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i MATERIALS LICENSE Amendment Ho. 82
; Pursuant (o the Atomie Bnerey Act of 1953, as amended. the Energy Reorganization Act of 1974 Public Law Y3230 and Tile v
jg Code of Federal Revulanons, Chapter [ Pans 30, 31,32, 33, 24, 35, 39, U and 70, and w reliance on statements and representations beretesoie
4: made by the Boensee. o hcense s hereby ivsued authonzing the Heensee 10 Feceive, acquire. possess, and ransfer hvproxduct. souree, and v, !
!? nuclear material desenated below . o use such matertal for the purposerss and at the placetn designated betow o dehver or transfer such matestal
g; 10 persens authorized o recenne 1 aveordance with the regulations of the apphicable Partis). This heense shall be deemed 1o contan the comdit. s
! speaiticd in Section X ol the At Focrey At of 1954 a8 amended. and s subject 1o all applicable rifes. copulstions and onders of the Nag ozr
!‘ Regulaton Commpssaen now o herealier i etfect amd to any conditiony speciticd below
|
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3; Lacenses ' In accordance with letter dated
3 ¢ i, November 25, 1991,
1 &1 £ R Squibb ana Sons, Inc. -3 License number 29-00139-02 is amended in
1 gi . its entirety to read as follows:
» !, l
q 4 2 P. 0. Box 191 T -
Lk New Brunswick, New Jersey 08903 4. Expinmtion date  March 31, 1989 (Extended)
4
1: ey, 00-0%222
i o '!;» proguct seutve otd o 7 Chescal and.or p physical TS Maxunum amount that feenses
4 i spevial nuvledr imyteriai tarm may possess at any one Lume
;» : under this hicense

‘4 ¢ A. Any byproduct material A. Any A. 5 curies per

.' g with Atomic Nos. 1-83 radionuclide and

. inclusive, except 1000 curies total

v i i 4

2 & Strontium 90 '

4 3 B. lodine 131 B. Any B. 150 curies

; & C. Molybdenum 99/ C. Any €. 500 curies

. Mo [ yoden

3 ¥ wwnnctium 99m

4 ¥ D. Any byproduct material D. Any ©. 200 millicuries per

1 3: with Atomic Nos. 1-23 radionuclide and

) § inclusive, except 5 curies tota)l

I Strontium 90

3 & E. Hydrogen 2 E. Any £. 4 curies

A 4 F. Carbon 14 F. Any F. 4 curies

& % G. Phosphorus 32 G. Any G. 750 millicuries

s % 4. Phosphorus 33 H. Any H. 1 curie

: z; I. Sulfur 35 1. Any 1. 2 curies

W ¢ J. Nickel 63 J. Plated sources in J. Not to exceed

;. B detcctor cells 15 millicurtes per

' 1 source and /50

; £ millicuries total

s Ak, Any byproduct K. Rny K. 10 millicuries per

: gg with Atomic Nos. 1-83 ‘ radionuclide and

: 2 inclusive, except : 1 curie total

2 % Strontfum 90

; ?l L. Hydrogen 3 L. Any o L. 50 millicuries

4 ¥ M. Any byproduct material M. Any radioimmunoassay M. Not to exceed limits

4 % isted in Schedule B, kit specified for each

4 5 10 CFR30.71 radionuclide in

3 33 Schedule B, 10 CFR

: B : 30.71

5 B . co N
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q] t=8h ’ License number
"'] . y
’ 29-00139-02
.3 ::J’:IEE!:AIE\NI}SA :XYCSEHbézs Docket or Reference number
.:q 030-058222
Amendment No.. 82

(Continuea)

9. Authorized use

A., B., and C. (1) Research and development as defined in Section 30.4 of 10 CFR 30.

(2) For possession use and processing incident to the manufacture of
radiochemicals and radiopharmaceuticals.

(3) For storage prior to distributfon of manufactured radiochemicals and
radiopharmaceuticals.

(4) For packaging and distribution of manufactured radiochemicals and
radiopharmaceuticals to persons authorized to receive the licensed
material pursuant to the terms and conditions of a specific license
jssued by the Nuclear Regulatory Commission or an Agreenment State.

D. through I. Research and development as defined in 10 CFR 30.4.

J. For demonstration by sales personnel at customer's facilities.

N R UL LA AL ARG U AN AL AT ML AR SR S A

7] M, 2P 24

CONDITIONS

10. A. Licensed material in Items 6.A., B., C. and J. may only be used at licensee's ;
facilities at Rt. 1, North Brunswick, New Jersey. :

Licensed matertal in Items 6.D., E., F., G., H., I. and J. may only be used at a
Ticensee's facilities at Route 206 and Provienceline Road, in Lawrenceville,
New Jersey, 675 College Road East, Princeton Forrestal Center, Plainsboro, New
Jersey, and at the Convatec facw]ity at 200 Headquarters Drive, Sk111man New
Jersey. -

C. Licensed material in Items 6. J., K., and L, may only be used at licensee's
facilities, Princeton House, 905 Herrontown Road, Princeton, New Jersey.

