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Pursuant to tlWj Atomic Energy Act of 1954. as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Fodaral Regulations. Chapter I. Parts 30. 31,32. 33. 34, 35. 38, 39. 40, and 70, and In reliance on statements and representations
hereatofore made by the licensee, a license is hereby Issued authorizing the licensee to receive, acquire, possess, and t- "nsfer byproduct.
sow*, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) dosignated below, to
deliverr transfer such material to persons authorized to receive it In accordance with the regulations of the applicable Part(s). This license

shadl be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter In effect and to any condition= specified
below.

Y

Ucensee

1. E. R, Squibb & Sons, Inc.

2. One Squibb Drive

In accordance with the application dated
May 26, 1999,

3. Ucense number 29-00139-02 is amended In

1 7tl6Y to read as follows:

2008

P. 0. Box 191
New Brunswick, New Jerse08903-0191

5. Byproduct, source. and/or
. nuclear material

!mum amount that licens•i may
ass at any one time under this

I-"

A Any byproduct matedar'fh
Atomic Nos. 1-83 exceic
Strontium 90

B. Iodine 131

C. Hydrogen 3

.curies per radionuclide and
3000 curies total

I -III

Ls.

D. Carbon 14

E. Sulfur 35

F. Strontium 90

0. Any byproduct material with
Atomic Nos. 84-103

K. Nickel 63

E. Any

F. Any

G. Any

I.,

E. 10 curies

F. 2 millicurles

G. 1 millicurle

H. Not to exceed 15 millicuries per
source and 750 millicuries total

I. 200 millicuries per radionuclide
and 6 curies total

D. 20 curies

H.

b

Plated sourcesin detector
cells

I. Any byproduct material with
Atomic Nos. 1-83 except
Strontium 90

I. Any

J. AnyJA Hydrogen 3

K. Carbon 14

Daro~i3ooo4 7

C 7:W&

J. 7 curies (
'IK. AWXW~jv* mdv In K. 5curies

v ftf the Fr2ýd= Of Iibfonago Ae
7 Ptak
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-

O.-,rt somuc, edr spe. Chemfcal and/or pslcal for.m.

1-: Po~sphoru 33 L Any

.jZur eh35 'uM. Any

0.o todine 12S 0. Any

P. Iodine 131 C P. Any

Tehntim 99
FLNickel 63sn

,. Auy byproduct with wth G
4' Nos. 1-83 except

!Srontlurn 90

c. .2 .y - .

.*"ý,My bPprduct material with %7. A
At-:omilNo.l [ thog 83
~ ceptStrontium 90

Vn Hy e3. V. Any

Wý*Carbonl14 W. Any

~X Su~fUr35 X.AMy

YPhosphorous 32 Y. Any

?Phosphorous 33 Z.Any

F I odn 2 
A A. A ny

-11B. 5Nicke83 BB. Plated sources In detector
cells

SMaxnmum arnouant that Dwce may
possess at any one ime under hils
i~cense

L. I cure

M. 10 curies

N. 50 curies

G9 500 millcuules

Fq 00 millicudes

0. 2 millilcurles

F. to exceed 15 milllcudles per
I roe and 750 millicurles total

S. to exceed 200 millicue8es
radionuclide and 6 curies

;JýNot to exceed 15 millicurlos per

,o ,source and 750 millicurles total

U. Not to exceed 10 mllllcurles per
radionuclide and I curie total

V. 100 millicurles

W. 100 millicurles

X. 300 millicudes

Y. 100 milllcudies

Z_ 200 millicurdes

AA- 50 millicuries

BB. Not to exceed 15 millicurkes
per source and 750
millicurles total

~. ~-.
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9, Author:zed use:

A. and B

• .. , , .. . .

