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P,5PECTION PEPCRT !.0. & :r' LICENSEE CONTACT: 2rNJ AucuM(o

/Ndrer.e r oe,*a i 'Bomen TELEPHONE NO.: < 5/ 7 ) 73 G'- <ZCCJNQme:

Address: ZW Lomweed L'enue. Erd =f3 Eld] #B'22; hdb ObcI
".Ecch=1,NaesocAveMt 02/I

,

-LICENSE NO: 20 C95/p? -/ 7 PRIORITY: $1 Program Code: <5 l

20 09ef/A' If PRIORITY: F) 3 Program Code: E
PRIORITY: Program Code:

. . d l W TYFE OF INSPECTION: / / SPECIAL / / ANNOUNCEDINSFECTION DATE (s : .h. '

.

/ l ROUT]h! / N / UNANNOUNCE;

/ LAYSHIFT / / OTHER

El'Mf'nY 0F F:hDINGS AND ACT!0h

'O '.r' :0MPL . A'J.E C _ E A 591 ISSUE? / / ACTION ON FREVIOUS,

NCM0MPL: Af CE, APPENDIX B

/ / N0 NONCOMPLIAhCE, LETTER / / NON',0MPLIANCE, 591 ISSUED

/1-/ NONCOMPLIAfiCE, APPENDIX A / / SUPPLEMENTAL INF0, APPENDIX C'

RECOMMENDATIONS
SEE APPENDIX C

,

/ / CHANGE PROGRAM CODE / / CHANGE PRIORITY TC:

/ -/ NEXT INSPECT:0!. DATE: &< DC'

PERSONS CONTACTED

- h: .a A . .'- - lw. <= en uc. %ai %s -% NLa.i~r At d Tecr %<.e( , t49,wra,
Giann - Ha. ear -41od rech

-
~

- : T r k, w .e x - c 2 *' ~ .e omec

ESumn t'onYleon e ~ .Dati.ckr -,e ik"c3reh bforkSf0ntM ' %Nr O6tcr IO.
'

Ad wonts +mbon l|ontr>rcus resaarrhers, voncquI ontelEyW''>

Leba Emdh>rd-denHh Thnac1 Technocian and edhey laborak.i versonnel screaso

Qehed &menearmn- Alecdotal 'Fhcocesf Ar v,ewed

-A Resen4 cd ex'rt '

1HSPECTOR: 0 %fhv' M?&9 O. . |(L.-mb 'if'Al|M
4/ /2w2 P/f/79APPROVED: (

i7
REGION 1 Form 198-C9301130125 920S2O(June i88) pop paga v /d 8g

STOLL92-58 PDR
- . _.



- -- _ - _ - _ - ___ - ________ _ _ - _ _ _ _ _ _

.:,.
. '-

'ec1:t 1 _.:eese

:w;:::- -
,

.

O.rgan tatiorci strc :;re meett license requirem n:t. i ) Yes ( ' %a.
-

.

'. , / - ; c ora t- % ,-ac;
Renara .

~ . .- d ' 17
- - + L.re: wr c4 Re~n rcn Mnnarnwi ..

T r Trues , , m:.4,-- b . v.s<cn c- G war Atedcion DC VManan
--wo RSC Clo.< < man aco r9trr:. . q ;m.g do

Mm N. ,
Use supervised by authorized individuals. ( ) Yes ( ) No [35.22(b)(2)] Exes.~.e. Om&dteb.
Remarks.

h3r 'T~re.vcS i$ Dn dC i pq j P y' SIC 141')
3r. SokermernIk ief} ms+1& dun AlayI I9Ai, ha been ret aced by' h m.natfi

%drolm resdent wcch under Treves sontv&cnQq,MM W hm fneber Y Er da * Vuter.: ceter kr % e: jus dwice t,,w . et.n
,adiation Safety Comittee meets at quarterly intervals, e -fe - L>mc. n

**

vi ies ( ) No q , 3 j y,, - (7::,,m c .e, m ,y , ,. y

(1) Me'-tership ir ac;;roance with 35.22(a)(1)] ( ) Yes ) No
fiena n s .

~ f.'O. r.n

. i;e in 4r?r

<t i.c. ,: ,

(2' RecorcI c' Co 'ttee ree:ings. ( '' Yes ( i Ne [35.22'a)( W
Renarks. ,

ucm/: w e t w w c W Ji- d' W'" = **' ~ '# ''''' " ~

k'_&f|f:.| Ws/M$n /'f!

(3) Consultants. (/) Yes ( ) No "

, .

, ,, .

i./Remarks.
,.47;, ;,7y/ C c's '; W " !. .. ,. ,Q. ./|| t's7ryi? ~'f f* y/: $ t'''2/> .tC/

%?!assif RfdC,2 J/I'7', /Y @$f n/f f""'%f'O'"@M,

/ M /3f.~Mtc/~ ]&'S' 4 K!='*'r'y,, ;(sg3 .-|:3 ?tr.1/7

e. Licensee uses the services of a visiting authorized user.
s ) Yes (.-) No [35.27(a)]

(1) Licensee has a copy of visiting authorized user license.
( ) Yes ( ) No [35.27(a)(2)]

(2) License has records (maintained for 2 years) of visiting authorized users
last visit. ( ) Yes ( ) No [35.37(c)]

f. License utilizes mobile nuclear medicine services.
' ) Yes (6) No [35.29]

g. Licensee delegates RSO sufficient authority, organizational
freedom, and mansgement prerogative. (v)'Yes ( ) No

Appropriate review by Committee in accordance with 35.22(b). /| S f'-h.
( ) Yes ( ) No pt&,gg7;etY,4?,.

,n,...a a:xu e ygwq.y .m:=;:+=mm-
''

3.. ,,. . v ' M- n _'-
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' License No.

.

