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Plan Approved: Date:

Licensee: License No.

Scheduled for Post Inspection Module No.
Inspection Items Inspection Status

307038Management Meeting - Entrance

and Exit Interviews -

(Required)

Program Requirements,

MC 2860 7871:B

(Required)

Followup on Noncompliance 92702S

and, Deviations

92706BIndependent Inspection

Effort

(Required)

867408Transportation*
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78710B Medical

AREAS INSPECTED AND FINDINGS

[ .1 > [i ','- */ * N y*3t MLicensee: Licen.e .o: f''i - '#d'/ r ~ " hnendment Not
;]s.' r | 76f- c*'/

_.

INSPECTION ITEMS CRITERIA FINDING

1. Organization Lic cond [I

Structure of organization as described in [M5gh/3 ///7Nd d"/4'c'efr7 MM4 b/~d'rrequirementt?
6;d hfgffig d ff/

CIkW',O/D <///// - /'# //~ 'Scope of Program? Patient load? /

,wny. #75 (*/ I~'/N L
/

NOTES & REMARKS:
7 ,/ j 3. ,.,g /g,,pg.,,g

/

2. Licensee Internal Audits Lic Cond ('
Scoce anc frequency of aucits as requirec?

|an:ucts: oy ao:recr1 ate eers:ns?

Rec:r:s aintainec?

4eviewe: ty management?

Cericienc1es Icentified anc : rrected?

NOTES & REMARKS:

3. Training and Qualification nf Personnel Lic Cond C_
Training & retraining cenducted as required?

Written & oral exams conducted?

E$aminationresultsreviewedbymanagement?

Instructions to workers per 19.12? 19,12

Authorized users? On license? Available Lic Cond
in emergency?

NOTES & REMARKS:

4 Radiation Protection Procedures Lic Cond

Procedures available and implemented?
Identify radiopharmaceutical and dose (s)?
Cover handling of patients receiving thera-
peutic doses? Cover undling of cadavers?

Close out Surveys on Pstients receiving 35.14 (b)(5)(v)temocrary implants?

Einergency procedures for spills, etc?
Personnel understand procedures?

NOTES & REMARKS:

f
;

___ - . . _ _ _ -a
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787108 - Medical

AREAS INSPECTED AND FINDINGS

License No: Amendment Mo:
Licensee:

INSPECTION ITEM CRITERIA FINDING

b
5. Use of Materials

Procurement and use as required? Authorized fons 35.14(b)
& route of adrninistration?

Special tests (moly breakthrough, leak tests, etc) 35.ld(b)(4)
required?

Inventory of brachytherapy sources? 35.14(b)(5)

Dose calibration checks perfomed?

Festing & laoeling as required? 20.203

NOTES & RENARKS:

/4{6. Sterage of Materials

Material secured in both restricted and 20.207
> h/unrestricted areast- Adequately? f 7, //?QL'CS GbMWO d /W &'?W Y/C

g j{y gy f[ N//////'d d N'MN gI #/g /M F 4

ff Y'?YfM WNOTES & RENARKS:

pt? r, fg /c /dh iM75 /A'?|I
WCJ7A/bf CY4'W2hA5-~1N' ' A'I d /({c's !b

.)c'KJtV1/?C'/
-f4c?tErg//

b
7. Facilities Lic Cond

As described in lic cond or application?

Any changes made? Adequacy?

NOTES & REMARKS:

(8. Instruments Lic Cond

Survey meters a instruments adequate for program?

Instrunents & meters operable? Calibrated?
Calibration adequate?

MOTES & REMARKS:

|
i
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AREAS INSPECTED AND FINOINGS

License No: Arnenc:nent No
Licensee:

CRITERIA FINDING
INSPECTION ITDis

b
9. Receiot and Transfer of Material

Written procedures for pickup, receiving. 20.205
opening packagest

Survey of packages wt'en received? 20.205(c)(1)

Records of survey of packages? 20.401(b)

Transfer of materials proper? Transfer 30.41,30.51

recorcs maintainec?

Authorized containers used? Shipping papers 71.5
& package labels proper for packages on hand?

NOTES & REMARKS:

(
10. Personnel Pmtection - External

Personnel monitoring cor,trols acequate? 20.101,20.202
Exposures minimized?

Exposure records (NRC-4 or 5) maintained? 20.102(b) 20.401(a)
Available for employee review?

Surveys conducted? Adequate?
20,201

20.401Recores of monitoring, surveys?

