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5 License ho.

7. leont'd)

Tests requirad by reguletions,

molybdenun-9% breakthrough. () Yes ( ) No [35. 204(b)}
performed as required, (¢4 Yes ( g No [35.204(2)

(1
/
{3 No [35.204(c))

N
”
R
3

\
) records maintainec, (¢) Yes (

Remarks.
Ave Aled Tochs ose ey ;;/ vmmiv‘ o # pewkends Moy 0"‘“::7
‘f?’ nas e WM"‘/ rece. /vw,///l/ne’/ c‘(‘&'/p(f L (‘lt‘p/ e O
4uu¢;zzﬂév¢zﬂnv FF preak Hrovpst

(&) Leak tests, (#) Yes { ) No '

(5) Leak tests performed as raquired. (Y Yes () No [35.59(b))
Dates and Renarks.

72X s céwfa%&wd”?aw/c“‘/ﬁ(ﬁwéfmewdfﬂﬂ‘
/y/gyl#’/)ﬂ et af wal @L 1roadiafes. /rc"(vafs ndicare oot
27 hot /eﬂ?lV/ifﬁ

Inventory of sealed sources,

(1) Irventory of Creup V) sources, () Yes () No [35.59(¢)) A4
Pates:

(2) Inventory of calibration sources. ( ) Yes ( ) No [35.59(g)]

Areas for storage and use of radiocactive materials.

(1) Metho¢ used to prevent an unauthorized individual

{(¢) Radiocactive material secured to prevent unauthorized remova! from an
unrestricted arez. ( ) Yes ( ) No [20,207)

Remarks,
\_,_u,:/',,:./ was .bé%’(/nf/f’é’f

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

Instrumentation.

(1) Operable survey instruments are as de 1b¢d or equivalent to those
described in license applicatior. Yes ( ) No
[35.120, 220, 320, 4203

Remarks.,



" Medice) 6 License No,

7. (cont'd)

(2) Capability of radiztion survey instruments is adequate for progranm,
(b7 Yes ( ) ho
Remarks.

(2) Calibration of survey instruments required. (vfhs () No

(a) Performed as required. (< "Yes () No [35.50
Dates and Remarks. 5
Evrvey merlers Gavias igele WCre Comowensirole wih e et
and deon AAes n Lropan . 5:7/ Servey mefer igpecred
A‘a; a Qe trent caliln %ory J.%C/ ’ :
(4) Recerds of calibration maintained for 2 years. 35.50(e)] AZ
() Yes () ho

&, FRECEIPT AND TRANSFER OF RADIOACTIVE MATERIAL

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

(a) Where stored? Security? [L/C] # e 1n #of @t
(b) Survey of incoring packages. ( ) Yes ( ) Neo [20.205(b)(1))
REFEYET. x
!
1 Noolear Meads e 1iu
(1) Jp Record of survey. () Yes () No [20.401(b)] , ,
o Remarks. , AN P =
Y 2 ,éxﬂf(-f Con @ rIer) M&dcﬁo’cﬁ Wﬂé’/‘/l L, PN AN MM« werg
AC '”"’/W""ﬂ;ﬁ Y e o) Sovece of e Pixas . AXO e st Hia?
rf’ Fociaat s ST e sorneed curerriely & 7 g8 chectes wV

Saige #r contomination,
(¢) Procedure for opening packages. (A Yes () No [20.205(d))
Remarks, = o B e 1A
f‘sfég.}’).f/{rﬂ/: et PO 7‘“"/}27“/(/

(d) Returned 1icensed material transferred in accordance with 10 CF" 30.41.
() Yes () No
Remarks.



beaical 7 License Nn.