I

2. INSPEC'!C4 HIST 9_Y

Violetier's or ceviations noted during last insDettion conducted on je,we r' J/ .*
-

l ) 't e s ( ) fio./

Pesponse letter dated ////''0A 4/ /NI/

(See Aprercix B for details)

3. SCOPE OF PROCPAM

Briefly list medical procedures and their frequency. (f,,.2/p)
3,062 procedbres// Gar av ArxA/''ACroof r).d@knM&raMarqa/ 7-/J,'|r
A%/tr 4'esicitemsa fenon -i3.3 efoxs/u/4 ,4

8&yA7rwo(?.:stSeq6srf ,wr/r/JnS|ktwnnSrvykis74f' Abner 75 Ab.52vb/
/77;a//dso at4 # 72 ,%? 6unters/W5/' ?ntes::1.bn ,Sr m eltw/SStG1 q -O

A/es 'IG Odwrrkrie.s
~

_-43 -45 .;v in uwa / < n Okshcorbr:
2 ' . 4' .,e m(csvi;~7e.w : E .:-f,;" ,,,,,; ..,, e g,, s, g e, g 3./jg ,,,,,,, g, ,

,14Wr r <?.1 : . v.'/ , . Tcf htJt/0 ,, ~ rW&firf:/ /,.,) ggy,. ,,-pgr '
a ~

4 INTt A, ,, AUDI1: r ,x ,t4SPECT IONS - w ice f/ m e; . ye,.e ,cf;,7,mffc/aj,,

.

a. Fecuired by license condition. ( ) Yes ( ) No ( ) N/A

b. Investigations or inspections conductea. ( ) Yes ( ) No d
[3E.21(a) and (b)(2)] L ,, .r,,j;,3,,.. % ,, g,y,,, , jfjg7 ,, w -r

,,$' % ,m.: mir w vfa se e k>m~</ % 'ywrb ' 5P"W'#"
.,, wwras er.w.ws' .ucima' (m&6w 41Ae .G|@/7' =wa/Oi.5Sc<W N N. W W!Qt'W N '?'

f, <,/ ci atfa'eicndc cctrec+&e m 507 wp' ewe %re!34'Wn5 '**W
,w,''
,,'L,ce & ocyti?wr '

( ) No [35.21(b)(2)(xi)] /,;7f"y;g/' Aims <w cM~n''|
,

Records ma''intained.( ) Yes '
c.

,?| & :,:e a .se 'I a n<cA / l' de/k|A ''?^a''W & N ,W'*'
J f (' 47 US '' 'W ?fl [#U Y'' '* 5' V/f*.yrirr*r ,L

W' "|"W b: r 2 -Q,yim rtm] JW . SJC fY|. Sfn"/ f5 #M /S M' ,

h,);. N$ff trYC.&nsA25 trert.'r;*' M'" **f! ! ?? ff''0' W MAf*
# '#

5. TRAlfilbG, RETRAINING, AND INSTRUCTION TO WORKERS M### *'###D
-- M er r /s /v r a r bce70ee e.r>. w.

''## " N # #'# # T '#a. License referenced training program. ] 'g,,
/'

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

S'Ih*Cb'.3 *m"'%|c/02csw f (5/$c'rit.bf/fJ/rfd-ajyy bJ/tj' /72 phy.yhn/(/ y,;y(t'rewive de?es'/ed%&ac carsdoir4 shee
-Or/n7s! -hit /?''/ ",> ore f!'7M<l'b&J -& /7 Aft /7ksh .yjm,. ON#,. #M ,or * M Vd A' mp67 sy/;,,f',,frir e9e'k#'I'ww.s/c g/t.spnSol,6YtYrJS G/?S',0//tt /

i

(2) Retraining program implemented. ( ) Yes ( ) No -

Remarks.

|

-
_ _ _ __ _ -__ - _ __ - _ - - _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _
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6.C- UYt A * .
%di:I ? License No. 1-%c,e

,

i . i cc nt ' d 'J

t. Instructun :: e rne-r de eccc-car:ce with 10 CFF 19.12..

' ' '
'! O s. . , 1

hemares.

*c. Describe the CA progran to mitigate therapeutic misadministrations. 6

(1) Have secondary checks of the dose calculations been done?

( ) Yes ( ) No

(E) Do the second party checks of the cose calculations previde
assurance that the final treatment plan will provide the dose
prestd bed on the patier.: chirt? f ) Ye ( ) hc

(3) De technologis.: censul+ with the coctor if the prescription
er ciner croers are unclear? (| 1es ( ) hc
Rena ri s .

d. Followar en therapy or sericus diagnestic nisacministraticrs

(1) IC CFR 35. *3 prcperly implementee? ( ) Yes ( ) No

(2) Was proper medical care given for the patient pursuant
to the NRC medical consultant recommendations? ( ) Yes ( ) No

(3) Were appropriate actions implemented to prevent recurrence?
( ) Yes ( ) hc

(4) Were the technologist and dosimetrist made aware of these actions?
( ) Yes (ho)

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

6. RADIOLOGICAL PROTECTION PROCEDURES

a. Radiation Safety program changes reviewed. (Exception to changes without
license amendment may be found in 35.13 and 35.606.)
( ) Yes ( ) No
r, vec:/'wr5 rVCfC. 23 o? |w ?.*' - Qf '2 m /' 'P h'

'

'-

* Inspect when QA rule becomes final.
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Medical 4 License No.

6. (cont'd)
b.- Records of changes in procedures reviewed. ( ) Yes- ( ) No+

[35.31(b))
Ret. arks.

c. Radioactive materials used in accordance with current procedures.
( J Yes ( ) No [35.21(b)(2)]
Retra rks.

(1) Describe individuals understanding of current procedures.

(2) Examples of key procedures:
(a) ordering ard accepting packages of RAM
(b) general rules for safe use of RAM
c) emergency procecures
d) survey procedures

e) handling of volatile RAM (e.g., Xe-133, 1-131) )precautions for use of RAM (sealed and unsealed for therapy(f)
(g emergency procedures posted?
(h do licensee personnel understand energency procedures?
(i safety procedures for patient therapy in accordance with

35.315 and 35.415

7. MATERIALS, FACILITIES AND INSTRUMENTS

F.acilities as described in license application. (e)'Yes ( ) Noa.
Remarks,

b. Isotope, chemical form, quantity and use as authorized.
(s1 Yes ( ) No [L/C]
Remarks.

