k~ b i WO -:‘td ' ‘/( C S -L) ‘:’ lc ("ljy ‘\ ) ? \ hM-OL" »
a‘i AL AN s !

e. Licensee uiq;,the servicgh of a visiting authorized user.
) Yes (“J No [35.27(a)]

(1) Licensee has a co g of vis\t1ng authorized user license.
(') Ves Be 27(a)(2))

(2) License has records (maintained for 2 years) of visitin
authorized users last visit, ( ) Yes ( ) No [35. 37(c)3

f. License utilizes mobile nuclear medicine services,
() Yes (Y No [35.20]

g. Licensee provides RSO Sufficient authorit1 ~organiza*ional
freedom, and management prerogative. () Yes ? ) No ]

h. Appropriate review by Committee in accordance with 35,2z(b).
bzg/ggs () No

Issve Date: 03/23/87 B2 87100



2. INSPECTION KISTORY

8. Violatipns or deviations noted during last fnspection conducted
on /9~ 9 (Vnges () Ng. y :
!ospon:u ’h%%r dated //‘f)}’?

7

4

Corrective
(1) History of Compliance. Action Taken Status
Requirement  Type of N/C (4] Yes ( ) No ( )Open (Y Tlosed

[P - T ¥e
i B2 pieaty St. VvV

(%) 1f any 1tem(s) of noncompliance or deviations noted during
last inspection were not corrected, explain,

3. SCOPE OF PROGRAM
Briefly 11st radiofsotopes and their application.

Radioisotope Application
F¥3 paged dessas Tyoed hieal
Y AL

Nlaipre
y

" L. 3
40&(

4, INTERKAL AUDITS OR INSPECTIONS
a. PRequired by license condition, () Yes (*T”;§ () N/A

b. Investications or inspections conducted. (*1’?:5 { ) No
[35.21(a) and (b)(2)]
e XS0 -

Remarks, '
r c\zrvt—‘\,,\pc ﬂ{s«'\*x' (ﬁ\&“’m ‘ )
/1§J<v11LA). ?;¢&JLAf(3,xL;L 1 T /\01xuhﬁj:L07x,A¢7£9t;

g '-’nn\»(—tt.fﬂ

¢. Records m‘ntained. («yVYes ( ) No [35.21(b)(2)(x1)]
Remarks,

87100 B-3 Iscue Date: 03/23/87



TRAINING RETRAINING, AND INSTRUCTION TO WORKERS

*C

Training program required. [35.900 -

(1) Training program implemented. () Yes ( ) No
Remarks,

Retraining program required, (- Yes ( ) No [35,972)

Retraining program implemented. (*Y Yes () No
Remarks,

Instruction to workers in accordarce %ith 10 CFR 19,12,
!) Yes ( ) No 1 .
Remarks.

oy { L& T o K an oV g ¥ YMAcAlddu,, L
Describe the QA pFofram to mitigate therapeutic r‘<adn‘n{stra-
tions.

(1) Have secondary checks of the dose calculations been done?
(73 Yes ( ) NO

(2) Do the second party checks of the dcsn calculations provide
assurance that the final treatment plan will ;r(v‘de the
dose presgribed on the ,at ent <’ort? () Yes ( ) Ko

- \ y ) y - \
Do technologist consul t wi th tho dc tor if (he prescrip-
tion or other orders are unclear? (Y Yes ( ) No
Remarks.

1lowup on therapy or serfous diagnostic misadministrations
10 CFR 35.43 properly implemented? ( ) Yes ( ) Mo

cal care given for the patient pursuant
cal consuitant recommendations?

el
ed i
Ko

opriate actions implemented to prevent 1

‘ recurrence?
{ ) Ko




67100

(4) Were the technologist end dosimetrist made sware of these
ections? () Yes () Mo AN /A

(5) Does the 1icensee's QA/QC groc lures sddress these actions
to prevent recurcence? ( ) Yes ( ) Mo A
Remarks, 4

RADIOLOGICAL PROTECTION PROCEDURES

Reciation safety program changes reviewed. (Exception to changes
rit :ut 12c§nse amendment may be found {n 35,13 and 35,606.)
s No

Records of changes 1n procedures reviewed. (91/Ves () No
[35.31(b)
Remarks,

-

Radiofctive materials used in accordance with current procedures.
(LY Yes () No [35.31(a)?
Remarks,

7
(1) lngf§1du015 understanding of current procedures adequate.
(V) Yes ( ) No
Remarks,

(2) Examples of key procedures:

(a) ordering and accepting packages of RAM

}b general ruies for safe use of RAM

c) emergency procedures

d) survey procedures

e) handling of volatile RAM (e.g., Xe-133, 1-131)

f) precautions for use of RAM (sealed and unsealed) for
therapy

(g; emergency procedures posted?

(h) do licensee personnel understand emergency procedures?

(1) safety procedures for patient therapy in accordance
with 35,315 and 35,415

B-5 Issue Date: 03/23/87
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7. MATERIALS, FACILITIES AND INSTRUMENTS

a, Facilities as described in 1icense application, (*1/;;5 () No
Remarks. !

. W e «.(’,Ct}, (;-l‘\t‘—nj,‘v /(\4-¢~& oF DU, Gtinek 1/.'“
,‘;".»Ji' 4’.«1»‘:‘{‘(, Y Y e S yr Sy [ng,—wu.( to Cernalicee Tiny
BP0 alag ot - X b Gl fr SHAmain
& & RE€ e bl /\.afﬂd : ?\t\kv.{t PRV o e = o T T AT N L.w( f £ 7 CRl it ag e 7 0
.ﬁi\ky Ll o VT"\' 6’*’—'*7 Arvadd ft“ ﬁ?Nz L e N, /IV"J ﬂC‘C é“ “(-L{A
j fty

b. }to ope, ?hgmacu1[{7gg. quan end use 88 authorized, 42 Moo —
es 0 '£
Remarks. CLC{!Y\‘J ﬂlv\r ‘1}

-

W ring:s containing radicactive mate 4ii,pro rly laveled and
shielded unless contraindicated, (;Tpves ( ?'uo [35.60(a)(b)(c))

d. V{als-tontaining radioactive material properly labeled and shielded,
(FY Yes () No [35.61(a)(b))

e. Tests required by regulations.

1) molybdenum-99 breakthrough, t7/;:; () No [35.204(b))
2) performed as required, ?b$' es ()N [35.20480))
3 ;ecoris maintained, (L)-Yes ( ) No [35.204(c)

emarks,

alk !g.ﬂ.a 7 SN, v e 7 NLeeido o
3 7\.0,4.;&‘0”;4.»}« "—B '—f/:i :7.-0-<k«r/Jf\&-xfr»(,,<-4 .a:(‘ .

(4) Leak tests. (¥} Yes ( ) No

(5) Leak tests performed as required. (vff;cs ( ) No [35,58(b))
Remarks.,

f. Inventory of sealed sources.
(1) Inventory of Group V1 sources. ( ) Yes () ro [35.59(¢g)" f(/¢9
M P rechgans o0 Qi AL Jiraroesand
(2) Inventory of cal fbration“sources. 6/1’7§s"( ) No [35.59(g)?

g. Areas for storage and use of radioactive roierials.

-
s i e "—‘"_

Issue Date: 03/23/87 B-6€ 87100



(1) VMethod used to prevent an unauthorized individus) from
entering & restricted area 1s adequate., (‘) Yes ( ) No

(2) Radioactive materia) secured to prevent unsuthorized

removal from an unrestricted ares, (Y Yes () No {20.20Mm
Remarks,

(3) Area wipe tested? (+) Yes
Remarks,

Instrumentation,

(1) Operable survey instruments are as describe
to those ¢

escribed in license application.
r - ~ A ” " ~"
L.‘.‘. vV, u(‘. 31(', “<."_“_
Rema rks.

L

(2) Capability
program (}
Remar' s,

(3) Calibration of survey instruments reauired. {(¥) Yes ( ) No

(a) Performed as required, (V') Yes
R{“‘H‘. rk L,

Recofds of calibratio
(LY Yes () Ko

AND TRANSFER OF




| e
(b) Survey of incoming packages. (#7 Yes ( ) No [20.205(b)(1)] ,
R!Nl' $. )2‘\*("(““/\ ‘)'T‘\‘A‘"““N ‘3‘,_4,...;4}._‘ :&J-“ C‘z‘\_,"l\ 19/'7'37:... _I..

d(I /Sl tome bn ,O/\‘k "1"’\3"“1; A4 "u‘ dn‘}ﬁ(:t"‘ ™
: / /ep_)\_ . {}7 oy Ale el
‘a:(\—/\’\““"(,—"_}\ 07 #\K Lo Al "% //’4(.2/ (347 P2 §

(1) Record of survey. (3 Yes () No [20.401(b))
Remarks,

c. Procedure for onening packages. (L) Yes () Mo [20,205(d))
Remarks.

d. %g'o‘ :;gnsferred in accordance with 10 CFR 30.41. (V)/Yes () Ko
Rema'rks.

e. l[lgsogdi of receipt and transfer maintatined, %s () N
51

Remarks,

9. PERSONNEL RADIATION PROTECTION -~ EXTERNAL
T0btain Information regarding whole body and extremity monitors)
Coehtdd Nltvgm

8
a. Film or TLD badge supplier o fictic.. (o Frequency 52\;:‘17\@4_,

b. PReports reviewed by KSO Frequency /s, rZiTK(.i
(Are badges ass1gned to personnel as per licensea's corre-
spondence with NRC?)

period 7/

t. NRC {nspector rev1eggd personnel monftoring records for
7&&;& (951 to J2dachA /790

Issue Date: 03/23/87 B-8 87100



d. WRC forme or equivelent,
(1) WRC-4: (ﬂ{u (Y ¥  Complete: () Yes () No
{2) ERC~261(£33’735 () Ko  Complete:r ( ) Ves () Wo

io.
emavks,

e. Maximum quarterly whole-body exposure. 80 J\ AL

r YT
f. Maximum quarterly extremity exposure. "3 2D 97 A lpa (?7*’\5

6-4-&;2 )

