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-
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- u
Lic$ntee: . J

/
The inspection was as e meanination of the activities conducted under your license as they re' ate to radiation safety and to comphance with the Nuclear

Regulatory Commisuon's (NRC) rules and regulations and the conditions of ' our license. The inspection consisted of telective examinations of proceds esy r

and representative records, interviews, with personnel, and observations by the inspector. The findings es a result of this inspection are et fotiows:

] 1. Within the scooe of this inspection, no violations were observed.

] 2. The inspectcr 4'so verified the steps you have taken to correct the violations identif ed ddng the last inspection, We have no further Questions on
those actions et th,s time.

i

Durir$ this irspec66 certain of your activities, as checked below, were in violeCoa of NRC requirements.

THIS l$ A NOTICE OF VIOLATION nhich is required to be posted in occormace with 10 CF R 19.11.

A. was not properly posted to indicate the presence

of e .10 CF R 20.203tol. (c),(d). (el or 34 42.

] B. Containers loce ted in were 'not properiy
labeled to ind.cate the presence of radioactive material.10 CF R 20.203(f)(1), cr (f)(21.
.

{ C. of scaled sources were not performed at the proper
f requenc.es 10 CFR Lkense Condition Humber _ _ ,

. Records of _ _8% lpQAt%1%ELC _S Vcd* C o a E d t. b A n._ b-Ya M(a were not property maintawwd. i--

10 CF R _L O. "LO L % or License Condition Number-

.

' [ E.Documeras were not properly posted or otherwise made available.10 CF R 19.11,

. ] F. Reports or notacations of were not made in accormnce
with 10 CFR or Liemse Condition Numtwr .

4 ~ h i Wt{$ % H %L@ D _ow M S _k. w_1 sew qwga.1 Q wRhoy
csMectiLs m's . L . .

j.- % M4xA3 f.db cl d uRAo2LuT =4_nu.d
f eded 00% tdh h 64N 7,

iso %4
'

J.

9102190140 901220
PDR FOIA

Qg WWWW M' ,1;j
A )

r.' 11 4

I hereby state thet W ' do d ik ' cribed by me to the inspector will t>e taken to correct the vlotations identitled la the items checked above.
Thts statement of

'

e' det 'v apordsnce with the requirements of to CF R 2.201. No further response will be sul>mitted unless required by
the N R C. N f )(!6/2/88T a .s v a m s ineM u to u safety of fict r

,
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i ., r oaw %*'c-ss' U.S '*UCL E AR REGUL ATORY COMMi$sl0N
07n c ct or iNspecuos Awo twrohcrutut

e

INSFECTION DNIXNGS AND LtCENSFE AWNOWLFIMMENT,

,,uce= sat - "I a ir,io m a s. o r e se e -

'

Yeterans Ad:'tinistra tion llorpital U.S. Hvcicar Regulatory Cawission
335) 1.a Jolla Village Drive 1990 Ho California Blvd. , Suite 202

: San Diogo, California 92161 Walnut Creek, CA 94595

~~s. poc ou ? NUM B E R{$) 4 4.4C E N S E N UM D 8 mp) * d[T3 o r S N S P F fYeE

@-(fh 04-15M)-01
, 6. IsrSPE C TION FIN DING S

The snstwison was an enaminat' 1 of the u tiv; ties cobducted under pour suense at thvy reiste to redsalton safst) anti to compreance muh the
Corninrsten's rules and regulations and the condillons or reur exense. The snspechoc connisted of selt etive eas"idewthns of peccedures siJ terre

,

sentattve etcords,interviens alth peetonnel. and otriervatioru t.y the inspector. Th? fiedines as a ressit of this inspnien are us follows:
'

>T No items of noncompliance or unsafe conditions were found.

The fe%ing items of noncomphance related Io records, sigm, and laheh west found:.

C A Rooms or areas were not properly posted w indicate the preser3ce of a RADIATION AREA.10CFR 20,203(bror 34.42

C B. Rooms or areas were not properly posteG to indiente the presence of a HIGli RADI ATION AREA.
'

10 CFR 20.203(c)(t)or 34.42

O C. Rooms or areas were not properly posted to indicale the prestnce bian AIRDORNE RADIOACTIVITY ARFA.

| 10 CFR 20.203(t!)

O D. Rooms or areas were not properly posted to indicate the presence of RADIOACTIVE M ATERI AL.10 CFR 20 20.ke),
,

' O E Containers were not properly labeled to mdicate the prewnce of RADIOACTIVE MATERI AL.
10 CFR 30203(f)(1) or (f)(2)

C F A current copy of 10 CFR 20 a copy of the Ucense,or a sopy or the opercingprocedures was not properly pated or
made asail.ible.10 CFR 20.2b6(b)

C G. FormNRC.3 was not properly posted.10 CFR 20.206(c)-

O - H. Records of the radiation exposure of individuals were not properly maint0ned.10 CFR 2n.401(a) or 34,33(bi [
'O 1. Records of surveys or disposah were not pr.operly mentahed.10 CFR 20.40Hb) ce 34.43(d) I

O J. Records of receipt, transfar, disposal export or inventory ofIkensed material were not properly maintained.i
i

10 CFR 30.51,40.6) or t/0.51

O K. Records ofleak tetts were not maiatained as prescribed in your license, or 10 CFR 34.25fe) '

O L Records ofinventones were noi rmintained.10'CFR 14.26
- i =

:

O M. Utihtation logs were not mamtained.10 CFR 34.17 I:~

O N. Records of sadiation sursey instrument calibration were not maintained.10 CFR 34.24

O O Records of teltherr.py electrica!:tirerlock tests were not maintahied as prescribed in your license.

O F. Other - . . . _ _ - ._

i . '

I
~

(Ak$$T ori_,

L The NRC Inspector has aplained ans! I underr,tarid the ites of noncompliance listed above. The items of
nsaccepliance will be corrected within the next 30 days.

. -

IDate) (l.icentre Representati~e - Title or Position),
,

ORIGINAL TO LICENSEE

I
i. .

;)



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

,
* . *

, ,

{ ~ 1aspection Report' Number b~Ok Page 2 of /0.

Licenseet/. A /-/r>.5 pi f a [ E M D< *p p License No,d [- M 3 C' ~ 6'(
*

.

', liiSPECT10ft ITEMS
-

MODULE NJMBER 766 TIME If W

Manaaement Meeting - Entrance and Exit Interviews
30703B_ (RIOulRED) _ |

loitial Managtment Meeting
30800B

Irogram Requireme'nts MC 28_ d20
(REQUIRED) ggjo[ t q

Transportetion Activities
(REQUIRED) 86740B

|

In-office Review of Event Reports 907,2B
-

.

Licensee Event followup
92700B

Followup on Insucctor Identified Problems
92701B

, . _ . _ _

Followup on ?!oncompliance and Deviations 927028
,

IE Bulletin /imediate Action Letter Followup 92703B
~

Followup on Readquarters Requests
927048

--

Followup on Regional Requests
9?7058

i

Independent Inspection Effort (REQUIRED) 02?06B (
Review of Part 21 Reports

927 !5B

_

Inspector Dispatched to Site
937008

,L _.
- - -

_

Followup on Significant Event Occurred During an
.

--
-fInspection 93701B

- ---
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uend.nent no:

--
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*
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jfiSP!Cil0't !?i'b
-

.*,

'

ggg7tgIA FillDl!
-

- --s

p IJea'f' 1. Orcaniritten cyk P
ti(9ff # ' 5tructure of organintien as described in y('S u LiC Cond

,

gfg | reqvtre ents?

Wt $ ~' ''''' S H *

A.nL)a
'o.ons s uwxsa

*E f ' i % 0 ' Of. $W^ |N2''t wU k be bn %g ,gGu f v,nwrdfe"1F 1b ac f-.<d
/>;g N Ob d .' a T. m 5 6 4, g (% -. y M ie ef' ' 3/geen p,L.. .w

'

re +v < We & . G+ thg e, c v.- f t/ D r. Vr,- h a 9, .

hWf M.-h>d e i e 'I D ** ** ^ jo^** be9 f 3 '' + *s * %p',;, W< h A c Az t M , n; ae6 af t&ec.).;.c n . A ch.e t % ta s A.: a n
ha n t f c +. re M wi<2 |, If& &t. c , ov f

' ^

d
4 3 W . .n Sf e .f . ' w b ,

2. , Licensee internal auffts * Lic Cond _O{,

Scope and frequency of :.;dits as reputreu? TO
'

Conducted by a,bec;riate p -son?Y Records-

,

rr,aintained? iewed by W.) .,; A'nt? jeg 4 44g,<g /.
Deficiencies destified&correctedy J

. -rm . D: . 8,. $ c' ~ ' A 4 '~ 'g
efq (2,. $ U. ip.< WA w <i t.,ms * uwm . .v n

,f 90 , U$ $?q c.. c/.uq 14 '^d "'E
'

-.-p

[ tae .y % c~,4 4 y
' '

i
-

.._

3. Training ar f r:alif tat ten of-:crsonnal Lic cond d[
Trainirg & retri inira conducted as t eqaired? (''1'7-

.n
Wrhten a cral eau co nducteddfxar.iln-tion
results reviewed by r.anagement? q// -

~

Instructions to orkers per 19,121 ([ 19.12' - ~
~

''

|
-- -

e sorts s n,wv.s: (LC/ Alpu |AeA ~Yh.-k esw . tsgY3&) * -6f.e N f 6 s

7% %+% m e- 4 ' d h /f uAr 7q ' tyy% fc M ".+ W-

-f*/c.46 *g. 9.& $"-' *> LW in-v c l-n & %< L^ y . cd m -f
.p.sw., L, .y ~ ~W.He|ft'Vr1 *F+ ; d & "t ' U N *f *W W 4' ' C Y'V ,

e2 &M. +, mu .~- 2-~al
.

g. V. _.n. dy.st' .L.v. .t:ew'W- J

4. PidiaN:9 rrotu tici p ecedores . tic Ccnd _N
Irecehras 3niu.1< and imirwnped)1,,)

,

identif/
radia;.ese uccut k3t &n'' dose (s)?t'tover N p% w l**^8M 6 h M N^C N *,
handlir4 et a ciuts receiving therapeutic

* j '4f4y. f y rh w~-i~
doses? . nr hadifrq of c Wwers? 7ps .

j
g mg

Crrri,;e >c hee < ed.,res for spills , etc?y/o wPersonr tl u,:.2ra tud ;r acehrts ? .fe9 ~ g,7 . .qc. y

(fng+. g f < C ..c .', ,.',.JS wm -tr, ,Vf., .*jtcw:s 4 mwi
4.,,,p ,j, , g.s A~ L.:-<./C m , g *

din-+ tk~ 3gg >7 si<"
.

h ~^s~~ y ,/>4.o.-J % y _s'v-r
g.4& v.-.A ys

-- -
. _ .
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-IldPttilCN litM CRITEAIA FliDir;G.
.
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s. t!se of rateriais_ Lit Cons (r(*

l'rocuretent end us'e as reqvtred? .

'

$;ecial tests (roly breakthrw;h,'I eak tests,typ>l

etc) requiredt 6W
'

Oose talibtstion checks ;<erforcedt 61#> .
.

'

Postir,) & 1steling as required? Jc} 20.203

(1I ,beirKYo**oh .p.A m Q,4g $4 g y [9 fkorts s ht m.tso

(+ r *S % Hk. A *n A ts A c. 't' - ' ,- n(I
-

p u Le eA nr+4WA s dit . d v a -*yc. +e<-< ; 4g$.m --.~^ts,Jc. -taA rd
-

< 4 +v g,g,_ '
*

anta cw4 ptoJ/t<4<le4 c.s.nu< 4/ .

,

6. }tprate of eaterf eli @_. .

Saterial secured in both restricted and 20.207 .

.
unrestricted areal? Adequatelyt .

N.nts a A1.utxso. (Ll$ MM W$4^ t, A * ~-s l"* nd-'''*< ' **

<> f nc m. fcA<4 J+ m <~ff d~d'( AM % J W' a
&< * k.-g g.G4,j + b k b ) , M 61 co*~s<. 14 M A +-f% < Ae-s e,

g
+ My),,,,,4.oE x,.J ,,., 4..sl * @ ,*b * m,,<3 d.+ J E v.,,,

"The che*% 40* w
q ( -2(*r</s .

Jc yt fm4<s,4 e ,t pr++- y& rw +1 +/ d e. J h q,,,s' '

. Lynt qm, 42_.ftaa .
-

. ('Ir .'

I' bSN.8 Lit Cond' .

,-

As described in lic cond or apptitatip.?
D W #- ' Y V~*d4+ -[N -^'

Any thanges e6de? Adequacy? .
.

5MW V'N., Y*^=
. b mf A'"? Q d K ,, W,A m). Jij.c.<msc7ta s runusv'

" -~
.

y da ck.-.--& !!,A yy.44 o9 i}is bud..

.

,

-- .

8. Instemnts . Lic Cond .' d< - '

Survey etters & instruments ac' equate for [
*

* '

program? g/) q fj ,

1r.stretats & meters operablet Calibratedt 9/# *. .
*

Calibration adequatet s

-Q )W. . WgL bs g g . 0(Jfe Cb-'''(% - .

-,.. - '"# ''

vor:s s neuexs ' '

Ne
(,' p m 'ey h 4.(v M ) * ?* *k ,r h+did{''{

*

a .
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-
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9. Lettlpt and transfer of Nterf el Ch" '
Vrttien procedures,(for pickup, receiving, yry 20.205
e;t.%1ng fackages) p

$;rvey of packages when received? 'l O 20. ?')$(c )(1)
'

t.tcord of survey of packages? Lid 20.LO1(b)
''

Trs.nfer of materials proper?'hansfer 30,41,30.51
recordstiafntained? j /).

.

Authrlied containers used? $ hipping rapers 71.5
A tectese labels pecper for par': ages on ).and? yI g,

* f.mu a una, % wca v M u -. 1g % .(',iO.~4 ,, s m}M
*

.

L*sa fp e -o Lc f.vsk l'.s V fi 'Ir W ~f +-- s C
/**-s A .L {~~ ,s.o . e,lnf.s Q w . (4 ekt|wd4 "C " ,Lw u.I W

.

.

10. Persmel prr'.ection external (?k -*
.

ters:nnel inonttoring controls adequate? yW 20.101,20.202
tsp:sures minimited? M e')

bp;svre records (l#.C 4 or 5) raintained? g <*> 20.10?(b),10.401'(a)
A.vailat,le for emplo<ee review?

.

' '

$;rveys conducted? ' (quate? y #8 PD.h0i
'

* *

Ftr".'s of monitoring, surveys? 6f d 20.401
^

.

* *
Levels in unrestricted areas within limits? s'7g. 20.1, 20;1C5

.

mis s u~.nzes 6 m-n $ % W'Y ' "'" Y * "

J.kk.%-rs Cp / '' ~~AN s,s + $ $f 'f*''Y'''h ^ Ml"W~"''

pg, &) fa*.l~'3 |W.c% At=Y '
(2r,.k.s w.,. s'.-e f' W . 3 5 0 ''**^'' &4 f3" W *py

..s **

,.I
.

.,_ s, ,
,_ _ ,_

11, Fers:wl protectlen - internal [t ',

'

/sithrne concentrations in restricted areas? # 20.103
'

[x;nures to' ntnorst %-**- 20.104 *

F:sttrg of airborne radioactivity areas? b 20.20.1(d)
*

,

$,rvey . cont toring adequa9 for airborne radio- 20.201
ac'ivity, surface contanination! Records N 20.a01 .

reintaired?

2.=:.s s u.up.tso * <- ssA "# M Y* "}#^'
wm ,ont&% y st y ~-J s ~~A 5 sm1h.<%~*

'm.,, ,.w ,,, A4rch 44 %+;< />4J-( b I -~

3J w t' d j-o <y M A" % '3fh* , (i. hg h . a. ,
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Ar,ted ent not L(

. !!&lCT10'l lilti (Rll!0!A flflDillG
._

12. Iffluent ctantrols m ste d_fsoese1_ (/r#
'

Felease of effluents c:ntrolleff #[M 20.106, 20.203
*

'*

Veste disposals contro11edt id 20.301. 20.303. 20.204, 20.30$
Frecedures, records c.atntained? 4 d 20.401, Lic Cor.d

survtys tadetV|dequatet iff) to, col

I J .1~ '~Min .s a w.au, -TU W* ue k u- e -nt
j3+4 ed t..~ 9 nu n.-. )s ef D .i Y c.iy. Q wm

.
'

%per~~~ M4v n ~~4 .~mJ .1 #w .pr n-4 . 1 cm
b A *- - g M wA q, .,

Cili. I c.tif f estions and reatets, . +

'

. . . . . .

(T19.1)To individuals. *
.,, ,

0/erexposures, excessige levels & concentratf or's A0.403, 20.40$
incidents. ''-

Fersor.r.e1 esposures 6td nonitoring, temination .< 20.40?! 20.408* 'reports. *-
.

Thef t or loss of litersed ineterial. 4v"' 20.402

*mts s* w:vxsr % IM'-y IlSO ,pki'U*f "lU U'*1 Nc M-

j. gg Ag b,dMndM'

4

.

. .
.

14. Posj f ne of riotices (df 'fn *

Part 20. If tense & (;ccents procedures. d( 19,11(a )
notice of violatices psted?

'

''' ' fac 3 pos ted?
~

(j 79.11(c)
' * ~ "" '"' "" *

l'*t ~ L .m ~ y-~~'"~ ~ A" " *r m ur p~. e iJ ,ec. - 3 , - e Fe J
d"~' A[ic-# -fo .oe '

%,

-

15. Other license conditt:-s_ Ltc c+-[g
' '
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18. Incidents and events <!W,

. **~~~ ,

,

4 ' M / in'tldents of misadministrations.
' '- ** *

** *-(Chtnination, etc. not otherwise .' + .

Covered t>y reportst '
., .

$ osA.4 e+ dm+o'$M JV f<, L' . bfa kyela .,,LE:f~ '[
'

'di|k 9t , }jeI f e t- n , y ],
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P rl y n el. x ( l-)Badiation Safety Of ficer I p
YETERANS ADMINISTRATION riOSPITAL fi b <j e c[ i3350 La Jolla Village Drive
San Diep, CA 92161 Tel : (714) 453 7500 x3239

*

TRANSFER OF hADIOACTIVE MATER $AL

Date: No,

Radionuclide: _ Ouantity: mci Supplier:

EXEMPT WHITE YELLOW YELLOW
Chemical Form: label l 11 111

C'f fle Ong

Calibration of Lot: mci /cc. at on
time date

Amount Transferred:- mci at - ._ on ' " " " * * " ' ' ' "
i'me osie Wipe Test

Verified by:
Inner Initials:
Container:

__

. - -
no of v.ais no c4 4mcues no. of othe, hiate kendt #"**"

Wipe Test
" ' ' #

**ivt.e S.,- ,n m nin, mnin, .i a e,

Check one: Water Dry n Refriparate -Ir n initials:
Ice Ice L_J on arrival LJ None LJ

Contaminated Animal: LrveU Dead
SGMLiet Lb'La%% part

TRANSFERRED FROM: TRANSFERRED TO:
Institution /Bidg./ Room Institution / Bldg./ Room

Radioactive
- Radioactive

Material License No. Expiration Date: Material License No. Expiration Date: I

Principal Investigator Principal Investigator

AUTHORIZED RELEASE AUTHORIZED RECEIPT
Date: Time: Date: Time:

Signature: Signature
Printed Name Printed Name
& Title:

_. & Title: _

Telephone No. ( ) - Telephone No. ( ) -

Courier Signature: Ultimate
(if applicabic) Recipient

Signature:

Comceted WHITE COPY Suspense GREEN COPY CAN ARY COPY Completed PINK COPY Completed GOLDEN ROD COP'
'end to RSO. Adcess at Held by RSO at point of P.tled by Couries af ter Retained by Ultimate Retained by Heceiving R$0
ion ce f orm origin. 59 mats e. Recipient in Receivingr

Institution,

.. -. . , .-- - , . . . - . .
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idRC, r Onu 318 u.s. NucLt An at ovLatone c[....ussioN OAltw,

,_3 jyNnce o:40
-

UdTELEPHONE OR VERDAL CONVERSATION RECORD 7"" Mg .',74
(B OMING CALL O OUTG0 LNG CALL O visit

F[RSON CALLit O Of F 6CE/ADDRE $$
PHONE NUMBLR | [xTENS.NdAn 4ck - NA$ss!k, OI4

-

l'l RSON CA L LE D OF F ICE /ADDRELS /
PHONE NUMDtR | [XTENSIONYY f/l/W

CONVE R$AT1ON. ,_ _

- 4&rU M (h f~
_

[SUMMARY

A. (/buL tsMic le d ZEno w&mgy
datl W/ath.4% et.Af simc nd'mmd
if ;c/r 4//K

.

.

REFE RRED TO: d-
O ADVISE ME OF

ACTION R EQUEST[6 ACTION TAMEN,

/0hfY Y '" f g*9/ y y y <

_

"'74/ry
INIlAL[ACTION TAKEN '

/ *[M[ MMd//,tfp W DATE g

pp. nc , _ ,,. ..,

'l ,
______ . __
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Report No. PC-on
. .

Docket No. c wo ess m e c, License No. o d --t r o s e - c i .

pafeguards Group Priority L Ca tegory cc
'

\jiim e .4hig d g a u h hLicensee:

MTo 6 Te b. V d6,. h*

\ ..

%@i 5 , Ots crt-t 6 t
.

facility Name: % % ,-

Inspection at: % w__
.

Jnspection conducted: b r 4 -r iqu,y s

inspectors: r .v ,3w. fib bio -E C_

g Da te

~ ~

Da te

Approved by: MM!M#"
/Z //g

Cra t(

Surre ry:

a L t .s - e o .. . L S - a Ed,i.CU cd ch** ' ibD e ';D..,s ww .,

u s f L . R10;& e , nia-t t_ t u2 u.cci!,2 ,

.

/ .

f'
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' '

NUCLEAR MEDICAL. INSPECTION FIELD NOTES
*

.

Inspection Report No. A(,-c) License No. e 4 ir n o.og^

Docket No. o so -cu e 6
Licensee (nameandaddress)Ahs MAutM hia, E. cc%
nen L httm d h M e

Y
b D J., a . C A wtte

(b
Licensee Contact h Te6 d ta,m Telephone No c,a - w u rco y u q

Last Amendment No. +4 Date of Amendment 09.c,wie

Priority

Program Codes: 02110 - Broad 02120'- Group
02121.- Non Group 02200 - Private Practice
Eve Applicator 02201 - Private Practice
02210 - VAN 02500 - Phannacy ()Other

Date of Inspection r+ew- a -C g u

( f ReinspectionTypeofInspection.() Announced ( Unannounced ) , Normal
() Initial ( Special (

Next Inspection Date L -t i in wg
<.