Syringes containing radioactive material properly] labeled and shielded unlessc.
contraindicated. (v) Yes ()No[35.60(a)(b)(c)

d. Vials containing radioactive material properly labeled and shielded.
(tA Yes ( ) No [35.61(a)(b))

ar im ii. - .. .
_

_
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Medicai 5 License No.
,

7. (cont'd)
e. Tests required by regulations.

,

(1) molybdenum-99 breakthrough. ( ,Yes ( No ]35.204(b
(2) perforced as required. ( Yes ( No 35.204(a'

(3) records r.aintained. ( 'Yes ( No 35.204(c
Remarks.

An;sfk/~~Schs y:e imre-rj?rn '+vnenib I b N I O'Y""
-rC|- wss perdntMed) recevW.s" kyp/Nymes/[.Cwebs6 WWer t'tfr & rt O //74kar/ W r?J M'b 4 k

R

a#r5fbW&7wrn-ffjreatrkresgW)fi

(4) Leak tests. (e3 Yes ( ) No

(5) Leak tests performed as required. (/[Yes ( ) No [35.59(b)]
Dates and Ren. arks.

In3,recbr::s ,rt++tnc/ A'wr06 6/A hb~/eJb
nrHvehn gaei as web'a r w.rojedes. f/$fr/1W //?$aufs m&mA' acres
m n/ /eecay-

f. Inventory of seeled sources.

(1) Inventory o' Grcup VI sources. ( ) Yes ()No [35.59(g)]Adf
Dates:

(2) Inventory of calibration sources. ( ) Yes ( ) No [35.59(g)]
0ates: g7;g ,y,jfyy /gg f.s/g/

g. Areas for storage and use of radioactive materials.

(1) Method used to prevent an unauthorized individual

(2) Radioactive material secured to prevent unauthorized removal from an
unrestricted area. ( ) Yes ()No[20,207]

R6carks.

derctAr's WM N "

(3) Area wipe tested? (/) Yes ()No
Remarks.

h. Instrumentation.
/

(1) Operable survey instruments are as described or equivalent to those
described in license application. (/TYes ( ) No
[35.120,220,320,420]
Remarks.



'Modical 6 License No.

7. (cont'd)
(2) Capability of radiation survey instruments is adequate for program.'

(p) Yes (_) ho
Remarks.

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

(a) Perfomed as required. (<[Yes ()No[35.50]
Dates and Remarks.

durewf /r?re/tr3 04//krAb' W6fC CCmfr7U.es/St@|e N//k bl "O N
stdfni,4de-r er 0'eftrin Eefswryere/er uzgoecrW7
ds/ p O& ffW C#Ad47 dor 7 abC/$Yf

/

(4) Reccrds of calibration maintained for 2 years. [35.50(e)] A.E
( ) Yes ( ) fic

8. RECEIPT AND TRANSFER OF RADIDACTIVE MATERIAL

Receipt of incoming packages curing "off-duty" hours by whom?
M*![#d(a) Where stored? Security? [L/C] /v d /M

(b) Survey of incer.ing packaces, ()Yes()No[20.205(b)(1)]
.

Wemrk s . ,

( ) No [20.401(b)] /12 $WfWh
f/}LL

(1)fRecordofsurvey. ( ) Yes

ffAf Y r3 AM
apr;-/am nuddec) TAB MNfM|/ //

. ,p 3 4 ,y m [a;, ,/ , ,, a ,> S e e e / d e . Sodaikk#WAC,''\ ff e

%c& ts .sWJdse mewa' eMk'*/{|/ o,s & 0r cdecW.wrM' ? '
Wy?e ;dr 404 lasn m a 804

(c) Procedure for opening packages. (/)'kes '()No[20.205(d)]
Remarks.

E5?f7(|y'.sAch U no! -$/|GW!|
'

~

(d) Returned licensed material transferred in accordance with 10 CTI. 30.41.
(t ) Yes ( ) No
Remarks.



Heaical 7 License Nn.-

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

[30.51]
Remarks.

9. PERSONNEL RADIATION PROTECT!0k - EXTERNAL
~

(Obtain infortnation regarding whole body and extremity monitors)

a. Film or TLD badge supplier /anderr Frequency eM////
/

Reports reviewed by R50? p,wm/ng n:o/WS wrtygpede//GO Others ?b. f
Frequency eem4N
(Are badges assigned to personnel as per licensee's correspondence with NRC*;

c. NEC inspector reviewed personnel monitoring records for period bMP7
to .4 /7 ?

d. NRC forms or eovivalent.

(1) NRC-4: ( ) Yes ( ) ho Complete: ( ) Yes ()No
Necessary ( ) Yes ( ) No

NRC-5: ( ( ) No Complete: ( ) Yes ()No
[20.401(a)~1 ) Yes

(2)

hygg , j g,,p,y) ,y,g,sypgxfj%:/?!Remarks.

,,9 g Q g J S t/kW WNN ban /b kdM Nf,

ffCf/Or|
e. Maximum quarterly whole-body exposure,

f. Maximum quarterly extrenity exposure,

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

h. Radiation survey of unrestricted areas. (A)'Yes ( ) No
(20.201(b)toshowcompliancewith20.105(b))[35.315(a)(4)];
[35.415(a)(4)]
Remarks.

C&

0b3et'Vi'/ /?&4VCar #%!WkC/) //)/eW a$r/pp/-g/edpu a/s.wsar6e.4w.cynee nas y,mnaM Mena%
usGa W asea'o4 A 7 re.s m a w e s e b e f x ,.diyer ab.sier&,9 s44

4
a1/a /sA wa,/andaZso wea#o s ye :AieW

a/ws/m/wes'mese ,wnemsa'o%gf p rxedre w/"Apxres'y.o <
.orsze24
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iedical !8 Licen'se No.

L 9. -- (cont'd) ,
,

.

(1) Record of surveys maintained. (r)'Yes ()No_-'

(20.I.01(b)toshewcompliar.cewith20.105(b))-
Remarks.