9. Licensec has implemented an ALARA srogram, (vyYes { i Ne
35.52] [see Frocedure No. B3822, "Raciation Protectior
emarks,

h, Radiation surveg of unrestricted areas. V{/%es ( g Mo
20.201ib; to_show compliance with £(.105(b)) [35.315(a)(4));
35.415(a)(8))

emarks, '
A i ond o N 258 R 17\54)\ M /C/6/?‘7
‘{ﬁk?\ {, { /Jkavbﬂ HY%

(I My S Aoy

(1) Record of surve{s maintained, (L#’V:; () No
ow compliance with 20,105(b)]

/ [20.401(b) to s . &
Remarks, K/.":"L\—“‘"‘"*“"\ Lt (‘:..“u\_‘] LA 7\.‘3:{ L~ Cc‘vv-7f.u-~—€-k

¢\_~'~.TA [0 CFR P 5; e ("‘) &l Con .¥v\v§}“*-wv~."") bPm n"""t’,
P R S R 7“4) (.)\9—7\-(;-‘% / b it anee i ] 'Q‘V-’x«g?‘ / e M;t /"U'(..{-"\‘kt.{\,
74"1 ﬁ& /C/J/g.? C»("'\‘tz‘?;x.‘(r'hﬂ-‘t.h > d’f"‘?ﬁ“’ G ”\‘-y_ )’\C:t:w\

ﬂ-‘ > w“-& ’
1. Radintﬁ&ﬁhsurvey of storage and use areas:

(1) Quarterly survey brachytherapy source storage. ( ) Yes ~V /9
() No [35.59(’\{] /

(2) Temporary implant patient release survey. ( ) Yes |( ) No /\ﬁ/ﬁb
[35.404(a)]

(3) Radfopharmaceutical and permanent implant patfent release
survey, (¥) Yes ( ) No [35.75]

{/(\"\\JT/" T2 ﬂ-f\*-f' g1 L2 4‘:L_T ‘)"\I-C’T/ . LA -*‘l}\ ‘
,/\'2,{:0 ,:;l'-;:-\ﬂ Ao '}'\:cft*) AR -
- sl ¢
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(4) Rad hamceuﬁcn therapy room contm1nn1on survey,
(+7 Yes ) Io [35.23 5(0{( ‘) and

ks L e e Y

(5) Pattent n.rvey u?bn 1mp1ant () Yes () No [gwﬂc)" ~NA

(6) Rad§ amceuucn storage and laboratory use areas,
f” [36.70]
mr sl

Record of survey maintained. () Yes (V)/o [35.70(n)]
Pemarks,

Thiv (voest A TS ¥ AP (Auu 2. 13- ‘f)

Inventory of * achytherapy sources after use. () Yes () Xo .
[35.406] ! el 7%

Remarks.

Records maintafned. ( ) Yes () No (35.58(9)]; [35.406] N/r‘f

Dose caHbratg caiibration and checks Eerfomed as fonm
Constancy ‘Y(u “ ) No Accuracy (L) Yes
Linearity es ( ) No Geometric dependence ('?/s () No

[35.50] (( rl-u»;{f’lwu(\\ ;} Kﬂ e «Lsr7>/ut T “*‘Lv‘t

10, PERSONNEL RADIATIOK PROTECTION - INTERNAL

/

b.

Issue Date:

Potential fo, exposur of individuals to airhorne radioactive

materfal exists. (27 Yes () No } 1
Remarks, ' i . , Tl % ,

ot c(«-43<<-.\4«& PR o . o

4 . A L "
b-i.,;- "‘[/‘fbﬂ‘ “N'k /¢1\ /‘% = A l"(‘ "/Lc_d&?'vl ‘ i 4\ /\'{ 0 tl
Monitoring for airborne rad1oact1v1t{ coducted, M (04{0
[20.201(&3 to show compliance with all s:ctions of 20.103 &nd
35.90]
Remarks.

/‘\Lxé‘\, (C’)\C‘?r'\t r\oj "'W\ S Latir oo B niic

(/" 7 ‘\;\-( - tuf A /¢4\ ZA'Q i c C“} -Jr\-("t( A= /"2(5 ?"”'\ ’

03/23/87 B-10 87100



(1) Records of monitoring meintained, {
or L/C}
Remarks.

Bfoessay sfogram {mplemented as
'Y
\

described 1n correspondence with
KRC, (y) Yes () No [35.315(a)( '

Control of afrborne radfoactivity fn accordance with 35.2
(V) Yes () Mo i

/1.’ TN

RADIOACTIVE EFFLUENT AND_WASTE DISPOSAL

8. Radivactivity 1n effluents to unrestricted areas. /~7’Yes { ) No

b. Release in accordance with regulatory Yimits. (v Yes () N
(20.106(a)) :
LEV, vid)J ¥ :

Remarks, i P y 4 ¢ Asla s

C. State solid waste disposa) Ffth€d.
4 A 1 LN 4

d. State liquid waste' disposal method,

Disposal of solid and Viquid waste in accordance with regulatory
requirements (decay in storage). (4 Yes () No (35.92(a))
Remarus.,

(1) Records of disposal., (L) Yes ()
Remarks.,

f waste prior to disposal, (}) Yes
to show compliance with 20,301 - 3




Fecords of surveys meints ned.
Remarks,

NOTIFICATIONS AND REPORTS

Licensee in compliance with
duals)., (LY VYes () Ko
Remarks.,

(theft or loss),

b

Licensee in compifance with repor
end taking corrective action, ( )
hemarks .,

ting therapeutic misadministrations
Yes () No [35.33(a)(b)(d))

License in

fance with reporting diagnostic misadninistrations
and taking

1
ective action as needed under conditiors set forth
(e). () Yes () Ko

Ol ‘
I

{
g ¢
in 10 CFR 35 _
Remarks. X

33




1.

14,

15,

16,

17.

18,

87100

POSTING OF NOTICES

mm to workers posted. (H’;n () %o [19.11(s), (b), or (¢))

CONFJRMATORY MEASUREMENTS

t. Measurements made by {nspector, (Yf Yes () Mo

Flprkios £~ S20
b. Survey instrument ‘,.JZ;c @oet s NRC Sz-1a1 No,

¢, Describe type and results of measurements and compare with
Ticensee's measurements,

INDEPENDENT MEASUREMENTS
8. Measurements made by inspector, (»1i;cs () Mo
b. Survey instrument (J0,r0 O A+ NRC Serfa) No,

Ducrﬂn type and results of measurements, ’V<leen ‘”*““M,V Alpten

fhpsnng =32 Y T~13F Wwerr, e Tl L -’ﬂ.ﬂ'«tw) g 7
vbsmc AND LRBELING (ot ik} odomets srarmeke Unedegrrssd

Posting nd labeling 4n accordance with 10 CFR 20.203. (A Ves
() No tzo 203)
Remarks,

LICENSE CONDITIONS
2. ?\; :‘ucnu conditions reviewed durtng fnspection. () Ves
0

b, Activities were conducted in accordance with 1icense conditions,
except as noted elsewhere in this report. Yes () No

BULLETINS AND INFORMATION NOTICES

8. Bulletins and Information Notices {ssued during current year,
b. Bulletins and Information Notices received by 1icensee. (¢)Ves

) No
Remarks,

B-13 Tssuc Date: 03/23/87



pments of RAM?
e the following 1tems,

consisted of:

ts

"-'f”( are.
by licensee, using common carrier
through Radwaste Broker

nsee ,g AVWars (.( .\.(‘ (" (1'
iwacste requirements {\," L
nsees has classified and characterized

radwaste? (;f.izl(c))

14

gernerators?

shipments:

ensee uses author!
[(173.415-16"]
sckage tvpe ised, )
For DOT-7A, Vicensed
records on file? [(173.
For specia) form ¢
performance tests
. Jyrece ﬂtﬂ‘gﬁt [flyV

b |

Packages zre properly

Packages are properly marked?
Proper shipping tr‘,t-'.\ are {

arh 1, o 7
PaC ' \")(’I.
n

pwrgr‘s.

(172.203(d




f. Doas Vicenter make return shipments o'
rcc‘(f‘l'v'hy doses?
(1F Yeu, does Vicensee sssume responste
bility Tor oY) phipper rec ‘wnc'u?)
(11 Mo, what arrangements/understanding
have lur made botween 11censee and
raiopharmecy as to i"" reance of shipper
responsibilities?) (Describe)
Remarks,

: v A . O

CONTINUATION OF REPORT 1TEMS . U ( PAGE IF NECESSARY
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UNITED STATES

i

{ e W * NUCLEAA REGULATORY COMMISSION
i \ - REGION V

o% “ / VA5 MARIA LANE BUITE 210

b WALNUT CREEKR CALIFORNIA paLG
L) et

DEC 271983

License No. 04-15030+01

Veterans Administration Medical Center
3350 La Jolla Village Drive
San Diego, California 9216)

Attention: John W. Ditzler, M.D.
Medica)l Center Director

Gentlemen:
Subject: NRC lInspeciion

This refers te the routine inspection conducted by Mr. David D. Skov of this
office on December 7-9, 1983, of activities authorized by NRC License No.
04-15030-01 and to the discussion of our findings held by Mr. Skov with you
and other members of your staff at the conclusion of the inspection,

The inspection was an examination of the activities conducted under your
license as they relate to radiation safety and to compliance with the
Commission's rules and reguistions and the conditions of your license. The
inspection consisted of selective examinations of procedures and
representative records, interviews with personnel, and observations by the
inspector,

Based on the results of this inspection, it appears that certain of your
activities were not conducted in full compliance with NRC requirements, as set
forth in the Notice of Violation enclosed as Appendix A to this letter. These
items have been categorized into severity levels as described in the NRC
Enforcement Policy, 10 CFR Part 2, Appendix C.

