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Pursumt toths Atomlc Energy Act of 1954, as amanded the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Faderal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 38, 39, 40, and 70, and in refiance on statements and representations
heretcfore made by the licensee, a license Is hereby issued authorizing the licensee to receive, acquire, possess, ana t- snsfer byproduct,
source, and special nuciear material designated below; to use such material for the purposs(s) and at the place(s) dosignated below; to
dellver or transfer such material to persons suthorized to recelve it in accordance with the regulations of the applicable Part(s). Thislicense
shal 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 hereafier in effect and to any conditions specified
below. '

§ “fp'figi,\; ab

Licensee

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

In accordance with the application dated
May 26, 1999,
3. License number 23-00139-02 is amended in

E irety to read as follows:
Y v

2. One Squibb Drive

2
4. Expiration datg September 30, 2008

P. 0. Box 191

5. Docket No, 03005222

.- New Brunswick, New Jerszzoaso&o191 o v
8. Byproduct, source, el anter P 8. lﬂa&'dmumanmmmatllcenu 3 may
. auclear material SR P h ' 3 al any one lime under this
A. Any byproduct mateﬂa% ' 5 Mo - J‘« g ; ,,. A. Q;ouries per radionuclide and
- Atomic Nos. 1-83 excepty) "y é‘ﬂ ' }\)’ fi '/” .LOOO curies total
Strontium 80 W & i AR
& oL/ ; '\\\\ &
- B. lodine 131 ‘(/ e ARy, &2)?":\ £‘1 50 curies
C. Hydrogen 3 Vv Any "{ ' Q\ . 20 curies
D. Carbon 14 D. Ady * A ¥ "4 D. 20 curies
E. Sulfur35 E. Any E. 10 curies
F. Strontium 80 F. Any F. 2 millicuries
G. Any byproduct material with G. Any G. 1 millicurie
- Atomic Nos. 84-103 o
H. Nickel 63 H. Plated sourcesn detector . H. Notto exceed 15 millicuries per
- cells . x : source and 750 millicuries total
1. Any byproduct material with . Any I. 200 millicuries per radionuclide
. Atomic Nos. 1-83 except and 6 curies total
Strontium 90
J. Hydrogen 3 J. Any J. 7 curies
K. Carbon 14 K. Afdormeton in tis record wes doletedin - 5 CUries
AL menMGFrgzoﬂmmmu
~C PDR ¢
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Licenss Mumber

* 120-00139-02

‘except Strontium 90

- Atomic Nos.: 1 through 83

Y. Any

.Z.Any

AA. Any

=, [Docket or Reference Number
{030-05222
a Amendment No. 96
mmm 1“7, Chemical andior physicalform 8. Maximum amount that licensae may
" ' g : po33038 At any one time under this
license .
Phx : L. Any L. 1cure
‘Sultur 35 , - M. Any - M. 10 curies
e ‘ R REG
“Molybdenum 99/Technetium N\ﬁy L/< N. 50 curies
o G 4

)9 500 mitlicuries
7500 milllcuries
Q. 200 millicuries

R. to exceed 15 millicuries per
stdrce and 750 millicuries total

S. to exceed 200 millicuries -
radionuclide and 6 curies

09 al _ .
fGNot to exceed 15 millicuries per
Q" source and 750 millicuries total -

% U. Not to exceed 10 millicuries per

% S X K radionuclide and 1 curie total

V. 100 millicuries
W. 100 millicuries
X. 300 millicuries
Y. 100 millicuries
Z. 200 millicuries
AA. 50 millicuries

BB. Plated sources indetector BB. Notto exceed 15 millicuries

cells

per source and 750
millicuries total




28-00139-02
Docket o1 (eference Number

" |Amendment No. 96

RO S

| Reeeereh and development as defined in 10 CFR 30, 4; animal studies.
" For possession, uss, and prooess!ng lnddent to the manufacture of radiochemicals and

~_For storage prior to dlsmbuﬁon of manufactured radiochemicals and

.\~ radiopharmaceutical
7 For packaging dthi&hon of nanug radiochomlm!s and
. radioph s to persons authorized o the licensed material pursuant o

o the terms itions of a specific lloense lssu the Nuclear Regu!atory
- Comm! or an Agreement State. : L
L Resoalv)and development as dafinad !n 10 CFR 30, tﬁczudtng anlma! studies;

Sﬁted urler a specific license Issued by |
3 y Agreem@State

: ~
at !%ﬂ:ensee’a facilities located at

licensaa's facliities located at

T )
EPREHR RS-tV 8

tor of Boonsod matertal to persons generally licansed
fpu'tuamto 10 CFR 31 orto porsons exemptfrom Ticensing pursuant to 10 CFR 30.18.