,

1. Radiation' survey of storage and use areas:

Quarterly] survey brachytherapy source storage . ( )jYes (-) No Ah(1)
[35.59(h)

( ) Yes ( )!No M
Temporary) implant patient release survey.(2)
[35.404(a )

(3) Radiophannaceutical and permanent implant patient release survey.
(ifYes ( ) No [35.75) i

(4) Radiopharmaceutical' therapy. room contamination- survey.
(p)'Yes ( ) No (35.315(a)(5) and (7)]

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

(6) Radiopharmaceutical storage and laboratory use areas.
4

( ) Yes ()No [35.70]
Remarks,

i

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

'
. ,

Inventory of brachytherapy sources after use. -( -) Yes -(- ) No /(/hk.
[35.406)
Remarks.

1. Records maintained. (-)Yes ()No1[35.59(g));-[35.406)

Dose calibrator calibration and checks performed as follows: -m.
Constancy ()Yes ( ) No - Accuracy (-) Yes- (-) No
Linearity ( ) Yes ()No Geometric dependence -(--) Yes- ( ) No:

| T| P W#d / S d'B7 #' &M 'PJOdb
', .g u , k ' s*e ' u < s w /accum d

n s ,n,s saca ,yg, y acp.9, s95)a,,g,yn,,s ,,// ca
a,,,, es,

p h,gys,uyed-
ns&w i dma

nuas,L jma => %gh/a suoree9p.cayedawne,egz:ad,i
s tw,r

- ~
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xo-vinc -i j
9'- License No'. Po. 09st,t-)r

JMedical-

? 10.- PERSONNEL RACdAT10i PROTECi10N - INTERNAL
'

Potential- for expesure of individuals to cirborne radioactive material exis;5. -.a.-
-( } Yes (-)-No

. Remarks.
ckdicakd -Eme boed sn Se I

M <cd<nalms ors p)erkesnect in
ex

bl.cutaleylup.

Monitoring for airborne radioactivity conducted. ( ) Yes -( ) No a
b.

[20.201(b) to show compliance with all sections of_20.103 and 35.90]
Remarks.

,

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

'

F*Ne*wr) Aw+.m Q nthcurse hvans:
Remarks.

Randoelf"sebefec) t21.T researchers "kcf 1 uzs n all hxl -4 heir Jhf+rmdwordtmd anrescardier.s Qous'dap .pcal,ef,,cc.fg
kan 30 days. Recorc .ra Q ,,o

.ndera do
synol.aa nt u p +&c. . 'esO sma we.4cn - rem,cnder -b how 4hfriac.n on ohred .

<e '

Bioassay program implemented as described in correspondence with NRC.c. N,: gf
_

(.) Yes (-)No.[35.315(a)(8)]
hp.c.os J. .s m.wims onc.* g .r-o at m hSwa w -tcr +vrond c*rc =~ =r , , t35.205. 4. led -6 have rf

.

d) , ,. - ' c?
-J

d. Control of airborne radioactivity in accordance with D''* 'd " '**"
( ) Yes ( ) No

11. RADIDACTIVEEFFLUENTANDWASTEDISPOS&

Radioactiv.ity in effluents to unrestricted areas. (#) Yes- ( ) No-
a .-

b. Release in accordance with regulatory limits. (d Yes (1)No

[20.106(a)].
Remarks.

rece>rdb c4 shek wwontkoron per-[ornecf yodinahr &
Lsceasee. o. sos ^ ns

%<dundscabel ro release a excess cd- ' ig4e<y (,,wrf m .g a -izs

-

-

- - .Dacay in sbracye. /State solid waste disposal method.- hkered'\ Ha rm rc
Cow, ,ec,a/ Code.d,-

.

; c.
| State _ liquid _ waste! disposal method. %k depceo.|' 7 <j

d.

9ecords d_ kle cmi h1 cidcr '
Oscwawr5TS

j- vcre. on -
'

}. conf.eed.
-

{ Lgid relea.xs are mode -frem sank Jnlaboarke . 'Pecord6 are avanc:nacd

anm s.+s md -%<ded -k he Rcda SQ
, ce . %#rdernes are.

cumpkcl by 250 hards undecerled no releaset k e,cce-tr ef Req &(qe: uak&S&s werb'nondcred '.h3 mspechc:a wno kcl no ev,dc,ce -th%V c n ts w ,re.;

be.n rde +c+Muf cm evolvahn w recerel .
s - ,

.k

. (

L q

_ _ a ,. , ;_ , , .a a, .. ..-- -_- .~ -. . i
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; J Medical JOL Licease No.
,

::11. ;(cont''d)L :
-- - -

M 'e. Disposalf of solid and liquid waste in accordance with regulatory.
requirements (decay in: storage). (_') Yes- ( );No [35.92(a)]'

.' _ Remarks.

A{a4ee,al6, hi\cl br clcco} m S*acp lS waAa mnm}ameckiv|oe h 'StalNwere cvrofec
4 4 e trorme1{ Nasti harh1 ; Recoit;

()NE[35.92(b)](1) Records of disposal. ( s

Remarks..

.

f. Survey of- waste prior to disposal.- ([Yes ( ) No
[20.201(b) to show compliance with 20.301-35.92(a)(2)]
Remarks..

/;s ty1::ibk h Jnn G' WJk Y / O W W'f5YV'M''/f~y}M.c s/L#/,p,J r// b cy/// 54fS!
J ,

% 'f0~7b &LfWfA"64 T M M C ^
b!

a f x s'A % ; ;?dD E
f /

.(1) Records-of survey maintained. ([Yes.(fNo-[20.401(b)];
Remarks.-

'
'

12. NOTIFICATIONS AND REPORTS

-a. Licensee in compliance with'10 CFR 19.13 (reports to individuals).
(-) Yes ( ) No [19.13]|

~

Remarks.

.

b. : Licensee in compliance with 10 CFR 20.405 (overexposures)'. - A/g '
-(-)_Yes- ( . ) _No [20.405(a)]
Remarks.

,

4

censee in compliance with 10 CFR 20.403-(incidents). A A/c.
( ) Yes ( )~No- [20.403]
Remarks.