.( [ Normal () Reduced- () Extended(
Sumary(of Findings and Action:),No Noncompliance Clear 591 issuedAction on Previous N/C

(v) Noncompliance, 591 issued Regional Action ,
'

Headquarters Action
;

b. Persons contacted.
** N*M is . be. 3 A.A G JL C A D *, G
.A h % A y.n., etu. ,~..,n u , n 4 . A, n.4m.

Those present at-exit interview. '*

4 % 'L L tju k.,GAo
4 tw da.L, T L c. 4~ lbs.m ittdj

Inspector r.hwN % ,w, to , g 4 g

I

! Approved 4 /
_

- (Signa ture) -(D te igned)

|

|

[
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*
i,. .

.1: 1. ORGANIZATION
i,

Or anizational structure meets license requirements. (v)#Yes*
a.-

( No [L/C)
'

*

Remarks. rI

b. Use by authorized individuals. (d'Yes ()No [L/C)
Remarks.

|

C. Radiation Safety Committee meets at (dyes ()No l

required intervals. |
Membership in accordance with 35.11(b) L/C ( ) Yes ()No- |

Remarks. !

d. Record of Connittee meetings. ( ) Yes (v}'No [L/C)
Remarks.

j

2.. INSPECTION HISTORY !

:

a. Item (s) of noncompliance or deviations noted during last inspec- |

tion conducted on % ire 5.6 . j
Response letter dated wis 'p%g(v) Yes _ ( ) No,3

;1e
-$

,

Corrective Action Taken Statusb. __ .

Type of N/C ( ) Yes ( ) No Open ClosedRequirement
.iuast AL's i

V kN.t.aranL *4 ve

g A m t .dA sSV - v

y 6m. Male s .t. Ti' 6' i
"

- (continue b.i paragraph 21, if .needed) !
'

c.- If any-item (s) of_ noncompliance.or deviations noted'during last_ i

inspection were not corrected, explain.,

J & u a ricke. <Wi d L C" L A la Q e53~.' :Lia % tk L
A% (tw yp q-h m +A*.aueth kcs&'e %w +

,

'I
= SCOPE OF PROGRAW ' w ' [ 1 ~I [ , a m. >gr w w As. w.

'"^ ' '" ""' # '!3- ,v.-.

Mk k14wta b bc4CLU.ub tut. A e.ed Qpg w,d,,3-Q,g,g *Q f * ,.g

-4. INTERNAL AUDITS Ux INSPECTIONS

a. Required by license condition. - ( ')' Ye s () No ;

b. Audits or inspections conducted. (d' Yes () No [L/C) R

9Remarks.

Issue Date: 05/20/86 2 Attachment 87100
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.~ - - ;- .(
.

,

c. Records nintained. (y Yes () No (L/C)" l
4 ,

Remarks, f

. .
,

i -

5. TRAINING RETRAINING. AND INSTRUCTION TO WORKER $

Training program required by license condition. (t)'Ies () Noa.

b. Training program implemented. (d'Yes ()No (L/C)
Remarks.

'
,

1

c. Retraining program required by license condition. ( ) Yes (-) No )
<

d. Retraining program implemented. (r) Yes ()No (L/C) J

Remarks. 1

, . .

e. Instruction to w;rkers in accordance with 10 CFR 19.12. (v) Yes.

( ) No (19.12)
-

4
,

Remarks.
!

- %d% de f%.. 3~%~ w.%,\ pms m augwf-4 *wG% %d,
'6. RADIOLOGICAL FROTECTION PROCEDURE $

f
e. Procedure refererced in license condition. (*),Yes ()Nog
b.- Used in accordance with referenced procedure. ( J' es ( ) No

Remarks. - ,

,

Individuals understanding of procedures adequate. (d'Yes (-) No ic.
Remarks.

i

e

d.. Examples of key procedurest

) ordering and accepting packages of-RAM-

(((( J - general rules for safe use of RAMF emergency procedures ,

survey procedures - <

. precautions for use of RAM (g. , Xe-133,1-131).
handling-of volatile RAM (e. i

,

( sealedandunsealed)for 1
(,

therapy

,

~7.. KATERIALS, FACILITIES AND INSTRlMENTS"

Facilities as described in license application. (d Yes ( ) Noa.
[L/C)
Remarks.

-

1

Attachment 87100 3 Issue Date: 05/20/86
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'

.
'

.
,

b. Isotopt, chemical form, quantity and use as authorized.-

( 1 Yes ()No [L/C],
'

Remarks. '

.

,,

c. Tests required by license condition or regulations.

(1) molybdenum-99 breakthrou h[. (
es ( ) No

i (2) >erformed as required. Yes ( ) No
L/Cand/or35.14(b)(4

11)]()No[35.14(6)(4)(iv)](3) recordsmaintained.( Yes
Remarks.

.

(3) Leak tests. ( es ()No
(4) Leak tests performed as required. (v[35.14(b)(5)(i) or 35.14(e)(1 (1)] ( ) NoYes

(L/C]
Remarks.

(5) Other. tests required (e.g., physical- inventories; surveys
to ensure that patients contain 30 millicuries of Au-198,
1-131beforeleavinghospital)[E/C).

e-<~A d ~d h aud g:tt p % 3b L1 b--Qcatst. $ ,

AA . '
d. Inventory of sealed sources. '

(1) [35.14(b{i(5)(v)] p VI sources.-(v) Yes ( ) No
Inventor of Grou

(2)
Inventorf(of calibration sources.

([Yes ()No
.[35.14(f 2)]

e. Areas- for~ storage and use of radioactive materials.

(1) Method used to prevent an unauthorized indi idual from
entering a restricted area _is adequate. .( Yes ()No

(2) Radioactive material secured to prevenkunauthorized
..

removal from an unrestricted area. (vf Yes ()-No[20,207]
Remarks.

%t.Lwk=h g-c~C ;..h tMT- A ;7;U;,,.7 h
* W+ L dwd %w % '%w; ,,

f. --Instrumentation. @ @
~ ^(1), Operable survey instruments are as described or equivalent

to those described in license application. (v) Yes ( ) No
[L/C]
Remarks.-

;

1

L !

!!-

!ssue Date: 05/20/86 4- Attachment 87100 -
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. ,

,

!

(2) Capability of radiation survey instruments is adequate for
program. ( Q' Yes ()No-.

Remarks.,

(3) Calibration of survey instruments required. ([Yes ( ) No

(4) Performed as required. ([Yes ()No (L/C)
*

Remarks.

(5) Dose calibrator checks require . Yes

dq(' )L/C)
' No

-c a .w+.gv.T mg w% WG.
(6) Performed as required. (4 Yes () No C

*

8. RECEIPT AND TRANSFER OF RADIOACTIVE MATERIAL
Receipt of li, coming packa es during "off-duty" hours by whm?
Where stored? Security? L/C] .

. a.- Survey of incoming packages. (r) Yes (- ) No [20,205(b)(1) - t/C]
Remarks.

b. Record of survey. (-)'Yes () No [20.401(b)]
/ Remarks.

.

'

(
c. Procedure for opening packages. ( c) Yes ()No[L/C;20.205(d)]

,

Remarks.
,

i

'
d. BPM transferred in accordance with 10 CFR 30,41. (d Yes-( ) No

-[30,41]
Remarks.

- e. Records of receipt and transfer maintained. (v)'Yes ()No
'

(30.51]
Remarks. !

9. -PERSONNEL RADIATION PROTECTION - EXTERNAL
(Obtain information regarding whole body and extremity tonitors)

a. Film or TLD badge supplier Frequency h %
i

b. Reports reviewed by RSO Frequency b%
(Are badges assigned- to personnel as per licensee's corre t
spondencewithMRC?)

Attachment 87100- 5 . Issue Date: 05/20/86 1
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,

-

, <
v

co NRC inspector reviewed personnel monitoring records for-

period 1%t4 to 14 M -t L<tr '

,

d. NRC forms or equivalent, f
-

'

(1):NRC4: ()Yes ([No Complete: ()Yes ()No
;l .

[?0.401(a()Yes ()No Complete: (r)'Yes ( ) No [(2) ()NRC 5:

Remarks.

am.4
e. Maximum chrt@y whole-body exposure, i o a,o e

f%%-
f. Maximum .4uaN, eely extremity exposure, t 'ad o w-

g. Licensee has implemented an ALARA program. (4 Yes ()No '

Remarks.
,

h. Radiation survey of unrestricted areas. ([Yes () No
[20,201(b) to show compliance with 20.105(b)]
Remarks,

'

i. Record of surveys maintained. ( 6) / s ()NoYe
~ [20.401(b) to show compliance with 20.105(b)) i

Remarks.

!,

. -

- o
j.~ Radiation survey cf use arets (hot lab, therapy treatment area, ;

patient'sroom,etc.). ( 4 Yes (--)No-[L/C]
Remarks.

k. Record of survey maintained. ( Yes ( )No (L/C) ,I
Remarks, i

10. PERSONNEL RADIATION PROTECTION - INTERNAL i"

a. Potential for exposure of individuals to airborne radioactive- T

material exists. (v)' Yes () No
Remarks,

b.-Monitorin for airborne radioactivity conducted. ( es ( ) No
[20.201(b toshowcompliancewithallsectionsof20.103.-L/C) e

Remarks.

- t.tu Lie ,a & ~ l s <L L s . ;

- - . s'
!ssue Date: 05/20/86 6 Attachment 87100

^
--.=-.-.-.--..-.a.__ .,-.. .- - -... -..- - -. - -.- - - . . , . ,.



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

O

d1L. w C
-h R.t a TXiG M h V h.'t kl* Mi Ma~ 'il*

it sg LA oae6+ % ds.k * * O W T N X~ N~ o o,

a Obcab 4% t u
\Lzto %. < LAL Arucc:.: R.;,

.-a.- u :+..~r y a. -

mLdd . 4 Athre L. L16 G~q,rtr&
'% wx~r4.r d%.~.mx ,.um , u 24gc

d a6

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



_ _ _ . _ . . -._-.__._.______.._._____._____.____.m_ . _._.

,

'

.

'

co Records of n ,oitoring maintained. (s)Is .)No,

'. [20.401(b) or L/C)
Remarks..-

- A R4o ~'m As c'h kL44 LM- d.

%s *@ % a.kmta. 4.d.ok% dq,uh 444 4 [,.

d. Bionssay program ir9plemented as described in correspondence with A
NRC. ( H Yes ( ) No

11. RADIDACTIVEEFFLUENTANDWASTEDISPOSA1

a. Radioactivity in effluents to unrestricted areas. (r) Yes ( ) No

b. Releaseinaccordancewithregulatorylimits.(5)'Yes ()No
[20.106(a))
Remarks..

c. State solid waste disposal method.
- 4 6 d'.+ L A t t; L Q d ,,mL nb (q

d. State _ liquid wast ( disposal method.

2>+LLMG. h cLp4 % p4 u,E
e. Disposal of solid and liquid waste in.accordance with re[ulat0ry

requirements (decay in storage). ( g Yes () No[L/C.
Remarks.

[
\

f. Records of disposal. (d'Yes ()No [30.51)
Remarks.

g. Survey of waste prior to disposal. (v)'Yes ()No. i

[20,201(b)toshowcompliancewith20.301)
' Remarks._

l

h. Records o'f surveys maintained. ( 4 Yes ( ) No [20.401(b))
Remarks.

12. NOTIFICATIONS AND REPORTS

- a - Licensee in compliance with 10 CFR- 19.13-(reports to indivi-
duals). ( 1) Yes-() No- [19.13].

Remarks. -

>
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,

be Licensee in eumpliance with 10 CFR 20.405 (obrexposures).() Yes () No [20.405(a)) 1
Remarks..

W, s

&

Licensee in compliance with 10 CFR 20.403 (incidents).c.
() Yes () No [20.403)
Remarks. g

d. Licensee in compliance with 10 CFR 20.402 (theft or loss).() Yes () No [20.402(a) or 20.402(b)]Remarks. g.

e. Licensee in ccepliance with 10 CFR 35.42 or 10 CFR 35.43 and
35.44(misadministration). ( ) Yes ( ) No [35.42,35.43
and35.44)
Remarks. 4 /4-

,

- h .4 L. Cu m % e 4 <& es G; ' LL-4.d 640AA % .

hmid ah._% L.T % cziQ . k !

STING OF NOTICES I13.
__

Notices to workers posted. (v) Yes ( ) No [19.11(a) or (b))[19.ll(c))
Remarks.

14. _CONFIRMTORY MEASUREMENTS
i

a. Measurements made by inspector. (-) Yes ( ) No
u. 3b. Survey instrument c e s:__w_re,c m ar% NRC Serial No. 5iv wwvo

V c. Describe type and results of measurements and compare with
/ licensee's measurements.

uwnr ww ~ - n. .A-% 42%4wuG%,'' $1 *+-V~Cd Wu . igegeN dp % Ad.a,

15. INDEPENDENT HEASUREME S m., 3,g

a. Measurements made by inspector. (+)'Yes ( ) No
b. Survey instrument any _ NRC Serial No. <~_ '

c. Describe type and results of measureraents.

AA - u % % u,xta - w- M.
. %C3% a cw%s . d. J _C_r ~Am /p

%

cR u m'

6; -L. 4 % 4 .md .
!
i
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16. POSTING AND LABILING
'

Posting and labeling in accordance with 10 CFR 20.203. (e)-?tt,
' ()No [20,203]

Remarks.

.

17. l.lCENSC CONDITIONS

8 .
a. All license conditions reviewed during inspection, t. Ties:

()No
b. Activities were conducted in accordance with license conditions,

except as noted elsewhere in this report. ()Yes ( ) No ;

'

18. BULLETINS AND INFORMATION NOTICES
,

a. Bulletins and Information No+ ices issued during current year.
.

b. Bulletins and Infonnation Notices received by licensee. (t)1es
(.)No
Remarks.

].

c. Licensee took appropriate action in response to Bulletins and
Infomation Notices. (v)1es ( ) No |
Remarks. :'

i

%

4

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

Yes Violation

a. License makes shipments of RAM 7 - ( 1' () i
'

.t f "Yes," complete the following items. 3

Su$radwesteshipments consisted of:b.

, sources / productsf

.other

For,by licensee, using common carrier
radwaste, shipments are: .c.

(-)' through Radweste Broker(u)
name of Broker

.

d. Licensee is aware of 10 CFR 61:
. ()

-
.

Radwaste requirements for generators? (*)'
-

:

Licensee has classified and characterized
'
1

its radwesteY (20,311(d)) () ()
'64 C , - elig h - w v 6,__. % % 4 a.te

.

g

aho 4 W w k da > y m% ,m Q
"% WT Oov u n m A&4.
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f

,

| e. For shipmencs:
'

| Licensee uses authorized packages? ( <)~ ().

[(173.41516)).

Package type used. E f n .R d <-s t 7 4)t'

For D01-7A licensei~has Qerfomance est '

recordsonfile?(173.415(a))) () ()For special fom sources, licensee has
performance tests records on file for each

Packages are pro [p(erly labeled?
|

source design? 173.476(a))] Ed
172.403y
173.441 1

Packages are properly marked?
Proper shipping aapers are prep / 172.200.'| ([ ()

ared for yeach shipment? (172.203(d))) (q ()Remarks.

5 yp ' 4. ppm d .ca. c ktd, , wg om-

NAL4 % A a &;p.ut. mu_
20. ITEMS OF NONCOMPLIANCE

,s untum <m 46 A %,o

% + J Goztrvc% (t,et % <- 6 % Ly
tiuda.L pb.t# .14es geh v6WL

21. CONTINUATION OF REPORT ITEMS - USE BACK OF PAGE IF NECESSARY

h ,, omb% CC4 s M. s.
s'. t Oe e tud

G ari 4 Ak'q % Qot
e p .,

.. -

0 9.d. w,n i . . _w \.v 6 +- -

bitW ci
Dt.g .f .. N I k I .k1 '"

ra ..a., a v. ...m.- , -
Q Ly wf.e

NL' 'a& & EY |y V,
u u.A .t um.- A ap. i4

Med G k J ~tJAi 4 ''u

,

.
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APPINDIX A - DOCUMENTATION of NGNCOMPL 1 ANCE
,

.

.

P

Licensee: V th u cy_563a license no: e % m g e.c p,_ _,
_

Reference Basis for noncompliance
,

Reportitem_14; 4 o ~-bd _M h- A ,2 hn-

]%
_

! 10 CFR
,, ,g .j

Lic Cond.

d ~C. + birA g6um
4

..

Type n/c J L 3 E

.-

Report item
_

1

10 CFR

Lic Cond

Type n/c_,

- _

-_ i

Report item

10 CFR

Lic Cond

Type n/c

. - -
__

Report item,_

10 CFR
_._

Lic Cond

Type n/c
'

,

-

_. --

; Report item *

o,
e

10 CFR
, g

i Lic Cond

Type n/c

-

IE:V Form 618
_. _ . . __. -. -
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NEC f orm bel ,

u 8,0NLE AR MOULATORY COMMist 80N,

, n s.o n -

' ' C ' " ''' ' . s (,
-

SAFETY INSPECTION
4 *

t--
|

1 LlCtwa t -

2 Mt ol0NAL OF FICE m-
_. --

'

faterus Adsfststration bdical Center Ua Se Ilocleir Regulatory ComisMon3350 LaMla Village Drive stem os y
su Diego, CA 92161 1450 krf a Lane $

Walnut Creeke CA site 7J094596
3 DoCatT NUM6t#Lis) . LICE ME NUMBE NSI 6. D ATE Oe INSPE CtiON "

04-15030-01,

-W '-.m --

Licemee:
>

Tbg inmeetion was en esemin# tion of th6 dett@es Mutted,under your lkense ss they relat*> to radiet'on safety art! (o compliance with the Nuclear
Regulatory Commission! It4RC) rules and wpiewns and the conditions of your fimow. The tr#rction consined of select /w ouminations of procedures

l

and representettve records, interviews, w6th $*morvel, and oburvations by the inspector. The findings os a resuh of this insrection are es follows?

] 1. Within the scope of this inspection, tio violetions were obsevMt.
.

] 2,The inspnetor also verified th) sieps you have 16sn to correct the violadont identifed during'the fest inspect % We how no further Questions on
those actiore el this time.

3. During this inspection cestein of your actMties, as checked t>elow, were in violotson of NRC requirementL

THIS IS A HOTICL OF VIOLAtlON wh,ch is required to be rooted in accordance with 10 CF R 19.11.

A.-
_., was he4 sroperly posted to indicate she pree>nce

. _ , _

of e
, _ , _ m.

_ 10 CFR 20203fb),(c),id),(e) or 34 42.

B.Contelres lor.ste/ '1

leMied to in6cato Ihe presence of redioective meterial.10 CF R 20 203tf)(1), or (fl(2).
_ were not pioperty

] C. _. of sealed sowces were cet r+ formed at the proper,

frequancies.10 CF R _ _ License CoaWilon Wmber_
,

Oo.acad'a' - ' aa' aran r'v - in< air-f.- -

10 CF R
_ ., . ,,, _, Or f,.icense Conditsn 6vnbet __

.

E. Documents were not propstly pceted or othewise made eyeliab4.10 Cf R 19,11,

] F. Repo*1s or notifications of
_ were nm mer e in accordanes

with 10 CF R or Lkenae Condition Numter , ,

4 .wl
*

.. --* --=-

. --. ~
n

_ . , ,

] l. . - _

.
_

]J.
. _

Ox.
._

. - - .

I hereby state that within 30 days the actions cosertt>ed by me to the inspector will be toten to correct the violatiers loontitled in the items checked above.
This statement of corrective oct!ons is made in wsordance with the requirements of to CF M 2 201. No further empoes.e will be submitted unless required bysee N R C.

/ -

I.,

sTEMATUM~~I(my
_

oAYE _ si?N ATunt - N nc en cioR_ DATE ]

ej |!
| .

- , . _ , . . - - - -_.,_. . . - - - . ___ __. - - _ . . _ . - , _ _ _ .
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" $. NUCLEAR REOULATORY C0K41551^w,,

I
,

I *'

REGION Y* '

.
.

'

4

Report No. 3t a t
i.

.

Doc ket No, e s e--olis_6
_ License No. ,e s- tvese- o t

j
,

,

pafeguards Group ,__ Triority __ % Ce tegory
{

s,

Licensee: VA. LW4em, C omy._ ;
..

.

%we L< q t t,<. V Ep%c
s. 3, w ,e.,c a s ,.w.i -

Tacility Name: 4.o4
'

%

}nspection at: _
*

_

Inspection conducted: b sq m p q t- t- 1_

_

Inspec tors: 'T. h eA_C h i.

c-tt_.!L? !
_

Q _~Da te

_ -

_-

Approyed by: [g,Jht[[f; at L7kD2&c

-?/gyr
S.arwra ry:

it,w'%-u- u C A. IMCdal c(u % $
w%

L.p n

.

: ;

I
'

.

fti

i@
i



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

.. .

,
1

.
.

ATTACHMENT B'

NUCLEAR MEDICAL INSPECTION FlELD NOTES
Region

Inspection Report No. M o\
-

License No, c 4 -icese-et
Docket No. _c, u _ et e

Licensee (nameandaddress)
\J. k. WLicA Can
%so tw n,m _ 0 A er N m

\
%JCG e , G Ac % ci'

\ '

Licensee Contact |hTch. dub _ Telephone No, tie acs-7m , x hg |

Last Amendment No, v5 Date of Amendment oa- t , m e t

Priority _v Last inspection bgr 4-c. s%tc-.
\

Program Codes: ( 02110 - Broad 02120 - Group
( 02121 - Non Group 02200 - Private Practice
( Eye Applicator 02201 - Private Practice
( O't ??O - VAN 02500 - Pharmacy ( ) Other.

v

Date of Inspection L i e -in , inkt

Type of Inspection: Announced Unannounced () Normal
Initial Special

Next inspection Date L.m l et ci n

(i Normal () Re ced () Extended

humary(of Findines and Action:),NoVio".ations, Clear 591 issued ( ) Action on Previous Violations
(W Violations, 591 or regional letter issued

Inspector sr, rmch y_ tg _g g
- ~

(Tignature) g (Date Signed)

13ffjhdhii i-. /s W07)pg~, '7//8'/8fApproved
(31gnature)() / (Date Signed)

~

87100 B-1 Issue Date: 03/23/87
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'
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3 - 1_ ORGAN 12AT10N=
-

.

a.-Organizationalstructureneetslicense-requirements.([Yes
-'( ) No, [L/C) ,

Remarks.
*

,

b. Use b authorizedindividuals.( Yes()No(35.22(b)(2)]
Remar s

.

c. Rad /ation Safety Comittee r9ets at ' quarterly intervals.
(4 Yes ( ) No
(1)= Membership in accordance with 35.22(a)(1)) (hes ()~No-

Remarks.