H.,R;T., and5i:J

(1) Research and development as defined In 10 CFR 30.4; animal studies.
(2) For possession, use, and processing Incident to the manufacture of radiochemicals and

radlophrnaceutlcaWe.'1"'
(3) For storae prior to distribution of manufactured radiochemicals and

radopharmacautical ,~R
(4) For padkaging mr•d of manu aCl radlochemicals and

radlophamjcs to persons authorized lo r 'e the licensed material pursuant to
the terms Iltions of a specific icense Issued' the Nuclear Regulatory
Cmm! ssW or an Agreement State. .,Re-!e and development as defind In 10 CFR 30.4 dlng animal studies;callbrmtlnantn as- .d. In 10 ,4

Call1 of its; Interim.•toa
8.. lnl .o ••a1 buted urm a specific license Issued by

the ~.Nula Agreemeastate.
M r

--- : #iF'j1

10.A. Licensed material k at nsee's facilities located at..•:::•....:'Orso Squibb Drive, . ,
N

,, B. Licensed material In hony be licensee's facilities located at
Route 208 and n I

e matera InIte's 88. au 8.be used at the licensee's facilities located at 311
Pennlngton-RoCky Hill Road, FPennion Ne Jersey..

D.,". Ucensed materal In Iteis 6.U. through 6.88. may only be used at the licensee's facilities located at
Three Hamilton Health Place, Hamilton, New Jersey.

11<A,.•Licen.ed matera shall be used by, or under the supervision of, Individuals designated by the
--licensees Radiation Safety Committee.

.I8. The Radation Sae Officer for this license Is Michael J. Vala, C. H. P.

12.17k wisUmc does not autfiozecommerdal distribi n of lcensedmaterial to persons generally licensed
purluant to 10 CFR 31 orto persons exempt from licensing pursuant to 10 CFR 30.18.

-?...:, , .'•i:• '-.::.'
•:. ,'.•.....
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MATRILSUCENSE Docket* of RMnco Number
~, SUPPL.EMNAYp r 030-05222.

- i Ame.ndment No. 98

13. MW licenhee shall not use licensed material In or en human beings..

liene .s42 n t s licensed material In field apitons where activity Is released.

15: xpermenal nimas aditrdlcensed materials or their products shall not be used for human

.- ''ks rptrwrL
souicAi and~e rhn ie shall be tested for leakage ado

con~taination at Intervals eedsxmonths or at itc~tieIntervals as are specified by the.
'lcerfificate of regstratl Nrred to In610 CFR 32.210 Onot to 6 edthree years.

8~Nowihsanin Pr~phA of this Condit;ion saesolureasdesI16 dtoemit alpha particles shall
btetdfr 3aminatlon at Inteervals n months.

QC In the absenceo a tfla n taleak tQhas beenmade within sx'
mnth~s prior to f',a ort received fJI& another person shall no
be put Into.Use30 tetc

W.,ý ach~end X~ted for construction defects,

44

(1) tecnain hon a docg o *

Gil) the half-lie of the Isotope Is 30 days or less, or

(IV) they contain not more than 100 mlcrocurles of beta and/or gamma emitting material or not more
tha 10 microcurles of alpha emitting material; or

(v) heyarenot designedl to emt alpha particle, are In storage, and are not being used.. However.
when they are removed from storage Rfo use or transfer to another person, andhaentbn

.7tsted within the required leak test interval, they shall be tested before use or transfer. No
seaed oure o deectr cllshall be stored for a period of more than 10 years without beng

tested for leakage and/or contaminaton.

ik4,
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Th testshalt es~e o~00~~0mc e of irdloactive mater"al oin the
test samnpe• If the test re• the psence of :0o05 mlncrocule or more of removable contamination
a report, shall be fe with the USNuclear Regulaty~ CommIsson and the'source or detector cell

'shall be removed Immediately from'iservlcead decontaminated, repaired, or disposed of in
accordance with Commission regulatons.' The rport shalt be:flled within five days of the date the-leak test ~result is known with the US Nuclear Reulatory Commission, Region I, ATTN: Chlef,ZeakZtest maulfors Wma with 64nU.S. W eernat"vely "'Nudear Matedals Safety Brnch, Rniof Prussia, Pennsylvania' 19 4M.

report, ~ ~ salseiy or010 welini,4vs results, a~nd correactive action maken.~, .T h ea 0 fi t; fi o n s e e : A l t e m a t iv e l y , .t e t s
.leakage and/or conta to may beperftome4 prsons s ily licensed by the Commission
or,.an Ag m .ent S .toperfo.m such servi~AVt