R W" /E50 re,ccr-|cc/ ~/Ac bYo*s9'f' '
V nee fNo ensao%hris-/raAn.s
J "&ck. gfo dk or /d sns/ena/

asF
onnGrav/ codainiw&m inuahid or r*nms A A%eM"

a,% c%d 4s&rin.7/ Ad.km egas#A raa'one m sce.sr-

- goy /arbry 4 wod ..-

.

. - . . . - . . _



Mecical 11 License No.

12. (cont'd) ,

d. Licensee in compliance with 10 CFR 20.402 ( theft or loss). M4
( ' Yes ( ) No [20.40'(a)or(b)]

'

i,

Remarks.

Licensee in compliance with reporting therapeutic misadministrations g/ge.
anc taking corrective action. ( ) Yes ( ) No [35.33(a)(b)(d)]
Remarks,

f. License in compliance with reporting diagnostic misadministrations and taking /*"s
corrective action as needed under conditiens set forth in 10 CFR 35.33(c).
( ) Yes ( ) No
Remarks.

13. POSTING 0F NOTICES

Notices to werkcrs posted. (v)' Yes ( ) No [19.11(a),(b),or(c)]
"'

_Trs.p cks :-veveyed arou<d &mweell 40-rima t O.InR k' ,

B| cod 20nb 1r radtber & CM1C O 2 " f.'
Brcdh Irradtaba are Secured drw unanonh ci use and

actisfutrcci by' C\ te171thic andtidcx4-hne operahn c . ke :s .

-ftpf ely Qic &inailWachrw perwatg
frmdta14. CONFIRMATORY MEASUREMENTS pggn a,nence cp

a. Measurements made tsy inspector. ( ) Yes ( ) No

b. Survey instrument and probe
NRC Serial No.

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

15. 1HDEPENDENT MEASUREMENTS

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

b. Survey instnJment
NRC Serial No.

c. Describe type and results of measurements.

I

1

.. .



Medical 12 License No.

16. POSTING AND LABELING

Post.ing and labeling in accordance with 10 CFR 20.203.
.

(r) Yes ( ) No [20.203)
Remarks.

17. LICENSE CONDITIONS

All license cpnditions r9 viewed during insp(ection.'Tae inuksc r&>'iedeg o// Acenw com,'1 m3_/4/(o)i Y s/ A( m) ,{o
''

Nl,(JW!Ya. fr c
-

Activiti's were conducted in accordance with license conditions,b. e
except as noted elsewhere in this report. ( ) Yes ( ) No

re-POM* Wsmy 05cIvres, 64- r e are-"

b n ** I C* ''* *' b * (* O'* **''l
:v

car,,y f,e a nermcd5 d^d C|eGM} C#4'3 '
04 -thcLuh Mcwvard

u

18. BULLETINS AND INFORMATI0f, NOTICES M

Bulletins and Infomation Notices issued during current year.a.
List:

b. Bulletins and Infomation Notices received by licensee. ( ) Yes ()No
Remarks,

Licensee tock appropriate action in response to Bulletins and Infomation
~

c.
Notices. ( ) Yes ( ) No
Remarks.

19. TRANSPORTATION (10 CFR 71.5a and 49 CFR 171-1781
Yes Violation?

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

b. Such shipments censisted of:
d radvaste

sources / products
1other



- - _ _ - _ - _ _ _ - _ - _ _ _ _ _ _ _ _

- Medical 13 Liceno No.

19. (cont'd)
c. For radwaste, shipments are:-

( ) by licensee, using common carrier
(e)~ through Radwaste Broker

name of Broker No<vard , kodiaco etc

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

e. For shipments:
Licensee uses authorized packages? () ()
[(173.415-15)]
Packape type used.
For 00T-7A, licensee has performance test
records on file? [173.415(a))] () ()
For special fom sources, licensee has
performance tests recoros on file for each
source design? [(173.47(a))] ()
Packages are properly labeled? [172.403); ()

173,441) ()
Packages are properly marked? [172.200)[ ()
Proper shipping papers are prepared for
each shipment? [172.203(d))] () ()
Remarks,

f. Does licensee make return shipments of () ()
radiophamacy doses?
(If Yes, does licensee assume responsibility
for all shipper requirements?) (If No, what
arrangements / understanding have been made
between licensee and radiopharmacy as to
performance of shipper responsibilities?)
(Describe)
Remarks.

20. ITEMS OF NONCOMPLI ANCE

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

4

..



-_ _ . __
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APPENC A - DOCUMENTATION'0F NONCOMPLI 1E

LICENSEE: 7);elli/diyjg /.,f, .w,f /-tiedn License No. $%~.8|? $ $
.

Reference Basis for noncompliance

Report item 3F F 75b'rW b dc ||CW ccL5k7b|/3/5CC|pv CWurej ,d,-

''C '
c Cond

9 / dr) x y .

Typt n/c H ,94

f |tW8 7 h k J k y k ca d ) d' C 4 /j d / g h 9 ; g y .y g g
10 CFR p, yg , g g 9,g, j, j

Lic Cond 23 g 43f4 .

Type n/c n

aport item 9 g/,, , g 7 (,,jj, g 7,.gj ggg g,
10 CFR , /p[ggggy) /QTP Cg' /} },rg,dif g )y0/^ Q ,

f|OC// JN ' NW/06Lic Cond 23

Type n/c ~iV~~

Y4Yf 4 /C,/./47/k /^kG//7 67 .eh/Of Ci~f/Ef 2
10 CFR 20 20!