In addition to the need for corrective action regarding the specific
violations included in Appendix A, we are concerned about the iwplementation
of your management control system that permitted the violations to occur. Of
particular concern was the occurrence of excessively high levels of
redioactive contamination of a radioisotepe laboratory (Room 6223), and the
contamination of an individual who was working in the same laboratory which
were detected by the NRC inspector during a visit to your sixth floor research
facility.

“S4graeny Hv




Veterans Administration Medical Center =« 2 =

DEC 27 1983

It is especially significant when it is noted that this individual as well as
other persons working with licensed material ip other research and nuclear
wedicine laboratories, as » metter of practice, have failed to conduct
frequent and routine (daily and weekly) laboratory and personnel surveys to
verify the absence of radicactive contamination. Based upon discussions by
the NRC inspector with the Radiation Safety Officer and other licensee
representatives, it appears that the absence of surveys by suthorized users is
considered to be an acceptable policy and the only surveys required are those
conducted monthly by the Radiation Safety Office. The lack of more frequent
surveys is significant in light of the sdditional findings that the results of
wonthly surveys, extending over a period of several months, indicate the
presence of significant levels of surface contamination in a number of nuclear
wedicine apd research laboratories.

Although radiocactive contamination of the laboratery (Room 6223) and the
individe 1 observed during the inspection involved only meterials which are
not licensed by the NRC (yittrium-88, indium-111), this incident appears to be
symptomatic of the failure of this particular aspect of the radiation safety
program to properly exercise adequate control over the safe use of byproduct
materisl. Consequently, in your reply you should describe those actions taken
or planned to improve the effectiveness of your radiation safety program and
the overall management control system, particularly with reference to your
radiation monitoring program,

Your response to this Notice 18 to be submitted in accordance with the
provisions of 1. "R 2.201 as stated in Appendix A, Notice of Violation.

The responses directed by this letter and the accompanying Notice are 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.

If you have any questions on this matter or coucerning this inspection, please
telephone Mr. Skov on 415-943-3850.

no,
adiologica ety
and Safeguards Program

Enclosure:
Notice of Violation






€.

contamination after each open radioisotope procedure, Item 3,
Section 3.40 also states that each individual user has a
responsibility to survey hands, shoes, body and clothing for
radioactivity before leaving the laboratory following the use of
open radiocisotope sources,

Contrary to the above requirements, licensee representatives stated
at the time of the inspection that radiation surveys of working
areas and personnel have not been conducted following open
radioisotope procedures with licensed material ({odine~125,
iodine~131, hydrogen~3) which are used in several research
laboratories (Rooms 6056, 6078, and 6141),

These items constitute a Severity Level IV Violation (Supplement V1),

10 CFR 30.51(a) states that eack person who receives byproduct material
putsuant to a license issued pursuant to the regulations in this part and
Farts 31=35 shall keep records showing the receipt, transfer and disposal
of such byproduct material.

Contrary to the above requirement, at the time of the inepection, records
had not been maintained showing the receipt and transfer of up to

125 willicurdes of iric¢ium-192 as seeds in nylon ribbons for interstitial
treatments of cancer in patients who were treated on Septemuver 2, 1981,
April 25, 1983 and June 15, 1983,

Thie 4s a Severity Level V Violation (Supplement V1),

Pursuant to the provisions of 10 CFR 2,201, Veterans Administration Medical
Center, San Diege, California 1is hereby required to submit to this office

within thirty days of the date of this Motice, & written statement of
explanation in reply, including: (1) the corrective steps which have been

taken and the results achieved; (2) corrective steps which will be taken to
svold further violations; and (3) the date when full compliance will be
échieved, Consideration may be given to extending your respunse time for good
cause shown,

DEC 271983 s

T S S ——

Dated K. D. Thomas, Chief,
Materials Radiation Protection
Inspection and Licensing Section
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3350 La Jolla lage Drive ‘B B |
Sa :r,"' I f a 92161 "
Attent on N Mmar [ Mg :“‘y
Medical Center Director (Acting)
B ) au
Subiect Nt e of Vi i n (NR I pect .',',vAk ASE /RE ]
y 1516 and July 1-3, 198% at
in Diego, California, by
was « Jucted tc nvestigate
\ridium-192 see”s at the
meframe The mise ng seegs
n ¢ ‘A’,(”¢§7‘;' “fhl,‘
re rements werée lentified
ement onfere e angd te ep!t 3
‘&f' r‘Omtv\"‘.-“O h these
act I weére Q1¢ ed
ation inc)une (1) the loss of
areas I1n w'nch radioactive materials
L ar 3 AR R (4) failure t
1No ind (&) seve r"("',(‘
the Rsdiation Safety Manual
eas ¥ ! the ma ""’t't UVers :,"
Tw f the eight violat g
< Ihe violations have beer categorized in the aggregate as a Severity Level 111
. problem in accordance with the "Genera) Stateme t of Policy and Procedure for
NRC Enforceme t Action. ., ™ 10 CFR Part e, Appe dix C (1985%) C‘xv‘.‘;tr:'i‘t‘
are rmally considered for Sever ty Leve! 1]]1 violations However, the NR
) Enforcement Policy allows for re ¢t of a ¢civil pe alty er certan
circumstances In this case, be ause of your nrompt 1de 'x“'».,*(."d'f“, rt s
and your unusually prompt and extensive corrective actions, 1 have decided,
after consultation with the Director, Office of Inspection and Enforce ent,
not to propose a civil penalty in this case
You are required to respond to this letter and st d follow the truct ¢
specified in the enclosed Notice w! N preparing your response. In your
resp e, y U should doc ment the k’(\‘f\‘\ aCt f taken and q’) t 1
X actions you plan to prevent recurrence After review your resg € 1o this ) |
Notice, the NRC will determine whether further NRC enforce nt action i [
necessary to ensure compliance NRC regulatory requirements [’l '
£ )
\ M..,\y?v:?“-"f‘;;'." 650809 - ,(
\ _;-,»f)\“L_‘.“ PDR eV }
\ O4f 1"'*"“‘
\
\
\ -




16 ¥
f ¢)
t of

"
téer and t
¢ o !
| ‘ {
1980, ;“
o
,’/ £

VIre




3 4‘)” 8

L 1

¢ \...\y.'_ A\




Notice of Violation i X

3. Sectien 3.40.5(a) of the Radiation Safety Manua) states that smoking,
eating, or drinking in radioisotope laboratories is prohibited.

Contrary to the above requirement, on July 1, 1985, the inspector observed
individuals drinking or evidence of drinking in Rooms 6022, 6058, 6069,
6122, 6124, 6197, and 6202. Food was also observed in Room 6122,

4. Section 6.61.1 of the Radiation Safety Manual states, in part, that
~adioactive waste requiring a “"Radioactive Materials" labe) must be
secured against unauthorized removal. Section 3.30.8 of the Radiation
Safety Manual establishes 11,000 dpm as the criterion for determining
whether an ites is considered to be radioactively contaminated and thus
requires disposal in & properly labeled and secured container.

Contrary to the above requirements, at the time of the fnspection, a

contaminated gauze and bottle were found in the non-radioactive trash
container in the Nuclear Medicine imaging room which was not labe)led
or secured against unsuthorized removal. The contaminated gauze and

bottle each measured approximately 150,000 dpm,

5. Section 6.51 of the Radiation Safety Manua) states that when unsealed
quantities of activity exceeding 100 times those listed in Appendix VI
of the manua) (e. ‘ted from 10 CFR 30.71, Schedule B) are used in a
singl; procedure, - survey shall be made by the user and the results
recorded.

Contrary to the above requirement, the Nuclear Medicine Laboratory,
containing unsealed quantities of activity greater than 100 times the
quantities specified in 10 CFR 30.71, Schedule B, had not been surveyed
on the following representative dates in 1985: April 22, 23, 26 and 29,
May 6, 7, 14 and 20, and June 3, 7.

This a repeat violation.

6. In the letter dated March 26, 1975, the licensee stated that the janitors
on the research floor (6th) of the hospita) wii' be iastructed in the
proper use of a G.M. survey meter to check bagge: nen-radioactive waste
before transferring it to the hospital's centra) disposal area.

Contrary to the above requirement, at the time of the inspection,
the janitors on the sixth floor had not been instructed in the
proper use of a 6. M. survey meter to check bagged non-radioactive
waste.

7. Section 6.62 of the Radiation Safety Manual and 10 CFR 20.401(c)(3)
requires that records be maintained of all 1iquid radicactive waste
disposed of inte the sanitary sewer.

Contrary to the above regquirement, at the time of the inspection,
the Radioimmunoassay Laboratory had not maintained records of
sanitary sewer disposals.



Notice of Violation o

B. 10 CFR 20.207(a) requires that licensed materials stored in an
unrestricted area be secured from unauthorized renoval from the
place of storage.

Contrary to the above requirement, during the walkthrough inspection
conducted on July 1, 1985, Rooms 6122 and 6158, each containing licensed
material, were found unlocked and unattended during the Yunch hour.

This & repeat violation.