.

(2) Record of Comittee meetings. ( es()No(35.22(a)(4)).
Remarks:

(3): Consultants. ()Yes ( No
Renarks. -- >

.

w
.

rg "

e. Licensee uses the services of a visiting authorized ' user. a
(-).Yes_ (d No'[35.27(a))_ ,

(1) Licensee has a co)y of visiting authorized user itcense. -i

()Yes ( ) No '35.27(a)(2)] v4-,

(2) License has _ records (maintained for 2 years) ofevisiting
,

s). h)-
( Yes ()No[35.37(c)]'- authorized users last. visit. *

:f. License utikizes mobile nuclear medicine services.'

( ) Yes (/).Ho'[35.29]
a g. Licensee provides R50 sufficient authorit)9, organizational _-

freedom, and ranagement prerogativt. (vJYes ( ) No-

h. ' Appropriate review by Committee in accordance with 35.22(b).
L (/) Yes ( ) No

.
,

|'
L

|' . lssue Date:.:03/23/87 B-2: 87100

.
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'

2. 11NSPECT10n HISTORY1

!'
a LYio16tions ~or-deviations noted during last inspection conducted

-

on , LJr 4-c. m04 (% Yes ()No.

pyvn M| v ResponYe letter dated
Corrective

(1)HistoryofCompliance. Action Taken StatusRequirement Type of N/C ( ) Yes ( ) No ( )0 pen ( )-Clo:ed

MnGL euw. L / /dnCLdhu x L
~ ~

As &x is.c.,

i
~

(2) If any item (s) of noncompliance or deviations noted during.
last inspection were not corrected, explain.-

3. SCOPE OF PROGRAM

Briefly list radioisotopes and their application.

Radioisotope Application

h.A Li .. n- -
,

( q

4 INTERNAL.'-AUDITS OR INSPECTIONS
'

a. Required by; license condition. ( Yes (- ) No ( ) N/A *

Investi Yes ()Nob.
[35.21(gations or inspections conduct d. (a)and-(b)(2)]

-Remarks.

*M % h1d&L A 1 0.w UttEc. ckl uT AT cw--*

_t C- ag wh qp L tuq.
c .- Records maintained. ( Yes (-)No[35.21(b)(2)(xi)1

Remarks.
,

,

, ,
I

.-

,

87100 B-3 1ssue Date: 03/23/87

.
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. ,

,

,.
,

'

- 5, TRA!NING,= RETRAINING, AND INSTRUCTION.TO WORKERS
L' ,

'
a. Training program required. [35.900 - 35.950 and 35.961 - 35.972]-

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

,

'

(
~!

(2) Retraining program required. ( Yes ()No[35.972] :

(3). Retraining program implemented. ( Yes ()No
Remarks. _ j!

,

b. InsJruction-to workers in accordance with 10 CFR 19.12.=((Yes ()No
Remarks.

'

q,

.,

[i'

*c. Describe the QA program to mitigate therapeutic misadministra- i
tions. "

!.
_.

.(1) flayf secondary 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 wi
dose prescribed-on'the-patient chart? ( q) Y provide the.~

Yes(.)No
-(3) Do-technologist consult with'the doct if the prescrip- "

--tion or other orders' are: unclear? -( Yes (,)No ;

Remarks. '

,

k '-

*d. Followup on therapy or serious diagnostic'misadministrations
g,4 .' *

. (1) L10 CFR 35.43 properly implemented? ()Yes ( ) No
.

(2) k'as. proper medical care given for the. patient pursuant
to the NRC medical -consultant recomendations?

:(.)Yes (.).Nou,

(3) Were appropriate: actions--implemented to prevent recurrence?
(=)-Yes ( ) No

,

'

* Inspect when QA rule becomes final.-

Issue Date: 03/23/87 B-4 '87100
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,
,

(4) - k'ere the technologist and d6simetrist r.ade aware of these.

' actions?;()Yes ()No ,
,

(5) Does the licensee's QA/QC procedures address these actions-
to' prevent recurrence? ().Yes (-).No
Remarks.

.

6. RAD 101.0GICAL PROTECTION PROCEDURES

.a. Radiation safety program changes reviewed.- (Exception to changes
withoutlicenseamendmentmaybefoundin35.13and35.606.)-
()Yes (.)No y,4

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

..

-c. Radt6 active materials used in accordance with current procedures.
( 4 Yes ()No~~[35.31(a)1
Remarks.

;

.

V

-(1); Indjfiduals understanding of current procedures adequate.
(vf Yes ( ) No
Remarks.=

i

:(2) Examples;of key procedures:
(a ordering _and accepting packages of RAM
b _ general: rules for safe use of RAM-

energency procedures
-survey procedures -
handling.ofvolatileRAM(e.g.,Xe-133,I-131).

: precautions for use of RAM (sealed and unsealed)-for
therapy;

g emergency procedures posted?
h do licensee personnel understand emergency procedures?',

(i) safety-procedures for patient therapy in accordance 1

i -with'35.315'and 35.415
y

| 1

|

|

' 07100 B-5 Issue Date: 03/23/87- '{
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'

- ~ 7. MATERIALS FAClllilES AC INSTRUMENTS .

,

-a. Facilities 'as described in license application. ( Yes ()No jRemarks.,

- b. IsoJope, chemical form, quantity and use as authorized.
(v)Yes ( ) No [L/C)

~ Remarks.

.V*

. .

-

.
.

.

!

Syringes containing radioactive material properly [35.60(a)(b)(c)]-
.c. labeled and.

shielded unless contraindicated. (T Yes (-) No
.

'd.. Viah containing radioactive material properly . labeled and shielded;
-(vf Yes (-) No [35.61(a)(b))

'

e. Tests. requ,tred by regulations.

molybdenum-99breakthrouh.A Yes (-)No (35.204(b))
'

: records maintained. ( .Yes: (-).No -[35.204(c)(a))
.

performed as required.- '7 Yes -( ) No [35.204
,

]
Rema rks '.-

,

q

.

.t
,

(i):No(4) Leak tests. ( es.

~,(5) ~ _ Leali tests: performed as required.- ( Yes (L)TNo[35.59(b)].

Remarks.-
'

-;

2:

k

. . . -

A f., Inventory of_ sealed sources.
'

'

(1)|' inventory of Group VI sources.I( Yes (-)No(35.59(g)T

'(2) Inventory of calibration. sources. -( es ()No[35.59(g)T.

-

-g. Areas for storage and use of. radioactive materials.
T

,
,

|

|

Issue Date: 03/23/87 B-6 87100
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,

'
~ ~

, ,

(1) - Methbd used 'to prevent-an unauthorized indivjdual from.-

entering aLrestricted area is adequate. (vfYes ()No-.

(2) . Radioactive' material secured to prevenyunauthorized
removal from an unrestricteo area.-( 1 Yes ()No[20.207)
Remarks.

(3) Area wipe tested?. ( es ()No
-Remarks..

-

h.. Instrumentation.

-(1) Operable _ survey instruments are as described oy' equivalent !
to those-described in -license application. ( T Yes- ( ) No

-[35.120,220,320,420]
Remarks. '

(-
# (2) Capability (v) Yes'of radiation survey-instruments is adequate forprogram. (-) No

Remarks.

,

(3) Calibration'of' survey. instruments required.-( Yes ( ) No-

(a) Perforced as required. (-)Yes ( ) No [35.50]
Remarks.

.

..-

(5) Roc rds of calibration maintained for 2 years. [35.'50'(e))
<(") Yes .(-).No

1

-8. RECEIPT AND TRANSFER OF RADI0 ACTIVE 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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'

. (b) Surve(s.f- inc ming p6ckages. (il Yes ( ) No [20.?05(b)(1)]o
Remar -

'

,

;

(1). Record of survey. ( Yes () No [20.401(b))
Rera rk s ..

'

Procedure for opening packages. ([Yes -( ) No [20.205(d))
.

c.
Remarks. i

,

d. BPM! ransferred in accordance with 10 CFR 30.41. (des ( ) Not

- {30;41) ,

Remarks.

/

.e. - Records of Lreceipt and transfer maintained. ([Yes ( ) No
'[30.51)
, Remarks.-

s

J ,'

9.- PERSONNEL RADIATION PROTECTION - EXTERNAL.-
10btain infornation regarling whole body and-extremity monitors)

a. Film or TLD= badge supplier Frequency AN
-

;>

b.'Reportsireviewedb) ESB Frequency hT;s

(Are badges. assigned to personnel as per licensea's corre- N --

-spondence :with NRC?)--

.NRC| ins'pector reviewed personnel monitoring records forc,

.| period y 9 t h - to A p'd.,,gg w
T '

Issue Date:: 03/23/87 B-B 87100
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, s.

..

d. NRC forms or equivalent..

(1)-NRC4: (-)Yes (t!No
'

Complete: (- ) Y.es ()-No,

,

(2) NRC 5: ( Complete: ( es- ()No-|20.401(a)d Yes- ( ) No) '

Remarks.

.

.' t .

' Maximum quarterly whole-body exposure.,e;

-.f. Maximum quarterly extremity exposure.

g Licensee has implemented an ALARA program. . ( Yes ( No
(35.50] [see Procedure No. 83822 " Radiation Protection
Remarks.

.

h. Radiation survey of unrestricted areas. c Yes (- ) No
(20,201b to show compliance with 20.105 b ) [35.315(a)(4)];
[35.415a(4))

| Remarks.
-

i

(1)- Record of surveys maintained.. ( Yes ( ) No
[20.401(b):to show compliance with 20.105(b))
Remarks. '

|

i

!

. . i. Radiation survey- of storage and use areas:-
.

(1) Quarterly surve brachytherapy source storage. -(h Yes
( ) No [35.59(h ),

(2) Temporary).-implant patient release survey. (-Yes ( ) No[35.404(a );

(3) Radiopharmac tical and pennanent implant patient release
survey. ( .Yes -( ) No [35.75]

I M * %Nb- 4 MK{, % dg,q gg
%or%%t

.
.

87100 B-9 -Issue Date: 03/23/87
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'

(4) Rad phannaceutical there room contamination survey.
(t)Yes ()No [35.315( (5) and (7)]

'-

/
(5) Patient survey upon implant. (4 Yes ()No-[35.406(c)]

(6) Radiopharmaceutical storage and laboratory use areas.
(d Yes ()No--[35.70]
Remarks.

DA Ye X~ om kl "T., u amu, t

u~ -u ~ g_t .g-

j. Record of survey maintained. ( Yes ()No (35.70(h)]
Remarks. -

.

L

. .

k. Inventor
[35.406)y of brachytherapy sources af ter use.( Yes ( ) No

'

Remarks.

.

1. Records maintained. ( Yes ( ) No [35.59(g)];[35.406]

m. Dose calibra r calibration and checks performed as f 110ws:
Constancy ( Yes ( ) No Accuracy ( T Yes ()
Linearity.(> Yes ( ) No Geometricdependence( es()No
[35.50]

10. PERSONNEL RADI ATION PROTECTION - INTERNAL

a. Potential for exposu of individuals to airborne radioactive
material exists. ( Yes () No
Remarks.

h-n3 4 l -\;M , r>T' ',G oe -

/

for airborne radioactivity conducted. (d Yesb.
Monitorinf to show compliance with all sections of 20.103 and( ) No[20,201(b
35.90]
Remarks. Sb.<- a%w>#d 6 u.,_J L1ks

k
in

Issue Date: 03/23/87 B-10 87100
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,-

,
- i.. ..

(1) Records of monitoring maintained. (i[Yes ( ) No (20.401(b)''

-- or L/C)
Remarks.

.

c. Bicassay Jrogram im>1emented as described in correspondence with
NRC. -(61 Yes -( )lo (35.315(a)(8)).

,

d. -Co rol of airborne radioactivity-in accordance with 35.205. ,

( Yes ( ) No
'-

11. RADI0 ACTIVE EFFLUENT AND WASTE DISPOSAL
-

a. Radioactivity in effluents to unrestricted areas. Yes()No
b, Release in accordance with regulatory limits. ( Yes ( ) No

[20.106(a))
Remarks.

i

i

.

c. State solid waste' disposal riet od.
-Ned D cLc%- A diT4-(O M ,

d. - State liquid waste disposa1Qe hod. \
=4

- b s '. , 4 ,

e. . Disposal' of solid and liquid waste iVaccordance with regulatory
requirements- (decay in storage). (/) Yes () No[35.92(a)) i

Remarks.
,

i

:

('.-)No.[35.92(b)].(1) Records of-disposal. .(4 es
Remarks. j

Surveb1(b) to show compliance withof> waste prior to disposal. (6es (-)'Nof.
-

-

[20.2 20.301~-35.92(a)(2))
Remarks.

.

1

.87100' B-11 Issue Date: 03/23/87
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(1) Records of surveys rnaintained. (t Yes ()No[20.401(b)]
Remarks.

12. NOTIFICATIONS AND REPORTS

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

d. 4

_

.

b. Licensee in compliance with 10 CFR 20.405 (overexposures).
() Yes () No [20.405(a))
Remarks.

// k

.

c. Licenseeincompliancewith10CFR20.403(incidents).
() Yes () ho [20.403]
Remarks.

^!, 4

d. Licensee in compliance with 10 CFR 20.402 (theft or loss).
() Yes () No [20.402(a) or (b)]
Remarks.

U.4

.

Licensee in compliance with rep (orting therapeutic misadministrations
e.

and taking corrective action. )Yes ()No[35.33(a)(b)(d))
Remarks.

4'. 4

f. License in compliance with reporting diagnostic misadministrations
and taking corrective action as needed under conditions set forth
in10CFR35.33(c). ( ) Yes ( ) No
Remarks.

k' . k

issue Date: 03/23/87 B-12 87100
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(~, ,
,

13. POSTING OF NOTICES
'

. ,

Noticestoworkersposted.( Yes-()No(19.11(a),(b),or(c)]
Remarks.

.

'

14 CONFIRMATORY MEASUREMENTS

/ r

a. Measurements made by inspector. ( 4 Yes (-)No
W b b L.3 o wege-y

b. Survey instrument htr, s oros NRC Serial No, e n er t

c. Describe type and results of measurements and com are with
licensee's measurements w u 4 . R A 4 e

d iM ,'AM < unds ,, ._m j/ng%%~Tle. .d
ssi;GL G m

15. INDEPENDENT MEASUREh NTS e
"

*

a. Measurements made=by inspector. (des-()No
b. Survey instrument u m m _. L .NRC Serial Ho,

c. Descrihe type-and results of measurements,
hAku. M %

u-, n .d g %4 m M4 ,ec c;;

16. POSTING AND LABELING ( 3_ e. gg . ,,

J Postingandlabelinginaccordhncewith10CFR20,203.(44es
\ (-)No [20.203)

Rematks.
|

.

,

.

'17. 1_.ICENSE CONti!TIONS

AIMicense conditions revieted during inspection. -(gYes
~

a.
()_No

,

b.--. A tivities were conducted in accordance with license conditions,
- ext:ept as noted eiscwhere itY this report. -()'Yes ()No '

,

'18.- - But.LETINS AND INFORMATION NOTICES'

-. Bulletins and-Information Ndtices issued during current year.a,1

b. Bulletins-and Information Notices received by licensee. -(des
(-)No
Remarks,4

u
-

-

i

87100- B-13 Issue Date: 03/23/87
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'

., -

I e

c.. Licensee: took appropriate ' action in- response to Bulletins and -'

Information Notices. ( ( Yes -(-)~No
,Renarks.

I

19. ' TRANSPORTATION-(10 CFR 71.Sa and 49 CFR 171-178).-

Yes . Violation

a. License makes shipments of RAM? ( ()
If "Yes," complete the following items,

b. Su shipments consisted of:
radwaste
sources / products
other

c. For' radwaste, shipments are:
( )by licensee, using comon carrier
( 9 through Radwaste Broker

name of-Broker ,

'
_

d. Licensee -is ' aware.of 10 CFR 61:
Radwastecrequirements for generators?- ( () r

Licensee has classified and characterized
itsradwaste?(20.311(d)) -( -( )

e. For shipment! t
Licensee uses1 authorized packages? (v/ ())- i

[(173.415-16)]_
Package type used.
For 00T-7A,'1'.censee has . performance test
records on file? [(173.415(a))) ( . )' # A .( -)

;For special' form sources, licensee has'
performanct: -tests records:en file for each
source design? [(173.476(a))]: M- M S.( ) (
Packages are properlyLlabeled? , 172'403 1. (1 ()).

|172.200s173.441 )' d'
-

Packages ari properly marked? ( ()
Proper shipting ? apers are prepared for
each shipment? .(172;203(d))] (4)y (~ )
Remarks.-

4: h % %T4 4 U 6,LO, akT-
L N% p% h m V,C 4,b,

U M \) Ar M ,C ( S D, ,

. Issue Date: 03/23/87 B-14 87100
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s

.;. -

.c f. Does licensee make return shipments' of = ( ) L U. A, ( . )..
radiophomacy doses?-

.'

.

(If Yes, does licensee assume responsi-
..bilityforellshipper_ requirements?)
-(IfHo,whatarrangements/ understanding
have been made between licensee and
radiopharmacy as~ to performance of shipper
responsibilities?)-(Describe)
Remarks.

.

.

!
~

'

.20. ITEMS OF NONCOMPLIANCE

,w- m&h k

'

21. CONTINUATION 'r REPORT ITEMS - USE BACK-OF PAGE 1F NECESSARY

i
;

f
'

-

C

i

i

i

b

.

87100 B-15 1ssue Date: 03/23/87
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*
.

W c\ Page _of
It[SPECT10tlREPORTNUMBER ,

APPENDIX A - DOCUMENTATION of NONCOMPLIANCE
-

.

,

i

License no: cH -tTc w..o1
,

*

Licensee: V tr(Ac : %o
-

. .

Basis,for noncompliance~

Refercnce .
,

-Report item 9'm b) g
'

10 CFR *w.m t Cb) 'g g .

' '# * '

Lic.Cond,_
.

. .

Type n/c_ W ~T-

'

Report item A '(&,)
# ' "'('u - + A. _'. -10 CFR 2~ c s.

Lic Cond vr
Type n/c 3 w35L

Report item d
dmdQ &a %g" " ^

10 CFR_ _

% $dD- 6~ w* " ' ' ^ ^ *

Lic Cond- v3

Type'n/c S , L.%
-

Report item
4

10 CFR
_

Lic Cond

Type n/c_
.

'

' .

-Report item *.
I

10 CFR

Lic Cond

Type n/c __

_ . . . . _ _ - . . _ . .
_____ _
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*r " ' . _ , :,,- l NUCLEAR REGULATORY COMMI551C ' .i
'

'

.,,.
,

0 REGION Y

4. . . . .

Report No. 00-O
. .

Docket No. p.3 0 - O PY.h LicenseNo.0Y~/IdYb~O[ ,

..

pafeguards Group _ Prfority ! Ce tegory Z11I
,,_

Licensee: kcCom, Os[,d.o 84/m ))uM> 6,vb
q

3$50 $ %A[AY$$w b M'

N. eEW , OA <j' .2 / /f / d

a
[_.s

W f ~

'Facility Narne: ,hu
'

. Inspec tion a t::- h% -

Inspection conducted: MMf /,2 -/ _g _ /990 '

/ ,, , .

inspectors:; _ Wy $ }}%;&wn, Wh,|c)g9 y- ,o,, - ,

1
i

j Da t e .: ;

' Approved- byj-
,

._t

i

4h:5#8 !
.

Da'te - 1

. $umairy :'
.

r/tt, - a._ mA ,_.M~.,ymn . 1
JOjud0 &A MY y

M % A d y J (Atw h lo - yA Cem O U |[
fq, % y,% c&on_ ate.)

y 6pm). ThCb " % S & % *--~ ~ O ("* Y'*"
a,y JI4 A4 -~t. AhkMNp N'

-

w A L A 9, ;
>

, .

!
,

i

* . - - - -

.

/.
.

.

a.

. . . . _ . . . . _ .- . , - . - . - - . , . . . . .- . _-
.
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ATTACHMENT B

NUCLEAR MEDICAL INSPEQTJON FIELD NOTES
.

Region V.

l

Inspection Report No,- 70 - Ol License No. 0 b /6d0- D /
Docket No. : c3o -, o g y S%

licensee (name and address)
,

iI % 40 (1br n<dDv% HWYrA GAW0

Cd e , CAd ~'-

y
LicenseeContact_blu LAM /m Telephone No. Y/E-E2 - 75g,

Last Amendment No. AV Date of Amendment ////k[8'/
Priority /- last Inspection l//9 2 //7<f--

'

' /
Program Codes: ( 2110 - Broad- 02120 - Group-

( 02121 - Non Group 02200 - Private Practice
( Eye Applicator 02201 --Private' Practice
( 01220 -'VAH 02500-Pharmacy.-(?)Other

.

Date of' Inspection # :2,/3/70
Type of-Inspection: () Announced- ( [ Unannounced ( d ormal() Initial ( ) Special

Next Inspection Date /l G}

. ()) _Nortnal () Reduced- () Extended ;

$ummary(ofFindinosandAction:) No Violations. Clear 591-issued _( ) Action' on Previous Violations-i
_j. (@iolatior)l,1591 er-regiond-Jetter issued
:|

~

,

N /726Ye;_ V![7/96
'

: Inspector- wo
Tgna ture ) ' v - '(Date'51gned)

.
. ,

Approved d h- i 23) TO
IStgnature) '(Date' Signed)

87100- B-1 Issue Date: 03/23/87.;
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.

-1. ORGANIZATION

'' - a. .Or anizational stru'cture neets license requirements. -(rf Yes.
"

pifk cwt Cyc.c,> M ,3 h.c c / w y.c , /wt w,,, 3,

gcam,A fn M 24c',%'nL #4fM'pt b.obec.$s '

. je4' .4v pu%,, > One n.n : >rn % w K 4a

g/upd .s /w /g % et_4 W \ >
b. Usebyauthorizedindividuals.([Yes()No[35.22(b)(2))

Remarks. (,2n ras.edf .c RfC t Cct M N cad [E /M.C'
gt, gSo ay & Arthe . a. ,6 y i c s / uggxnc+t 9. n~u te .m -Q~o .Ju/g mA

,
'

9 e R$o hem m g ,M4% t
sket.A {adiat1on Safety Committee meets at quarterly intervals.c.

(VfYes ( ) No

(1) Membership in accordance with 35.22(a)(1)) ( ():No
Remarks.

7 % % h42 o' % > w M M#W Nf-

yQ ks|3 AWinm% a:

(2) Record of Comittee rneetings. (I s()No[35.22(a)(4))
Remarks.. <

i_ .

Y (Fj/'Yes ( ) No 7
'

(3) Consultants.
Remarks.