B,

(cont'd)

(e) Fecords of receipt anc transfer maintained, (o) Yes ( ) No
[30.51)
Kemarhs,

PERSCNNEL RADIATION PROTECTION - EXTERNAL
{0btain information regarding whole body and extremity monitors)

a. Film or TLD badge supplier ,’eya12vv0f Frequency ,:wanwéggg

Losan reCends wore
A

b. Reports reviewed by RSO?
Frequency gront/ ‘
(Are badges assiénea to personnel as per licensee's correspondence with NRC®,

¢. KFC inspector reviewed persconnel monitoring records for period L/T7
0 4/37

d. NRC forms or eocuivelent,

(1) NRC-4: ( 2 Yes () ho Complete: [ ) Yes ( ) No

Necessary ( ) Yes () No

(2) NRC=5: ( YYes () No Complete: ( ) Yes ( ) No
[20.401(a)]

Remarks., ; Aecordbng 7 ,/(xﬁ#??(‘% ¢ reoendls, 7 Cpires
7 exess & /7:/@717; o7 A L Save Leer
pecey s

e. Maximum quarterly whole-body exposure.

f. Maximum ocuarterly extremity exposure.

g. Licensee has implemented an ALARA program. O&Y‘Yes ( ) No
[55.507 [see Procedure No. 83822, "Radiation Protection)
Remarks,

h. Radiation survey of unrestricted areas. Az Yes () No
é20.201(b) to show compliance with 20.105(b)) [35.315(a)(4)];
35.415(a)(4)]
Remarks.

e

.,,.’Z’.semfe’z/ roear e 2?7, /f./ec‘/ @ /5‘((“%8//./-{' v
Traze was 5;@&?;;9/%97%;9/ 20 o 215 ez?f,)zng/'aa9éhvzn07§%rfvzbz.
_af/k7{:/&%;lv/a~:?15f'47?{1%256h¢?€' /‘lv"g/ weory a 4%4&y§¥‘§;¢g;/ 44ng?nz, i

Hnger dosimrter , and a el coafiand aiso coed Ca Syrnge el
Capram e red FETSE ;ﬁ*ﬂﬁd?%ﬁﬂza"434071;;';42’vravﬂérzr 4w4/'47?;4cu727225’
e /o
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9., (cont'd)

(1) Recurd of surveys maintained. () Yes | )
[20,401(b) to show compliarce with 20.105(t)
Remarks,

Ko
)

1. Radiation survey of storage anc use areas:

(1) Ouarterly survey brachytherapy source storage. () Yes ( ) No AA
[35.59(h))

{2) Temporary implant patient release survey. () Yes 5 No /4&4
[35.404(a)]

(3) Radiopharmaceutical and permanent implant patient rel2ase survey.
(& Yes () No [35.75)]

(4) Radiopharmaceutical therapy room contarnnation survey.
(L 'Yes () No [35.315(a)(5) and (7))

(5) Patient survey upon implant. () yes () Ne [35.406(c)] NA

(6) Radiophermaceutical storage and laboratory use areas.
() Yes () No [35.70]
Femarks.

j. Record of survey maintained. (#) Yyes () No [35.70(h)]
Remarks.

k. Inventory of brachytherapy sources after use. () Yes () No /béa
[35.406)
Remarks.

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

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

(35.50} = 7 R P2 A"
e’ @OCHBE Justa pertoroned /P @ (237 /fj,a[’,_/. Bur33 oyl

T 5T Sl AV g : :
/V"C N LIneari # /”7’5 /;eménﬂe/ z/.:r@f @l c‘#(c‘,é) Aone Mﬁr@;’( oz @f
— aimays cowr Hd/ vange oF v es s @t
o o BWEE i arhiihl 115wl —> on SHE/EE a5 @ /S5Ol w3/

i T B CE T andi K b35al, —> rovtneld assa amilficore Puonsire
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10. PERSONNEL RAD:CATION PROTEL, 10M « INTERNAL

patential for exposure of individuals tc airborne radioactive material exis:s,
(Y vos () Ko

Remarks.,

r
Al ’Cdlﬂ&“’l(’f\s €. periarmd in o Jvdlca{pd e l@cﬂ " -{'fe
Fod cction Sateh) Deps .
(-/.

a.

b. Monitoring for airborne radioactivity conducted. ( ) Yes ( ) No
[20.201(b) to show compliance with all sections of 20,103 and 35.90)

Remarks,

(1) Records of monitoring maintatned. ( ) Vus () No
(20.401(b) or L/C)