Collectively, the above violations constitute a Severity Leve) 111
problem (Supplements 1V and V1),

Pursuant to the provisions of 10 CFR 2.201, the Veterans Administration Medica)
Center, San Diego is hereby required to submit to this Office within 30 days
of the date of this Netice, a written statement or explanation fncluding for
each alleged violatfon: (1) admission or denfa) of the alleged violation, (2)
the reasons for the violation if admitted, (3) the corrective steps which have
been taken and the results achieved, (4) corrective steps which will be taken
to avoid further violaticns, and (5) the date when full compliance wil) be
achieved. If an adequate reply is not received within the time specified in
this Notice, the Director, Office of Incpection and Enforcement, may fssue an
order to show cause why the license should not be modified, suspended, or
revoked or why such other action as ray be proper should not be taken.
Consideration may be given to extending the response time for good cause
shown,

AUG 09 1985
T Dated




U. §. NUCLEAR REG!I .ATORY COMMISSION

REGION V
Report No. 85-01
Docket No. 030-08456 License No, 04+-15030+01
Materials Group Priority: 2 Category: 61
Licensee: Veterans Administration Medical Center

3350 La Jolla Village Drive
San Diego, California 92161

Facility Name: (Same a¢ above)
lospection at: (Same &5 above)
Inspection conducted: May 1516 and July 1-3, 1985
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Nuclear Materials Safety Section

Summary:
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This special inspection was conducted 45 8 result of a potification by the
licensee on May 1, 1985 that & ribbon of four (4) iridium-192 seeds of
approximately 0.76 mi'l: turies each was missing and also because the licensee
was due for a routine inspection,

The aveas examined included organization; internal audits; training and
qualificutions of personnel; radiation protection procedures; use of
materials; storage of materials; facilities; instruments; receipt and traosfer
of materials; personnel protection-external and internal; effluent controls
and waste disposal; and required postiogs. The actions taken to correct the
pPrevious violations as stated by the licensee in correspondence to the NRC
after the last juepection were also examineo during this inspection,

WEO 8 88 850809
04-19030-01  ppg
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This inspection also focused on the verification of the licensee's surveys
which bad been conducted to locate the missing sceds and the determination of
the cause of the breakdown in controls which resulted ip the missing seeds,

This inspection invelved 34 inspector hours onsite by one inspector,

Results

Fight violations were identified during the inspection. The viclations have
been categorized in the aggregate ae » Severity Level 111 problem in
sccordance with the "General Statement of Policy and Procedure for NRC
Enforcement Actions,™ 10 CFR Part 2, Appendix C “1985). The violations are
sumvarized as follows:

A The loss of four iridium-192 seeds was the result of the licensee not
following acceptable procedures. The following items constituted one
violation, )

1. A shielded container containing Ir-192 sources totaling
approximately 47 millicuries, was left unattended in the patient's
room overnight on April 24, 1985,

2. A ribbon/catheter containing five iridium seeds of approximately
0.76 millicuries each was found by the Assistant Radistion Safety
Officer (RSO) underneath the patient's bed oo April 25, 1985,
iudicating a survey was not adequately conducted.

3. A ribbon containing four iridium=162 seeds was confirmed to be lost
on May 1, 1985, (Items 8 and 11.b.)

B.  Two laboratories centaining licensed material vere found unlocked and
unattended. This is » repetitive violation. (Item 8)

C.  Management and the RSO have not conducted annual audits ¢f the radiation
safety prograa. (Item &)

D.  Evidences of eating/drinking was observed in several laboratories,
(Ttem 12.¢)

E. Contaminated material was found in the non-radidvactive trash container in
the Nuclear Medicine Laberatory., (Item 15)

F. Daily surveys of the Nuclear Medicine Laboratory had not been conducted
on occasions. This is 2 repetitive violation. (Item 11.2.2)

G. Janitors oo the sixth floor bad not been trained te monitor
non-radioactive trash. (Item 5)

H.  The Radicimmunoassay (RIA) Laboratory did not maintain records of
disposale of liquid waste into the sanitary sewer. (Item 13)
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The surveys conducted by the licensee did pot reveal the vheresbouts of
the missing seeds,

The instruments used during the inspecticn were an Eberline PRM-?

Micro R, SN 510; an Eberline E-520, SN 1939; with a HP 260 pancake probe;
and & Xetex 3058, SN B194, due for calibration on September §,

September 12 and August 22, 1985 respectively.

Organization

The licensee conlucts a large nuclear medicine and research program under
8 broad scope liccuse snd has a Radistion Safety Committee (RSC) which
oversees the radiation safety program in the Medical Center, which
includes & large oumver of research laboratories. The Co-Chairpersons of
the Radiation Safety Committee are Dr. J. Verba and Dr. §. Halpern.

The rediation safety program is implemented by the radistion safetv
office which consists of Dr. J. Verba, RS0; Melinda Johnson, Assistant
RSO; and Sally Witherby, Secretary. Dr. Verba is a physicist i4 the
Nuclear Medicine Department, who also is assigned the collateral duties
rf RSO. Ms. Melinda Johnson is the Assistant RSO and is curiently being
trained on-the-job in that capacity by Dr. Verba.

The minutes of the RSC for the meetings beld since the last inspection of
December 7-9, 1983 were reviewed. The RSC has met on a frequency of at
least & quarterly basis.

On May 15, 1985, the licensee held a RSC meeting to determine the cause
of the incident. This meeting was attended by both the radiation
pbysicist who implanted the seeds and the physician who removed the seeds
from the patient. The inspector attended this meeting as an observer.

Audits

The licensee does not conduct audits. This was identified as a
violation. The licensee had committed to an ALARA progrem in the
application dated July 25, 1980, which requires that management and the
RSO each independently conduct annual audits of the radiation safety
program. The Radiation Safety Office conducts inspections of the various
laboratories on @ monthly basis which basically consists of performing
radistion and countamination surveys of laboratories. Mowever, these
wonthly inspections cannot be construed as audits because there is no
in~depth review of program requirements. The conduct of in~depth audits
is basic to the implementation of a good radiation safety program.

This vas identified as a violation.

Training

A reviev of the training program indicated that the licensee is in
complisnce with the training requirements as specified in the license
condition for all groups in the program with the exception of the
jenitors on the sixth floor, where the research laboratories are located.
According to License Condition 20, the licensee has committed to train



the jenitors oo the sixth floor in use of survey meters so that they
could monitor the pon-redicactive trash. This traiping cosmitment has
never been carried out. This was identified as # violation.

It appears that the training program could be strengthened. The training
program should ensure that all persons receive the sppropriate retraining
ot & prescribed frequency. For exawple, the license commitment
specifies, "periodic™ or "special lectures” to be given om radiation
safety. However, the frequency of "periodic" or "special lectures" has
not been defined so that in effect it may be years g’fOt! such retraining
is given, if at all. For example: building and maintenance workers

eceived a special lecture sbout two years 230 according to the KSO.
Also, » oumber of the research workers interviewed received only the
ipitial traiuing. Also, much of the training that bad been given is not
documented. There is no requirement in the license to maintain training
records.

This was identified as & violation.

Tadiatica Protection Procedures

Fath laboratory where licensed materials are used has a copy of the
Veterans Administration Med al Center, San Diego, Radiation Safety
Manual which is essentially . compendium of radiation protection
{rocedures,

No violations were ideutified.

Use of Materials

Posting of restricted areas and labeling of containers of radiocactive
materials were observed in a number laboratories and were found to be as
required.

A review of the records of leak tests and quarterly ioventories indicated
that leak tests and quarterly inventories were conducted as required,
Leak tests are conducted on a quarterly rather than on a semiannual
basis.

Since the lost seeds incident of May 1, 198%, the licensee has suspended
8ll brachytherapy trentments until such time that a satisfactory
procedure to prevent lost seeds can be developed, established, and
implemented.

The following facts regarding the use of the seeds associsted with the
ircident were established during the inspection:

8. The physician who removed the seeds from the patient stated that he
did pot count the seeds after removal from the patieat,

b.  Because the assumption was made by the UCSD physicist that the
mapufacturer's stated inventory on the shipping papers was correct,
the physicist did not count the seeds upon receipt. Hovever, since
fever seeds were implanted than were ordered there was a question
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that the manufacturer's stated inventory could have been in error.
A telephone conversation beld with the manufacturer during the
inspection indicated that the manufacturer's quality assurance
procedure consisted of en sutoradiograph of the shipmeot as well as
independent counts by two individuals. At the inspector's request
the manufacturer's representative recounted the autorsdiograph of
the shipwent and coufirmed that it was as stated in the inventory.

No violatiocs were identified.

Storage of Materials

The security of licensed material was observed in the Nuclear Medicine
Laboratory and in several research laboratories. Laborstories having
"Caution-Redioactive Materials™ signs posted on hallway doors were also
checked at random during the inspection to determine if auy licensed
material was left unattended. During the walkthrough inspection on

July 1, 1985, Room Numbers 6122 and 6158 each containing licensed
waterial were found unlocked and unattended during the lunch hour. This
was identified as & repetitive violation.

As noted in Section 2 of this report, the seeds were removed from the
patient on April 24, 1985 and kept in a container in the patient's room
overnight until it was resoved by the Assistant RSO the following
morning. This was identified as one item of the Severity Level 111
Violation. The Radiation Safety Manual which is incorporated into the
license requires that radicactive material be under the control of the
RSO at all times.

This was identified as a violation.

Instruments

A review of the dose calibration records indicated that the quarterly
linearity tests, the annual accuracy and daily constancy checks have been
conducted as required. The dcCuracy tests have been done on a daily
rather than on an annual frequency.

The licensee's survey instruments are calibrated on an annual basis. The
respoosibility for the timely calibratio: of the survey instruments is
assigned to the hospital's engineering department. All instruments were
in calibration.

No vicolations were identified.

Receipt and Transfer

The RSO reviews all incoming shipments of radioactive material to the
hospital except those destined for the Nuclear Medicine Department.
Records of receipt since January 1984 to date were reviewed. Receipt
surveys had been conducted as required.

No violations were identified.
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Personnel Protection

A

Extersal

(1)

(2)

Radiation Expeosure

Records of radistion exposures since January 1984 were
reviewed. No significant radistion eéxposures vere noted. The
Baximuw quarterly and maximum annual whole body exposures for
1984 were 170 wrem and 1500 Brem respectively. The maximum
cusulative whole body radiation exposure for 1985 through May
vas 520 mrem,

The RSO conducts investigations of monthly exposures of greater
than 40 mrem in a month, The iovestigation criteria is
125 wrem in 8 month,

§g;vexc
0. Facility

The Radiation Safety Mavual requires surveys to be
conducted when 100 times the amount of activity listed in
Appendix VI of the manual (equivalent to 10 CFR 30.71,
Schedule B) are used either on a daily or weekly basis.
Under this requirement surveys of the research
laboratories would be required only on rare occasions such
#s vhen iodinations are performed. Laboratories using
tritium or carbon-14 would not be required to conduct
surveys unless activities of 100 millicuries or

10 millicuries respectively were used. Hovever, in
practice the licensee conducts surveys at least on a
monthly basis of all laboratories,

Records of surveys conducted by the Nuclear Medicine
Laboratory, RSO, and several randomly selected research
laboratories were reviewed. Daily surveys of the Nuclear
Medicine Laboratory had not been cenducted on the
following representative dates in 1985; April 22, 23, 26,
29, May 6, 7, 14 and 20, and June 3, 7. This was
identifiec to be a repetitive violation.