C cc adDCUd yN) W 5 *'

te m Y JCb [ c..C |.{ n k ' h -< 4 w ! w kwg
s m ,gb . UGSb'>rchygb ph h,

.% x.2.2mm o.

1 e. Licensee usepthe services of a visiting authorized user.
(-)Yes ( T Noi[35.27(a)]

'(1) Licensee has a co)y of visiting authorized user license.-
~

( ) Yes (")1No '35.27(a)(2)).

(2) License has records'(maintained for 2 years).of visiting I

authorized ~ users last visit. ( ) Yes '()No[35.37(c),
'

License-uti1 Jes mobile nucicar medicine services.1f.

: ()Yes ( T No -[35.29]
g. Licensee provides RSO sufficient authoriti ro'rganizational

| freedom, and management prerogative. ( Yes ( ) No
__4

-

|

h. A,pp,ropriate review by Comnittee in accordance with 35.22(b).
M Yes ( ) No

_

Issue Date: 03/23/87 B.2 87100
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.
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2.; ]NSPECTION HISTORY.

'
-

,

Violatipns or feviati ns noted during last inspection conducteda.-

. . , on 6//9 2t/87 ( _Yes ()N.
Response lett'er dated T//V $"/ 4

< t.
Corrective

(1) History of Compliance. Action Taken StatusRequirement Type of N/C ([Yes()No ( )Dpen (ttlosed
hA wy4*

4 W osc, S L. V
,

'

.

i

(2) If any item (s)_ of noncompliance or deviations noted during
,

last inspection were not corrected, explain.
.

.

'3; SCOPE 0F PROGRAM'

Briefly list radioisotopes and'their application.

Radioisotope Application

P i 3 A d A n u k r r} htis0 . klLngs.,s h k . A &) O
' "';- % M sse' L u / d n i n G s.r-|

f

- 1*

,

4- 4.: INTERNAL AUDITS OR INSPECT 10NS'

a. 1 Required by license condition. (s)l Yes: ( o - (I-) _ N/A

[35.21(gations or-inspections conducted.-( d s .( )~No.b. Investi
a)and(b)(2)]! .'

,

' $ , g ,Q m wh.r-%X |ly & ASO ?
'

us.~%, Xi $ EMN A Tyfa

c. Records mintained. (ds (--)No[35.21(b)(2)(xi)] ,

e Remarks.-.

,

87100 B-3 Iseue Date: 03/23/87
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,

*. ,
,

.

''

5. TRAIN 1HG i %ETRAlHING. lND- 1HSTRUCT10N 10 WORKERS
'

a. Trainingprogramrequired.[35.900-35.950and35.961-35.972)-
,

(1) Training program implemented. ( es (-)No j

Remarks.

Q, N ,>vt5.w '(M - cx',4 M 7titd k~ U
+vg%

'

(2) Retraining program required. ( es - ( ) No [35.972)

(3) . Retraining program implemented. '(des ( ) No .

'

Remarks.
s

b -InsJruction to workers in accordance siith 10 CFR 19.12.
A

..

.

/g pQL % QLt,y a "AW(r) eyes ( ) No g ,

Remarks. . ,,

)eM p G )?stliUS W e b? Yt" N,y*

,

V bN D*J Yf"$g& & i &n'f.cC0ndy Act -<Laa a ?(">wNwhy %M.'

. . <

*c. Describe the QA p1otram to mitigate therapeutic misadmirfistra-
.tions.

(1) Hav 4econdary checks of the dose calculations been done?
( Yes -(;) No

(2) Do the second party checks of the dose calculations provide
assurance that the final treatment plan wjil provide the- ',dose pres ribed on the patient chart? (r'). .Yes ( ) No

'

en - t3t3 2 yy m,
Do technol ist consul,t' with' the doctorY g , _ ,y ,(3) f the-
tion or other orders are unclear?; (@)Yes- ( )prescrip-

.

. No
Remarks.

-;
i

.g ;

,

*d. Followup.on therapy or, serious ' diagnostic misadministrations ;N a .
Atwu ,, -

(1) 10 CFR 35.43 properly implemented? (!)Yes ( ) No A t'v h h w

(2) -k'as ) roper medical care given for the patient pursuant M w k ei n i.M,4
t,m

to tie iRC medical consultant recomendations?
( ) Yes '( -) No

(3) Were appropriate actions implemented to prevent recurrence?
()Yes ( ) No

" Ir.spcet wher, 0,*. rule beme '!nal.
-

- -"
.-- .._ _

1ssue Date: 03/23/87 B-4 87100
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.

)?) 9
,

.-4-

(4)'Were'thetechnologistanddosimetristmadeawareofthese4 actions? ()'Yes.()No ' g /g :, .

(5) Does the licensee's-QA/QC procclures address these actions-- -i --
~

'

to prevent recurrence? ( ).Yes ()'No /gRemarks.-,

.i
'

.

. - >

q

i.o 6. RADIOLOGICAL PROTECTION PROCEDURES
q

a. ; Radiatio'n safety progra'm changes reviewed. (Exception to changes
wit out license amendment may be found in 35.13 and-35.606.)

'

-4

-( ,.Yes_(-);.No
,o

b. - Records of changes in procedures reviewed. (des ()No -i
[35.31(b)
Remarks,

* a
4

I;

~!
%

-

c. Radjo e materials used in accordance with current procedures.
-

.(k)-Yes-(:.)LNo.-[35.31(a)]
'

. Rema rks ~.

J

' ;,

..

'.(1)| 1 Apfhduals understanding _of current. procedures adequate. -
(V) Yes (1) No - 1'

Remarks. 1

m.

|
,

'i

.(2) Examples of key. procedures:-.>

a ordering and accepting packages .of RAM=

'

b 1 general rules for safe use of-RAM1

e emergency procedures-
.

,-

;, :r , . " d survey' procedures

V,f
,+i V;f

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

J '

( precautions for use of RAM (sealed and unsealed. <

"
therapy, ,

(g) emergency procedures posted?
;

_(h) do~1icensee personnel understand emergency procedures?
(i) safety procedures for patient therapy in accordance-

'

wi th' 35.315 ' and - 35.415 <

]m.. -
. . -. . . . . .- . -- . , . . . . . , . .

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

f

!
,

07100 B-5 1ssue Date: 03/23/87 1< m,
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7. MATERIALS, FACILITIES AND INSTRUMENTS .

a. Facilitiesasdescribedinlicenseapplication.( es ( ) No
Remaris. ,

btL<L W%5 %OA -g(p.e h c) v ,y)+7/J7g.

IteAy< M Afr4+ '.4 Ce,4x:C w, .

ge d .c q/A g &Mtfn mh
g a.e4L<1 fo/u

uk e
j

(gA.lA M Cf (ti. .t %s<c.~L L % v Irs d ac h ( p .X
,c.

'pg u.a . Mr W;ical form, quantity and use as authorized jy
b. Isotope, chem f n nwng -

$

r(s. Cb''V k # ''

[?M'. .

. . ,,

c. S ringes containing radioactive ma 4h p
erly[ labeled and35.60(a)(b)(c)]s ielded unless contraindicated. ( Yes No

d. Vials <ontaining radioactive material properly labeled and shielded.
( 4 Yes ()No [35.61(a)(b)]

'

e. Tests required by regulations,

( ) No [35.204

[35.204(c)]))(b)]
molybdenum-99 breakthroufL)' es ()No

h. 1.

[35.204(aperformed as required.
records maintained. ( W Yes (').No
Remarks.

Q f, & CL.{i- p s $ M b Y N W b W,

QM. _ M /lN N**" '

jg n,

(4) Leak tests. (F ( ) No

(5) Leak tests perfomed as required. (V s (')No[35.59(b)]
Remarks.

-
..

f. Inventory of sealed sources. --

(1) Inventory of Grou Isources.()Yes ()No[35.59(g)? A9
yto h w p p c ct w a M e ,1 e w ..s<.u k i

(2) Inventory of cal bration sources. Ks ()No[35.59(g))

g. Areas for storage and use of radioactive F.tterials:

. .

_~<.. _. . .. . .. . . . _, . ._

1ssue Date: 03/23/87 B-6 87100
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> - y.

,

(1) Method-used to prevent an unauthorized indiv%d rfrom
,

entering 4 restricted-area is adequate. (tt Yes _(:) No
,

,

*

(2) Radioactive material secured to prevejn uneuthorized 4

removalfroman-unrestrictedaree.(r,;Yes ( ) No' {20.P.073- -- Remarks.

,

(3) Area wipe tested? .( T Yes ()No
Remarks. '.-

h. Instrumentation.

~(1) Operable survey instruments are as described of equivalent
to those described in license appl.ication. ( 4 Yes- (--) No
[35.120, 220, 320, 420]
Remarks. 2

' ,

[ g [ j, h c% w Tr % (19vu*^ Ypasp L EsJt msta
.

* *
^

, e,

.ny& "
.

g. /

(2) Capability (11Yes - ( ) Noo) 4adiation survey instruments:is. adequate forprogram
RemerL4.

!

(3) ' Calibration ~ of survey instruments required. -(ds ( ) NoL

L(a).: Performed as required. h([Yes' ( ): No [35.50]'

Remarks.

C$thh W"WT [O'WW AA*2 %
-

f,[%, m Dbb4DIw
'

JIn '

Efds of calibration maintairw for 2 years. [35.50(e)]-
'

' -(5) R
Yes: ( ) No

8. RECEIPT ANDDTRANSFER'0F RADIOACTIVE MATERIAL

Receipt of incoming packages during "off-duty" hours by whom? -[ 9
(a) Where stored? Security? [L/C] / O

d,-dTu',v x .A*-&t >-.

//pf di$4.y fc%~ p<1mg b >wcu, &a
,

6/ ~2L0 cl% st
87100 1- B-7 Y

,< AEM '
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. .. .- - - .

Y .
-

. . . .

(b)surve{'ofincomingpackages.L(Fbs()No[20,205(b)(1)]
-

' ] h ,t,. m N R . a.o s p 1A qMO/yb& :'"'*"''

'

g Y pL%2 n A % u,bm~t. m M ringkA>O Y/

,c<. w q G A 16LL W d % 0/f- f + 4
(1) Secord of survey. .(gYes (1) No [20.401(b))

Renarks 1

!

-!

Procedure for opening packages. (L)'Tes ()No.[20.205(d)]:. :- c.
Remarks.

_

%

..

:

d. BPM transferred in accordance with 10 CFR-30.41. (P s(_)No -

.

-{30.41)-
Remarks. r

q

e, Records of receipt and transfer maintained. (-)No, ;-
[30.51).

; Remarks..4-
I ;

. ; -!

L|- 1

-|
1

9.- PERSONNEL' RADIATION-PROTECTION - EXTERNAL
.

.

(Obtain infomation- regarding whole bod andextremitymonitors)-
. Ark 4 '

a.1 Film or TLD badge-supplier b;frch' Co. Frequency /hr.3%A,. 3
4

b. Reports reviewed by A f 0 Frequency h we h
.(Are badges = assigned to personne'l as per licensea's-corre " i

'spondencewith'NRC?)

c. . NRC insp ctor. reviewed personne1' monitoring records for-
period a o a / 9 F/ - to M g ,zo A /9 c/ oc

.

?

i

| 1

-. Issue Date: 03/23/87 B-B 87100=.
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* '

+-
, , . .

M ] ' q_ '- s.~
. -f' '

!
3

.
,h'

i

i..d. MRC for n or equivalent..
-

- /
,

~

(1) WRC-4t<,(d Yes _( ) Fn Complete: ()Yes ()No> .

,

S ;(2); WRC41 - (PTTes : .(i)No' Complete! _ (- ) Yes ()No
Remarks (.))
[20.401 a

#/
3

' -m .

,

y
,

"o .-

e. Maximum quarterly whole4ody exposure. 30 : /n MM , gj
![ f. Maximum quarterly extremity exposure. 3M m et% h .v
Y' ^License 6 has implemented an ALARA ram. (UT?es ('Ng.1

[35.50]- (see Procedure No. 83822,f di3tionProtectiorhon
"j Remarks.

kc ;

d-] .i>

u . - !

.

h. Radiation survey of unrestricted areas. (k Yes ('')'No-
.

(20,201(b) = to show compliance with.f0.105(b )'[35.315(a)(4)];w a -

|. _ . [35.415(a)(4)] _r 1 . Remarks. - E'--

W.y 4M M b ],
-

U

[] .
'

_ /J I,.I 4 D e 1 I M ) *fp
m

!: +
' Y. ^

.[p' ;(1) -Record'of surveys maintained. '(P) [Yes. (('))No
- . . ,

,T4 : -

'4
'

[20.401(b)ato show compliance with;20.105 b ]-

y ge Md hyb,,W, Remarks.g
N 5Tk ^ to CFR ' Y' A " % Y'"

p,
'

[yj n p.LyrAg ny~7& nAms% i

p.A J gg7 s %,6+ L %WuagwV f+

. An . .(4| j. 1. Radiation survey of. storage and uselareas:-. .
,

> m

a [k .< (1) - Quarterly surve brachytherapy source storage. -(-) Yes ! V/[4:/ :- i;!W " & ()No[35.59(h]
(2) Temporarf)] implant patient release survey'. ( ) Yes .(j) No [ 'W' [35.404(

_

.

q

(3) Radiopharmacputical and permanent-implant patient releas_c
,

survey. (Y)Yes ( ) No. [35.75]
, . [% -

'

AM s.Cic.f d %CY /3 6ed -.- -
c

/ , w. o- . . . . . . . . - . . . . .
,

... .

}kta f ,t . . .6 L W . ....,00 7%
.

< '
,
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. _ , _ . . _ = . .__ . . --

..

(4).- Radjnpharmccutical- therapy (room contamination surYey.
.

F.

' (3 Yes &( ,) No - [35.315(a) 5) and {7)/2bf~('
~

l, ' '
'

uRc (*the4
(5)~ Patterit surve n implant. ( ) Yes ()No [3 406(c)), @
(6) Radji ph'armeeutical- storage and laboratory use areas.

(trYes (. ) No [35.70]-

Remarks.
4

?

j. -Record of survey maintained. () Yes ( o;[35.70(h)]
Pemarks

'fdl, p A kd4Mi heg. 3-9 .

* 't.

k. g y of L achytherapy sources after use. ( ) Yes ().No g k
r

-Remarks.,

t

1. Records maintained. (~ ) Yes ( ) No [35.59(g)];[35.406] - N[/'?-

i

- m. - Dose calibrat calibration and checks performed as.follows: '

Constancy (P '

Linearity ( k .]., No
No Accuracy (TTes ()No

[35.503 g{{ A // ,% pendence (.M ( _ ) No
.

Geometric de !
,my gwwujp . .g

10.. PERSONNEL RADIATION FROTECTION - lNTERNAL
'

'

a.
Potential fct-eiposurbf' individuals to airborne radioactivematerial exists.- (h s () No

'

.t-

yp|J , kthk l~'f ' Z Es'
p. unW k ,q n<:.A.<$ M' " "*h . '

.b. Monitorin for airborne radioactivit coiducted.-( (d
,[20,201(b to show compliance with'a 1- sactions 'of_ 20.103 and-
35.90] '

Remarks. .
g g, yg

g g u q\ i TA9 /&' WNW /2C% ,

,

!

!
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- - _ _ _ _ _ - _ _ _ _

t

(1) Records of monitoring maintained. (v)ies ( ) No [20.401(b)
orL/C]
Remarks..

(Igram im>1emented as described in correspondance withc. Bionssa
NRC. ( es ( ) ;io (35.315(a)(B)).

Contr'o1 of airborne radioactivity in acc(ja jpn pi ,n p , g , f g)d. ordance with 35.205.(Q Yes ()No- *

31. _RADI0 ACTIVE EFFLilENT AKO__ WASTE DISPOSAt.

Radioactivity in effluents to unrestricted areas. ( ( ) No
a.

b. Release in accordance with regulatory limits. ((Yes ()No
[20.106(a)]
Remarks. gl & cts /JLA ebg Y M/w,

&Q (,~A 4 %f &p h W4w

,cu y cLo mt Aruk vuwa kh m.4-

9
c. State solid vaste disposal nethod. C c'' c u e~d 4 k,A .do [5/pcfA .As r W L.qpA M 4 -h , y u ,j,,_d. State liquid wast disposal itethod, wo go . Ag og_geg ,-

Disposal of solid and liquid waste in >tcordance with regulatoryc.
requirements (decay in storage). ( 6 Yes () No(35.92(a))Remarks.

(1) Records of disposal. (L) s ()No [35.92(b)]Remarks,

f. Surve ofwastepriortodisposal.(F)Yes ( ) No
[20,201(b) to show compliance with 20.301-35.92(a)(2)]
Remarks.

87100 B-11 Issue Date: 03/23/87
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,
. . -

.

(1) Records of surveys maintainedo (6)is ()No[20.401(b)]
Remarks..

.

12. NOTif1 CAT 10NS AND REPORTS

a. Licensee in cy)11ance with 10 CFR 19.13 (reports to indivi-
duals). ((,) Tes () No (19.13)
Remarks.

.

b. Lig-traincom>11ancewith10CFR20.405(overexposures),
e () To [20.405(a)) gp g / % ,4

c c.o. .~uk &|m kn .$4 8 & >a %c

-
,

:

c. Licensee in com 11ance with 10 CFR 20.403 (incidents).

Refar ". Csf .nyms/4 ) TN># #'" C"'"" v b'

pw . , ,

,

d. Licensee in complienet ,th 10 CFR 20.402 (thef t or loss).
( ) Yes () No l e.402(a) or (b)) g/A RM Yux '

Remarks,

p . .< u a d .
I 3

~

.

s- e. Licensee in compliance with reporting thera >eutic misedministrations
and taking corrective action. ( ) Yes

( ) No [35.33(a)(b)(d)) 8 ARenarts .
-

f. License in compliance with reporting diagnostic misadninistrations I

a id taking corrective action as needed under conditior 4 set forth

{n 0 FR.35.33(c).()Yes ( ) No g

*
-15 sue Date: 03/23/87 B-12 87100
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13. PO$ TING 0FNOTICfl.

.

Notices to workers posted. (b)7
,

*

Yes ()No(19.11(a),(b),or(c)) )Reestks.

'

'

14., CONFIRMATORY MEASUREMENTS
/

c. Measurements made by ins qtor. (dyes ()No,

b. Survey instrument #c % E - f.2 oaMt NRC St-is) No.,
t i

Descrite type and results of' measurements and compare withc.
licensee's measurements.

1$. EDEPENDENTMEASUREMENTS

i a. Measurements made by inspector. (V es ( ) No
'

b. Survey instrument 8AM 000/rn<NRC Serial No.

c|. Describe type' and results of measurements. Wh M""*AS tv.L.Y ^4*'

s@ gw' r- n >< 2~ taf wm mwp% . 'hc w%;x'

16. POSTINGANDllBEt1NG A.M A.it W e0 % w .4 /m.b, % ),

( Posting and labeling in accordance with 10 CFR 20,203. (/)I '

()No [20.203)
Remarks.

.

.

!

4 17. LICENSE CONDITIONS

All lii:ense conditions reviewed during inspection. (ATNsa.
(-)No

b. Activities were conducted in accordance with 1i ense con:litions,Jexcept as noted elsewhere in this report. $4 Yes ()No.

18. BULLETINS AND INFORMATION NOTICES.

Bulletins and Information Notices issued during current year.
- a.

b. BulletinsandInformationNoticesreceivedbylicensee.(Q'fes
()No
Remarks.

t

|-

87100 B-13 Issue Date: 03/23/87
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.

'

' '

.'

co Licensee took appropriate action in r~ sponse to Bulletins ande
Inforr.ation Notices. (TYes ( ) No

.

Remarks..

|

19. TRANSPORTATION (10 CFR 71.5s and 49 CFR 171178)

Yes Violation
a.- License mak*s shipments of RAM? (F[ ()'

If "Yes." cce 'ete the following items,

b. Suc shipments consisted oft
f radwaste

(]
sources / products
other

c. For radwaste shipments are:
( )'by licensee, using comon carrier
(k} through Radweste Brpker

name of Broker [de)/d /dc k/14'<0#MY WN 'I#7 b4"< 'a
I

d. Licensee is aware of 10 CFR 61:
Radwaste requirements for generators? ( ()
Licensee has classified and characterized
itsradweste?(20.311(d)) ( ()

e. For shipments:
Licensee uses authorized packages? (1)f ()
[(173.415-16})
Package type ised. hnT '7 A
for DOT-7A, license 7eas perfomance test

.

recordsonfile?((173.415(a))). ([ .( )For special form sources licensee has
performance tests records on file for each s'V/Asourcedesign7[(173.476(a))) (5 ()
Packages are properly labeled? , 172.403 (6, ()

173.441
Packages are properly marked? .' 172.200 (( ()
Proper shipping papers are prepared for
each shi
Remarks.pment?

,(172.203(d))) (
_

(' )

.

Issue Date: 03/23/87 B-14 87100
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f. Does licensee F4Le return shipments of () ()radiophanr4cy dosest om.

(IfYet does licensee 6:sume responst.
bility for all shipper to uirementst?
(if Mo, what arrangements understandLng
t4ve been made bLtween iicenset snd
radiopharmacy as to perforrance of shipper
responsibilities?)(Describe)
Res.s tks .

.

.

s

20. ITEMS OF NONCOMPLI ANCE l'M. LA N n'c N fy,1 'O''**s' k% 5_

/
'-

flet nw @w7 4,syh.,M ,muge i'o .4)",st% j /a' t n[4
k k .~2~ ~ = y c G u ,., n. n.JJM., og , /c cm 3.r, h,(/) ,9 wu

Fe -,,, 5'l/ %,J b fA_ kQ >%d (,4y;p t.n yj,
j. 21. _ ONTINUATION OF REPORT ITEMS USE BACK OF PAGE IF HECESSARYC

$$
.

e k ~ A~ Pey~n -= io. c .

.

,f .Y P. 9 $ *k *' * ~9'

n u ~ ~ m .s ~ y + ~r :-s~u., k G k cv Aed M~J 47 I~ " * ~,' -,- y a , 7/G M 7%j

pc6s :
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nd\ <t,.2%c < 7 5'7 , fAstA,,, ew., (/7gd,w/
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,

/ ,2 5 ,r JJ .ht pu op,,mvet4 ,c,

n%, u,iu.~.w, ed & L ,u& reN,4 _
uv a m/,zs ,<u, Q .u, w . m + -

V b s|C9 . Tla y,w k xt) Cn- i
.l ican, I-( 2 r cgmaguy te k ,,; & #pula .

'

et

,
by~ g2. if n c1 *7

Fc(W ,:.y cL d .< w , 9 c} %J Cc
R , l'M r U O ,sy y r M

.