Levels in unrestricted areas within limits? 20.1. 20.105
(Particularly around nuclear red hot lab*

rooms of bracnytherapy patients)

NOTES & REMARKS:

/Ad
11. Personnel Pmtection - Internal

Airborne concentrations in restricted areas? 20.103 O*2/d d D &Y4d&C
(Xe-133, patients treated with I-131)

20.104 N ## #
Exposures to sinors? / W d /V,'r}? pr?t//t pyyg c /
Posting of airborne radioactivity areas? 20.203(d) p g ggg gj [/ _

,_

j g , p -. / g $ / /.$420.201Survey, sonitoring bicassay adequate for airborne M.radioactivity, surface contamination? 20.401 (7 pggg7Records maintained?

Procedures for use of Xe-133 followed?

NOTES & REMARKS:

_ _ .
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AREAS INSPECTED AND FINDINGS

License No: _4menchent No!Licensee:

INSPECTION ITEM CRITERIA FINDING

b12. Effluent Controls. Wasts Disposal

Release of effluents contolled? 20.106, 20.33
(particularly Xe-133, radiciodine
where used)

Waste disposals controlledt 20.301, 20.303, 20.304, 20.305

Procedures, records saintained? 20.401, Lic Cond

Surveys made? Adequate? 20.401

NOTES & REMARKS:

13. Notifications and Reoorts

To individuals? 19.13

Overexposures, excessive levels & concentrations, 20.403, 20.405
incicents?

Personnel exposures and monitoring, tennination 20.407, 20.408
reports?

Theft or loss of licensed material? 20.402

Misadministrations7 35.41-35.45

NOTES & REMARKS:
.

i
,

.

14. Posting of Notices

l' Part 20, license & doc a ts, procedures, 19.11(a)
notice of violations pested?

j
NRC-3 posted? 19.11(c)

NOTES & RD%RKS:

|

|

| 15. Other License conditions

.



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

.

INSPECTION REPORT NUM3ER Pago of

787108 - Medical
.

AREAS INSPECTED AND FINDINGS

Licensee: License No: Amendment No:

INSPECTION ITEMS CRITERIA FINDING

16. Confimatory Maasurements

NRC Instrument: Calibration Due Date:

17. Incesendent inspection Effort

.

18. Incidents and Events

Any incidents of misadminstrations. 35.41 -35.45
contamination, etc., not otherwise 20.402, 20.403, 20.405
covered by reports?

|

1
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APPENDIX A - DOCUMENTATION OF NONCOMPL!ANCE

'

Licensee: d7 M[ License Nots

Yf/ hhf
Basis for noncomplianceReference

b f[,g,, fpyg/g p g g [gpo d item ,

' ~'

tek? a|/y' eyk an/ha/ as4/md
'o = =
' ' ' ' " 397/f( /f4C2
Type n/c il

g gj/j [$ [8k'/[ M/! / fgReport its )

/) k /Ph ^/^7b@fG|
%, av4;-/ty;i~a:A$g( /96 t7aat&/yn5W W

' * * (y
" ' ' ' " '

e ,,,

/P?We fZWJ
Report item

10 CFR

Lic Cond

Type n/c

Report item

10 CFR

Lic Cond

Type n/c _

Report item

10 CFR

Lic cond

Type n/c

Report item

10 CFP

Lie Con.1

Type n/c

.
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APPENDIX B - LICENSEE ACTION ON PREVIOUS INSPECTION FINDINGS

$$ /f7//-0$3')!V N/'/W'' b ' N 'f s f J k A |C'V L1 cense NosLicensee:

-_

Identification and surranary of action taken Status

&i/c h t''{ Yhl /$C /N ** T [f-"O/ Type n/c: 8 Describe:Report No:

Sd>} 0xsvrfc'c ice >|c21 Mg6'/WW
'

,,

M de [hN4berReport No: M'O/ Type n/c: T Describe:
' " '' **!'#'' #''0PAction taken:

Lrnxe/ .</,drk!sN~A. a 4A wwnre-ler')
-

4 C Clost ,p
w'y, .rg ,

-' '/NIIIE Describe:Report No: 78 ~6 / Type n/c:

''*b,+aaydN
-

*E.'L "|'"' a w e 6 .. y 4-f Mpr49 & " " ' "
-

/C'CJrK ':;l $Jb Ol'/!UOkEd-
i/y .

i

YEWNN8.f" O / Type n/c: _I Describe: /Report No:

PEN

mc,qwhynusneyWW 4 re <ws'dy' ogtg'Action taken:

h '(} WJ V Y OC S W N f b N N 'E
C

Describe 4er s.s ru-ch y %w cr4een
r .wm-s =ae ym, .ry

Report No: 17-6/ Type n/c: es

OPENAction taken:

[.,<CenDCt', hcl 3 IDyltsMCetfEd fGCedure-b eg[ gf{h'N
-

ws den dccremeiecs, age.4 oro -u
Q(G.|C&heX tw(

Report No: 86-0/ Type n/c- E Describe

OPENAction taken:
aus. cal anknes lwe been -perfon a/~#uz _ @
-I n c,f lea ' +34-and cWe41erf e
C ocunwrttec
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APPEND 1% C . SUPPLDENTARY INF019% TION

Liccasee: License Not

( ) Uncorrecton/ repeated noncampitance { } Unresolnd items

( ) Unusual occurrence, conditions, etc ( ) Inspector's casaments

( ) Basis for change of Category or Priority |
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DocketHos.430-20020 g, [lpy jgp License Nos. 20-19761-02
030-19201 20-19761-01

Dana Farber Cancer Institute
ATTH: William M. Corbett, Jr.

Associate Director for
Research Administration

44 Binney Street
Boston, Massachusetts 02115

Gentlemen:

Subject: Routine Inspection No. 87-001

On May 28 and 29, 1987, Mr. Lester 1ripp and Mr. John Miller of this office
conducted a routir.e safety inspection at the above address of activities
authorized by the above listed hRC licenses. The inspection was an exarinatier
of your licensed activities as they relate to radiation safety and to comp 116nce
with the Comission's regulations and the license conditions. The inspection
consisted of observations by the inspector, interviews with personnel, and a
selective exarrination of representative records. In addition, our inspection
examined the activities covered in your letter dated July 25, 1985. The
findings of the inspection were discussed with you and Dr. Treves and Mr. Amoling
of your staff at 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 Violation
is enclosed as Appendix A and categorizes each violation by severity level in
accordance with the " General Statement of Policy and Procedure for NRC Enforce-
ment Actions," 10 CFR Part 2, Appendix C (Enforcement Policy). You are
required to respond to this letter and in preparing 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 Document 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.

Item A described in the attached Notice of Violation involving the storage and
control of licensed material is classified as a Severity Level IV violation.
As indicated in Supplement IV of the NRC Enforcement Policy, significant
violations of this type are nortnally classified as Severity Level III.
However, after careful consideration of the factors involved in this specific
instance, it is felt this incident posed a minimal health and safety problem.
We have exercised our judgment under the NRC Enforcement Policy and have
classified this violation as Severity Level IV. Similar violations of this
type in the future may result in additional enforcement action. m n.,

T. 1 % G 15& DO i:Uf'
gQQ36$ibb~ '
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4 Dana Farber Cancer Institute 2

Your cooperation with us is appreciated.

Sincerely.

Origirci Slcr + _, ."
John R. Whiia

John R. White, Chief
Nuclear Materials Safety Section C
Division of Radiation Safety

and Safeguards

Enclosure: Appendix A, Notice of Violation

Cc:
Public Document Room (PDR)
Nuclear Safety Inforriotion Center (NSIC)

/tonrnonwealth of Massachusetts
d onald Amoling, Radiation Safety Officer

bec:
Region 1DocketRoom(w/ concurrences)
Management Assistant, DRPt.

.

/
Rl:DRSS R: 5
J. Miller J. hi #

j!hn|/2/3 7
10 --f%t' /87
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APPENDIX A

NOTICE OF VIOLATION

Dana farber Cancer Institute Docket No. 030-20020
Boston, Massachusetts 02115 License No. 20-19761-02

As a result of the inspection conducted on May 28 and 29, 1987, and in
accordance with the NRC Enforcement Policy (10 CFR 2. Appendix C), the
following violations were identified:

A. 10 CFR 20.207(a) requires that licensed materials stored in an unr.;trictN
area be secured against unauthorized removal from the place of storage.
10 CFR 20.207(b) requires that materials not in storage be under constant
surveillance and immediate control of the licensee. As defined in 10 CFR
20.3(a)(17), an unrestricted area is any area access to which is not
controlled by the licensee for purposes of protection of indivicuals from
exposure to raoiation and radioactive materials.

Contrary to the above, on May 28, 1987, the Nuclear Medicine Laboratory ,
which contained millicurie quantities of licensed material, was unlockeo
when it was not under constant surveillance and immediate control.

This is a Severity Level IV violation. (SupplementIV)

B. Condition 25 of License No. 20-19761-02 requires that licensed material
be possessed and used in accordance with statements, representations and
procedures contained in an application dated January 17, 1984.