Remarks. , ‘
e researchers who e rteranedd soidinations & willicurie guarsmes

wandomly selocted (&°15 ! —
of T35 = all had the.r “hyrod £ wondfored wirtitin 20 days Kecerls raco vl o
s:qméazm‘ uptare PSSO want ream widen to  1escarchers @3'9 day < 9044 cedinatiom

alwedher remundec ha e +hJreict o (teced

¢. Bioassay program implemented as described in correspondence with NRC.

i) () Yes () No [35.316(2)(8) il o |

f{g ?hymw- whe ad . asterec l£‘0 mC, 51243/ z]n “&u'd Tram TOF -“yro.d Corcmou‘“ e Ao 7 19éd
d.  Control of airborne radicactivity in accordance with 35.205. foiled o have n3
"h\:/IO'd MOALTT "oy

() Yes ( ) No
11. RADIOACTIVE EFFLUENT AND WASTE DISPNSAL

». Radioactivity in effluents to unrestricted areas. () ves { ) No

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

[20.106(a)]
Remarks., ‘
| icensee monvans records ot st ,‘m(,mJ,D(,n ?Pf‘éx nerd & lodiratry , oad .

Fernds indicated ro relesse n excess of latecy et (MPC for T-12

:‘:«emy i s‘bmqe,
c. State solid waste disposal method. Eroker ~ Harwrd
~ Commercial Contrecsr

d. State liquid waste disposal method. Ziak dusposa < :
Keconds o, nOSTE m:ﬂ{‘x
Wife ON “hle ana i1 ordor
b. ('on-"'nv(d
L,.g%.)ad releases are m\ade, -‘;M smks n (abom—br %wrde' are :manf.'ﬂf.ied
above siks and “ocwarded o e Redl S Oﬂ-v)civ, St relmases ore
ompiled b 250 . Reewrds indicated ro velesses in excers of Readate ,_W'E &
ks wer mon over .bj mspec'br';s who “ound No evdonce ~fat J&e:a/s wore.
De.n7 e wr!‘f‘dcm evalvatuyr ov vecord .



Medical 10 License No.

11. (cont'd)

e. Disposal of solic and 1iquid waste in accordance with regulatory
requirements (decay in storage). ( ) Yes ( ) No [35.92(a)]
Remarks.,

/larerals red ‘.4r _{wa/-m -s*‘c-:ac,q_, were sur »cyecl ',:r.on—}o reeasd
> e normal ~Tash shream . Kecomls weke gindained.

(1) Records of disposal. (B’"Yes « ) No [35.82(b)]
Remarks,

f. Survey of waste prior to disposal, (V)/Ves () No
£20.201(b) to show compliance with 20.301 - 35.92(a)(2))
emarks, ’
» g -

AT ae 1w e Lrii g el + o con A0 i ’w’ :
L Aoty o SAVCAS WS COTTS 7o Eprler € T IECASE gl
P ideod nare L275 20 no” gacesred sy H.r Ao el i)

(1) gecorSS of survey maintained. (¢ Yes ( § No [20.401(b)]

emarks.,

12. NOTIFICATIONS AND REPORT

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). /4
( )Yes () No [20.405(2)]
Remary:s.

¢. Licensee in compliance with 10 CFR 20.403 (incidents). /Wq
() Yes () No [20.403)
Remarks.

~Ae 250 rf;pc.r-éal —Ae -,4/55”7
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 ast i(//o skkr or Jast gnareria/

nsfectm

No segndcant (or7amiyag7a o e 1Zon’S o A 'é “tiere
;9;“/ pdwecdea/ Ang seer; VW b SGACIM  ex c@sE
@/ /&fﬂ/[#f’/ (, M/A



1 €
¢
r
o
"
4
0
r
1€

- (,

n
=
)
a3
ur
re
ame




Medical 12 License No.

16.

17.

18.

18,

POSTING AND LABELING

Posting and labeling in accordance with 10 CFR 20.202.
(/) Yes () No [20.203]
Remarks.