J/a N e
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UNITED STATESi

F'i.. 'a NUCLEAR REGULATORY COMMISSION. _

{''' . RtGION Vi
-

P, 1460 MARIA L ANE, sulf f 210
L'

'g * N # _ WALNUT Crit K. CALIFORNIA $4b96
e...*

DEC 271983

License No. 04-15030 01
,

Veterans Administration Medical Center
3350 La Jolla Village Drive i
San Diego, California 92161 '

Attention: John W. Ditzler, M.D.
Medical Center Director

Gentlement

Subject: NRC Inspection

This refers to the-routine inspection conducted by Mr. David D. Skov of this .!-

office on Deccaber 7-9, 1983, of activities authorized by NRC License No. j
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= j
license as they-relate to radiation safety and to- compliance with. the - ;

Commission's' rules and regulations and the conditions of your license. The- I

inspection consisted of selective examinations of procedures and j
representative records, interviews with personnel, and observations by the !inspector.-

Based on the results.of.this inspection, it appears that certain of yout'
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-
qviolations included in Appendix A, we are concerned about' the implementation.
of your management: control system that permitted the violations to occur. ' Of

~

particular concern was the occurrence of excessively high leve.ls' of
radioactive contamination of a radioisotope laboratory (Room 6223), and the-
contamination of anLindividual who was working in the same_ laboratory which
were detected by the NRC inspector during a visit to your sixth floor- research J

facility..

19(p / ycyn f 7 hyjw .s,m.%
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'
Veterans Administration Medical Center -2- '

DEC 271993
It is especially significant when it is noted that this individual as well as
other persons working with licensed material in other research and nuclear
medicine laboratories, as a metter of practice, have failed to conduct

.

frequent and routine (daily and weekly) laboratory and personnel surveys to :

verify the absence of radioactive contamination. Based upon discussions by I

the NRC inspector with the Radiation Safety Officer and other licensee >

representatives, it appears that the absence of surveys by authorir.ed users is 1
: 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 additional- findings that the results of
monthly surveys, extending over a period of several months, indicate the |
presence of significant levels of surface contamination in a number of nuclear
s>edicine and research laboratories.

Although radioactive contamination of the laboratory (Room 6223) and the
,

individu:1 observed during the inspection involved only materials 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. us'e of byproduct
material.= Consequently,L in your reply you should describe those actions taken
or planned to improve the effectiveness of your radiation. safety program and
the overall canagement' control system, particularly with reference to your
radiation monitoring program.

'

Your response to thia Notice is to be submitted in accordance with the
provisions of- h '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 Of fice of Management and Budget as ,

Erequired by the Paperwork Reduction Act of 1980, PL 96-511.
;

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

i
'Sincer'ly ;

t

Ross: ca no, ' rector.

Division of Radiologica a ety ,

and Safeguards Program

Enclosure:
Notice of Violation

p

|
|:

|
!
l

|-
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APPENDIX A

NOTICE OF VIO!ATION !
'

Veterans Administration Medical Center
3350 La Jolla Village Drive License No. 04-15030 01
San Diego, California 92161.

As a result of the inspection conducted December 7-9, 1983, and in accordance
violations were identified:with the NRC Enforcement Policy,10 CPR Part 2, Appendix C, the following

A.
10 CFR 20.207(a) states that licensed materials stored in an unrestrictedarea shall be secured from unauthorized removal from the place ofstorage.

bydrogen-3; approximately 100 microcuries, iodine-125) contained inContrary to the above requirement, licensed materials (2 millicurie:.,
Laboratory Room 6078, were not secured from unauthorized removal from its ,

place of storage.
During a walk-through inspection of the sixth floor

research laboratory facility at approximately 12:40 p.m., on December 9,1983, the door to Room 6078 was observed by the inspector to be open and
the room unattended. Under these conditions, the laboratory would be
considered as an unrestricted area.

'This is a Severity Level IV Violation (Supplement IV).
B.

- License Condition 20 states that the licensee shall possess and use
lic'ensed material in accordance with statements, representations, and
procedures. contained in application-dated July 25,.19B0; and letters

. dated March 26, 1975, and March 3, 1983. Also 10 CFR 20.201(b) states,
in part, that each licensee shall make or cause, to be made such surveys'

as are reasonable under the circumstances to evaluate the extent ofradiation hazards that may be present.

1.
Section 6.51 of the Radiation Safety Hanual (REV. 7/BO),.which was
submitted as an attachment to the application dated July 25, 1980,.
states that whenever unsealed quantities of radioactivity exceeding .
100 times those listed in . Appendix.V1 'are used in a single
procedure. 'a survey of the work area shall be made by the user
Immediately af ter the completion of the procedure -and the resultsrecorded.

Appendix VI of the Radiation Safety Manual' (REV. 7/BO)
specifies for, technetium-99m an. activity of 100 microcuries.

Contrary to the above requirements, surveys |of the Nuclear Medicine'-
Radiopharmacy (Room 4520) and Dispensing Laboratory (Room 4504) have
not been. conducted following the-use-of unsealed-technetium-99m

.

.

_

exceeding 10 millicuries for the period between August 1981, and the
date of the. inspection December 7 9, 1983. -|

.

i

.2.
Item 6, Section 3.40 of the Radiation Safety Manual (REV. 7/BO),

.

which was subnitted as an attachment to the application datedJuly 25, 1980,
,

states that each person who has contact with sources
of ionizing radiation is responsible for checking working areas for

'Q [d I n 2 $1 i W
7 g . vi~
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contamination af ter 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 Icaving the laboratory following the use of j!

,
;

!open radioisotope 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 (iodine-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 VI).
|
;

C. .10 CFR 30.51(a) states that each person who receiven byproduct material '

pur suant to a license issued pursuant to the regulations in this part and
parts 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 inFpection, records
had not been maintained showing the receipt and transfer of up to
125 m1111 curies of iridium-192 as seeds in nylon ribbons for interstitial
treatments of cancer in patients who were treated on Septem'oer 2,1981, !
April 25, 1983 and June 15, 1983.- ,

This is a Severity hevel V Violation (Supplement V1). j

Pursuant to the provisions of 10 CPR 2.201, Veterans Administration Medical
Center, San Diere, California is'hereby required to submit to this office

iwithin thirty days of the date of this Notice, a written statement of
explanation in reply, including: (1) the corrective steps which have been
tsken and the results achieved; (2) corrective steps which will be taken to
avoid further violations; and (3) the date when full compliance will be
achieved. Consideration may be given to extending your response time for good
cause shown. I

DEC 271983 g4g4/a
Dated R. D. Thomas, Chief,

Materials Radiation protection

Inspection and Licensing Section

!

-

,
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Veterans Administration Medical Center Q b'
3350 La Jolla Villa e Drive ""
San Diego, Californya 92161 3.n; )g -
Attention: Norman E. Hensley -

Medical Center Director (Acting)

Gentlemen:

Subject: Notice of Violation (NRC Inspection Report No. 30-08456/85-01)

This refers to the inspection conducted on May 15-16 and July 1-3, 1985 at
the Veterans Administration Medical Center, San Diego, California, byMr. F. Pang of this of fice. The inspection was conducted to investigate
the circunstances associated with the loss of iridium-192 seets at theMedical Center around the April 24-25, 1985 timeframe. The missing seeds
were reported to NRC Region V by your Radiation Safety Officer on May 1,1985.
During the inspection eight violations of NRC requirements were identified.
On May 31 and July 10, 1985 we held an enforcement conference and telephone
conference, respectively wIth you and members of your staff during which these
violations, their causes,, and your corrective actions were oiscussed.

The violations described in the Notice of Violation inclue: (1) the loss of
radioactive materials; (2) failure to survey areas in wMch radioactive materials
are located or handled; (3) failure to conduct araual audits, (4) failure to
maintain adequate records; ($) inadequate training; .ind (6) several examples
of failing to comply with the requirements of the Rsdiation Safety Manual.
Collectively, these violations represent a breakdoin in the management oversight
and control of the radiation safety program. Two af the eight violations *

were repeat violations.

/ The violations have been categorized in the aggregate as a Severity level 111# problem in accordance with the " General Statement of Policy and Procedure for
NRC Enforcement Actionc,'' 10 CFR Part 2, Appendix C (1985). Civil penalties
are normally considered for Severity Level 111 violations. However, the NRC
Enforcubent Policy allows for reduction of a civil penalty under certain
circumstances. In this case, because of your prompt identification and reporting,
and your unusually prompt and extensive corrective actions, I have decided,
after consultation with the Director, Office of Inspection and Enforcement,

i

not to propose a civil penalty in this case,

You are required to respond to this letter and should follow the instructions
specified in the enclosed Notice when preparing your response. In your
response, you should document the specific actions taken and any additional
actions you plan to prevent recurrence. After reviewing your response to this gHotice, the NRC will determine whether further NRC enforcement action is
necessary to ensure complianca 'd" NRC regulatory requirements.

i

PDR [o i
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Veterans Administration
a

AU 09198rs.
,

Medical Center -2-

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

The responses directed by this letter and the enclosed Notice are not subject
to the clearance procedures of the Office of Management and Budget as requiredby the Paperwork Reduction Act of 1980, P 6 11.

Sinc ely,

fh|N
Jots ~B Martin
Regional Administrator

Enclosure:
Hotice of V''

cc:
State of California

!

.

i
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, APPENDIX A
.

:

NOTICE OF VIOLATION
.

Veterans Administration Medical Center Docket No. 030-084563350 La Jolla Village
License No. 04-15030-01San Diego, California 92161
EA 85-82

During an NRC inspection conducted on May 15-16 and July 1 3, 1985, violations
of NRC requirements were identified. The violations include: (1) the loss of-radioactive materials; (2) failure to survey areas in which radioactive
materials are located or handled; (3) failure to conduct annual audits;
(4) ':llure to maintain adequate records; (5) inadequate training; and ,

(6) several examples of failing to comply with the requirements of the
Radiation Safety Manual. In accordance with the " General Statement of Policy
and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C (1985),
the violations are listed below:

A. License Condition 20 states that the licensee shall possess and_use
licensed material in accordance with statements, representations, and
procedures contained in the application dated July 25,--1980; and letters __
dated March '

26, 1975 and March- 3,1983,
i

1. Section 6.61 of the Radiation Safety Manual states, in part, that
radioisotopes requiring labels must be stored in areas under control of
the Radiation Safety Of ficer (RS0) and secured against unauthorized emoval. '

'

,ontrary to the above requirement, on three separate occasions, licensed
material requiring labels was not under the. control of the RSO and secured
from unauthorized removal as evidenced by.the following:

A shielded container containing iridium 192 sources totalinga.

approximately 47 mil 11 curies was'left unattended in the patient's
room overnight on April 24, 1985. i

-l
A ribbon / catheter containing five iridium-192 seeds of approximatelyb.

0.76 millicuries each was found by the Assistant R50 underneath the :

patient's bed on April 25, 1985. ,{4

t

iA ribbon containing four iridium-192 seeds was ' confirmed to be lostc.
on May 1, 1985.-

2. In' the ap)11 cation dated July 25, 1980 the licensee committed to an ALARA- i

program w1ich requires-that management and the Radiation Safety Officer
independently conduct annual audits of the radiation safety program.

Contrary to the above. requirement, at the time of the. inspection, the
annual audits had not been conducted since 1980.- i

!

3

O%C 8
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Notice of Violation -2-,

,

3. Section 3.40.5(a) of the Radiation Safety Manual 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. '

i

4. Section 6.61.1 of the Radiation Safety Manual states, in part, that
radioactive waste requiring a " Radioactive Materials" label 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 a properly labeled and secured container.

Contrary to the above requirements, at the time of the inspection, a
contaminated gauze and bottle were found in the non-radioactive trash
container in the Nuclear Medicine imaging room which was not labelled
or secured against unauthorized removal. The contaminated gauze and
bottle each s,easured approximately 150,000 dpm.

5. Section 6.51 of the Radiation Safety Manual states that when unsealed
quantities of activity exceeding 100 times those listed in Appendix VI
of the manual (e ted from 10 CFR 30.71, Schedule B) are used in a
single 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 followir$ 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 hospital wlU be iastructed in the
proper use of a G.M. survey meter to check bagge6 nen radioactive waste
before transferring it to the hospital's central 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 G. 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 liquid radioactive waste
disposed of into the sanitary sewer.

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

1
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Notice of Violation-

3--
,

8. 10 CFR 20.207(a) requires that' licensed materials stored in an '

unrestricted area be secured from unauthorized reaoval 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 lunch hour.

This a repeat violation.

Collectively, the above violations constitute a Severity Level 111
problem (Supplements IV and VI).

Pursuant to the provisions of 20 CFR 2.201, the Veterans Administration Medical
Center, San Diego is hereby required to. submit to this Of fice within 30 days
of the date of this Notice, a written statement or explanation including foreach alleged violation: (1) admission or denial 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.

~

t

to avoid further violations, and (5) the date when full compliance will be
,

achieved. If an adequate reply is not received within the time specified in
this Notice,- the Director, Of fice of Incpection and Enforcement, may issue an'

order to show cause why the license should not be modified, suspended, or
revoked or why such other action as may be proper should not be taken.--

Consideration may be given to extending the response time for- good cause
shown.

AUG 0 91985
'

Dated <

~

t
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U. S. NUCLEAR REGi|MTORY COMMISSION
.

;

RIGION V

Report No. 85 01
.

Docket No. 030-08456
i- License No. 04-15030 01

Materials Group priority: 2 Category: G1
Licensee: Veterans Administration Medical Center

3350 La Jolla Village Drive
San Diego, California 92161

Tacility Names (Same as above)

Ins.pection at (Same as above)

Inspection conducted -May 15-16 and July 1-3, 1985

Inspector:
_ A~

#
J. Tranfpang, Radiation Specialist ~

14 te' Signed
L

Approved By: # M~R. D.. Thomas, Chief
t Signed ;Nuclear Materials Safety Section

Suwaary:
r

,Insp g Mon of May 15-1'6-and July __ 1-3, _1985 (Report No. 85-01)

This Lspecial inspection was conducted as a result of a notification by the
-licensee on May 1,1985 that a ribbon of four (4) iridium-192 seeds of
approximately 0.76 millreuries each was missing and also because the licenseewas due for a routine inspection.

,

The arean examined included organization; internal audits; training and-
,

qualifications of personnel; radiation protection procedures; use of .
.innterials;- storage of materials; facilities; instruments; receipt and transfer

of--materials; personnel' protection-external and internal; effluent controls
and wasts disposal; and required postings. The actions taken to correct theprevious vi'lations-as stated by the-licensee in correspondence to the NRCo.

af ter the last inspection were also examined during this inspection.

.
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This inspection also focused on the verification of the Ifeensee's surveys
which had been conducted to locate the missing seeds and the determination of
the cause of the breakdown in controls which resulted in the missing seeds.

This inspection involved 34 inspector hours onsite by one inspector.

Results *

Eight violations were identified during the inspection. The violations have
been categorized in the aggregate as a Severity Level III problem in
accordance with the " General Statement of Policy and Procedure for NRC
Enforcement Actions," 10 CTR Part 2, Appendix C '1985). The violations are
surnarized 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 /catbeter containing five iridium seeds of approximately
0.76 millicuries each was found by the Assistant Radiation Safety
Officer (RS0) underneath the patient's bed on April 25, 1985,
indicating a survey was not adequately conducted.

3. A ribbon containing four iridium-192 seeds was confirmed to be lost
on May 1, 1985. (Items B and 11.b. )

B. Two laboratories containing licensed material were found unlocked and
unattended. This is a repetitive violation. (Item 8)

C. Management and the RSO have not conducted annual audits of the radiation
safety program. (Item 4)

D. Evidences of eating / drinking was observed in several laboratories.
(Item 12.c)

E. Contaminated material was found in the non-radioactive trash container inthe Nuclear Medicine Laboratory. (Item 15)

F. Daily surveys of t.be Nuclear Medicine Laboratory bad not been conducted
on occasions. This is a repetitive violation. (Item 11.2.a)

G. Janitors en the sixth floor had not been trained to monitor
non-radioactive trash. (Item 5)

}{ . The Radioinnunoassay (RIA) Laboratory did not maintain records of
disposals of liquid waste into the sanitary sewer. (Item 13)

- - -
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DETAILS
.

1. persons Contacted

Norsan Hensley, Acting Director - '

.

Fred Marciano, Acting Director
Jean Parthmore, Chief of Staff

|
.

Todd Yates, Assistant Administrator
.

i

John Yerba, RSO
Melinda Johnson, Assistant RSO
Gordon perkins, Development Engineer
Lee Henderson, Assistant Chief of Staff
Richard Horn, Radiation physicist, University of California at San Diego
(UCSD)

2. Background

This special inspection was conducted as a result of a notification by
the licensee on May 1,1985, that a ribbon of four (4) iridium-192 seeds
of approximately 0.76 millicuries each was missing and also because the
licensee was due for a routine inspection. The eight violations
identified have been categorized in the aggregate as a Severity Level 111
problem.

A synopsis of the activities by the licensee relating to the incident is
as follows:

April 22, 1985 A patient was implanted with 69 fridium-192 seeds of
approximately 0.76 mil 11 curies each.

April 24, 1985 The seeds were removed from the patient and kept in
a container in the patient's room. A survey meter
had been.left in the patient's room for use by the
attending physician.

April 25, 1985 A survey of the patient's room was conducted by the
Assistant RSO. A ribbon of five seeds was foundunder the patient's bed.

April 30, UB5 The seeds vbich had been removed from the patient
were returned to the UCSD.

Hay 1, 1985 The licensee was notified by UCSD that a ribbon of
four seeds was missing from the shipment. The
licensee conducted radiation surveys in the various
areas using GM survey meters, l'ovever upcn the
reconcendation of Region V, the licensee subsequently
repeated the surveys of the various areas using the
much more sensitive Eberline Hiero R Heters.

<

May 2, 1985 Radiation surveys were completed by the licensee.
These surveys included a commercial biological vaste
handing f acility and the appropriate areas at the San
Diego sanitary landfill.

|
|

_
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The surveys conducted by the licensee did not reveal the whereabouts of'

the missing seeds. .

The instruments used during the inspection were an Eberline PRM-7
Micro R, SN $10; an Eberline E-520, SN 1939; with a HP 260 pancake probe;
and a Xetex 305B, SN 8194, due for calibration on September 5,

;
'

September 12 and August 22, 1985 respectively.m
3. Organization

'

The licensee conducts a large nuclear medicine and research program under
a broad scope liccuse and has a Radiation Safety Committee (RSC) which

.;

oversees the radiation safety program in the Medical Center, which
includes a large number of research laboratories. The Co Chairpersons of
the Radiation Safety Connittee are Dr. J. Verba and Dr. S.- Halpern.-

* '

The' radiation safety program is implemented by the radiation safetv;<
office which consists of Dr. J. Verba, RS0; Helinda Johnson, Assistant

y'- RS0; and Sally Witherby, Secretary. Dr. Verba is a physicist in the'

Nuclear Medicine Department, who also is assigned the collatetal dutiesof RSO,
Ms. Helinda Johnson is.the Assistant RSO and is currently |being,'

trained on-the-job in that capacity by Dr. Verba.
e

The minutes of the RSC for the meetings held since the last inspection of.L

t December 7-9, 1983 were reviewed. The RSC has met on a frequency of atm least a 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-1 physicist who' implanted the seeds and the physician who- removed the seeds
from the patient. The inspector attended this meeting as an observer.

4. Audits

-The licensee does not conduct audits. This was identified'as a-
,

violation. The licensee.had connitted to an A1. ARA program in the,

.( application dated July 25,-1980, which requires that management and the ;

RSO each independently conduct annual audits of the radiation safety |

The-Radiation Safety Office conducts inspections 'of the _variousprogram.-

laboratories on a monthly basis which basically consists of performing%'

- radiation and. contamination surveys of . laboratories. However, these-
.

1. monthly 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. was:1dentified 'as a : violation.

c 5. . Trainina. ]
>

A review of the training program indicated that the licensee is in -
: compliance with the training requirements as specified in the license
condition for all groups in the program with _the exception of the
janitors on the sixth-floor, where the research' laboratories:are located.
According to License Condition 20,. the licensee has connitted to train

,

r
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the janitors on the sixth floor in use of survey meters so that they
could monitor the non-radioactive trash. This training commitment has
never been carried out. This was identified as a violation.

It appears that the training program could be strengthened. The training
program should ensure that all persons receive the appropriate retraining
at a prescribed frequency. For example, the license cosmitment
specifies, " periodic" or "special lectures" to be given on radiation
safety. However, the frequency of " periodic" or "special lectures" has
not been defined so that in effect it may be years before such retraining
is given, if at all. For example: building and maintenance workers
,eceived a special lecture about two years ago according to the RSO.
Also, a number of the research workers interviewed received only the
initial training. Also, much of the training that had been given is not
documented. There is no requirement in the license to maintain training
records.

This was identified as a violation.

6. P,adiatica Protection Procedures

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

No violations were identified.

7. U_ se of Haterials

posting of restricted areas and labeling of containers of radioactive
materials were observed in a number laboratories and were found to be asrequired.

A review of the records of leak tests and quarterly inventories 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, 1985, the licensee has suspended
all brachytherapy treatments 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 associited with the
incident were established during the inspection:

The physician who' recoved the seeds from the patient stated that hea.
did not count the seeds af ter removal from the patient,

b. Because the assumption was made by the UCSD physicist that the
manufacturer's stated inventory on the shipping papers was correct,
the physicist did not count the seeds upon receipt. However, 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 held with the manufacturer during the
inspection indicated that the manufacturer's quality assurance
procedure consisted of an autoradiograph of the shipment as well as i

-
1

independent counts by two individuals. At the inspector's request
the annuf acturer's representative recounted the autoradiograph of
the shipment and confirmed that it was as stated in the inventory.

No violatiocs were identified.,

!

8. Storage of Materials

The security of licensed material was observed in the Nuclear Medicine
Laboratory and in several research laboratories. Laboratories having
" Caution-Radioactive Materials" signs posted on hallway doors were also
checked at random during the inspection to determine if any licensed
material was left unattended. During the walkthrough inspection on
July 1, 1985, Room Numbers 6122 and 6158 each containing licensed
material were found unlocked and unattended during the lunch hour. This
was identified as a 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 . t was removed by the Assistant-RSO the following-i
morning. This was identified as one item-of the Severity Level _IIIViolation. The Radiation Safety Manual which is incorporated into the
-license requires- that radioactive material be under the control of the
RSO at all times.

This was identified as a violation.
9. _I_ nst ruments -

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 accuracy 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
responsibility for the timely-calibratio 3 of the survey instruments is
assigned to the hospital's engineering department. All-instruments were-in calibration.

4

No violations were identified.
i

10. 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.
|-

I

|

i
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l11. Personnel Protection'

,

A. External

(1) Radiation Exposure

Records of radiation exposures since January 1984 were
reviewed. No significant radiation exposures were noted. The
maximum quarterly and maximum annual whole body erposures for
1984 were 170 mrem and 1500 arem respectively. The maximum
cumulative whole body radiation exposure for 1985 through Maywas $20 mrem.