_
g g g g ,. , g g 3,p74,rj jgp pg|7,y,,9;y_/;hQ(
,h[h,,yff'7' /8/ M) t'N 499 YL1c Cond

Type n/c *h ngkf),
_ p

Report item

10 CFR

Lic Cond

Type n/c

Report item

10 CFR

Lic-Cond

Type n/c

REGION I Form 198-C.3
(June '88)
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INSPECTION ~ REPORT NUMBER T/-CO /
. ,

APPENDIX B - LICENSEE ACTIONS ON PREVIOUS INSPECTION FINDINGS-

Licensee: -77e C%//h rib /bspt/r;/- /3.~rdn License No.: 9 / ? ___
'

-

Idontification and sumary of' action taken Status ,

Report No.: 27-O/ Type n/c: 'IT Describe:MM,27T %
Action taken: OPEN *
&9ecds (esecuther3 renM/Aber kw UCek.5 mhh r~ qtgg*|"M*'*9*"

fotontin an s00Mdicr\ h atie. O o r S yroid ,<m otse h (e d .

revaculeol q repreWN've SGQe d reZGC3&M @ Y -

pe,

luenperftned ocdcnahms rad a0 &dhem had bad-4 heir Apo,ds cwNg
hhp,.!"!."hRf['2f|-Report No.: T'7 - O/ Type n/c: -JM Describe:,

[he eders th twcleor (McC|tcute and CNhef~ Survo *HCIEfg DPEN.
rv

m -the research bculthes eksrvecl b l 5 3rasy dt {{ kO?y
had curreel calamrhm shekers. a<rd hcd been co&M '

(of checkehre,1,}ed n'h occordance v rt), l,cenje repu st~ gicL*f.1e

Report No.: 97-O/ Type n/c: lV_ Describe: @d ? 3,#s M js
#"Action taken: OPEN'

) {\ n d n!! b t/a k & S e N & h a t d |t ra$/MCbd2 MICOA gt93||
\yce c[. served & k LLQant |al9 Co h "

Report No.: 97-O/ Type n/c: r5E Describe:%$0I"d7 "kT
Action taken: OPEN '['Isewed pvr.JWed order:s a aniSY Ste- (CLDSi bde, ,,hecdcys $np nc4a m est- c y e m sf ced -fo ved 4b d er.s wre - -

1 -.

p dhin Mht av oreed Pusses 5tk hm1tf Cmd ~-ke (50$ ope.5 ablorti!et:o . n one
vo s Ploc'ed Se- .5 mC o where , u Co' of -Hu sme. swhpa ,A

case, a,n orJer~Nhe Ins::ccdoo chd cof hel dix, ws a .prekvm wdh Etc. pregrns
V

av4hco-wd. md-
Report No.: Type n/c: Describe: f
Action taken: OPEN- ,h

v
CLOSE:- sofef

Report No.: Type n/c: Describe:
Action taken: OPEN

CLOSED

REGION I Forst 198-C.4
-(June'88).

'

. .

,w a- r. . .- , e - , - - - - c wgr, g- w w- m. - , - -w-r , s--a,.a -y-
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INSPECTION REPORT NUMBER W1

APPENDIX C - SUPPLEMENTARY INFORMATION
*

Licensee: 0hi/dren!.3 Mbws/al-L$Ntbr> License No.: 20- 0966 f-/ '7

(- ) Uncorrected / repeated noncompliance ()Unresolveditems

() Unusual occurrence, conditions, etc. ()f) Inspector's_ coments

() Basis for change of Category or Priority
an, hvec/ A>/ rde <kiryII/'/ bensc'///nf Sfa;P a4| k d/'bb/Q0 a

nu dime |e ve$i Cnid /res.5 ,+6.pi&/.r'2%e /Grkr* docere

7 77 :Ad7/e. A a sppidd A/ cne ske#M,M;Kr/es 7fcAst/e/as?
en p,rft,77e Ards<w,69s afnas .m/.,,ispo,So,,, al juy
J;a|/ax& Asp /76&'Am Nedhr. 4' .sie en/,, g;//d' re/>6 46pA/
enwisaym /ra?,asna) m sacasesaspac,,,,s
sdAv/ YA1/YAe ,4eensee,o6/c 4 //m a rO/4rie 20,i

~~de 497anded sc9x el werd wW/ /wxa' 1'reapp,/e/c,
s// Atae ASO mW'#e racews/ cc/&&rd op w'e

Ji&fJha#k:s~nycarf4;r-kre
ifoatrdwScMy%e

sie6 abi//||d A's%= ad v tb Ow -dWay,sainy
AWO JW&cv41' 6: inton/rbt'e f,,,,,

dayId'rhsA'

a.id<?s/?/s Q 9 ,/ ,,,eI2'mdu chewea' a a a dk'd1A de wA,v,ei!?erfo$c/fored de/Es/ vle cens-
#%'o"e"'rds' op/en/W4/ 4a7'e m m,e _,,,,,,,,,,7

r

|%fier a/'sentede' de er,,/ //g,,/a, dw/L,+P -y,9
.

y
beeheS wiswyesoW ffsPes'rb 1o46 o,w.

l

i

REGION I FORM 198-C.5
| (June '88)
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AUG 081989

Docket Nos. 030-03021
License Nos. 20-09568-17 #030-11864

20-09568-18
The Children's Hospital - Boston
ATTN: Susan Pantaleoni

Director for Rasearch
Administration

300 Longwood Avenue
Boston, Massachusetts 02115

Gentlemen:

Subject: Routine Inspection No. 89-001

On June 19-20, 1989, J. Miller and A. Kirkwood of this of fice conducted a
routine safety inspection at the above address of activities authorized bythe above listed NRC licenses. The inspection was an examination of your
licensed activities as they relate to radiation safety and to corapliance
with the Commission's regulations and the license conditions. The inspection
consisted of observations by the inspector, interviews with personnel, and
a selective examination of representative records. The findings of the
inspection were discussed with you and others of your staff it the conclusionof the inspection.

Based on the results of this inspection, it appears that your activities were
not conducted in full compliance with NRC requirements. A Notice of Violation
is enclosed as Appendix A and categorizes each violation by severity level in
accerdance with the " General Statement of Policy and Procedure for NRC Enforce-
ment Actions," 10 CFR Part 2, Appendix C (Enforcement Policy). You are requireo
to respond to this letter and in praparing your response, you should follow theinstructions in Appendix A.

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

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

OFFICIAL RECORD COPY ML DL CHILDRENS HOSP - O'
-

,
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t- The Chfldren's Hospital - Boston 2

Your cooperation with us is appreciated.

Sincerely,

Original Signed By:
Josephine M. Piccone, Ph.D.