LICENSE CONDITIONS

a. All license conditions reviewed during inspection, ( ) Yes ( ) N L
ne ,f7:Ja:,t?c rpewed a/l lcense cordibms et aﬁg(/ /’Qz&ﬁ gty
b. Activities were conducted in accordance with 1icense conditions, .
except as noted elsewhere in this report. () Yes () No
Remarks: - eamher:
vemen Th vsng 1sofepes | bt :M Py rupons.blc Sor

Apimal ree
carng e anmal® snd cleaning cages. Animal carasses are diszes
, J

OL -—'hrc’aq;\ Harva e

BULLETING AND INFORMATION NCTICES AT

a. Bulletins and Information Notices issued during current year,
List:

b.  Bulletins and Information Notices received by licensee. () Yes () N
Remarks.,

Rt ﬂicensee tock appropriate action ir response to Bulletins and Information
Notices. ( ) Yes ( ) No
Remarks.,

TRANSPORTATION (10 CFR 71.5a and 49 CFR 171-178)

Yes Violation?
a. lLicense makes shipments of RAM? ) ()

If "Yes", complete the following items.

b. Such shipments ccnsisted of:
(<) radwaste
2 ; sources/products
other




r

terized




APPENT A - DOCUMENTATION OF NONCOMPLI “E

VIGNSEE: __Ze (hilens i tol ~Costbrr  License No, - 5F5ET U8

Reference Besis foar noncompliance

o v "!—L‘ 1/ u/g -'@ -r(, //cav S ﬁ/fé? /J/@c/ ’o’ﬁC’WfJ 7‘"!’ 9
10 CFk 20, 208(d) pI NG 12N et m,m
:m/ % ,fréf%/ @Z ar% eyr’er

S,
vi¢ Gond ,7¢1 /py MKIJM?WM 4//‘ mg
Type n/c A /é‘ &/ S

%e ﬂ‘

RGPS 1308 z Aaeiore o6 7(4/ e abe (w/é/mér oIy He
10 CFR ['/}//’( /‘y//d // ‘/Léf// /7‘/51 #4/// /s el
Lic Condg 2> - (i_)’.,ﬁﬁo/
Type n/c L
port item i ,1/// yo T ?,)/_,a///” & //7///,// 7?‘//(‘/ 7
10 CFR //;( ca,m»/// OO bW Dver
Lic Cond 22 ,;%7 7 c/ IR 4 SETVCE

Type n/c v

Report item pA% p .J/ /1/ /,5 &y &3 7 9743 /‘75&/} V4 .ﬁ/ﬂd‘ff q L=

10 CFR _20. 207 ke o X ptfsecds? W adta
S " /r-

(Dl 77 AES 7 .:i.?c v o

Lic Cond
e e L o O bt

Report item
10 CFR
Lic Cond

Type n/c

Report item
10 CFR
Lic Cond

Type n/c

REGION 1 Form 198-C.3
(June '88)




INSPECTION REPORT NUMBER S9-000 7

-

APPENDIX B - LICENSEE ACTIONS ON PREVIOUS INSPECTION FINDINGS
-078pl=7

Licensee: o b dlrer %gg/é/&;_év License No.: 20-OFs(d -/
Identification and summary of action taken Status

Report No.: _S87-0/ Type n/c: __ T uscribezamwﬁp
‘%35‘::;/5 researchers @ remider dwo weeles qtter < 2:%2::2' =

forming an 10dmaten ~t> have their thpod mon dor y
j_’fffge rev:cu/eol a fﬁPfCSC’«ﬂ""“'ve Sanple of researdiesrs Lre rat

ppcﬂ@rﬂ‘ed wodwatias and all oF “hewn had had “hecr —“yro,ds (c-.rr"e{%

Report No.: S7-&/ Type n/c: ;JY Describe: Teivre “:'“"‘Edgay
Actior taken: LK Lttt .
ear rmed(cm@, and oﬁ\er BSurve mefers OPEN

"he Survey meters " nocl (
w the vesearch 4ueilities observed [y Te NS pRc TS all

: ; , : |
had current caleatin etickers ard had beer i ted
C’,’f (""\PCkéd’/fr.S‘{Cd in UCC-OO’C{M)(G u,r"*}” 'tCEl‘AJG‘ /f/ﬁ}u»l’m

Report No.: G 7-0/ Type n/c: s Describe: "l moadve adasie” {'
TN

Ll

C_CLOsE:

Action taken: : [ [ / OPEN
A v ‘ " - e =g
All mdmﬂva(i Co{:gsgmgj l-a.nd/mgq rTE'//UOC*er M Ter it < CLOE:
were observed 4o ke gt . o
~ = Todicl ' m Contre. vA* avthori
Report No.: S7-0f Type n/c: ;’gf [)esc\v'ibe:,‘,,meés,,"t T '.r_.“; 'm
Action taken: ) | OPEN ’m:;{
“The. inmpectexs reviewed purchased erde rs agamst “tie. CcLosey vt
Foncopa inverte a-'/c-r- ;:v./m'w‘f c-‘nd Ov'/d —+h ers Were.. T |
Wi n “The av#jortead «SSeSSy hmit amgl for ~he Po*fo,xs GUrhora! . Zn we
case, an order wos Plo “o- Soml . where Sm(. of e some. sobpe ias
authoired. Egﬁ e _rspectory did ot feel -Me wal g pryiam wHA the mrearam
. “dozs ne
Report No.: Type n/c: Describe: mpoct
Actfon taken: oPEN  heufth

CLOSE: sak‘zr

Report No.: Type n/c: Describe:

Action taken: OPEN
CLOSED

REGION I Form 198-C.2
(June 'B8)



INSPECTION REPORT NUMBER __ 3/

APPENDIY C = S!IPPLEMENTARY INFORMATION
Licensee: (CA./dren's Mosortal - LBeron License No.: _Z0-0%548-/7

() Uncorrected/repeated noncompliance ( ) Unresolved items

( ) Unusual occurrence, conditions, etc. (¥) laspector's comments

( ) Basis for change of Category or Priority
/ K—' O sz & ATyl 0} cd Lid thE ,-,-{4,"’1'/'1/2/'/ C,’)MJ(//?’//? é\/ﬁ}’ aﬂﬂ/ & d}a//-é
Jive rome cerwed) Shdarens toynde/ 2 Damr Farder £ oncer

oA A w5 Sppcdad by C Heatt g8 Ao oy 1000287
210 ..,,'r"’/'."é/””/._‘f ,@Wﬂély J‘if/‘:/t/f a7 /”WMM/ ¢/ Jd?’%
Qs > Y foboraibries ) wasS alscvssed and parsie pars
Aatod Hat he ScenSeE ons O e & At dwe L.
e epanded scg o werd wrt need Sre 5"/,«27// oF =
Lo e 5O and e euncreiar’ nonkdad er H

Aadarar w”"/// o ol mion B Wa
and She SwF obils B Cover -f @5@,%4,7
e I ~f‘""l'¢"t—'f:./ & /}/70///4 ’/ #;f /I’HC) JM

" Dhrughat o 57

o /~:2 ovpr S ’:ﬁfc’ll v’é’a/ X /L ¢ f»lr,a/(ffz// 2 otors Vgt wiere
- .-,.z/l,fmazf - e wt g werg, ang by Soitw Ao oo
&4 /J/"/"é’/v‘? an? . Colt sa i ard @ mpere someane. 77,

K Hirg s Fscvssad #F e ExFE pterviay @t <

Jrethsees mandy e’ | ?/;//fé/ H At
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AUG (8 1989

Docket Nos. 030-08021 License Nos. 20-09568+17 ¢
030-11864 20-09568~-18

The Children's Hospital - Boston
ATTN: Susan Pantaleoni
Director for Rasearch
Administration
300 Lorgwood Avenue
Boston, Massachusetts 02116

Gentlemen:
Subject: Routine Inspection No. 89-001

On June 19-20, 1989, J. Miller and A. Kirkwood of this ¢ffice conducted &
routine safety inspection at the above address of activities authorized by
the above Tisted NRC licenses. The inspection was an examination of your
licensed activities as they relate to radiation safety and to compliance

with the Commission's regulations and the license conditions. The inspection
consisted of observations Ly the inspector, interviews witi personnel, and

a selective examination of representative records. The findings of the
inspection were discussed with you and others of your staff ;t the conclusion
of 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 Violatign
1s 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, Apperdix C (Enforcement Palicy). You are requireq
to respond to this letter and in praparing your response, you should follow the
instructions 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 reply
will be placed in the Public Oocument Room.