The RSO conducts investigations of monthly exposures of greater
than 40 mrem in a month. The ALARA investigation criteria is
125 mrem in a month.

(2) Surveys

a. Facility

The Radiation Safety Manual 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 i

as when f odinations 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. However, 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 conducted on the
following representative dates in 1985; April 22, 23, 26,
29, May 6, 7,14 and 20, and June 3, 7. This wasidentified to be a repetitive violation.

!

This was identified as a violation.
b. Lost Seeds

i

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-Throat (ENT) Roomu
where he removed the catheters. The attending nurse did

! not recall seeing a survey instrument in the ENT room.
Ilowever, there is a question of whether she knows what al

_
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survey instrument looks like or whether she was in the,

room if and when a 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 15, 1985 and the
radiation levels in the room pegged the meter on the least
sensitive (highev() scale. The radiation levels in the
room was subsequently found to be due to a 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 III
Violation.

's 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 III Violation.

A review 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 were; the
patient's apartment and adjacent grounds where he worke?;
the vehicle used for transportation of the patient from
the hospital to his home; the hospital food carts which
vere 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
where he worked were made by the inspector and licensee4

representatives on May 16, 1985. No radioactive material
was found.

During the NRC inspecta!.n, surveys were conducted of the
'. patient's room, the entire hospital wing (SE) in which the

room was located; the corridors from the room leading to
the exits from the hospital; randomly selected elevatoca:
the balcony of the hospital wing; cafeteria dishwas Jag5

areas; hospital waste facility; the commercial biological,

vaste service fccility (V. D. Bingham, Inc.); and the area
of the San Diego Sanitary Landfill where the waste from

o the hospital for that period was identified to be buried.

The RSO was requested to determine the feasibility of
conducting a survey of the sesage drainage system from the
hospital, i.e. , determining the axistence of locations
vbere a survey of the sewer sumps and cetch 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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vhereabosts of the missing ribbon with the four.

iridium-192 seeds is unknown at this time.
it has been removed from the hosphal as part of theMost probably
non-radicactive vaste and buried in the sanitary landfill,
llowever, this remains but a hypothesis since there are no
facts to substantiate it.

This was identified as a violation.
12. l'ersonnel protection - Internal

A. Thyroid Sean

I

Thyroid scans are conducted by the licensee on a periodic basis as a !

means of monitoring personnel exposure when iodine-12$ or iodine 131
i

is used.
f odination procedure is carried out.The licensee conducts thyroid scans whenever any major

Regulatory Guide criteria isfollowed. Records of thyroid scans conducted were reviewed.signf ficant exposures were notted. No

No violations were identified.
fB. Bionssays

The license requires that bioassays be conducted weekly when 500
times the maximum permissible body burden (MPBB) of the isotope, or
if greater than 100 millicuries of tritium is used in the ,

laboratory.
The use of 500 times the MPBB of isotopes other than

'

tritium is rather conservative. According to the RSO, these limits
have not been met so that there was no need to conduct bioassays.
No violations were identified.

C. Fating and Drinking in the I,aboratories
*

Eating / drinking in the restricted areas is specifically prohibited 1

by the licensee's Radiation Safety Manual, which has beenincorporated into the license.
during lunchtime, the inspector observed drinking-or evidence ofDuring the walkthrough inspection,
drinking in some of the laboratories visited. This was identifiedto be a violation. Drinking was observed in Rooms 6022, 605B, 6069and 6197.
hot beverage heater.A cup and a coke was observed in Room 6202 including a
Room 6122 and a cup filled with coke in Room 6124.A coffee cup and apricots were observed in
cup where also observed in Room 6122. Apricots and a

It was noted that in a number of the laboratories inspected, the
whole laboratory was designated a restricted area where only a small
portion of the laboratory was actually used for working withlicensed material,

ne designation of uncontrolled areas in such
laboratories, when appropriate, was discussed with the RSO.

This was identified as a violation.

_
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13. EffluentControls.VasteDfspoM.

_

A. Disposal by Release into the Sanita ry Sewer System

Some laboratories dispose of small quantities of liquid radioactive
vaste into the sanitary sewer. It was noted that the RIA Laboratory
did not maintain records of such disposals to the sanitary sewersystem.

This was identified as a violation.
B. Solid Radioactive Waste

All radioactive vaste having short half lives are held for ten half
lives, monitored, and were disposed of if the radiation levels are
background. Solid radioactive vastes having long half lives are
stored in 55 gallon drums and shipped to a waste burial ground via a
waste broker and consultant. The licensee averages seven shipments
of about 25 drums each per year. Records of disposals made and

-shipping papers were reviewed and found to be acceptable.

No violations were identified.
14. Posting _of Notices

Postings in accordance with 10 CFR 19.11 were observed in the
laboratories visited during the inspection.

No violations were noted.

~ 15' Independent inspection Effort

It is noted that the criteria for contamination established by the
Radiation Safety Manual which is incorporated into the license is
11,000 dpm. Levels lower than 11,000 dpm may be considered
uncontaminated. This criteria for contamination is excessively high and
should be revised downwards. In pr6ctice the licensee uses a much lower
criteria for determining the presence or a,bsence of contamination.

Recommendations for the improvement of the radiation safety program were
given to and discussed with the RSO.

The recommendations included the
establishment of a master list of persons trained together with dates of
training and retraining to control the effectiveness of the training.program.

Contamination and 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-radioactive trash container in the Nuclear Medicine imaging

The contaminated gauze and bottle each measured approximatelyroom.
150,000 dpm.

*
i

-.
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This was identified as a violation.,

Licensee's actions taken on violations found on the last inspection ofbecember F9,1955~ ~

A. A laboratory containing licensed material was found open and
unattended. This violation was also noted on this inspection.This remains no open item.

B. Surveys of the Nuclear Medicine Laboratory and certain researeb
laboratories bad not been conducted on occasions. This violation
was also noted on this inspection. This remains an open item.

C. Records of receipt and transfer had not been maintained on one-
occasion. The licensee maintain records of receipt and transfer as-
required. yTs item is closed.

16. Conclusions

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

Deficiencies were found in the radiation safety program. Audits which
I

are basic to the implementation of a good radiation safety program werenot being conducted. The implementation of an audit program should
hopefully serve to identify and correct deficiencies in the program.

.The license should be nended to reflect current practice and standards
where appropriate.

t
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; . September 5, 1985

; D% rL;, in n.piy n...,to: 664/115
Your Reference

! -
US Nuclear Regulatory Conatiesion License 04-15030-01Region V .

1450 Maria lane, Suite 210
Walnut Creek, CA 94596

Gentl emen .

This. is -in reply to your. J etter of August 9,1985 concerning the NRC
inspection of the VA Medical Center, 3350 La Jolla-Village Drive, SanDiego, Califorhia, 92161. The Jnspection was conducted by Mr. J. Frank
Pang on.May 15-16 and July 1-3, 1985, and dealt with activitiesauthorized by NRC Licenso No. 04-15030-01.

We have examined the. items of noncompliance detailed in Appendix A41
your letter. We'are including in this coinmunication (1) thecorrective steps which have been taken; (2) the corrective steps. which '3

will be taken in the f uture; and (3) the date when full- compliance will
be achieved.

We wil11 consider each item of noncompliance separately and in the same'

order as in Appendix A of your letter,
d

'

Item A(1). License condition 20 states that the licensee shall,

possess and use license d material-;in accordance with statements,
representation,. and procedures contained in = the application dated July5, 1980;fand letters dated March 26,. 1975 and' March 3, 1983.

Section 6.61 of the Radiation Saf ety Manual states, in part, thatradioisotopes requiring labels must be stored in areas under the control
of the Radiation Saf ety Officer (RSO) and = secured against unauthorized-
r emov al .,

Contrary to the above requirement, on three separate . occasions, licensed
material r equiring labels was not under the control- of -the- RSO .and i
secured f rom unauthorized removal as evidenced by the following:

- A shielded = container. containing Iridium ~-192 seeds . totaling.a.
approximately 47 mC1, was left untttended in ' the: patient's room-overnight on April 24, 1985.

.

b. A ribbon / catheter containing 5 Iridium-192 seeds of approxi-
mately 0.76 mci cach, was found by the assistant RSO underneath the
patient's bed on April- 25, 1985.

.

451001-020e 050Y27
RE05 LIC30
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c. A ribbon containing 4 Iridium-192 seeds was confirmed to be
lost on May 1,1985.

'

This particular item of noncompliance resulted because of a breakdown in1

the- procedure f or ' handling therapeutic implants. 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 at 6nd approved by the radiation
saf ety committee. When the revamp procedure is approved, it will be
forwarded to the Nuclear Regulatory Commission for their concurrence.,

As of this date we will be in compliance in matters concerning implants
since we have discontinued this procedure here at the medical center.

Item A(2). License co1dition 20 states that the licensee shall
possess and use license d .:sterial in accordance with statements,
repr e senta tion s, and procedures antained in the application dated July
15, 1980; and letters dated Marca 26, 1975 and March 3,1983. In the-
application dated July 25, 1980 the licensee committed to an AL ARA:
program which requires that management and the Radiation Safety Of ficer
independently conduct annual audits of the Radiation Safety Program.

Contrary to the above requirements, at the time of the inspection, the-
annual audit had not been conducted since 1980.

This item of noncompli.ance will be corrected by instituting an audit
generally f ollowing the procedure laid out in Appendix E of the US
Nuc1 car Regulatory, Commission Pamphlet NDREG-0267 Rev isi on 1,

" Principals and Practices f or Keeping Occupational Radiation Exposures.
at Medical Institutions As Low As Reasonably Achievable". Since our ;

Radiation Safety Program is currently being heavily scrutinized and our
manual ' changed - to refl ect the current condition of ou: Radiation Saf ety qProgram and since we have just undergone a -rather thcrough audit by the-'

Nuclea r Regulatory ~ Commission, it was f elt that the Radiation Saf ety
Officer's audit should be conducted some: time in the next three months
with the audit by management being conducted .within the next 'six months.
This item of noncompliance -has been th'oroughly-. discussed in our
radiation safety committee meeting and it is thoroughly understood that
an annual audit by the Radiation Saf ety Of ficer as well. as an annual
audit by management should be conducted as soon as the program
s t a bl iz e s. Our plan - f or a c om pl e t ely updated manual call s f or. a-
coapletion date of January 1, 1986. '

A(3) . License condition 20 states that the licensee shall possess
and use licensed material in accordance with statements, r espre senta-
tions, and- procedures- contained in the -application dated July 25, 1980;

p and letters dated March 26, 1975 and March 3, 1983.

b Section 3.4.5(a) of the Radiation- Saf ety Manual states that smoking,
L eating, or drinking in radioisotope laboratories is prohibited,

j Contrary to the above r eq ui r em ent, on July 1, 1985 the inspector
observed individuals drinking or evidence of drinking in rooms 6022, o,

L 6058, 6069,- 6122, 6124, 6197, and 6202. Food was observed in room 6122.

;. s
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This item of noncompliance is being aggressively addressed as indicated
in the two enclosed memorandums f rom the acting hospital director and an
additional memorandum issued by the Radiation Saf ety Of ficur. These
procedures f or aggressively pena 11 zing violators is currently in place
and we are confident that they are strict enough to bring us into total
compliance on this particular item in the very near f uture.

A (4) . License condition 20 states that the licensee shall possess
and use license material in accordance with stater.ents, representations,
Lnd procedures contained in the application dated July 25, 1980; and
letters dated March 26, 1975 and March 3, 1983.

Section 6.61.1 of Radiation Safety Manual states, in part, that
radioactive waste requiring (a) " radioactive materials" label must be
secured against unauthorized r em ov al . Section 3.30.8 of the Radiation
Saf ety Manual establishes 11,000 DPH as the criterion f or determining
whether an item is considered to be radioactively contaminated and thus
requires disposal in a properly labeled and secured container.

'

Contrary to the above requirements, at the time of the inspection a
contaminatnd gauze and bottle was f ound in a no n- r a di oa c t iv e trash
container in the Nuclear Medicine imaging room which was not labeled or
secured against unauthorized removal. The contaminated gauze and bottle
each measur ed approximately 150,000 DPM. This item of noncompliance has
been thoroughly discussed in the department meetings of the Nuclear
Medicine Service. A procedure has now been established for monitoring
the non radioactive trash before it is removed f rom the Nuclear Medicine
Service. This system is al ready in place and as of this date we should
be in complete compliance.

A ( 5) . License condition 20 states that the licensee shall possass
and use license material in accordance with statements, representations,
and procedures contained in the application dated July 25, 1980; and
letters dated March 26, 1975 and March 3, 1983.

Section 6.51 of the Radiation Saf ety Manual states that when unsealed
quantities of activity exceeds 100 times those listed in Appendix VI of
the manual (extracted f rom 10 CFR 30.71, Schedule B) are used in a
single procedure, a survey shall be made by the user and the result;
recorded.

Contrary to the above requirements the nuclear medicine laboratory
containing unsealed quantities of activities greater than 100 times the
quantity specifled in 10 CPR 30.71, Schedule B, had not been surveyed on
the f ollowing representative dates in 1985; April 22, 23, 26, and 29,
May 6, 7, 14, and 20, and June 3, 7.

This particular item of noncompliance was also discussed thoroughly in
the department meetings of the Nuclear Medicine Service. New forms have
been adopted which will make it more readily apparent thst surveys were
not com pl eted. In addition, a procedure for a monthly audit of the
necessary surveys has been instituted. Since this new sy st em has
al ready been installed, we should have an immediate improvement in this
particular item starting as of this date.

3
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A(6). License Condition- 20 states the licensee shall possess and
use licensed material in accordance with the statements, representation,
and procedures contained in the application dated July 25, 1980; and,

letters dated March 26, 1975 and March 3, 1983..

In a letter dated March 26, 1975, the licensee states that the janitors
on the research floor (6th) of the hospital will be-instructed in the
preper use of a G.M. survey meter to check bagged non-radicar ve waste
bef ore transf erring it to the honpital's center disposal area. .

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

This s tem of noncompliance is to be addressed by a procedut e which will
involve a designee of the Radiation Saf ety Of ficer being appointed to
monitor the bagged non-radioactive waste bef ore it will leave the 6th
floor. Alternate designees will also be appointed to help with these
s u rv ey s. Contrary to op- letter of March 26, 1975, all tne janitors on
6th floor will not be instructed in the proper use of a G. M. survey
meter. The monitoring of bagged non-radioactive waste will' be perf ormed
by those designees of the Radiation Saf ety Of ficer. This system of
monitoring is now being put '' place. It should be f ully f unctional by
the end of September.

A(7). License . condition 20 states that the licensee shall possess
and use licensed material in accordance with the statements,
representations, and procedures contained in the application dated July
25, 1980; and letters dated March 26, 1975 and March 3, 1983.

Section 6.62 of Radiation Saf ety Manual and 10 CFR20.401(C)(3) r eq ui res
that records be maintained of all liquid radioactive waste disposed into
the sanitary sever.

Contrary to the above requirement, at the time of the intesction the
radioim"unoassay laboratory had not maintained re nrds ef sanitary sewer
Gisposal.

A system for maintainir.g records of disposed radioactive waste into the-
sanitary sewers has now been put in place in the radioimmunoassay

~

laboratory. As of this time we are in complete compliance with this,

particular item of noncompliance.

B (1) .10 CPR20,2 07 (A) requires that licensed material stored in a-
non-restricted area be secured f rom unauthorized removal f rom the place
of storage.

Contrary to the above requirements during a walk through inspection
conducted on July 1,1985, rooms 6122 and 6158 each contained licensed.
material and were found unlocked and ur. attended during the lunch hour.

Similar to Item A(3), this particular item of noncompliance is being
aggressively audressed as indicated by the two memorandums enclosed

4
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' f rom the e, ting hospital dir ector to investigators on the 6th floor
~

: -

ialong ; with. a t similar memorandum f rom the Radiation. Saf ety Of fice; . We
.

feel that this aggressive, treatment of these particular it' ems should''

bring. us ;into_ compliance within a .very, very'short time.
We have, tried to take corrective ~ steps on. all the detailed items pointed
out 'in' Appendi-x A and, in addition, have accepted all the comments. of- ,

the-inspector 11n "' constructive -spirit- that they were made, and we
hope ocr action, as outlined above will adequately resolve the
deficiencies noted. We feel that we are promptly . implementing all the

lprograns outlined above, and plan on. reviewing the. procedures and. the
results' of ~ their implementation in the near. future to determine their

y ef f ec tive ne ss.

' Sincerely; your s, .

'( LJNO/AW
'| - A ARA A. SMALL- ,

.Modical Center Director

( Enclos ures 4

cc t . Director,- Nuc1 car Medicine Service (115)
VACO.
Regional Director, Western Region- (10BA6)
VACO ;

5
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I have read the enclosed memorandum of September 6, and
have discussed it with all of my laboratory employees,

Principal investigator

Please' sign this sheet and return it to the Radiation Safety
Office.

<

.
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G R*L. Memorandum
All Supervisors with Responsibility forTo:

o,m = September 6 _1985 se
00:JP-sbw/X3911 !'

2

,

i

1._ The utilization of radioactive material is an integral part of the mission
- of this Medical Center, both from the point of view of our ongoing patient
_ care' responsibilities and in the area of medical research.,

2. 'We are presently faced with a problem of considerable moment: the possi-
bility that our_ Medical Center may no longer enjoy the' privilege of utilizing
radioactive material.

3. 'I have addressed this memorandum to a relatively small and senior group _
of individuals who are intimately aware of both the value of radioactive ma-
terial-and its potential for harm. You are similarly aware of the fact that-

radioactive material is carefully controlled by the Nuclear Regulatory Comis-
sion, an independent, agency of the Federal government which is primarily res-
ponsible <for the safe-use and frequent monitoring of radioactive materials in,

this and other government facilities, This Medical Center is licensed by the-
Nuclear Regula_ tory Comission to possess and utilize radioactive material.
The Comission uses a relatively involved series of procedures to measure our
ability to safely handle this_ material. Briefly, irregularities, short-

4

comings and failures on our part to follow the rules of the Nuclear Regulatory-

LComission are cumulative in the sense that for each class of penalty, _ punish-
ments progress-from bas.ically administrative to-mandatory fines and loss of ,

license. Since shortly af ter our activation we have been guilty of| violations,/which, ificonsidered alone , would be relatively minor But under the cumula-
tive penalty system of the NRC, over the past decade we have reached the point
at which any further violation, however, trivial, will-lead to serious con-

- -

= shutdown of- all, activities utilizing _ radioactive materials; sequences,-i.e. fines of up to $20,000 and/or loss of; license and therefore.-

2 4. In accordance with the foregoing. I must solicit and in fact insist on,-

your: cooperation in ensuring _ that appropriate local and NRC regulations -are-
henceforth scrupulously followed. Our most recent violation pertains to the
failure of several_ laboratories and work locations to maintain total; security
of radioactive inaterials, and also -to scrupulously- exclude food and drink
from areas in which Eradioactive materials are used. Radioactive material,Jin

= any 'orm, must be secured against unauthorized removal. Food and drink should
-never be found in controlled radioactive material areas. To accomplish this,

=
-

|
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1 must direct that each supervisor receiving this memorandur immediately; i

,take steps to meet with1his/her staff and personally review the gravity of-

the sit'uation with them. . Secondly,-and most importantly, each supervisor .[
will-establish failsafe procedures which address radictcs.1 safety issues ~ '

for their_ work areas. . Management is presently p'asuing~ avenues of disci--

plinary and/or adverse action which can be taken against employees and their
supervisors who fail to follow required precautionary procedures.

_5.. -I would appreciate your rapid and full compliance with the foregoi_ng-
;

instructions.1 In this connection, I have attached copies of a memorandum '

: you should distribute to each employee with access to your rooms containing..
1

nuclear' material . It also emphasizes the importance of this matter. Any . |-
- questions' concerning the above may be discussed with Dr. John Verba, Radia- !-

tion Safety Officer,

t

a.LM<.UT.AA- -- '

JACQUELINE PARTHEMORE, M.D.
,

Acting Medical Center Director
1 :
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G X*l a ?s*ue m Memorandurr>
To- All Investigators / Technicians

Using Radioactive MaterialD* " - sei:)) Enforcement of NRC Regulations

1. In an effort to enforce NRC regulations, random walk-through inspec-
tions of Research laboratories will be instituted.- Rooms marked with .
radioactive material signs, found open and unattended at night, will be
ci ted. During the day, if you are storing no radioactivity (i.e. , trash,
liquid waste, inventory), or if -you have all 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 radioactivity or that all rahactivity is: !

secured against unauthorized removal during the daytime 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, Wi th
such posting, doors may be lef t open and the room unattended. Without such
at posting, : rooms must be occupied when the dcor is open. This will apply
only during the day. ' Random inspections wil1 be made and violators cited.
For the .first ' violation, the lab will be closed 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.fn an eight-day closure, etc.-

2. Floors may be cordoned off with tape te designate controlled and non-
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- cons titute. lab closure. Closure will: increase in duration in the same
-manner as ' unattended lab closures.

3. Non-radioactive trash must be monitored before being removed from your -
lab area. Building Management will do the monitoring on the sixth floor.
L6s using open ' radioactivity on other floors will be required to monitor,

;

'ncir own trash. See Radiation Safety if you have any questions., '
,

4. A log must be kept of all radioactivity that-is poured down the drain.
- This log shouldfinclude an estimate of the amount poured down the drain
and a wipe testjof the drain' trap. This applies to wash water. Please

'

continue to bring all other liquid waste to the centFa'ITzed storage area -
Roo'm 6056. - Radiation -Safety will be glad to help you set up your log book.

Of0"
_ -
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5. Radiation Safety will begin auditing each laboratory's radiation safety
compliance program. You are advised to review your records and procedures.-
1rregularitiestcould cons.itute lab closure. See Radiation Safety personnel-
if you' have =any specific questions, t

7. This inemorandum will go into effect e.,n Septenter 6,1985.-

'

J .N W. VERBA, ph.D.
adiation' Safety Officer-

,
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73 X*la n euen Memorandum
Employees working in laboratories orm
spaces where nuclear material isom: September 6,1985 se stored or utilized

00:JP-sbw/X3911

1. I have recently directed a memorandum to your supervisor regarding
serious deficiencies in our nuclear radiation control program at this
Medical Center. I have asked your supervisor to discuss this problem with
you and to explain fully the impact on this Medical Center of any future
dereliction in our responsibility toward safeguarding of nuclear material.
I have also directed your supervisor to establish specific procedures to be
followed in insuring that nuclear material is always secure.