666ito Cells otinl ti
th's ropeiyoperati ten
at spcfe bY. tthe m~ A

mcount for all sealed*

rilem w-ese shallnot a~ire
Wourceulss the source

10.CFR 32.210 orwithan

Moil shaljinty be used In conju]nc
`revents f6illemperatures from exce

;& ott :Flnterval approved by NF

rIn #Ob vice that contains a seal
Nuc ,Regulatory Commission un

in bt be ope or sources remove;03 of OGWIr
holders bY 04e

te response measure o hsRadlological Emergency. .. . . .~~~~ b: . . . .. .. . ..% . • '

Contin*n.Plan submitted to the Commisson on February 18,1997• -The licensee shall also maintain]
~proc as ' nacessy to Implement .the plan..TIhý licensee shall make no change In his Radiological
';Eern cy Contingency Plan that would decreaisie" Ponw effective.ness of the plan without priorComm•ssion approval a.. e•.dencedby license ameridnenC The licensee. may make i.changes to his
Radioogica Emeirgen-cy(Con:t~ingnc Pla wbhut pro Comsso approval if the chnges do not j
e atheresponse effectiveessof the plan, and shall maintain records of changes that are made to

;e -lan wh prIor approval, fo•r per of two years from the date of the changes and shall fumish the
MW -Nlear Materials Safety Branchd,• Olon of Nuclear Materials Safety, U.S. Nuclear Reguitor..
Comission, -Region 1, 475 Allendale Road, King of Prussia, Penhsylvanla 19406, a report containing a !
descron of each change wift six months after the change Is made. a. -

,• . . . . . . • " . , , • . ,.. >: ..,:p :

•:.:•• ., ,. . .. : • . . . , . • - , ;:', .... • . ... . :• . , . .'::::

•,,..:.••.. ., .:. :% . .:...;. 2. . ... . , . . , ... , , . . . • ... ...,, : ! -• . . , , ? . .. . . • • , : .i ii

"• :! ::• '!•:; •i'•
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030-05222

Amendment No. 96

22. The licensee Is authorized to hold radioactive matedai wtth a physical half-life of less than 120 days for
decay-in-;torage before disposal in ordinary trash, provided:

"A. Waste to be disposed of In this manner shall be Ii -for decay a minimum of ten half-lives.

". Before disposal as ordinary trash, the waste shall be surveyed at the container surface with the
appropriate survey Instrument set n TAOS- ;c~ale and with no interposed shielding to
determine that its radioacva distin background. All radiation labels shall be
removed or obliterated. v.).

C. A record of each such !,osal permitted under this Ucense Con0on shall be retained for three
years. The record r."t include the date of disposal, the date on wt1dq the byproduct material was
placed in storage, rad des disposed, the survey i ,, ent 4ed, the background dose rate,
the dose rate me edla of each waste nor, and the name of the Individual who
performed the dismsal.

23. The licensee may trarIqort licen I a the provislns of 10 CFR 71, "Packaging
. and Transportation of Wl

"&_ " " o



NRC FORM 374A U.S. NUCLEAR REOULATORY COMMJSON I PAGE 7 of 7 PAGES

Lknse Number
29-00139-02
Docket or Reference Number
030-05222MATERIALS LICENSE

SUPPLEMENTARY SHEET

Amendment No. 96

24. Except as specifically provided otherwise in this li6.ense, the licensee shall conduct its program in
accordance with the statements, representations,• -and procedures contained in the documents, including
any enclosures, listed below. The Nuclear Regulatory Commission's regulations shall govern unless the
statements, representations and procedures in the licensee's application and correspondence are more
restrictive than the regulations.

A.
a.
C.
D.
E.
F.
G.
H.
I.
J.

Date.