'

Mohamed M. Shanbaky, Chief
' Nuclear Materials Safety Section A

Division of Radiation Safety
and Safeguards

Enclosure:
Appendix A, Notice of Violation

cc:
Public Document Room (PDR)
Nuclear Safety Information Center (NSIC)
Commonwealth of Massachusetts
R. Amoling, Radiation Safety Officer
S, Treves, M.D., Chairman of Radiation Safety Committee

bcc:
Region I Docket Room (w/ concurrences)
Management Assistant, DRMA

.

RI:DRSS M - RI:DRSS RI:DRSS
Kirkwood/pmb Miller L6hanbak

g1 F A.m.h.
074V89 07/f//89 CE/4/89

'

0FFICIAL RECORD COPY ML DL CHILDRENS HOSP - 0002.0.0
07/19/89
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APPENDIX A

NOTICE OF VIOLATION

The Children's Hospital - Boston Docket No. 030-08021Boston, Massachusetts 02115 License No. 20-09568-17

As a result of the inspection conducted on June 19-20, 1989, and in accordance
with the " General Statement of Policy and Procedure for NRC Enforcement Actions."
10 CFR Part 2, Appendix C (Enforcement Policy) (1988), the following violations
were identified:

A. 10 CFR 20.201(b) requires that each licensee make such surveys as may be
necessary to comply with all sections of Part 20. As defined in 10 CFR
20.201(a), " survey" means an evaluation of the radiation hazards incident
to the production, use, release, disposal, or presence of radioactive
materials or other sources of radiation under a specific set of
conditions.

Contrary to the above, surveys were not made to determine that an individual
was not exposed to airborne concentrations exceeding the limits specified
in 10 CFR 20.103. Specifically, on May 18, 1988, a physician administerea
150 millicuries of iodine-131 in liquid form to a therapy patient and
failed to have a thyroid bioassay.

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

B. 10 CFR 20.205(d) requires that each licensee establish and maintain
procedures for safely npening packages in which licensed material
is received and ensure that such procedures are followed.

~ Contrary to the above, as of June 19, 1989, procedures for safely opening
packages in which licensed material is received were not followed.
Specifically, packages containing licensed material that were received in
Nuclear Medicine were not surveyed three feet from the package and at the
surface of package prior to opening in accordance with licensee's established
safe opening procedure.

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

C. Condition 23 of License No. 20-09568-17 requires that licensed material
be possessed and use in accordance with stateraents, representations and
procedures contained in an application dated January 13, 1984.

Item No.10 of this application requires that dose calibrators be
calibrated in accordance with procedures contained in Appendix 0,
Section 2, of Regulatory Guide 10.8, Revision 1.

1. Item E of Appendix D, Section 2, requires that the linearity of a
dose calibrator be ascertained quarterly over the entire range of
activities employed.

# OFFICIAL RECORD COPY ML DL CHILDRENS HOSP - 0003.0.0# - 07/19/89
_MC6-iCO3_85 89080s 9 \ ( RETURN ORIGINAL 20 '..!

C

REGI LIC30 J
i I20-09568-17 FDC E '
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i Appendix A 2

Contrary to the above, on March 29, 1988 and December 15, 1988, the
linearity of-the dose calibrator was not ascertained over the entire.

range of activities employed. . Specifically, on March 29, 1988 the
linearity of the dose calthrator was tested with a maximum activity
of 122 millicuries and on May 18, 1988 150 millicuries of iodine-131
were assayed in the dose calibrator. In addition, on December 15,
1988, the linearity of dose calibrator was tested with a maximum
activity of 635 microcuries and patient doses in the millicurie range
were routinely assayed in the dose calibrator.following the test.

2. Item B of Appendix D, Section 2, requires that the dose calibrator
be tested for linearity and accuracy at the time of installation.

Contrary to the above, in May 1988, a replacement dose calibrator was
not tested for linearity at the time of installation and the calibrator
was used to assay patient doses until June 8, 1988.

These are Severity Level IV violations. (Supplement VI)

Pursuant to the provisions of 10 CFR 2.201, The Cnildren's Hospital - Boston
is hereby required to submit to this of fice within thirty days of. the date of

the letter which transmitted this Notice, a written statement or explanation
in reply, including: (1) the corrective steps which have been taken 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. Where gooc
cause is shown, consideration will be given to extending this response time.

.

.

W

't
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Docket Nos. 030-08021
~030-11864 License Nos. 20-09558-17

20-09568-18
<-

The Children's. Hospital - Boston
ATTN: Susan Pantaleon1--
Office of Research Administration300 Longwood Avenue
Boston, Massachusetts 02115

*

Gentlemen:

Subject:
Inspection No. 030-08021/89-01

This refers to your-letter dated August 31, 1989dated August 8, 1989. , in response'to our-. letter-

Thank you for ' informing us of the corrective and preventive acti
.

in your letter.
.your licensed program.These actions will be examined during a future inspection ofons documente:I

Your cooperation with us is -appreciated.
<

Sincerely,- -

,

Original Signed Br-
Mohamed M. Shanbaky

.

Mohamed'M..Shanbaky, Chief
~

Nuclear' Materials Safety Section . .A-Division of Radiation SafetyL
,

'' and Safeguards.
.,

Cc:

Public Document Room (POR).
Nuclear Safety Information Center,(NSIC)
Commonwealth of Massachusetts

.

-

f 4

1
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The Children's Hospital Boston

2 C
$ 300 Longwood Avenue, Boston, Massachusetts 02115 * Telephone (617) 735 7048

Office of Research Administration--

W

August 31, 1989

Mr. Mohtmed M. Shanbaky, Chief
Nuclear Materials Safety Section A
Division of Radiation Safety and Safeguards
Nuclear Regulatory Commission
Region 1
475 Allendale Road
King of Prussia, PA 19406

REF: Docket Nos. 030-08021
030-11864

License Nos. 20-09568-17
20-09568-18

Dear Mr. Shanbaky:

I am responding to your letter of August 8, 1989 regarding
Routine Inspection No. 89-001 conducted on June 19 and 20, 1989.
As a result of that inspection, four severity level IV violations
were identified which require a response as to the corrective
action taken regarding the violations.