2. This is a matter of great concern to this Medical Center. We must in-
sist on your full cooperation with all current regulations of the Nuclear
Regulatory Commission and of this Medical Center. New procedures will be
es tablished in the days to come by your supervisor, to prevent future
de ficiencies. Please make certain that you are fully aware of these. Manage-
ment is presently pursuing avenues of disciplinary and/or adverse action
which can be taken against employees and their supervisors who fail to follow
re:;uired precautionary procedures. With the Radiation Safety Committee, I
plan to monitor the implementation of this progrt.m personally,

a l l. U L s %
JAfQUELINE PARTHEM0RE, M.D.
fcting Medical-Center Director

(

.

iW5n"
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1APPENDIX A--

NOTICE OF VIOLATION 1!

Veterans Administration Medical Center Docket No. 030-08456 |>

3350 La Jolla Village License No. 04-15030-01
'

San Diego, California 92161- EA 85-82

During an NRC inspection. conducted on May .15-16 and July 1-3, 1985, violations
of NRC requirements were' identified. The violations include: (1) the loss of

: radioactive materials ~ -(2) failure to survey areas in which radioactive;
materials are located or handled; (3) failure to conduct annual. audits; .;

(4), failure .to maintain adequate records; (5) inadequate training; and. '

(6) several, examples of f ailing to comply with the requirements of the
Radiation Safety Manual. . In accordance with the " General Statement of Policy
and Procedure for NRC Enforcement Actions," 10 CFR Part 2, Appendix C (1985), _
the violations are listed below:

A. Li:c.se Condition 20 states that the licensee shall possess and use.
licensed material-in accordance with statements, representations, and
procedures contained in the application dated July 25, 1980; and letters
dated March 26, 1975 and March 3,1983.

1. Section .6;61 of the' Radiation Safety Ma_nual states, in part, that-
radioisotopes requiring -labels- must be stored in areas under control of

cthe-Radiation Safety Officer (R50) and secured against unauthorized removal., !
*

i

Contrary to the above requiremen'.,'on three. separate occasions, licensed j4

| material requiring labels.was no under the control--of .the R50 and secured ;

- f rom unauthorized removal-as evic $nced .by the following:.

a. | Aishielded container containing Liridium-192 sources totaling- a
approximately:47 millicuries was J1ef t unattended in the patient's-

'

-

iroom overnight'on:Apri1=24, 1985;
,

;i

E b =. ; ~A ribbon / catheter containing five1 iridium-192 seeds of approximatelyi i
0.76-millicuries:each was found by.the Assistant R50 underneath the- '

2 patient's bed on April 25,!1985.

c. A' ribbon containing four iridium-192 seeds was confirmed to be lost 4

on May.1, 1985.

2. 'In the application.'datediJuly 25, 1980 the licensee committed to an-ALARA: '

!

program which requires: that management and the Radiation Safety Officer
independently conduct annual audits of the radiation safety program.

Contrary to the above requirement, at the time of the inspection, the
Lannual au~dits-had:not been conducted since 1980.

. ,

I

6

I

m--
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f NoticeLof: Violation- .- 2 - [
" 3. Section 3.40.5(a) of the Radiation Safety Manual states that smoking -

. eating, or drinking in radioisotope laboratories is prohibited, l
, ,

e

Contrary _ to the above requireme'nt, on July 1,1985,_ the inspector observed
individuals drinking' or evidence of drinking in Rooms 6022, 6058, 6069,-

:6122, 6124, E197, and 6202. Food was also. observed in Roos 6122.
,

,

J
4. Section 6.61.1 of the Radiation Safety Manual states, in part, that

radioactive waste requiring-a " Radioactive Materials" label must be'
secured against unauthorized removal. Section 3.30.8 'of the Radiation
Safety Manual establishes'11,000 dpm as the criterion for determining . -!

i

whether an item is considered to be radioactively contaminated and thus
requires disposal. in a _ properly laoeled and secured container.

- -Contrary to' the above requirements, at the time of.the inspection, a.
- contaminated gauze .and bottle were found-in the non radioactive trash 1
container.in'the Nuclear Medicine imaging room which was !not labelled
or: secured'against unauthorized removal. The contaminated gauze :andy bottle |cach measured approximately 150,000 dpm.

4

~5c Section' 6.51 of theTRadiation Safety Manualz states that' when -unsealed J
quantities ofsactivity exceeding 100 times those listed in' Appendix VI ly

V
- of: the manual. (extracted from 10 CFR 30.71, Schedule B)' are used in-a.

#' singl.e' procedure, .ajsurvey shall be made by. the user and the results' 4

recorded.
.

Contraryito the above requirement, the Nuclear Medicine-Laboratory,
containing-unsealed quantities ofgactivity greater than 100 times the

>

quentities specified in:10 CFR 30.71, Schedule'B,zhad -not been surveyed
on4he f0110 wing: representative: dates in 1985: April 22,J 23, 26 and 29,
May 6.,d 7, .14 and 20, and June 3, 7.

'

1Thisy repeat violation.

4 16, Jin the letter dated Karch 26,1975, the' licensee stated thatithe janitors .
a*'

on the' research floorJ(6th) of -the hospital'will be instructed -in the -~

F proper use of a G.M. ' survey meter to check bagged.non radioactive waste -
_

, , before tr ansferringbit tolthe- hospital's central-' disposal area.

-Contrary to the;.above requirement, at the time of the inspection,_
-- .

the janitors: on the sixth floorihad'not been instructed in the:
y,m proper use 4f:a- G. -Mc survey meter:to check bagged non radioactive'

-

!
-waste.

#

.!

?7. -Section;6~ 62 cf the Radiation Safety Manual and 10 CFR 20.401(c)(3)
-

requires 1that records be maintained of all liquid radioactive waste'
disposed of inth the sanitary sewer.'

-Contrary. to the above requirement, at the' time of the inspection,
the Dadioimmunoassay laboratory had not maintained records of
senitary sewer disposals.

4

!

l

c
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_-_



- - - _ - _ _ _ _ - _ _ _ _ _ _ _ _ _

.

4

'

-, _ Notice of Violation -3-

E. 10 CFR 20.207(a) requires that licensed materials stored in an
unrestricted area be secured from unauthorized removal from theplace of storage.

Contrary to the above requirement, during the walkthrot,gh inspection
conducted on July 1,1985, Rooms 6122 and 6158, each containing licensed,

( material, were foi,nd unlocked and unattended during the lunch hour.

This a repeat violation.

Collectively, the above violations constitute a Severity Level 111
problem (Supplements IV and VI),

Pursuant to the provisions of 10 CFR 2.201, the Veterans Administration Medical
Center, San Diego is hereby required to submit to this Office within 30 days~

of the date of this Notice, a written statement or explanation including for
each alleged violation: (1) admission or denial 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 step: which will be taken
to avoid further violations, and (5) the date when full compliance will be
achieved. If an adequate _ reply is not received within the time specified in
this Notice, the Director, Of fice of- Inspection and Enforcement, may issue an
order to show cause why the-license should not be modified, suspended, or
revoked or why'such other action as may be proper should not be taken.
Consideratic7 may be given to extending the response time for good cause
shown,

.

i4UG 0 91985

Dated

.-

_- - - _ _ _ - _ _ _ - - _ _ . _ _ _ - _ _ _ _ - - _ _ - _ - - - - _ - _ _ - _ _ _ _ _ _ . - _ - _ - _ - - _ _ .
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License No. 04-15030-01 NN[s

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

Attention: Norman E. Ilensley
Medical Center Director (Acting)

Gentlemen:

This refers to the enforcement conference held with Mr. N. Hensley and his
staff at the Veterans Administration Medical Center, San Diego, California on
May 31, 1985. The conference was related to activities authorized by the NRC
license listed above. Subjects discussed during that meeting are described in
the report which is enclosed for your information.

No response to this letter is required. If you have questions concerning this
report, please contact Mr. R. D. Thomas at 415-943-3700.

Sincerely,

/s/
Ross A. Scarano, Director,
Division of Radiation Safety

and Safeguards

Enclosure:
Report No. 85-02

cc:

State of CA

bec: RSB/ Document Control Desk (RIDS)
Mr. J. Martin
LFMB

QdRV ^
w

RThomas JMo tgomery ^ RScarano
7/j/85 7/ g /85 '/7/f /85?

,

450G1E028tr 850805

7 |Ii{ ('
REGS LIC30
04-15030-01 PDR /
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U. S. NUCLEAR REGULATORY COMMISSION

REGION V

Report No. 85-02

License No. 04-15030-01 Priority: 2 Ca t egory: G1

Licensee: Veterans Administ ration Medical Center (VAMC)
3350 La Jolla Village Drive
San Diego, California 92161

Facility Name: Same as above

Conference at: Same as above

Conference conducted: May 31, 1985

7[/J[T".fParticipants; ' +

M. L. Montgomir) [- Date Signed
Nuclear _ Materials safety and Safeguards Branch

ShSN W.

T. . Tiioma s , C x e f [ Date Sfgnel"

Nuclear Materials Safety Section

Approved By: p _ves geme- 7 f/gf,

, A. Scarano, Director-
.

Date Signed
Division af Radiation Satety and Safeguards

Summary:

Enforcement Conference on May 31, 1985 (Report No. 85-02)

The following' matters were discussed:

1. The violations involving the loss of iridium 192 seeds and loss-of
control o#c licensed radioactive material.

.2. NRC enforcement options.

3. -hTC Concerns.

4. Licensee Management and radiation safety committee responsibilities.

The enforcement conference involved a total of two hours, utilizing two NRC
representatives.

- -G500120300 850805
REGS LIC30
04-15030-01 PDR
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s' Enforcement Conference

DETAILS

1. Enforcement Conference participants

J. W llollingsworth, Chief of Medicine VAMC
R. Moder, Acting Chief of Staff, VAMC
N. E. liensley, Acting Director, VAMC
J. W. Verba, Radiation Safety Officer, VAMC
S. E llalpern, Acting Chief, Nuclear Medicine, VAMC
F. T. Yates, Acting Associate Director
R. D. Thomas, US NRC Region V
J. L. Montgomery, US NRC Region V

2. Enforcement 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 04-15030-01. 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 datedMay 22, 1985. A copy of that letter is attached.

Mr. J. L. Montgomery, NRC, stated that the purpore 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 control over licensed radioactive material and it'ssubsequent loss. The need for strong participation on the part of
management and the Radiation Safety Comittee 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 regulations.

Dr, J. Verba and Mr. N liensley described the incident and the steps they
and their staffs had taken to locate the missing iridium sources.
Mr. }{ensley stated that all therapy at VAMC with iridium 192 seeds would
be halted until the incident had been fully investigated and
recommendations made to prevent recurrence.
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Mr. J. L. Montgomery, NRC, explained the enforcement policies and
procedures of the NRC as published in 10 CFR 2, Appendix C. Copies ofthe 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 relativesignificance of the different severity levele was explained.

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

3. ConcJpions

In addition to temporarily suspending further iridium seed implant
therapy, the licensee indicated a review of VAMC policies and procedureswould be rude. Mr. N. Hensley indicated recommendations for improvement
would be made to him and appropriate action would be taken.
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License-No.~ 04-15030-01
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Veterans Administration Medical Center.
'

3350 La Jolla Village Drive
San Diego, CA 92161

,

Attention: Ms. Barbara A. Small
Medical Center Director

Gentitmen:

Thank -you for your . letter dated September 5,1985_ informing us of the' steps
you' have t.aken to correct items which we brought to_ your attention in our.

* '

. letter dated August 9,1985.--: Your corrective actions will be verified during
:

e our next-:. inspection.

'Your cooperation with us is appreciated.
qi

S_ince rely,

:-. Orbintil,fo,caJiy
R. DLThomas'

LJames - L. Montgomery. Chief
Nuclear Materials' Safety-andj 7 - Safeguards. Branch~

. bec-w/ letter dated 9/5/85:,

.RSB/Docuinent-. Control Desk (RIDS),, ,

Sta te :of :CA -

;Mre Martin:
>

,

i ,

!

&

b.

t
i . .. .

i
'I|b
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/ 'g UNTTED STATES,

g g NUCLEAR REGULATORY COMMISSION
t REOlON V.,

% / We MARIA LANE. SUITE 21049"***/ WA'LNUT CREEK. CAUFoRNIA NETA0

'JUL 2 51999
] License No. 04-15030-01 ~[

Veterans Administration
3350 La Jolla Village Drive
San Diego, California 92161

Attention: Thomas Trujillo
Medical Center Director

Gentlemen:

Subject: NRC Inspection
. - . .

This letter refers to the routine safety inspection conducted by Messrs. James
Montgomery and Paul 2urakowski of this office on June 19-21, 1989, of
activities authorized by NRC License No. 04-15030-01 and to the discussion of
our findings held by the inspectors with members of your staff following the6 inspection on June 21, 1989.

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 regulations and the conditions of your license. The
inspection consisted of selective examinations of procedures and
representative records, interviews with personnel, and observations by theinspector.

Based on the results of this inspection, it appears that one of your
activities was not conducted in full compliance with NRC requirements, as set
forth in the Notice of Violation enclosed as Appendix A to this letter. This
item has been categorized into a severity level as described in the NRC
Enforcement Policy.10 CFR Part 2, Appendix C. (1988).

Your response to this Notice is to be submitted in accordance with the
provisions of 10 CFR 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-511.

If you have any questions on this matter or concerning this inspection, we
will be glad to discuss them with you.

Sincerely,,

oet a e, Chief.

Nuclear Materials Safety and
Safeguards Branch j/,

Enclosures:
1. Appendix A, Notice of Violation |j{
2. Inspection Report No. 030-+50?O41/89-01 \

,

Q f2[g g 890723 of </n
g,|04-15030-01 FDC /
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bec w/ copy of enclosures:
Docket File
G. Cook
B. Faulkenberry
J. Martin
A. Johnson
State of California

bec w/o copy of enclosure 2:
M. Smith
J. Zo111 coffer

9REGION V/joan 7II[' <-

PZurakowski ~p3RThomas AJo$' son R P~te
7 /vt/89 |)y l 7/;4/89 '// /89 7/g/89

REQUEST COPY j JEQQESTAY ,i REQUEST,CD
10VESTSORK]JYES v/ N0 ](YES) / M / YES / ( NO _ YES / (N0/

- % v v

ER TO PDR
ES / NO -

,

l:

|
|
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APPENDIX A

NOTICE OF VIOLATION

Veterans Administration Medical Center Docket No. 030-08456
3350 La Jolla Village Drive License No. 04-15030-01San Diego, California 92161

During an NRC inspection on June 19-21, 1989, one violation of an NRC-
requirement was identified. In accordance with the " General Statement of
Policy and Procedure for NRC Enforcemr.t Actions," 10 CFR Part 2, Appendix C
(1988), the violation is listed below:

A. 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, 10 CFR 20.5 provides that radioactivity levels evaluated as a
result of surveys completed by licensees are to be measured in units of
disintegrations per unit time or in curies.

Contrary to the above requirement, at the time of the inspection,
contamination survey results had bten recorded in counts per minute (CPM)
rather than in disintegrations per unit time or activity units
(microcuries).

This is a Severity Level V violation (Supplement VI).

Pursuant to the provisions of 10 CFR 2.201, V. A. Medical Center, San Diego is
hereby required to submit a written statement or explanation to the U.S.
Nuclear Regulatory Connission, ATTN: Document Control Desk, Washington, DC
20555 with a copy to the Regional Administrator, Region V within 30 days of
the date of the letter transmitting this Notice. This reply should be clearly
marked as a " Reply to a Notice of Violation" and should include for each
violation: (1) the reason for the violation if admitted, (2), the corrective
steps that have been taken and the results achieved (3) the corrective steps
tha t will be achieved. If an adequate reply is not received within the time
specified in this Notice, an order may be issued to show cause why the license
should not be modified, suspended, or revoked or why such other action as may
be proper should not be taken. Consideration may be given to extending the
response time for good cause shown. '

FOR THE NUCLEAR REGULATORY COMMISSION

N r8& &
ob'ert'd. Pate, Chief

Nuclear Materials Safety and
Safeguards Branch

Dated ag) Walnut Creek, Californiathis 29. day of _ s'Tuly , 1989.
>

/

Q 890725
04-15030-01 FDC

- _ _ _ _ - _ _ _ _ - _ _ .
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U. S. ' NUCLEAR REGULATORY COMw!SSION _ -<

>

REGION Y

LReport No._89-01;

iDocket No. 030-08456 '

License No. 04-15030-01

Licensee: _ V.: A. Medical Center l-

3350 La-Jolla Village Drive
San Diego, California 92161

Inspection at: San;Diego, California

Inspection Conducted: : June ~19-21, 1989

Mbk
~

AW NInspector:
_P. R. Zu'ra bwski, Radiation-Specialis_t Date Signed

l

: Inspector:. . {- b. 0|'A t$hNwn ?|2'||$Y
'

. . . Montgomery () Senior Materials Specialist. Date Signed 'i
Approvhd by:- ' */3.$jh4f

-

7/.2f/87-

'

J[/h R. D. lhomas,- ief . Da'te- Sig6ed . =!
a _-

Nuclear Mater is Safety Section:

'

. insoection Jof June 19-21,;1989 (Report No.'030-0845E/89-01).

Areas-Inspected: This was a special' unannounced team inspection to _ examine--

and assesst the Loverall effectiveness of the: radiation: safety-program. ;The- !

Jareas examined _ included:~ ' organization,Jauditsi training, radiation protection
~

- '

% : procedures, use of.| licensed material.1 instrumentation, transportation,
? personnel: radiation protection, waste disposal and required postings; and -labeling.: ;

'

' '

--The period reviewed was from the'date of the last. inspection _on May1
; !!988 to the date above. 18-19.- .i

Results: 0nerapparent violations was identified during the inspection and is-
y isumarized as follows:

A.-~a ' -Contrary to .10!CFR 20.401(b), contamination survey results were.
recorded in counts:per minute rather than in disintegrations per,

_. minute or: activity units -(microcuries).

,'

* *

A%Av5 w 1

- _ _ _-
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DETAILS ;

|

1

.1c . Persons' Contacted
'

*J. Parthemore.1 Chief of Staff.

T.-Trujillo, Medical Center Director.
_

*F. Fiscella,1AA/ Chief of Staff - .

!

*J. Verba, Radiation Safety Officer (RS0) ;

*D Whorley,_A0/Research
_

i
-Je Mathews, Radiation Safety Technologist !

*T.LYates, Acting Associate Director- 1
M..Delaney, Secretary :

'*S. Halpern, M.D., Chief, Nuclear Medicine !
P. . Hagan, :Radiopha rmacis t j
G'. Greenspan, M.D.,t Nuclear Medicine 3

R. Burkes, Chief Nuclear Medicine Technologist

- *Present at the exit' meeting.-
_

.2; 0raanization |
1,

;The-VAMC 1: censed program consisted of the Nuclear Medicine: Department:
fandLthe Re.aarch Division ~. Them1atter had forty-six principali
investigators and about 275 laboratory technologists. The. Nuclear--_ . _ ,

~

Medicine Department consisted of .four. physicians, one radiopharmacistLand'_ l- '

~five technologists.,1

The' Radiation LSafety Office consisted of the RSO, Assistart RSO and one
isecretary. q

q

L3g iTrainino. ]'

D New employee orientation-training in radiation safety consists of a1 1
._ thirty minute lecture given byL the' RS0; " Refresher training is given-

- ]: annually by thel RSO or, principal investigator during the- annual audit.
.

' Ancillary personnel training waseconducted;through:the Building
',

Management Office. Training records were reviewed by theLinspectorgand!,

found to be' complete. .Thet inspector alsofquestioned severalslaboratory a
j.- gworkers about the adequacy and. timeliness;of -their training.s ,

_ M
L, 2Nofapparent ' violations were identified.> - ,

4

9 '_ Radiological Protection' Procedures
s.|j

!

L JThe. Inspectors reviewedLthe licensee's conduct _of :prncedures fore '
,

. ,

emergencies, orderingiand receiving licensed: material, laboratory rules,-L
'

|- and surveys. .These procedures-were being adequately followed by-the
+ licensee. Staff personnel also. demonstrated sufficient understanding of -

& :the procedures when interviewed by the Inspectors during a tour of the; ;

facilities.

t

3

- ~w . . . _ - , . , , . . , . - -~~,,..-.-.e . ..-..--.,_4 .-._,-,.4 ..-,.~. - c--,- . - - - . - .. . ~ -
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Measurements made by the Inspector in the patient rest room ad,iacent to
the Nuclear Medicine area disclosed that a waste basket was reading in
excess of 2500 disintegrations per minute on the Inspector's GM survey
instrument. The container was not marked ta identify that it contained
radioactive material. However, the lir m ee routinely surveyed
nonradioactive trash prior to incineration making release to unrestricted
areas unlikely. Nevertheless, in the interest of ALARA, the trt.sh
container should be labelled to preclude accidental release to
unrestricted areas.

The inspector also noted a deficiency in the record keeping associated
with required weekly wipe tests. It was noted by the inspectors that

2
manyrecordsweremaintainedinunitsofcountsperminutepep100cminstead of the required disintegrations per minute per 100 cm or
mrem /hefr. This was an apparent violation of 10 CFR 20.401(b).

One apparent violation was identified.

5. Use of Licensed Material

The licensee's facilities had not changed significantly since the last
inspection conducted on May 18-19, 1988. Essentially, they w we the same
as described in the application dated August 1,1986. However, the
licensee's program was found to be significantly improved. All
violations and items of concern identified during the last inspection
were adequately addressed and/or corrected. Management's knowledge and
control of the licensed program a7 exercised through a strong Radiation
Safety Committee (RSC) were found to be key elements in the improvement.

The Nuclear Medicine Department followed required procedures and
regulations for the use of diagnostic materials, leak testing, syringe
and vial shields and sealed source inventories. The licensee performed

- adequate linearity and accuracy tests as required for the dose
calibrator. Daily constancy checks were also performed as required. The
required molybdenum-99 breakthrough test has been performed after each
milking _of the generator. The Radiopharmacist performs this test, in
his absence a qualified Nuclear Medicine Technologist has been trained
for the task.

A nuclear medicine research laboratory survey and radiological safety
program was found to be greatly improved through strong intervention of
the Radiation Safety Technologist, the RSO and the RSC. No serious
health physics or security problems were noted by the inspectors during a
tour of the research facilities.

No apparent violations were identified.

6. Instrumentation

The licensee's radiation detection instrumentation used in the nuclear
medicine program was adequate to accurately measure the kinds and amounts
of radioactive material used. A review of the calibration records and an
examination of the instruments encountered during a tour of the

1

__ - - _-___________ -__ _-___ _ _ - - - _ - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -
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I facilities disclosed that the instruments were being calibrated in a
timely manner and those examined were operaticnal.

No apparent violations were identified.

7. Personnel Protection

A. External

The license utilizes the Radiation Detection Company for a monthly
film badge program and TLD finger badge. Maximum quarterly whole
body and extremity exposures were observed to be about 100 and 400
rrems respectively. No exposures exceeding 25% of the maximum
permissible limit had occurred since the last inspection.