Letter dated March 23, 1992
Letter dated May 8, 1992 V
Letter dated February 17, 1•24
Letter dated June 20, 1 Q94)
Application dated FebrmSy 18,1997
Letter dated August 1997
Letter dated AuguA., 1I
Letter dated Octo' 15, 1
Letter dated June 19, 1998
Letter dated AuguO 19, 1 a

0

0CL
/

C,,

* * * * -'K

For the U.S. Nuclear Regulatory Commission

June 7_ 1999 By
Original signed by Francis M. Costello

Francis M. Costello, Acting Chief
Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety
Region I
King of Prussia, Pennsylvania 19406
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June 7, 1999

Docket No. 030-05222 License No. 29-00139-02
Control No. 126887

Thomas M. Prmm
Vice President, US Manufacturing
E. R. Squibb & Sons, Inc.
One Squibb Drive
P. 0. Box 191
New Brunswick, NJ 08903-0191

Dear Mr. Primm:

This refers to your license amendment request. Enclosed with this letter Is the amended
license.

Please review the enclosed document carefully and be sure that you understand and fully
Implement all the conditions Incorporated Into the amended license. If there are any errors or
questions, please notify the U.S. Nuclear Regulatory Commission, Region I Office, Licensing
Assistance Team, (610) 337-5093 or 5239, so that we can provido appropriate corrections and
answers.

Thank you for your cooperation.

Sincerely,

Original signed by John R, McGrath

.,4 Francis M. Costello, Acting Chief
Nuclear Materials Safety Branch 2
Div.sion of Nuclear Materials Safety

Enclosure:
Amendment No. 96

Susan Volgt. Chair of the Radiation Safety Committee
Senior Director, WWMG EH&S
Michael J. Vals, CHP, Radiation Safety Officer

ML10
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E. R. Squibb & Sons, Inc.

2

K

DOCUMENT NAME: B:iDNMS Documents•Uc Cover LetterL29-00139-02.wpd 91154885

IOFFICE IDNMS/P N DINMSIRI_ IIII

DATE &0637/99 V6 9 06/ /99 06/ /99

OE~A~RE~Rl" 11



# . 0

This Is to acknowledge the receipt of your letter/application dated

O•)_" 2) -?? , and to inf,• 4 yoo that the initial processing which
includes an administrative review has been performed.

Z There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

SPlease provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts
Receivable Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mall Control Number 2 6 88
When calling to Inquire about this action, please refer to this control number.
You may call us on (6101 337-5398, or 337-5260.

WFI22 m Sincerely,
O.f Licensing Assistance Team Leader

. -



I. * " Bristol-Myers Squibb Company
Phamceutic GroW Technical Opui~ans

Ow Squibb Ot P.O Box 191 New Brinsw,d. N108903 0191
908 519-2000

May 26, 1999

Dr. John Kinneman
US Nuclear Regulatory Commission
Region I
475 Allendale Road
King of Prussla, PA 19404

RE: RADIOACAIVE MATERIAL UCENSE NUMBER 29-00139-02

Dear Dr. Kinnernan:

E.R. Squibb & Sons, Inc., a wholly owned subsidiary of Bristol-Myers Squibb Company, wishes to
amend its current radioactive license (#29-00139-02) to reflect the following:

* Replace Mr. Daniel K. Balwunow, the current Radiation Safety Officer, with Michael J. Vala,
CLIP, effective on or about June 14, 1999.

Mr Vala's r6sumr, which outlines his experience and qualifications, Is enclosed for your review. A
check for $530.00 is also enclosed to cover the cost of this amendment. If you have any
questions regarding this matter, please contact Mr. Vala at (732) 519-2987.

Sincerely,

Susan Vot the Radiation Safety Committee

.Senior Director, WWMG EK&S

Encolsures (2)

1268887

, 28 m0ORVKLKeý.. L 10

UWA. I" NWP 1 1W 01I 7P-
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Michael J. Vala, Jr., CHP
Bristol-Myers Squibb Comnpany

One Squibb Drive, P.O. Box 191
New Brunswick, New Jersey 08903

(732) 519-2987

EDUCATION

Masters of Technology Management, Ma 6
Stevens Institute of Technology, HobokenT,-J
Major: Technology M.lanagement

Masters of Science, May.(b)(6)

Rutgers University, New Brunswick, NJ
Major. Radiation Science

Bachelor of Engineering, May 6)
Stevens Institute of Technology, Hoboken, NJ
Major. Engineering Physics