This was identified as a violation,
b. Lost Seeds

The physician who removed the seeds from the patient also
stated that he performed the required surveys. He stated
that he did not survey the patient in the patient's room
because of the "high background", but that he conducted a
survey of the patient in the Ear-Nose-Throst (ENT) Room
where he removed the catheters. The attending nurse did
Dot recall seeing a survey instrument in the ENT room,
However, there is a question of whether she knows what &
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survey instrument looks like or whether she vas in the
room if and when » survey was made. The Assistant RSO
stated that she used the same survey meter to make the
survey of the patient's room on April 25, 1985 and the
radiation levels in the room pegged the meter on the least
sensitive (highe () scale. The radiation levels in the
room was subsequently found to be due to & ribbon of five
(5) seeds which was under the patient's bed. The fact
that the physician did not conduct a proper survey was
identified to be one item of the Severity Level l¥l
Violation.

The licensee subsequently conducted surveys in an effort
to locate the missing seeds, but was unsuccessful. The

location of the seeds is unknown. This is identified to
be one item of the Severity Level 111 Violation.

A reviev of the areas that the licensee had covered in the
surveys indicated that the coverage was thorough.
However, certain areas that were not surveyed by the
licensee, which the inspector considered should be
surveyed, were subsequently surveyed by the inspector or
by the licensee at the request of the inspector. The
areas not surveyed previously by the licensee wvere; the
patient's apartment and adjacent grounds where he vorkes;
the vehicle used for transportation of the patient from
the hospital to his home; the hospital food carts which
were used to carry food trays to and from the patient's
room; and the hospital's sewage drainage system such as
sumps and catch basins.

Surveys of the patient's apartment and adjacent grounds
vhere be worked were made by the inspector and licensee
representatives on May 16, 1985. No radiocactive material
was found.

Duriog the NRC inspec. .. n, surveys were conducted of the
patient's room, the entire hospital wing (5E) in which the
room was located; the corridors from the room leading to
the exits from the hospital; randomly selected elevato. s
the balcony of the hospital wing; cafeteria dishwas* .ng
areas; hospital waste facility; the commercial biological
waste service fecility (V. D. Bingham, Inc.); and the area
of the San Diego Sanitary Landfill where the waste from
the hospital for that period was identified to be buried.

The RSO was requested to devsrmine the feasibility of
conducting a survey of the sewage drainage system from the
hospital, i.e., determining the exictence of locations
wvhere 8 survey of the sewer sumps and cotch basins would
be appropriate and practical considering attenuation.

The surveys conducted during the NRC inspection did not
indicate the presence of the missing seeds. The
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Effluent Cootrols, Vaste Disposal

A. Disposal by Release into the Sanitary Sewer System

Some laboratories dispose of small quantities of liquid radioactive
waste into the sanitary sewer. It wae noted that the RIA Laboratory
did pot maintain records of such disposals to the sanitary sewer
bystem,

This was identified as o violation.

B. Solid Radicactive Waste

All radicactive waste having short half lives are held for ten half
lives, monitored, and were disposed of if the radiation levels are
background. Solid radioective wastes having long half lives are
stored in 55 gallon drums and shipped to a waste burial ground vis »
waste broker and consultant. The licensee averages seven shipments
of about 25 drums each per year. Records of disposals wade and
shipping papers were reviewed and found to be acceptable.

No violations were identified.
Posting of Notices

Postiogs in accordance with 10 CFR 19.11 were observed in the
laboratories visited during the inspection,

No violations were noted.

Independent Tospection Effort

It is noted that the criteria for Contamination established by the
Radistion Safety Msnual whicl is incorporated into the license is

11,000 dpm. Levels lower than 11,000 dpw may be considered
uncontaminsted. This criteria for contamination is excessively high and
tbould be revised downwards. 1Ip practice, the licensee uses a much lower
Criteria for determining the presence or absence of contamination.

Recommendations for the improvement of the radiation safety program were
given to and discussed with the RSO. The recomvendations jncluded the
establishment of a waster list of persons traived together with dates of
training and retraining t¢ control the effectiveness of the training
program,

Contamination snd radiation surveys were conducted in some of the
laboratories visited. ' he contents of several of the labo. _tories
inspected were also surveyed. A contaminated gauze and bottle were found
in the non-radiosctive trask container in the Nuclear Medicine imaging
room. The contaminated gsuze and bottle each measured approximately
150,000 dpm.



16.

This was ideotified as » violation,

Licensee's sctions taken oo violstions found on _the last inspection of

Decenber 7-9, 1943

A A laborstory coutainiong licensed material was found open and
unsttended. This violation was also no ed on this inspection.
This remains su open item.

B, Surveys of the Nuclear Medicive Laboratory snd certain research
leboratories bad not been conducted on occasions. This violation
was also poted on this fuspection. This remains an open item.

C.  Records of receipt and transfer bad not been maintained op one
occasion. The licensee maintein records of receipt and transfer as
required. This item is closed,

Conclusions

Based on the findings of this inspection, it appears that the licensee
had taken appropriste actions in a tinely manner to locate the wissing
seeds. The seeds were lost due to & lack of adherence to proper control
procedures.

Deficiencies were found in the radiation safety program. Audits which
are basic to the implementation of & good radiation safety program were
not being conducted. The implementation of an audit program should
hopefully serve to identify and correct deficiencies in the program.

The license should be anended to reflect current practice and standards
where appropriate,
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US Nuclear Regulatory Commission License 04-15030-01

Region V
1450 Maria lane, Suite 210
Walnut Creek, CA 954506

Gentl emen;

Thie 18 in reply to your letter of August 9, 1985 concerning the NRC
inspection of the VA Medical Center, 3350 La Jolla Village Drive, San
Diego, California, 92161, The ‘nepection wae conducted by Mr. J. Frenk
Pang on May 15-16 and July 1-3, 1985, and dealt with activities
authorized by NRC Licengs No, 04~15030-01,

We have examined the items of aoncompliance detailed in Appendix A ol

your letter, We ure including in this coumunicationt (1) the

corrective steps which have been taken; (2) the corrective steps which

gill ro tﬁ;en in the future; and (3) the date whan full compliance will
¢ achieved,

We will consider each item of noncompliance geparately and in the same
order ae in Appendix A of your letter,

Item A1), License condition 20 states that the licencee shall
poscess and use licensed material in accordance with statements,
representation, and procedures contained in the Application dated July
5, 1980; and letters dated March 26, 1975 and March 3, 1983,

Section €.61 of the Radiation Eafety Manual states, in part, that
radioisotopes requiring labels must be stored in areas under the controel
of the Radiation Safety Officer (RSO) and secured against unauthorized
removal,

Contrary to the above requirement, on three secparate occasions, licensed
material requiring labels was not under the control of the R8O and
secured from unauthorized removal as evidenced by the following:

A& A shielded container containing Iridium-192 seeds totaling
approximately 47 mCi, wae left unettended in the patient's room
overnight on April 24, 1985,

b, A ribbon/catheter containing 5 Iridium-192 seede of approxi-
mately 0.76 mCi each, wae found by the assistant kK80 underneath the
patient's bed on April 25, 1985,

g'i.mbzgg, PDR { }I

“America is ¥]—Thanks to our Veterans'



€ A ribbon containing 4 Iridium=-192 seeds wae confirmed to be
logt on May 1, 1985,

Thie particular item of noncompliance resulted because of a breakdown in
the procedure for handlin? therapeutic implante., The medical center has
decided to discontinue all implants procedures in this hospital until
such times as a complete and thorough revamping of the procedure for
doing such therapy can be arrived &t &nd approved by the radiation
safety committee. When the revamp procedure is approved, it will be
forwarded to the Nuclear Regulatory Commigsion for their concurrence.
As of this date we will be in compliance in matters concerning implants
gince we have discontinued thig procedure here at the medical center.

Item A(2)., License ccidition 20 states that the licensee shall
poesess and uee licensed -~aterial in accordance with statements,
tépresentations, and procedures contained in the application dated July
15, 1980; and letters dated Marcn 26, 1975 and March 3, 1983, 1In the
application dated July 25, 1980 the licensee committed to an ALARA
program which requires that management &nd the Radiation Safety Officer
independently conduct annual audits of the Radiation Safety Program.

Contrary to (he above requiremente, at the time of the inspection, tle
annual audit rad not been conducted since 1980,

This iter of noncompliance will be corrected by instituting an audit
generally following the procedure lé&id out in Appendix E of the US
Nuclear Regulatoty Commiseion Pamphlet NUREG-0267 Revision 1,
“Principals and Practices for Keeping Occupational Radiation Exposures
at Medical Institutions As Low Ag Reasonably Achievable® Since outr
Padiation Safety Program is currently being heavily scrutinized and out
ménual changed to reflect the current condition of ou: Radiation Safety
Program and eince we have just undergone a rather thcrough audit by the
Nuclear Regulatory Commission, it was felt that the Radiation Safety
Officer's audit should be conducted some time in the next three months
with the audit by management being conducted within the next eix months,
This item of noncompliance has been thoroughly discussed in out
radiation safety committee meeting and it is thoroughly understood that
an annual auvdit by the Radiation Safety Officer as well as an annual
audit by management should be conducted as soon &€ the prograr
stabl izes. Our plan for a completely updated manval calls for a
completion date of January 1, 1986,

A(3) License condition 20 states that the licensee shall possess
and use )icensed material in accordance with statements, respresenta-
tions, and procedures contained in the application dated July 25, 1980;
and letters dated March 26, 1975 and March 3, 1983,

Section 3.4.5(a) of the Radiation Safety Manual states that smoking,
eating, or drinking in radioisotope laboratories is prohibited,

Contrary to the aLove requirement, on July 1, 1985 the inspector

observed individuale drinking or evidence of drinking in rooms 5022,
6058, 6069, 6122, 6124, 6197, and 6202, Food was observed in room 6122,
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"from the - .ting hoespital director to investigators on the 6th floor
along with a similar memorandum from the Padiation Safety Office. We
feel that this aggressive treatment of these particular items should
bring ue into compliance within a very, very short time,

We have tried to take corrective steps on all the detailed items pointed
out in Appendix A and, in addition, have accepted all the comments of
the inspector in - -~ constructive spirit that they were made, and we
hope ovt action, as outlined above will adequately resolve the
deficiercies noted, We feel that we are promptly implementing all the
progracs outlined above, and plan on reviewing the procedures and the
results of their implementation in the near future to determine their

effectiveness.