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

L OFFICIAL RECORD COPY Mi. DL CHILDRENS HOSP - 0’
e | 0v/19/89 ssbefervomn
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The Children's Hospital = Boston

Your cooperation with us is appreciated.

Sincerely,

iginal Signed By:
?rosgeiphine M. Piccone, Ph.D.

jzrerohamed M. Shanbaky, Chief
’y Nuclear Materials Safety Section A
Division of Radiation Safety
and Safeguards

Enclosure:
Appendix A, Notice of Violation

86
Public Document Room (PDR)

Nuclear Safety Information Center (NSIC)

Commonwealth of Massachusetts

R. Amoling, Radiation Safety Officer

$. Treves, M.D., Chairman of Radiation Safety Committee

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

RI:DRSS A4k RI:DRSS RI:DRSS
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APPENDIX A
NOTICE OF VIOLATION

The Children's Hospital - Boston Dozket No. 030~08021
Boston, 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 radiocactive
materials or other sources of radiation under a specific set of
conditions.

Contrary to the above, surveys were not made to determine that an individuzl
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 bivcassay.

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 establisred
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 statements, 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 D,
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.
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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 em>loyed. Specifically, on March 29, 1988 the
linearity of the dose cal i "2tor was tested with a maximum activity
of 122 millicuries and on May 18, 1988 150 millicuries of ifudine-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 835 microcuries and patient doses in the millicurie range
were routinely assayed in the dose calibrator following the test.

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 calibrater
was used to assay patient doses until June 8, 1988,

are Severity Level IV violations. (Supplement VI)

o the provisions of 10 CFR 2.201, The Cnildren's Hospital - Boston
required to submit to this office within thirty days of the date of

the letter which transmitted this Notice, a written statement or explanation

in reply,

results ac
violations
cause is s

including: (1) the corrective steps which have been taken and the
hieved; (2) corrective steps which will be taken to avoid further
, and (3) the date when full compliance will be achieved. Where gooc
hown, consideration will be given to extending this response time.
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SEP 27 1989

Docket Nos. 030-68021
030-11864

License Nos. 20-09568-17"”
20~09568-18

The Children's Hospital - Boston
ATTN: Susan Pantaleoni

Office of Research Administration
300 Longwood Avenue

Boston, Massachusetts 02115

Gentlemen:
Subject: Inspection No, 030-08021/89-01

This refers to
dated August 8,

your letter dated August 31. 1989,
1989,

in response to our letter

Thank you for informing us of the corrective and preventive acti
In your letter. These actions will be examined during a futyre
your licensed program

Your cooperation with us is appreciated.

Sincerely.

Original Signed By:
Mahamed M. Shanbaky

gt:
Public Document Room (POR)

Nuclear Safety Information Center (NSIC)
Commonwealth of Massachusetts
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The Chidren's Hospital + Boston

300 Longwood Avenue, Boston, Massachusetts 02115 ¢ Telephone (617) 735-7048

Office of Research Administration

August 31, 1989

Mr. Mohumed 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:

1 am responding to your letter of Aupust g, 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
wvere identifiad which require & response as to the corrective
action taken regarding the viclations.

The first violation concerned a physician who administered 150
millicuries of 1-131 in liquid form to a therapy patient and
failed to have a thyroid biocassay. 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 1-131
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 biocassay at this point in time. Also, R.
Amoling, Raudiation 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 1-131 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 it
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 bupden ‘as pecilledlin section 10,
Appendix P, Regulatory Guide 10.8, Revision 2. We are now in

-
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cowpilance.

The second violation concerned packages contaiuing 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 viclations, the
Radiation Safety Officer conducted & 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. Ve 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
sctivity of 122 millicuries and on May 18, 1988 150 millicuries
of 1-131 were assayed in the dose calibrator. In order to
prevent further violatiors of this ctype, the dose calibrator will
always be checked for linearity with activities over the entire
range of 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 ramge 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 millicuries, 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 was used until June 8, 1988. 1In
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.

ce: §.T. Treves, M.D., Chairman, Radiation Safety Committee
Ronald Amoling, Radiation Safety Officer
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