B. Internal

The licensee's procedures included, in part, that thyroid scans be
conducted on medical personnel within 6-72 hours subsequent to their
administering of therapeutic doses of 10 dine-131 or working with 10
mci or more of iodine-125 in unbound fom. It was determined that
thyroid scans had been conducted as required on personnel assaying
and administering the therapeutic doses of iodine-131 or working
with unbound iodine 125.

No apparent violations were identified.

8. Required Postings

Inspection of all the licensee laboratories, treatment rooms and storage
areas revealed that radiation caution signs, notices to employees-and
emergency procedures were posted as required. Copies of the license,
regulations and safety procedures were identified to employees as being
on file and available for review upon request.

No apparent violations were identified.

9. Effluent Controls, Waste Disposal

liquid radioactive waste having short radiological half lives was held
for decay for a minimum of ten half lives anc monitored and disposed of
if the radiation levels were not above backg ound. The licensee had a
dedicated disposal sink on the sixth floor where liquid waste was stored
prior to disposal. This area was found to be well secured against
unauthorized entry. The ligt.id waste was found to be stored in clearly
marked plastic bottles which indicated the date they were placed into

-

storage. When the required decay period was ccepleted, the Radiation
Safety Technologist poured the liquid down the sink with an appropriate
note in the log. If it was necessary to dispose of longer lived liquid
waste in the sink, an entry was made in the log indicating the amount of
activity disposed of in this manner. Care was taken not to dispose of
more activity than the yearly regulatory limit. An examination of the
records by the inspector disclosed that no regulatory limit was exceeded
and that records of disposal were maintained. An independent

l

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

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 security or
health physics practices were noted. Records of disposal were fon.3 to

-be maintained as required.

:No apparent violations were identified. -i

10. Transportation
i

Several times _a year a . local broker is used to transport the solid. waste
.to a licensed disposal facility. For the last several years the brokers '

- used have been either Pacific West Nuclear or Thomas Gray and Associates.
. Appropriate:D.O.T._ packaging and labeling requirements were observed
during these shipments. It was verified that proper shipping papers -were

: prepared for each shipment since the last inspection.

No apparent' violations were identified.
i

1 1 '. Independent Measurements-
4

a

.Because ~1-125 was widely used in research activities -and iodination-
~ studies were perfomed frequently,-independent measurements were made in

~

the -lodination Laboratory: and on- the roof where discharges. from the
-Iodination Laboratory hood occurred. The discharge stack was not
' filtered.-LA survey instrument with a sodium iodide probe specifically
- calibrated -for 1-125 was. used. by the Inspector. . No readir.gs above
background were' found in the vicinity of or on the discharge stack. . One
" hot . spot" of- approximately 350 disintecrations per minute was found -by 1;
the sinspector inside :ene of. the lodination Laboratory Hoods.- The ~

: Radiation Safety cTechnologist commented that this. small> arount of

l
_

1,Econtamination was4 probably'lef t .by the last researcher- to use the'

laboratory on' June;15. 1989, and that he'would check into why tthe-spot. d
had not'been cleaned up. Although this smalliamount of: contamination was - 4
above- the" licensee's 200 CPM " cleanup limit", there was ne evidence that '

the laboratory was used in an irresponsible manner. .The log for the.
. laboratory-and the weekly surveys appeared to _be ' properly maintained. q
Administrative controls on the use of the laboratoryfappeared to be: y
: adequate.- '

,

i

- No. apparent. violations were identified.'

12 ~. Exit Meeting:
__

'

.
,

- The exit meeting was held-on June 21, 1989. The one apparent violation
I was discussed. The inspectors noted significant improvements in the
g- performance of radiation safety oversight by the Radiation Safety

Committee.

:

. , _ . . . - . . . - - . . ,-
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h. Y Medical Canter 3350 La Jolla Village Drive
1 - t San Diego CA 92161

i

K Veterans-N Administration
August 14, 1989

-r- ...G d np Refer To: 664/1150

Uhited States Nuclear Regulatory
Commission

Attn: Document Control Desk
Washington, D.C. 20555

RE: Reply; to a- notice of violation found during a Nuclear. j
. Regulatory Commission inspection-held- on June 19th 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 104-15030-01

Dear Sirst

As.- was. pointed outi.in your notice of violation _to the ;

-Department of: Veterans Affairs = Medical Center, San Diego,- 10 CFR '

12 0. 4 01 - (b) ' provides, 'in part, that each-licensee shall maintain'
,recordsLin the same units used in Part 20, showing the_results of- i

surveys required _by.10 CFR'20.201'(b), and disposals made under i

L10-CFR_20.302 and 20.303.: . Federal _ law 10 CFR 20.5 provides that
radioactivity.. 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 thelabove
~

requirement and- also- aware that some. investigators and sone-portions 1of.' cur program were: not in compliance. At the - t ime of- athe NRC visit,-we had already completed.over 80% of. the annual
audits of- the individual- investigators __and _ clinical 1 uses. -!

DuringLthese audits,.we specifically were. checking'for compliance
with*the above requirement and instituted corrections when.non- "!

,

icompliance 'wa's observed. . Since the_NRC_ visit,- weLhave completed
'all but one of-these annual audits. TheJone program that rennins
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 results 1

in the. proper units. .In.the very near future, we will make !
another, _ pass to our investigators _to-assure their continuing
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
ymedical center. These standardized: forms should make auditing

more convenient; and, in addition, encourage continual compliance-

with the above regulations,

peqcM9 $90814
'

REG 5 LIC30
04-15030-01 PDC g

" America is #1-Thanks to our l'eterans"
t|

-
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U.S. Nuclear Regulatory Commission
Attna 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, ve
have plans for an even more thorough solution to the problem.

If you have any- questions or concerns about our shortcomings
under your notice of violation, please contact us insediately.-

Sincerely,

)#..

cmas A. ujillo-
Medical C nter Director

cc: Regional Administrator
Region V,' Suite 210
U.S. Nuclear Regulatory Commission |

1450 Maria Lane
Walnut Creek, CA 94596

~

James Fletcher, M. D.
Director of Nuclear Medicine (115)
VA Central Office
Washington, D.C. 20420

!

|
|
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Doctet No. 030-08456

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

Attention: Thomas A. Trujillo
Medical Center Director

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

You cooperation with us is appreciated,

Sincerely,
s: u. ma. / >p & u (-
.. . .,

Robert' J. Pate, Chief
Nuclear Materials safety and

Safeguards Branch

bec w/ copy of letter dated 8/14/89:
docket file

State of California
A. Jchnson
G, Cook

B. rac1kenberry
J. Martin
J. Zo311 coffer '

M. Smith

REGION V h. '" [,

h o'p/89en. JLMontgomery MJP to
9 9/ F/89 '9//2/89/

REQeESf COPY ] KEQUEST'C0fY ] REQUEST AOP ]
YES / NO ] YES / /'H0, ] Y_ES /( N_0 j_

,>tTNTO POR ]
YES )/ NO ]

_

/
1

h(f
1,

.

8 3MesetV. 890912
RE:,5 LIC30 \
04 - t =.0 30-01 FX '' ,- c J'-,

J C.D
_-.. /
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; io cr ap ros
SAFETY INSPECTION >.

,

- !
1.LeCIN0EE .-r' ~ ~ r n rn

2 RE GIONAL OF FICE '"*'88LU
) Veterans Administrationlladical Center HRC a

3350 La Jolla Village Driw U. S. Nuclear RRfiOG)try Comission -
,

;

Region V! San Diego, CA 92161 i

1450 MarialD?n$1QQ ty$)) | 7
Walnut Creek, CA 94598

3 oocxt, uvv tais, ,
a. uct~st ~uuee ms, 4

s orie o, twrenow ;f
030-03456 13-1304-15030-01 April 4-W , 1990

Licensee '
-

The inspection was aa e s. amination of the activities conducted under your bcense as they relate to radiation safe *y and to comphance with the N cl
Regulatory Comminonfi ;NRCl rules anu egulations and the cond(tions of your licana, The inspection cons'1164 of selective e aamin tiu eae
a'nd rep <esentative recorcss. in,erviews, with personnel a ons of proced.res

and observations by the inspector. T'ne findings as a result of this mspection are as fo!Iows:
] 1. Within the *c co. o# this inspection, no v;olations r*r ob.erved.

{ 2. The inspecto+ au verified the steps you have taken to correct the violations identified during the last iesoection. We h.ve no further quesinsns trthose actions at th4 time.

3 Ou' <q this inio+et.on certain of your ac..wities, as check M below, were in vioistica of NRC reaunements
THl$ IS A NOTICE OF VIOLATION v.h.ch is requ6ted to be posted in accordance with 10 CFR 19.11.

A.
_ , _ , _.

ofa _ was not propedy posted to indicate the preseacs
__--

'

_ . 10 CF R 20 203(b), (c), Idl, fel or 34 42

' ] B;Containe<i aa'ed in
'

tabeled 1o i,4cate the presexe of radioactive material.10 CFR 20.203(fl(1), or (f)(2L
_

_ ere not propenw

] C --
f reque ncies 10 CF R of seated sources were wot performee at the pro:e

ucense con.ition Number . '

. D. Records of bkLM/1b - (JL.I/LlyRaulv M EIg 2 a b M ' (k6h __ we v not property maintam.:10 CF R __.]1dQ |
or License Condition Number __ __ -

E.Duurnents e.ees not property posted or otherwise made available.10 CFR 19.11.

F, Reports or not.f. cations of _

with 10 CF R . __ were not made in accordaren
_ O' License Condition Number

O H. -
._-

_

4

L
_ . . _ .

_

_ -

Ate 5 LIC309 ' % M0 9004g2
- _ .

C3- - -

04-150._3_0-01. PDC

.O x.-
-

,

_ _ _

, he, e , s ,,,, ts . , ,,m .n x ,,, -
m, ,,a , m.,, o, . o . .e.,,. e .. u,.,.,... ,o n, e...,, .. b v

,o ,s . ,,,.... ,0. .nt s e , a s . n ,o .o. . . , s . . .. . . .. ., i o . ,t i... . n , s e i, em . . e. .. . o.,
-

. . o. n ... o . . e ., t h , s. ,.,v ,,.me n t.
. t o c , R , o i . ~ n ,v , t .. ..,o c , e . iu .. .. ,-,,, . . u n i... ..,. .e -

-,e -] hg- ~* '
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.
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o UNIT [o $TATES
/" [ ,,t NUCLEAR REGULATORY COMMISSION

'

.i / t htoh>N V

,,, WAL utcet cALs' o t IA tM

Re 'U
Do!ortNo.90-02ket No. 030-08456
License No. 04 15030-01

Vetemno Administration Medical Cente
3350 La Jolla Village Drive
San Diego, California 92161 i

.

Attention: ThomasTrujillo
Medical Center Director

j

|
'

Gentlemen:

SUBJECT: NRC INSPECTION

This'1etter refers to the special safety inspection conducted by Messrs.
J. Montgome / of this office and G. Power of the Office of Investigation.

during September 26-28 1990, of activities authorized by NRC License number
L - 04-15030-01. The findlngs of this inspection were discussed witF you and Dr.' 'J Verba during the exit briefing at your office on September 28, 1990..

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 regulations and the conditions of your license. The
- inspection consisted of selective examinations of procedures and records,
interviews with personnel and observations by the inspector which related to

'.the. unauthorized use and transfer of licensed material.

' During this inspection, activities related to the unauthorized use and
transfer of licensed material and training were found to be in violation of
NRC requirements. These violations, described in.the enclosed inspection

.1- -report, have .not been cited because the enforcement discretion criteria in
i aaragraph V.G. of 10 CFR Part 2, Appendix C. " General Statement of Policy and
i )rocedure for NttC Enforcement Actions", were satisfied. Your internal
I. : investigation of the unauthorized use and transfer. of licensed material which
+ identified the violations was also reviewed during this inspection.

If you have any questions concerning this inspection, please contact Mr. Jim
Montgomery of ry staff at 415 943 3778.

Sincerely,.

!
ober J. a e, Chief.

Nuclear Materials and fuel-

Fabrication Branch

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

|

,f

N
, ..#.r _ ~ . _ . , -.,m .+-,..~,_m_..-._m ,_ ,,.. . .;.... ,m____ . , . , . . . - , , . _ , , . . , _ . _ _ . . , , , _ _ . _ . , ,,.._%m_- ,,r ?-
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bec w/ enclosure:
docket file
inspection file 1

State of California
G. Cook
B. Faulkenberry
J. Martin

bec w/o enclosure:
M. Smith
J. Zo111 coffer

REGION V/ dot, /k
JLMontgm6%A'RFate10/j!/ 1 /(, /90;
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L U.S.- NUCLEAR REGULATORY COMMISSION

REGION Y
"

Report No. 90-02
*

Docket No. 030-08456

License No. 04-15030-01 :

Licensee: Veterans Administration Medical Center
3350 La Jolla Village Drive
San Diego, California 92161

Inspectiot at: same as above

_fo < e%, /h3doinspector: 1 .

J_ames ontgo ry -7 % e Signed :.

Senior Material S ialist
,, J 1

Approved by: //f6///
obert J. Fafe7 gne

~

Nuclear Materials and Fuel
Fabrication Branch

4

Inspection Summary-n

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

Areas Inspected: This-was a special reactive-announced inspection of the-
licensee's actTJities related to the investigation of alleged unauthorized use -

i and transfer of licensed material on March 9,1989. The purpose of the' l
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.

,. r

[' 'Results: four violations were identified. All four were initiall j
by the licensee and.are either a Severity Level IV or V violation.y identified--The :

violations have not been cited because the -enforcement discretion criteria in
paragraph V.G.- of 10 CFR Part 2, Appendix C, " General Statement of Policy and

,

)rocedure for NRC Er'orcement Actions", were satisfied.
., ;

,

i ,

i

s
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DETA1_LS

1. persons Contacted

license _e

T. Trujillo, Medical Ceate Director
J. Parthere, M.D. Chief of Stafi
J. Verba, Ph.D. , Radiation Safety Of ficer
R. Engler, M.D. , Associate Chief of Staf f
D. Hill, Chief, Storage and Distribution , Research Service
J. Mathews, Radiation Safety Technician

Non-Licensee
_

H. Halter, Director $afety Officer, 0050 Environmental Health and Safety, UCSDK. Helm, Radiation-
F. Bold, Seninr Health Physicist, San Diego County

Department of Health Services
.

2. Licensee's Organization
'

The Veteran's Administration Medical Center, San Diego (VAMC/SD)}ationis
headed by a Medical Center Director and Chief of Staff. The Rad
Saf ety Of ficer (R50) reports to the Medical Center Director and also
receives direction from the Chief of Staff. The RSO's staff consists of
a radiation safety technician and a secretary. The licensee is currently
recruiting to fill an Assistant RSO position. The RSO and the Chief of

J.' Nuclear Medicine co chair the Radiation Safety Comittee (RSC). The
recommendations of the RSC are made to the Medical Center Director.
Personnel actions related to radiation safety are reviewed by the

i Research Comittee and the Clinical Executive Board. The RSO has
radiation safety responsibilities and authority over all uses of'

radioactive material at the Medical Center in the arcat of n":1 car
medicine rad The University.of CaliforniaotSanDIego(iationtherapyandresearch.UCSD) is adjacent to the VAMC/SD.Researchers and.

e
'

physicians frequently use and transfer radioactive r.aterial between both
institutions.,

,

No apparent violations or deviations were identified.

3. UCSD Dean's Comittee

In June 1989, a post doctoral researcher (PDR) working at UCSD and

VAMC/SD filed a comp (laint with the UCSD Academic Senate alleging that adiabetes researcher DR), who also worked at both institutions, had used
the PDR's research discoveries for his personal 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
radioactise material between )rivate companies, the VAMC/SD and UCSD.
Following an interview with tie PDR, the Dean's Comittee notified the
VAMC/SD RSO and Chief of.Staf f of the unauthorized use and transfer

- .-= _ - - -
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allegations. Allegedly, the PDR and a non-VAMC/SD employee from the i~

Amylin Corporation entered the VAMC/SD iodination' laboratory on the
evening of March 9,1989 and proceeded to use licensed muerial. The
iodination laboratory is a restricted area reserved for use by authorized
VAMC/SD researchers only. Following the use of the 1; censed saterial
(approximately 5 millituries of iodine 125) the radicactive cu pound (a: : *

. peptide) was transferred to a private company located in the City of $40
Diego.

,

On July 23, 1990, the VAE/SD Chief of Staff c> pointed a three person
committee, headed by the RSO, to investigate tie allegations relative to
the use and transfer practices at the VAMC/SD.

4

-No apparent violations or deviations were identified.

4. Receipt of Licensed Material

Licensed material norsally arrives at the VAMC/SD receiving dock. '

Regardless of who the package is addressed to, the receiving su)ervisor
notifies the RSO that a package marked with radioactive labels las
arrived.. The.'RSO retrieves th_ e 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.
t

The RSD had identified problems concerning the receipt of some licensed
material by individual researchers without the_ knowledge of the RSO.

' Shipments were identified as arriving from the Eli Lilly Company without
.the usual licensee's purchase order. The RS0s at VAMC/SD and UCSD were

i | 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 Of fice.
'

.No < apparent violations of deviations were identified.'-

5. 'Use and Transfer of Licensed Material-,

'

y- Trequently, < ne researcher will use licensed material at laboratories
located at both UCSD and VAMC/SD. Licensed material procured under ora -. ,

,

institution may be transferred and used at the other institution provided-
applicable institution procedures, license conditions and regulations are .

followed. Occasionally licensed material is transferred between UCSD or |
VAMC/SD and a private company.- Again,- this is . authorized if applicable
requirements are followed. The transfer.of the iodinated compound from:
the VAMC/SD on or about Karch 9, 1989 was not authorized and was in
violation of VAMC/SD radiation safety procedures..

One' apparent violation was identified.

6. 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

t . contemplated, the researcher or his designee must complete a

I

,

f a y, u w q -W-.% wy- p+ m.. g -y--ne+-- - e %- 3 &+- w 9 m-4-9 mpye-eq+ 4~-. wd%
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" Interinstitutional Transfer form" which the VAMC/SD designated as VARSO
1005. All such forms must go through the R50's office for approval. The
transfer of radioactive material following the unauthorized use on March
9, 1989 was made without completing the required VAMC/SD documentation.
Thir. is described in more detail in Sections 8 and 9 of this report.

One apparent violation was identified.

7. , Training

All personnel at the VAMC/SD who use licensed material or frequent areas
where licensed material is used or stored receive initial and annual
refresher training given by the RSO or other qualified personnel such as
principal investigators. During annual audits of each investigator's
laboratory, refresher training is conducted with the laboratory
aersonnel. The RSO noted that the OR has not attended these audits and
1as missed his refresher training on several occasions. The PDR had
received initial and refresher training ir accordance with VAMC/SD
procedures. The employee from the Amylin Corporation who was present
with the PDR in the iodination room on March 9 1989 had nut received any
VAMC/SD training. This was identified by the ESO as a violation of the.

VAMC/SD radiation safety procedures.
,

One apparent violation was identified.

8. Iodination Room Use and Logs

Combining iodine 125 with various chemical compounds is routinely done by
i several VAMC/SD personnel through a process known as iodination.

Volatile liquid lodine 125 in n ually millicurie quantities is bound to
a molecule and later used in experiments involving radioimmunoassay. The
iodination must be done in a properly operating laboratory fume hood to,

: minimize the potential for airborne contamination. The VAMC/SD requires
all iodinations to be done in a fume hood located in one laboratory on

[ the sixth floor of the research wing. Personnel doing the iodination
must demonstrate adequate training and experience for the procedure and
be authorized by the RSO. A log to record all iodinations is required to
be completed by each user. The log and the required radiation surveys'

were completed by the PDR who used the iodination room on the evening of
March 9, 1989. Also resent in the iodination room on March 9,1989 was,

an employee of the Am lin Corporation. The Amylin individual was not
authorized to be in tie 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.

! 9. PMC/$0Investioption -

c

On July 23, 1990 the three member VAMC/SD committee appointed by the 1
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 1

i,

|

i

I
|

. - - --
i

, ,
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these records and interviews the committee discovered that several
.

transfers of radioactive tagged blood samplet 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
Amylin Corporation and the POR iodinated a ?eptide molecule at the i

VAMC/SD on March 9, 1989. The PDR stated t1at the Amylin employee l

performed the iodination. However, the POR signed and made entries in to
the iodination log. In 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 being followed.

Unauthorized iodination occurred in the presence of an-

urauthorized individual.
t

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 Eli Lifly Company.

Accordirs to the VAMC/SD RSO, the PDR 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
developnent of the iodinated peptide. Minutes of the Amylin Corporation
meeting vere reviewed by the RSC and the inspector. These minutes do not
support the allegation of a willful conspiracy to violate NRC or VAMC/SD3

requirerents.

No apparent violations or deviations were identified.
4

; 10. Radiation Safety Committee Meetings

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

On Septenber 17, 1990 the RSC reconvened. Upon invitation
attended the meeting. The DR was asked by the RSC Chairman, the DRto 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 violate 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 erployee used licensed material at the V41C/SD or
transferred material to an unlicensed f acility. (NOTE: The State of
California is conducting an investigation to determine who received the
iodinated peptide and whether a valid license to possess and use the
radioactive material had been issued.) The DR then left the meeting.

The RSO reminded the ESC that as the principal investigator, the DR is
responsibic for all use of radioactive material in his laboratory. The
R$0 emphasi2ed that punitive action was appropriate and that the RSC had
the responsibility to determine what action should be taken. Af ter some
discussion, the RSC veted unanimously to close the DR's research
laboratory at V/JiC/SD until January 31, 1991. The RSC also unanimously
voted to require the OR to personally perform monthly audits of his
laboratory beginning en February 1,1991. Additional radiation safety
training for the DR and his staf f was also recommended. The R$0 was
directed to provide the RSC findings and recommendations to the VAM0/SD
Director who is responsible for the final decision on punitive arid
corrective actions. The RfC also sanctioned a sub committee to review
receipt, transfer and inventory control over licensed material and
recommend corrective actions to avoid future unauthorized transfers, uses
and inventories exceeding license limits.

No apparent violations or deviations were identified.

11. Exit BrieQng
,

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 raintain transfer records for licensed material.-

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.

12. Final Corrective Actions

On October 19, 1990 the inspector was informed by the VAMC/SD RSO that
the RSC recommendations (see section 10 of this re> ort for details) were
concurred upon by the VA.MC/SD Research Committee tie Clinical Executive
Board. The RSC recorrendations were then formally approved by the
Medical Center Director. The RSC stated that the DR was in the process
of transferring all of his research activities to VCSD. His VMiC/SD
laboratory and research will be inactive until february 1,1991.