Sincerely yours,

Y CART o
ML) A
ARBARA A. SMALL
Medical Center Director

Enclosures: 4

cc: Director, Nuclear Medicine Service (115)
VACO
Regicnal Director, Western Region (10BA6)
VACO
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2.

| must direct that each supervisor receiving this memorandur immediately
take steps to meet with his/her staff and personally review the gravity of
the situation with them. Secondly, and most importantly, each supervisor
will establish failsafe procedures which address rad 2t..n safety issues

for their work areas. Management is presently pursuing avenues of disci-
plinary and/or adverse action which can be taken against employees and their
supervisors who fail to follow required precautionary prozedures,

5. 1 would appreciate your rapid and full compliance with the foregoing
instructions, In this connection, I have attached copies of a memorandum
vou should distribute to each employee with access to your rooms containing
nuclear materfal, It also emphasizes the importance of this matter. Any
questions concerning the above may be discussed with Dr. John Verba, Radia-
tion Safety Officer.

S fl
JACQUELINE PAXKTHEMORE, M.D.
Rcting Medical Center Nirector



Date

e o Memorandum

To A1l Investigators/Technicians
Using Radioactive Materia)

August 30, 1985 Sub :

15?:Jwv-s£u/x39ll ' Enforcement of NRC Regulations

1. In an effort to enforce NRC regulations, random walk-through inspec-
tions of Research laboratories wil? be inctituted. Rooms marked with
redioactive material signs, found open and unattended at night, will be
cited. During the day, if you are storing no radicactivity (i.e., trash,
liquid waste, inventory), or if you have al) your radioactive materials
locked in a refrigerator, freezer or cabinet, and are not in the process

of doing an open procedure, you may post a notice on your outer door stating
that the lab is either “-ee from radiocactivity or that all radinactivity is
secured against unauthorized removal during tie deytime normal working hours
only. Please sign and date this notice. A wipe test must be done prior to
posting this notice. You will be required to show wipe test records. With
such posting, doors may be left open and the room unattended. Without such
a posting, rooms must be occupied when the dcor is open, This will apply
only during the day. Random inspections will be mede and violators cited.
For the first violation, the lab will be ¢losed and secured for one day.

The second violation in a calendar quarter will result in a two-day closure,
The third violation will result in a four-day closure. The fourth will
result in an eight-day closure, etc.

2. Floors may be cordoned off with tape tc designate controlled and nen-
controlled areas within your lab space. Notify Radiation Safety once your
floors have been marked, so they can be checked, Specify which side of the
line is controlled and which is non-controlled. Food or drink should never
be found in controlled areas. Finding food or drink in controlled areas
will constitute lab closure. Closure will increase in duration in the same
manner as unattended lab closures.

3. Nen-radioactive trash must be monitored before being removed from your
lab area. Building Management will do the monitoring on the sixth floor,

L?us using open redicactivity on other floors will be required to monitor

“neir own trash. See Radiation Safety if you have any questions.

4. A log must be kept of all radicactivity that is poured down the drain,
This log should include an estimate of the amount poured down the drain
and a wipe test of the drain trap. This applies to wash water, Please
continue to bring all other liquid waste to the centralized storage area -
Room 6056. Radiation Safety will be glad to help you set up your log book.

VA FOAM 108
MAR 1



pege ¢

5. Radiation Safety will begin auditing each laboratory's radiation safety
compliance program, You are advised to0 review your records and procedures.
Irregularities could cons.itute lab closure. See Radiation Safety personne)
if you have any specific questions,

7. This memorandum will go into effect .n September 6, 1985,

JYMN W. VERBA, Ph.D,
adiation Safety Officer
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Enforcement Conference

DETAILS

Enforcement Conference Participants

J. W. Hollingsworth, Chief of Medicine VAMC

. Moder, Acting Chief of Staff, VAMC

. Hensley, Acting Director VAMC

Verba, Radiation Safety Officer, VAMC
Halpern, Acting Chief, Nuclear Medicine, VAMC
Yates, Acting Associate Director

Thomas, US NRC Region V

Montgomery, US NRC Region V

=

MO mE™m

N
J
8.
¥
R
J
En

nforcement Conference

On May 31, 1985, an enforcement conference was held at the VAMC, San
Diego, California with the individuals listed above participating. The
enforcement conference was related to the safety inspection conducted at
the VAMC, San Diego, California. The activities at this location are
authorized by NRC License Number 24-15030-01. The inspection was
conducted on May 15-16, 1985, by an NRC Region V inspector. The
enforcement conference was announced in a letter to the licensee dated
May 22, 1985. A copy of that letter is attached.

Mr. J. L. Montgomery, NRC, stated thit the purpose of the enforcement
conference was based upon the results of the special inspection which was
conducted at the VAMC by an NRC Region V inspector following the loss of
four iridium-192 therapy implant seeds. The two violations identified
involved the lack of cuntrol over licensed radioactive material and it's
subsequent loss. The need for Strong participation on the part of
management and the Radiation Safety Committee to control the overall
licensed program was stressed as one of the most significant requirements
in maintaining an acceptable radiological safety program.

Mr. R. D. Thomas, NRC, reviewed the past enforcement history of the
licensee for the period June 1979 to December 1983. The two violations
which were identified during the special inspection were discussed in
detail. Mr. Thomas and Mr. Montgomery stressed the need for adequate
training of personnel using licensed material, and the strict adherence
to written procedures, and NRC regulatiors,

Dr. J. Verba and Mr. N. Hensley described the incident and the steps they
and their staffs had taken to locate the missing iridium sources.

Mr. Hensley stated that al) therapy at VAMC with iridium 192 seeds would
be halted until the incident had been fully investigated and
recommendations made to prevent recurrence.



.2-

Mr. J. L. Montgomery, NRC, explained the enforcement policies and
procedures of the NRC as published in 10 CFR 2, Appendix C. Copies of
the enforcement policy were given to the licensee, Escalated enforcement
actions such as civil penalties, orders to modify, suspend, or revoke a
license, and orders to cease and desist were discussed. The relative
significance of the different severity levels was explaincd.

in summary Mr, J. L. Montgomery, NRC, stated that any information
submitted by the licensee would be given due consideration regarding the
viclations; however, a strong management and Radiation Safety Committee
commitment will be expected in the licensed program to preclude future
violations,

Conclusions

In addition to temporarily suspending further iridium seed implant
therapy, the licensee indicated a review of VAMC policies and procedures
would be made. Mr. N. Hensley indicated recommendations for improvement
would be made to him and appropriate action would be taken.
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License No. 04-15030-0]

Veterans Adwinistration Medical Center
3350 La Jolla Village Drive
San Diego, CA 92161

Attention: Ms. Barbara A. Small
Medical Center Director

Gentlemen:

Thank you for your letter dated September 5, 1985 informing us of the steps
you have tsken to correct items which we brought to your attention in our
letter dated August 9, 1985, Your corrective actions will be verified during
our next inspection,

Your cooperation with us is appreciated.

Sincerely,
Oiatnel tlgney by

R..© Thome
James L. Hod?gomery, Chief
Nuclear Materials Safety and
Safeguards Branch
bee w/letter dated 9/5/85:
RSB/Document Control Desk (RIDS)
State of CA

Mr. Martin

PANG/dot THOMRS NTGOMERY
9/"(/85 9”85 9%/85
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DETAILS

Persons Contacted

*J), Parthemore, Chief of Staff

T. Trujiilo, Medical Center Director

*F, Fiscella, AA/Chief of Staff

*J. Verba, Radiation Safety Officer (RSO)
*D, Whorley, AO/Research

J. Mathews, Radiation Safety Technologist
*T, Yates, Acting Associate Director

M. Delaney, Secretary

*S. Halpern, M,D., Chief, Nuclear Medicine
P. Hagan, Radiopharmacist

G. Greenspan, M.D., Nuclear Medicine

R. Burkes, Chief Nuclear Medicine Technologist

*Present at the exit meeting.

Organization

The VAMC !icensed program consisted of the Nuclear Medicine Department
and the Re ~arch Division, The latter had forty-six principal
investigators and about 275 laboratory technologists. The Nuclear
Medicine Department consisted of four physicians, one radiopharmacist and
five technologists.

The Radiation Safety Cffice consisted of the RSO, Assistart RSO and one
secretary.

Training

New employee orientation training in radiation safety consicts of a
thirty minute lecture given by the RSO. Refresher training is given
annually by the RSC or principal investigator during the annual audit.
Ancillary personnel training was conducted through the Building
Management Office. Training records were reviewed by the inspector and
found to be complete. The inspector also questioned several laboratory
workers about the adequacy and timeliness of their training.

No apparent violations were identified.

Radiclogical Protection Procedures

The Inspectors reviewed the licensee's conduct of procedures for
emergencies, ordering and receiving licensed material, laboratory rules,
and surveys. These procedures were being adequately followed by the
licensee, Staff personnel alsc demonstrated sufficient understanding cf
the procedures when irterviewed by the Inspectors during e tour of the
facilities.
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10,

11,

12,

contamination measurement by the Inspector of a representative portion of
the storage rack and floor area disclosed no significant cortamination.

The solid waste storage area was also inspected, Although the 55 gallon
drums were found to be stacked in a manner leaving little room to move
about in the rather small storage room, no violations of good cecurity or
health physics practices were noted. Records of disposal were fo.-d to
be maintained as required.