SUPPLEMENTARY SHEET

al SHaﬂ bo !asted for Iéakage ahdldr"
r Intervals as are specified by the -
three years,

des@ed to emit alpha particles shau " i_ |
ge months. ik

(v o oBia

; momhspriorto for, a $hbi
beptnlntouso_uig,mm

-,» 4 and ﬁtod for construction defects )

' OV) thoy contaln not morethan 100 mlcrocuries 'of beta andlor gamma emitting material or not more |
‘ than 10 mlcrocwies of alpha emmlng materlar or .

\;':anotdoslgnodtoomnalphaparﬁdes lreinstorago. and are not being used. Howover.
. when they are removed from storage for use or transfer to another person, and have not been
" tested within the required leak test interval, they shall be tested before use or transfer. No = .
uabdsoumordetactoreoﬂsha!lbestoredforapedodofmomman10yoarswrthoutbelng
" Modforbakagundloroontamlnaﬁon. ¥




est sample.”
a report shail be ﬁled with the U S »Nuclear Regu!alory Commtsslon and the source or detector ¢

ol Ememency COnungenc.y Plan that would deueage | ) mpmse effectiveness of the plan without prior.
Commission approval as evidenced by lioense améndﬁent.?ﬁ 8

% ﬁ‘_blanwithmnpdorappmalfoupé'
K3ct Chief, Nudear Matedale Safety ancl'a‘r DMsIon of Nuclear Materia!s Safety. U.S. Nuclear Regutat_ory
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22. The license s authorized to hold radioactive materiar with a physical half-life of less than 120 days for
dacay—ln-storage before disposal in ordinary trash, provided

. :.::-'.l'..

A. Waste to be disposed of in this manner shan be hé‘l’g! for decay a minimum of ten half-lives.

B Before disposal as ordinary trash, tha waste ahall be surveyed at the container surface with the

appropriate survey instrument set cale and with no interposed shielding to
determine that its radloacvv%e dnstingu ish baokground All radiation labels shall be
removod or obliterated }

C. A record of each such ﬁposal permitted under this License Condiilon shall be retained for three
years. The record nu.gt indude the date of disposal, the date on wijjdh the byproduct material was
placed in storage, ﬂy nuclides disposed, the survey instr ent uSed, the background dose rate,
the dose rate meaguted at slface of each waste codtainer, and thg name of the individual who
performed the dls&sal ; : /; 5

.

23, The licensee may trarsport licensed:iyi
and Transportation of Hadicactifp A

it
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Amendment No. 86

24. Except as specifically provided otherwise in this hoense the hcensee shall conduct its program in
accordance with the statements, representationa ‘and procedures contained in the documents, including
any enclosures, listed below. The Nuclear Regulatory Commission's regulations shall govern unless the

i ' statements, representations and procedures in the licensee's application and correspondence are more

restrictive than the regulations.

Letter dated March 23, 1992 R RE
2 A G ¢

Letter dated May 8, 1992
Letter dated February 17, 1454 _ <

Letter dated June 20, 1 Vs
Application dated Febrligly 18, 1997
Letter dated August@8, 1897
Letter dated Augug? 187
Letter dated Octoyg 15, 148 .{ ..
Letter dated June 19, 1998 "kt
Letter dated Augu 19 1998 ¥ =%

daakiiad e
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For the U.S. Nuclear Regulatory Commission

Original signed by Francis M. Costello

Date .__.Juna?7 1999 - By

Francis M. Costello, Acting Chief
Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety
Region |

... King of Prussia, Pennsylvania 19406




June 7, 1999

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

Thomas M. Primm

Vice President, US Manufacturing
E. R. Squibb & Sons, Inc.

One Squibb Drive

- P. O. 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.8. Nuclear Regulatory Commission, Region | Office, Licensing
Assistance Team, (810) 337-5093 or 5239, so that we can provic'» appropriate corrections and
answers. '

Thank you for your cooperation.
Sincerely,
Original signed by John R. McGrath
—zF~ Francia M. Costello, Acting Chief
Nuclear Materials Safety Branch 2
Diyision of Nuclear Materals Safety
Enclosure: C

Amendment No. 96

cc:

Susan Voigt, Chalir of the Radiation Safety Committee
Senior Director, WAMG EH&S

Michael! J. Vala, CHP, Radlation Safety Officer

ML10
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E. R. 8quibb & Sons, inc.

DOCUMENT NAME B:\DNMS Documents\Lic Cover Letter\L20-00139-02.wpd
Yo receive o wnuwv-gzwm ‘T w attachiencl “N" » No copy
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This Is to acknowledge the receipt of your _Ietter/app(icatibn_ dated

i -
/)

- - , and to in!‘qr"#ym that the initial processing which
includes an administrative review has been performed.
E There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions of require additional information.