Item h on page 17 of the Radiation Safety Manual enclosed with the above
application requires that each person who performs an todination
involving 1000 microcuries or move must have a thyroid scan perfonneo-

within one month of each iodination.

Contrary to the above, as of May 29, 1987, researchers had performed
iodinations involving 1000 microcuries or more of iodine-125 and had not
had their thyroids scanned within one month of each iodination.

This is a Severity level IV violation. (SupplementVI)

Pursuant to the provisions of 10 CFR 2.201, Dana Farber Cancer Institute is
hereby 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, including; (1) the corrective steps which have been taken and the
results schieved; (2) corrective steps which will be taken to avoid further

| violations; and (3) the date when full compliance will be achieved. Where
l good cause is shown, consideration will be given to extending this response

time.

M [( 6 O Y | T -- Y p - 0FFICIAL RECORO COPY|_
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DANA FARBER
CANCER INSTITUTE THE JIMMY FUND

44 Berev Snu Ocston. MA 02115
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" ' " " ' " December 14, 1987

Mr. John R. White, Chief
Nuclear Materials Safety Section C
Division of Radiation Safety and Safeguards
Nuclear Regulatory Commission
Region 1
631 Park Avenue
King of Prussia, Pa. 19406

REF: Docket Nos. 030-20020
030-19201

License Nos. 20-19761-01
20-19761-02

Dear Mr. White:

I am responding to your letter of November 20, 1987
regarding Routine Inspection No. 87-001 conducted on May 28 and
29, 1987 at the Dana-Farber Cancer Institute. As a result of
that inspection two Severity Level IV violations were
identified which require a response as to the corrective action
taken regarding the violation.

The first violation concerned a room in the Nuclear.

Medicine Laboratory which contained millicurie quantities of
licensed material which was unlocked when not under constant
surveillance and immediate control and therefore open to
possible access by unauthorized individuals. In response to
this violation the Dana-Farber Cancer Institute subsequent to
the inspection, installed a push button combination lock set
in the room. This locking device keeps the door to the room
locked at all times and limits the access to the room to only,

| those individuals authorized.
The second violation concerned researchers who performed

| iodinations involving 1000 microcuries or more of iodine-125
| but had not reported for the thyroid scans within one month of

the iodination. In response to this violation those'

researchers who were in violation at the time of the inspection
were individually notified by the Associate Director for
Research Administration that they were in violation of NRC
regulations and to report for their thyroid scans immediately

face puspension from further iodination work until theav q
i -8004060253';O0328

PDR'Q nn,VV=i
apot I J coe

i 20 ai.wa-94
A Teaching Affilate of Harvard Med> cal School

| b/Nb '



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

A

required scan is done. Those individual reported for thyroid
scans.

To prevent further violations of this nature, a general
notice was sent to all researchers who perform iodinations
reminding them of the thyroid scan requirement. Also, notices
have been posted on all iodination hoods as a further reminder.
In addition, reminder notices sent to individuals who fail to
meet their requirement for as thyroid scan are copied to the
Associate Director of Research Administration. The Associate
Director upon such notification makes personal contact with
each violator stressing the importance of the thyroid scan and
an indicating that action will be taken to suspend them from
further iodination work unless they report for their scan
immediately. Thic procedure appears to work quite effectively.

In light of the corrective action already taken by Dana-
Farber Cancer Institute regarding the violations identified by
the inspection of May 28 and 29, 1987, I can now assure you
that we are in full compliance.

Sincerely,

iff b'. $ || *

William M. Corbet r.,

Associate Directo
Research Administration

1

cc: Mr. Ronald Amoling, RSD

.

9
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28 MAR 1988

Docket Nos. 030-20020 License Nos. 20-19761-02
030-19201 20-19761-01

Dana Farber Cancer Institute
ATTN: William M. Corbett, Jr.

Associate Director
Research Administration

44 Binney Street
Boston, Massachusetts 02115

Gentlemen:

Subject: Combined Inspection Nos. 030'-20020/87-01 and 030-19201/87-01

This refers to your letter dated December 14, 1987, in response to our letter
dated November 20, 1987.

Thank you for informing us of the corrective and preventive actions documented
in your letter. These actions will be examined during a future inspection of
your licensed program.

Your cooperation with us is appreciated.

Sincerely,

l' ^tgmc

[gJohnR.WhiteChief-

'v Nuclear Materials Safety Section C
Division of Radiation Safety

and Safeguards

Cc:

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

bec:
Region I Docket Room (w/ concurrences)

0FFICIAL RECORD COPY DFC1 030-20020 - 0001.0.0
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1 Dana Farber Cancer Institute 2
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