No apparent violations were identified,

Transportation

Several times & year a local broker is used to transport the solid waste
to a licensed disposal facility. For the last severa) yeers the brokers
used have been either Pacific West Nuclear or Thomas Gray ar? Associates.
Appropriate D.0.T, packaging and labeling requirements were observed
during these shipments, It was verified that proper shippirg papers were
prepared for each shipment since the last inspection.

No apparent violations were identified,

Independent Measurements

Because 1-125 was widely used in research activities and iodination
studies were performed frequently, independent measurements were made in
the Todination Laboratory and on the roof where discherges f=om the
lodination Laboratory hood occurred. The discharge stack wes not
filtered. A survey instrument with a sodium iodide probe specifically
calibrated for 1-125 was used by the Inspector, No readirgs above
background were found in the vicinity of or on the discharge stack. One
"hot spot" of approximately 350 disintegrations per minute wzs found by
the inspector inside cne of the lodination Laboratory Hoods, The
Radiation Safety Technologist commented that this small arourt of
contamination was probably left by the last researcher to use the
laboratory on June 185, 1983, and that he would check inte why the spot
had not been cleaned up, Although this small amount of contamination was
above the licensee's 200 CPM "cleanup limit", there was nc evidence that
the laboratory was used in an irresponsible manner, The log for the
laboratory and the weekly surveys appeared to be properly maintained,
Administrative controls on the use of the laboratory appeared to be
adequate,

No apparent violations were identified.

Exit Meeting

The exit meeting was held on June 21, 1989, The one apparert viclation
was discussed, The inspectors noted significant improvements in the
performance of radiation safety oversight by the Radiation Szfety
Committee.




Medical Center 3350 Le Jolla Village Drive
San Diego CA 82161

Veterans
Administration

August 14, 1989

« Vi

L Rlo/y Reter To: 664/115

Uhited States Nuclear Regulatory
Commission

Attn: Document Control Desk

wWashington, D.C. 2055%

RE: Reply to a notice of vioclation found during a Nuclear
Regulatory Commission inspection held on June 16th through
June 21st, 1989 of the Broad Scope Product Materials License
for the Department of Veterans Affairs Medical Center, San
Diego - Docket #030-08456 - License #04-15030-01

Dear Sirs:

As was pointed out in your notice of violation to the
Department of Veterans Affairs Medical Center, San Diego, 10 CFR
20.401 (b) provides, in part, that each licensee shall maintain
records in the same units used in Part 20, showing the results of
surveys required by 10 CFR 20.201 (b), and disposals made under
10 CFR 20.302 and 20.303. Federal law 10 CFR 20.5 provides that
radicactivity levels evaluated as a result of surveys completed
by the licensees are to be measured in units of disintegrations
per unit time or in curies.

At the time of this inspection, we were aware of the above
requirement and also aware that some investigators and sone
portions of our program were not in compliance. At the t me of
the NRC visit, we had alrecady completed over 80% of the annusl
audits of the individual investigators and clinical uses.
During these audits, we specifically were checking for compliance
with the above requirement and instituted corrections when non-
compliance was observed. Since the NRC visit, we have completed
all but one of these annual audits. The one program that reruins
unaudited is, however, in compliance with this regulation.

At this time, all of our investigators and clinical programs
have been advised of the need for expressing monitoring rasults
in the proper units. In the very near future, we will make
another pass to our investigators to assure their contiruing
compliance.

In addition to the above counseling of our various users,
which should take care of the problem, we hope to shortly
introduce standardized wipe tests forms for use throughout our
medical center, These standardized forms should make auditing
more convenient; and, in addition, encourage continual compliance

with the above regulations, A;
SnORIAOLE GV0C14 ﬂ

FEGS LIC30 !
O/ 1 80R0-01 FLw

“America is ¥l Thanks to our Veterans®'
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U.§. Nuclear Regulatory Commission
Attn: Document Control Desk

In conclusion, we were aware of some difficulties in
complying with the above requirements., We were, at the time of
your inspection, in the process of correcting this problem.
Since your visit, we have finished the institution of what we
hope will be an adequate correction. Finally, in the future, we
have plans for an even more thorough sclution to the problem,

If you have any questiocns or concerns about our shortcomings
under your notice of violation, please contact ue immediately.

Sincerely,

Medical Cdnter Director

cet  Regional Administrator
Regicn V, Suite 210
U.8. Nuclear Regulatory Commission
1450 Maria Lane
Walnut Creek, CA 94596

James Fletcher, M.D,

Director of Nuclear Medicine (11%5)
VA Central Office

washington, D.C. 20420
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Docket No. 030-084%6

Veterans Administration Medical Center
3350 La Jolla Village Drive
San Diego, CA 92161

Attention: Thomas A. Trujillo
Medical Center Director

Thenk you for your letter of August 14, 1989, in response to our Notice of
Viclation and Inspection Report No. 89-01, dated July 25, 1989, informing us
of the steps you have taken to correct the ftems which we brought to your
attention. Your corrective actions will be verified during a future
inspection.

Your cooperation with us is appreciated.

Sincerely, .

ar . 4 /

Wi e r/.a/ S Wit &€
Robert J. Pate, Chief

Nuclear Materials Safety .nd
Safeguards Branch

bee wicopy of letter dated 8/14/89:
docket file
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Report No. 90-02 NOV - 10
Docket No, 030-08456
License No, 04-15030-01

Vete sny Adninistratior Medical Cent.
3350 La Jolla Village Drive
San Diego, California 92151

Attention: Thomas Trujille
Medica Center Director

Gentlemen:
SUBJECT: NRC INSPECTION

This letter refers to the specia) safety inspection conducted by Messrs,

J. Montgome~, of this uffice and G. Power of the Office of Investigation
during eptember 26-28, 1990, of activities authorized by NRC License number
04-15030-01. The findings of this inspection were discussed wit' you and Dr.
J. Verba during the exit briefing at your office on September 28, 19%0,

The inspection was an examination of the activities conducted under your
license as they relate to radiation safety and to compliance with the
Commission's rules and reguiations and the conditions of your 1icense. The
inspection consisted of selective examinations of precedures and records,
interviews with personnel and observations by the 1ns§octor which related to
the unauthorized use and transfer of licensed material,

Durin’ this inspection, activities related to the unauthorized use and
transfer of licensed material and training were found to be in violation of
NR™ requiremerts. These violations, described in the enclosed inspection
report, have not been cited because the enforcement discretion criteria in
garagraph V.G. of 10 CFR Part 2, Appendix C, "General Statement of Policy and
rocedure for KRC Enforcement Actions", were satisfied. Your internal
investigavion of the unauthorized use and transfer of licensed materia) which
identified the violations was also reviewed during this inspection.

If you have any questions conccrning this fnspection, please contact Mr. Jim
Montgomery of my staff at 415-943-3778

?eroly, p
obfgq;gﬁngéf?'Chiof.
Nuclear Materials and Fuel

Fabrication Branch

Enclosure:
Inspection Report No. 030-08456/90-02

Qfh 11138453 ft f |
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docket file

inspection file

State of California
. Cook

B. Faulkenberry

J. Martin
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U.S. NUCLEAR REGULATORY COMMISSION
REGION V
Report No. 90-02
Docket No. 030-08456
License No. 04-15030-01
Licensee: Veterans Administration Medical Center
San Disge, Ca)\fornfs 2161
Inspectior at: same as above
Inspector: ' /0/' 3/[0

ames L. Montyomry Date STgned
Senfor Materialg Specfalist

Appreved by:

-

ober ale, 3
Nuclear Materials and Fue)
Fabrication Branch

ate SVgne

Inspection Summary:
Inspection on September 26-.8, 1930 (Report No, 030-08456/90-02)

Areas Inspected: This was a specia) reactive announced inspection of the
licensee's activities related to the investigation of elleged unauthorized use
and transter of licensed material on March 9, 1989, The purpose of the
inspection was to determine the scope and adequacy of the licensee's
investigation. The inspection included an examination of the licensee's
organization; receipt, use and transfer of licensed material; training;
licensee's internal investigation; Radiation Safety Committee meetings; and
corrective actions,

Results: Four violations were identified. A1) four were initially identified

by the Ticensee and are either a Severit{ Level IV or V violation. The

violations have not been cited because the enforcement discretion criterfa in

garogrnph V.G. of 10 CFR Part 2, Appendix C, "Genera) Statement of Policy and
rocedure for NRC Er‘orcement Actions", were satisfied.

9P 1HPA3E-
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1. Persons Contacted

Licensee

Trujillo, Medical Ceiter Director

Farthmore, M.D., Chief of Stais

Verba, Ph.D., Radiation Safety Officer

En?lor M.D., Associate Chief of Staff, Research Service
Hil1, Chief, 'Storage and Distribution

Mathews, Radiation Safety Technician

LCoOm G —

Non-Licensee

M. Malter, Director, Environmental Health and Safety, UCSD

K. Helm, Radiation Safet Officer, UCSD

F. Bold, Seninr Health Physicist, San Diego County
Department of Health Services

2. Licensee's Organization

The Veteran's Adninfstration Medical Center, San Dio?o (VAMC/SD), s
headed by a Medical Center Director and Chirf of Staff. The Radiation
Satety Officer (RSO) reports to the Medica)l Center Director and also
receives direction frem the Chief of Staff. The RSO's staff consists of
a radiatior safety technician and a secretary. The licensee is currently
recruiting to fi1] an Assistant RSO position, The RSO and the Chief of
Nuclear Medicine co-chair the Radiation Safety Committee (RSC). The
recommendations of the RSC are made to the Medical Center Director.
Personnel actions related to radiation safety are reviewed by the
Research Committee and the Clinical Executive Board. The RSD has
radiation safety responsibilities and authority over all uses of
radioactive material at the Medical Center in the arear of n :lear
medicine, radiation therapy and research. The Universitt of Californies
at San Dfego (UCSD) s adjacent to the VAMC/SD. Researchers and
?hy:::L:?s frequently use and transfer radioactive material between both
ns ons.