D Please 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
Recelvable Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number
When calling to inquire about this action, please refer to this control number.
You may call us on {610) 337-5398, or 337-5260.

i Sincerely,
Y Licensing Assistance Team Leader




3N A % Bristol-Myers Squibb Company
1. Pharmaceutical Group Technical Operations

e Squibb Orive PO, Box 191 New Brunswick, N 089030191
908 519-2000

May 26, 1999

Dr. John Kinneman
US Nuclear Regutatory Commission

Region [
475 Aliendaie Road
King of Prussia, PA 19404

RE:  RADIOACTIVE MATERIAL LICENSE NUMBER 29-00139-02
Dear Dr. Kinneman:

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. Danlel K. Balkunow, the current Radiation Safety Officer, with Michael J. Vala,
CHP, effective on or about June 14, 1999.

Mr Vala's résumé, which outiines 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,
of the Radiation Safety Comm

Susan Voigt, ittee
« Senior Director, WWMG EH8S

Encolsures (2)



et Michael J. Vala, Jr., CHP

Bristol-Myers Squibb Campan
One Squibb Drive, P.O. Box 191
New Brunswick, New Jersey 08903

(732) 519-2987

EDUCATION

Masters of Technology Management, May

©)6)

Stevens Institute of Technology, Hoboken, N)
Major: Technology }.l1anagement

Masters of Science, May

Rutgers University, New Brunswick, N]
Major: Radiation Science

Bachelor of Engineering, Ma

—

(b)(6)

Stevens Institute of Technology, Hoboken, N]
Major: Engineering Physics

EXPERIENCE

Health Physics Supervisor March 1992 - Present
Bristol-Myers Squibb, New Brunswick, N]J

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

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

Review of clinical research protocols involving radiolabeled investigational drugs
Development of strategic goals and objectives for Health Physics Department

Provide technical expertise and support for Central New Jersey Radiation Safety
Committee

Represents Environmental Health & Safety on the Facilitics & Engineering Quality
Customer Focus Team :

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

Conducting facility compliance audits

Develops and provides radiation safety training for research, manufactudng, 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.




‘ Mhducl'l Vila, Jr., CHP |
. P‘g@z ' S v

* EXPERIENCE (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
Radiopharmaceutical 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 March 1987 - March 1992
Teledyne Isotopes, Westwood, N]J

* Managed radioactive waste brokerage service

Regulatory compliance L

Non-routine waste disposal

Facility decontamination and disposal

Supervised environmental and facility characterizations, remediations, and

decontaminations
Radiation safety audits and evaluations for consulting clients

OO OO

[+

CERTIFICATION

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

| PROFESSIONAL SOCIETIES
. B | o New Jersey Health Physics Society (President 1995)

« National Health Physics Society
. Amcrlan Academy of Health Physics

S PRESENTATIONS & PUBLISHED ABSTRACTS

; v o Regulatory Requirements for an Interim Waste Storage Facility at a Pharmaceutical R&D Facility,
- Midyear Topical Meeting of the Health Physics Sodiety, Albany, NY, February, 1994

o Waste Segregation Program for R&D Personnel, Annual Meeting of the Health Physics Society,
San Frandsco, CA, June, 1994
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(FOR LFMZ USE)
INFORMATION FROM LTS

" .

£ ST e

B -BETWEEN, . "L e

. License Fee Management Brarnchs ARM

. éfRegionnl Licensing Secticns T

Frogram Code: 03211

Status Code: ©

Fee Category: 3A

Exp. Date: Z0080930

Fee CommentsSi amomc e e
Decom Fin Assur Rend: Y

4 88 S Se B0 96 NA s B2 G S

1R R R A
. LICENSE FEE TRANSMITTAL
. A. REGION

1. APPLICATION ATTACHED
Applicant/Licenseer E. R. SQUIEE % SONSs INC.

Received Date: 19990628

Docket Noi 3008222

Control No.: 124887

License No. 29-00139-02

Action Type: Amendment
2. FEE ATTACHED

Amount: ,,5_-.3_0_-9_0

Chaeck No.: C!BJ&@@BZ
3. COMMENTS

Signedhh_ 'géy"£;°1°”(~

Date /28 ff_ ________________

B. LICENSE FEE MANAGEMENT ERANCH (Check wnen milestone O 18 entered /[fj>

1. Fee Category and Amount: éﬁ%_-_-_,--__---_-______-_-______:fE%é.__
2. Correct Fee Paid. 39plicat|on may be processed for:

Amendment  acoe e .

Renewal o .

License e
Be OTHER e m e e v e e

- ——— T Y T > " > — O e " Gus W W Ve wm e =  am v ——