EXPERIENCE

Health Physics Supervisor March 1992 - Present
Bristol-Myers Squibb, New Brunswick, NJ

e Responsible for regulatory compliance and radiation safety at a nuclear medicine
manufacturing and distribution facility

e Provides operational Health Physics support for largest non-utility radioactive material
license in New Jersey

* Review of clinical research protocols involving radiolabeled investigational drugs
o Development of strategic goals and objectives for Health Physics Department
e Provide technical expertise and support for Central New Jersey Radiation Safety

Committee
• Represents Environmental Health & Sa'ety on the Facilities & Engineering Quality

Customer Focus Team
Represents Bristol-Myers Squibb on the PhRMA low level radioactive waste sub-committee
Knowledge of applicable DOT, EPA, FDA, NRC, OSHA and NJ DEP regulations regarding
radioactive material use

" Conducting facility compliance audits
" Develops and provides radiation safety training for research, manufacturing, and support

personnel
" Personnel monitoring/bioassay techniques and dose calculations
" Approved by the NJ DEP as a Qualified Individual for the performance of radiation

surveys for diagnostic x-ray equipment in accordance to NJAC 7:28-15.
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Moic I

EPagJ

•e7. VI", Yr., CliP

FENCE (continued)

Projects completed:
0 Championed the preparation of the application for renewal of the Central New Jersey

radioactive material license
0 Identified and assessed new dosimetry contractor for Bristol-Myers Squibb
0 Developnent of a Decommissioning Funding Plan for five licensed sites including a

Radlopharmaceutical manufacturing facility and R&D areas for submission to the NRC
0 Developed radioactive waste labeling, sorting and packaging program for PRI personnel

in preparation of interim waste storage period.

Health Physicist
Teledyne Isotopes, Westwood, NJ

March 1987- March 1992

Managed radioactive waste brokerage service
0 Regulatory compliance
0 Non-routine waste disposal
0 Facility decontamination and disposal
0 Supervised environmental and facility characterizations, remediations, and

decontaminations
0 Radiation safety audits and evaluations for consulting clients

CERTIFICATION

American Board of Health Physics.
Comprehensive Certification in Health Physics, November 1993, Re-certified 1997

y

PROFESSIONAL SOCIET.ES

* New Jersey Health Physics Society (President 1995)
o. National Health Physics Society
* American Academy of Health Physilcs .A

PRESENTATIONS & PUBUSHED ABSTRACTS

RePdOY R*eqmkltJefor an Interim WasUe Stora6 Fa'Iify a: a harmacutcal R&D Faciiy.
Midyear ToFical Meeting of the Health Physics Society, Albany. NY, February, 1994

. Wart* Sqeguaffox Pramfir R&D Personnel, Annual Meeting of the Health Physics Society,

San Francico, CA. June, 1994
~1 2888 7

,;T
•fap.e M.L. 10,

...-N. _:.. .. . . . . . . I _!. .. . . . .. L.. .... .. • . . ..L . . .J . . . . . .. . . . . . ... . . . ... . I
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License Fee Management Brarnch, ARM
and

.'Regional Licensing Sections

8
3

(FOR LFMS USE)>
INFORMATION FROM LTS

: PrFlram Code: 032,11
: Status Code: Q
a Fee Category# 3A
: Exp. Date: Z0086'r930

Fee Comments;
Decom Firn Assur Reqd: Y

r

LICENSE FEE TRANSMITTAL

A. REGION

1. APPLICATION ATTACHED
Applicant/Licensee: E. R. SQUIBB & SONS, INC.
Received Dates 19990529
Docket No: 300522Z
Control No.: 1426887
License No.: 29-00139-0Z
Action Type: Amendment

Z. FEE ATTACHED
Amount:
Check No.:

3. COMMENTS

S igne'J
Date Yf -- -- --- -- --

S. LICENSE FEE MANAGEMENT BRANCH (Check wrier, miilestone u: is ertered / )

I. Fee Category and Amount: '• -- - - -

2. Correct Fee Paid. A I icition may bp proessed For:
Amendment -------.....---- t
Renewal
License

3. OTHER

S i g n e d - -_ .
Date-- - -- --

6 -------. ------.--- __

S S ea e - -" -s --- -------D4 . CDCAF.*_ W '• ...

. " i 'F• • ei.. . l _,. . . .