No apparent violations or deviations were identified,
3. UCSD Dean's Tommittee

In June 1989, a post doctora) researcher (PDR) working at UCSD and
VAMC/SD filed a complaint with the UCSD Academic Senate alleging that a
diabetes researcher $DR). who also worked at both institutions, had used
the PDR's research discoveries for his Persona\ gain and credit. The
UCSD Dean appointed a "Dean's Committee" to investigate the allegation,
During this investigation, the committee discovered a possible conflict
of interest related to the unauthorized transfer and use of licensed
radioactive material between private companies, the VAMC/SD and UCSD.
Following an interview with the PDR, the Dean's Committee notified the
VAMC/SD RSO and Chief of Staff of the unauthorized use and transfer



#llegations. Allegedly, the PDR and a non-VAMC/SD employee from the
Amy1lin Corporation entered the VAMC/SD fodination laboratory on the
ovonine of March 9, 1989 and proceeded to use licensed moierial. The
fodination laboratory is a restricted area reserved for use by authorized
VAMC/SD researchers only. Fol)ouwn? the use of Lhe 1.censed material
(approximately 5 millicuries of fodine 125) the radicactive cowpound {a
B:ptioe) wa¢ transferred to a private company loc.ted in the City of San
€go.

On July 23, 1980, the vaMC/SD Chief of Staff cgzointed a three person
committee, headed by the RSO, to investigate the allegations relative to
the use and transfer practices at the VAMC/SD,

No apparent violations or deviations were identified.

Receipt of Licensed Materia)l

Licensed material normally arrives at the VAMC/SD receiving dock.
Regardless of who the package is addressed to, the receiving supervisor
nolifies the RS0 that a package marked with radicactive labels has
arrived. The RSO retrieves the package and performs the required
radiation surveys and record keeping. The RSO then personally delivers
the package to the laboratory researcher or physician who ordered it.

The RSO had identified problems concerning the receipt of some 1icensed
materia) by individual researchors without the knowledge of the RSO,
Shipments were fdentified as arriving from the E11 Lilly Company without
the usual licensee's purchase order. The RSOs at VAMC/SD and UCSD were
aware of the shipment problems and have reminded authorized users of the
requirement for all shipments of licensed material to be routed through
the Radiation Safety Office.

No apparent violations of deviations were identified.

Use and Transfer of Licensed Material

Frequently, e researcher will use licensed material at )aboratories
located at toh UCSD and VAMC/SD. Licensed material procured under ore
fnstitution may be transferred and used at the other institution proviced
applicable institution procedures, license conditions and regulations are
followed. Occasionally licensed material is transferred between UCSD or
VAMC/SD and & private conpnn¥. Again, this is authorized if applicable
requirements are followed. The transfer of the iodinated compound from
the VAMC/SD on or about March 9, 1989 was not authorized and was in
violation of VAMC/SD radiation safety procedures.

One apparent violation was identified.

Use and Transfer Records

The VAMC/SD has established written procedures and record forms for the
use and transfer of licensed material. Whenever a transfer is
contemplated, the researcher or his designee must complete a



“Interinstitutional Transfer Form" which the VAMC/SD designated as VARSO
1005, A1l such forms must go through the RSO's office for approval. The
transfer of radicactive material following the unauthorized use on March
9, 1989 was made without completing the required VAMC/SD docume~tation.
This is described in more detail in Sections 8 and 9 of this renort.

One apparent violation was identified.

Training

A1l personnel at the VAMC/SD who use licensed material or frequent areas
where licensed material is used or stored receive initia)l and annual
refresher training given by the RSO or other qualified personne) such as
principal investigators. urin? annual audits of each investigator's
laboratory, refresher training 1s conducted with the laboratory
personnel. The RSO noted that the DR has not attendcd these audits and
has missed his refresher training on several occasions. The PDR had
recefved initia) and refresher trninin? ir. accordance with VAMC/SD
procedures, The employee from the Amylin Corgoration who was present
with the POR in the fodination room on March 1989 had nut received any
VAMC/SD training. This was identified by the RSO as a violation of the
VAMC/S0 radistion safety procedures.

One apparent violation was identified.

lodination Room Use and Logs

Combining fodine 125 with various chemica) compounds s routinely done by
several VAMC/SD personne)l through a process known as fodination.

Volatile, 1iquid iodine 125 fn seually millicurie quantities is bound to
a molecule and later used in experiments invoiving radioimmuncassay. The
fodination must be done in & properly operatin? laboratory fume hood to
minimize the potential for airborne contamination. The VAMC/SD requires
all jodinations to be done in a fume hood located in one iaboratory on
the sixih floor of the research wing. Personnel doing the iodination
must demonstrate adequate trainlng and experience for the procedure and
be authorized by the RS0. A log to record all iodinations is required to
be completed by each user. The log and the re?uired radiation surveys
were completed by the POR who used the fodination room on the evening of
March 9, 1989. Also present in the iodination room on March 9, 1989 was
an employee of the Amylin Corporation. The Amylin individual was not
suthorized to be in the restricted area of this room. The presence of
unauthorized persons in restricted areas is a viol=*tion of the VAMC/SD
radiation safety procedures.

One apparent violation was identified.

P

On July 23, 1990 the three member VAMC/SD committee appointed by the
Chief of Staff began its investigation. The committee, consisting of the
RSO and two research physicians, conducted an extensive search of the
DR's radiation safety records and interviewed the DR and his staff. From
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these records and interviews the committee discovered that severa)
transfers of radicactive tagged blood samples had occurred between the
VAMC/SD and UCSD without the required transfer documentation. An
intervies by the committee with the PDR revealed that an employee of the
c:%lin Corporation and the PDR iodinated a geptide molecule at the

C/5D on March 9, 1989. The PDR stated that the Anylin employee
performed the jodination. However, the POR signed and made entries in to
the fodination log. 1In a letter dated September 4, 1990 to the San Diego
County Department of Health Services, the Amylin employee stated he
observed and assisted the PDR with the iodination.

The comittee's findings of impropriety can be summarized as follows:

- Radioactive transfers between UCSD and VAMC/SD occurred without
proper procedures bein; followed.

. Unauthorized fodination occurred in the presence of an
unauthorized individual.

. An unauthorized and undocumented transfer of licensed material
to the Amylin Corporation was made for purposes not associated
with VAMC/SD research.

» Improper receipt and undocumented use of licensed material from
the E11 Litly Company.

According to the VAMC/SD RSO, ihe POR also alleged that the DR and other
Amylin personnel conducted a meeting where the unauthorized use of
licensed material was discussed culminating in a decision to wilfully
violate regulatory requirements in order to complete needed research and
development of the icdinated peptide. Minutes of the Amylin Corporation
meeting were reviewed by the RSC and the inspector. These minutes do not
support the allegation of a willfu) conspiracy to violate NRC or VAMC/SD
requirements,

No apparent violations or deviations were identified.
Radiation Safety Committee Meetings

On August 31, 1990 a specia)l meeting of the VAMC/SD RSC was held to
discuss the findings of the Chief of Staff appe nted committee
investigation and determine tie appropriate corrective actions. At the
conclusion of the meeting the RSC decided to suspend tie DR's
authorization to use licensed material at VAMC/SD for ore month
(September) and to reconvene within one or two weeks to determine what
further corrective action would be apgropr‘ate. No action was taken
against the PDR tecause be was scheduled to leave the VAMC/SD for a
position with another institution,

On September 17, 1990 the RSC reconvened. Upon invitation, the DR
attended the meeting. The DR was asked by the RSC Chairman to comment on
the charges against him. The DR stated he thought that the usual
transfer requirements for licensed material didn't apply to samples that
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were only to be counted for radioactivity. The DR added that he did not
wilfully viclate any procedures and did not attempt to deceive anyone
concerning the use or transfer of licensed material., He said he did not
believe that an Amylin employee used Vicensed materia) at the VAMC/SD or
transferred material to an unlicensed facility, (NOTE: The State of
California is conducting an investigation tc determine who received the
fodinated peptide and whether a valid Yicense to possess and use the
radioactive material had been issued.) The DR then left the meeting.

The RS0 reminded the RSC that as the principal investigator, the DR is
responsible for al) use of radioactive material in his laboratory, The
RSO emphasized that punitive action was appropriate and that the RSC had
the responsibility to determine what action should be taken. After some
discussion, the R5C voted unanimousl; to close the DR's research
Taboratory at VAMC/SD urti) January 31, 1991, The RSC also unanimously
voted to require the DR to personaily perform monthly audits of his
laboratory beginning on February 1, 1991, Additional radiation safely
training for the DR and his staff was also recommended, The RSO was
directed to provide the RSC findings and recommendations to the VAMC/SD
Director who is responsible for the final decision on punitive and
corrective actions. The R'C also sanctioned & sub-~committee to review
receipt, transfer and inventory control over licensed material and
recommend corrective acticns to avoid future unauthorized transfers, uses
and inventories exceeding license limits,

No apparent violations or deviations were identified.
Exit Briefing
An exit briefing was held with the Medical Center Director and the RSO at

the conclusion of the inspection. Four violations were identified as
follows:

Unauthorized transfer of licensed material.

Inadequate radiation safety training.

Unauthorized entry into a restricted area.

Failure to maintain transfer records for licensed material,

& -3 *

The inspector acknowledged the licensee's identification of the above
violations. These violations will not be cited because the criteria in
paragraph V.G. of 10 CFR Part 2, Apperdix C, "General Statement of Policy
and Procedures for NRC Enforcement Actions", were satisfied.

Fina) Corrective Actions

On October 19, 1930 the inspector was informed by the VAMC/SD RSO that
the RSC recommendations (see section 10 of this report for details) were
concurred upon by the YAMC/SD Research Committee the Clinical Executive
Board. The RSC recommendations were then formally approved by the
Medica) Center Director, The RSC stated that the DR was in the process
of transferring al) of his research activities to UCSD. His VAMC/SD
laboratory and research will be inactive unti) February 1, 1991.
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