-The first violation concerned a physician who administered 150
mil 11 curies of-I 131 in liquid form to a therapy patient and
fai, led to have a thyroid bioassay. Since the administration took
place on May 18, 1988, and the bioassay error was discovered June
19, 1989, and given the physical and effective half-life of I-131
being 8 days and 2-3 days respectively, and that the physician
now practices in Florida, we felt it impractical for him to
report for a thyroid bionssay at this point in time. Also, R.

Amoling, Radiation Safety Officer, was with the physician when
the therapy dose was administered and had a thyroid bioassay,
with no measureable I-131 burden. We therefore conclude that the
physician' involved had no measureable thyroid burden and the
concentration of I-131 in the air did not exceed the limits
specified in 10 CFR Part -20. In order to prevent further
violations of this nature, a log will be kept of all persons ir.
the room at the time an 1-131 therapy is being administered.
Persons involved will be required to report for a scan the next
day to determine thyroid buedennas giatactledgin section 10,
Appendix P, Regulatory Guide ~10.'8, Revis' ion '.

~~

2 We are now in
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- coinpliance.

The second violation concerned packages containing licensed
-- materials received in Nuclear Medicine which were not surveyed-
three feet-from the package and at the surface of the package

-
prior to opening in accordance with established. safe opening
procedures. - In order to prevent further violations, the'
Radiation Safety Officer conducted a review of Nuclear. Medicine
safety with the staff. All Nuclear Medicine staff have been
re trained in the area of safe opening procedures of packages
containing licensed material. We are now in compliance.

The third violation concerned the linearity of the dose
calibrator which was not ascertained over the entire range-of
activities employed. -We accept the finding that on March 29,
1988 the dose calibrator linearity was tested with a maximum
- ectivity of 122 millicuries and on May 18, 1988 150 mil 11 curies
of I 131 were assayed in the dose calibrator. In order to
prevent further violations of this type, the dose calibrator will
always be checked for linearity with activities over the entire
range o'f activities employed. In addition, the inspectors

reported that on December 15, 1988, the linearity of the dose
calibrator was tested with 635 microcuries and patient doses in-
the millicurie range'were assayed in the dose calibrator
,following the test. Subsequent review of our records.show that
on December 15, 1988 the dose calibrator was tested for linearity
with 635 millieuries, thus we had in fact complied with-the
license condition. We are now in compliance.

The fourth violation concerned a replacement dose. calibrator
which was not tested for linearity at the-time of installation in
May 1988, and the: calibrator wasjused until June 8, 1988. . In
order to prevent further violations of this nature,-any
replacement dose calibrator received by Nuclear Medicine will be
checked for linearity before it is used to. assay patient doses.

: Also, the Nuclear. Medicine staff has been:re-trained in the
replacement dose calibrator linearity testing requirement. . We.
are now in compliance.

In light of the corrective' actions already taken by The.
Children's-Hospital regarding violations' identified during the
inspection of June 19 and' 20,1989', I can assure you that we are
in full compliance.

Sine rely,

a ., z f +L: A u,

alen[san Z.
irector f 'Restarch Administration

>

S.T. Treves, M.D. , Chairman, Radiation Safety Committee-cc:
Ronald Amoling, Radiation Safety Officer,

.
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0 FEN ITEM 3 TRACK!G 3Y3TE"

T.:tET WM5ER: M-05 '.'. ; -

........................-................................................................ .......................

;E:CET 4TE ATE ;EVIEwEF CLDilhE

.AME : TION REFER
Y.NE'i !?s'L5 :"EN .0SE: s

......... .......... .................... .......................... .... ...... ... ........... ..... .
57-: 0 CLCIED 03/06/67 Cet:CiE9 0ARDEN. TERE!A /!0L 59-001

.

!"EM.: FAILURE I: WEAR LA3 C;AT3 AS RE;UIREO
,

; 57-601 CLCSED 09/06/E7 L6/20159 MRLEN. TERESA VICL 59-0C1

ITEM: FAILURE TO |A;!ERATE SURVEY METER A3 FEQUIREL.

: 57-K! : 0EED CS/0tli? 06!20!E9 DGLEN. TEREEA v!]L 59-001
.

ITEh FAl URI TO FEFFDRM EIM5ELY3 blinlN ThlRTY DAf 5 0F HANDLIS5 ;; DINE AS EEQUIRED..

; 57-001 CLCSED 08/06!E7 06/20159 DARDEN. TEREEA V CL E9-001

UEM: A'JTORIZE C5ER ECEEEE0 :053E53 ION LIMITS FCR FERMIT.

H-20: CL;5ED C6/20/El 09/17/9 ) MILLERulRnCOL 4!GL 90-001"

!!EM: 2?.20: FOR 20.103 PHY31:1Ah ADMIN !!0 MCI CF 1131 IN LIGUIL F;RM. O B10 ASSAY

- i7-00: CLCSEL 06/20/69 09/1 M 0 MILLERu1FHCCD v10L 70-001

i!!M: Is..;;5 FAILUEE 19 ihto 5JE D?EDih6 FR0;ELURE5 5twi:5 M 3 FI L SUkFAI.E HDI FERFORF.E!:

13-001 CLCSED 06/20189 09/17/40 MILLERu!RtW003 '.!CL 50-001 -

|
' '

;!EM: LINEARITY TEST NOT PERFORMED CVER FULL RANGE OF ACTIVITEE'

: !!-W1 CLOSED 0$i2C/Ei 09!17!50 "!LLERu!RN003 7!:L 50-001

ITEM: LINEARITY TEST NOT FERFORMED Oh "LCANER" T45E CALIBRATCR Ai TIME OF INSTALLAT!CN

2 i M 6B CLOSED !!/12/59 09/17/90 JLlRILH .ER 90-001

!!EM: TERAFEUT! M!!OMINISTRATION .

I

9-001 : FEN 09/!7/50 / / ULLRICH VIOL '-

! ITEM: REC;RDS OF NED;;Y ECTWEi! IN Hui lab NOT AVAILABLE 11/Ei: !!15. 4/22. 4/27. 6/22, 6/29. AND 7/15/90.
b 4 5-
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