D. Licensed material in Item 6.L. may be demonstrated at temporary job sites of
the licensee anywhere in the United States where the Nuclear Regulatory
Commisston maintain jurisdiction for regqulating the use of byproduct material.

11. A, Licensed material shall be used by, or under the supervision of, individuals
designated by the licensee's Radiation Safety Committee.

B. The Radiation Safety Officer for this Ticense is Dan1e1 K. Balkunow.

12. A. Sealed sources and detector cells shall be tested for leakage and/or
contamination at intervals not to exceed 6 months or at such other intervals
as are specified by the certificate of registration referred to in

10 CFR 32.210, not to exceed 3 years.

mm.awﬁmwmmmn'@m.mmmm@wmﬂmmmmmm*s:snimrmmﬁ.'.s:a.
™

B. MNotwithstanding Paragraph A of this Condition, sealed sources designed to emit
alpha particles shall be tested for leakage and/or contamination at intervals
not to exceed 3 months,

EARENRS

C. In the absence of a certificate from a transferor indicating that a test has
been made within six months prior to the transfer, a sealed source or detector
- cell recelved from another person shall not be put into use until tested.
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13. In lieu of using the conventional radiation caution colors (magenta or purple on
yellow background) as provided in 10 CFR 20.203(a)(1), the licensee is hereby o
authorized to label detector cells and cell baths, containing licensed materia) and 'H
used in gas chromatography devices, with conspicuous’s etched or stamped radiation
cautfon symbols.

'huncro:mJNA- U.S. NUCLEAR REGULATORY COMMISSION| paGE 3 oF 5  paces_ M

; 15-08) . ' License number 3

E 29-00139-02 E

' ?U?’ILEE‘E?N‘}SA:IYCSEPé§$ Docket or Reference number 3

| | 030-05222 B
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Amendment No. 82 "

| (12, Continued) CONDITIONS

| . o _

i D. Each sealed source fabricated by the 1icensee shall be inspected and tested for N

i construction defects, leakage, and contam1nat10n prfor to any use or transfer 4

g as a sealed source. - _ "

3 E. Sealed sources and detector cells need not be leak tested if: ;i s

"l “ ':‘

4 (1) they contain only hydrogen 3; or i B

'1 4 o

33 (i1) they contain only a gas; or 5; j

}3 (i11) the half-life of the isotope is 30 days or less; or E: K

i (iv) they contain not more than 100 microcuries of beta and/or gamma emitting ig =

g material or not more than 10 microcurfes of alpha emitting material; or o

g (v) they are not designed to emit alpha particles, are in storage, and are not ;i ;?

@ being used. However, when they are removed from storage for use or ;: o

it transfer to another person, and have not been tested within the required > IR

| leak test interval, they shall be tested before use or transfer. No 1

N sealed source or detector cell shall be stored for a perfod of more than }.. "

g 10 years without being tested for 1eakage and/or contamination. i; G

b % ’."

g F. The test shall be capable of detecting the presence of 0.005 microcurie of EI i

o radioactive material on the test sample, 'Records of leak test results shall be g o

i kept in units of microcuries and shall.be maintained for inspection by the 1

ol Commission. If the test reveals the presence of 0.005 microcurie or more of L

d removable contamination, a report sha.l be filed with the U.S. Nuclear M

g Regulatory Commission and the source shall be removed from service and L .

- decontaminated, repafred, or disposed of in accordance with Commission 5 N

g regulations. The report shal) be filed within 5 days of the date the leak test

o result is known with the U.S. Nuclear Regulatory Commission, Region [, ATTN: W

A Chief, Nuclear Materials Safety Branch, 475 Allendale Road, King of Pruss1a, 1

Pl Pennsylvania 19406, The report shall specify the source 1nvolved the test i

results, and corrective action taken.. s I
G. The licensee fs authorized to collect leak test samples for analysis by the ié  §

4 1icensee., . Alternatively, tests for leakage and/or contamination may be j- iy

A performed by persons specifically licensed by the Commission or an Agreement it B

E State to perform such services. ::1ﬁ

:

%

g
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4 H
g Amendment No. 82 a
4 (Continued) : M
a4 14. Detector cells containing a titanium tritide foil or a scandium tritide foil shall H
only be used in conjunction with a properly operating temperature control mechanism g
which prevents foil temperatures from exceeding that specified by tke manufacturer. A
15. The licensee shall conduct a physical inventory every 6 months to account for all ';
sources and/or devices received and possessed under the license. Records of B
inventories shall be maintained for 5 years from the date of each inventory. B
16. The licensee may transport licensed material in accordance with the provisions M
of 10 CFR 71, “Packaging and Transportation of Radioactive Material." 4
17. Experimental animals administered licensed materials or their products shall g
not be used for human consumption. )
18. Licensed material shall not be used in or on human beings. j
19. This license does not authorize the distribution of byproduct material for medical s
use under general license pursuant to Paragraph 35,31, 10 CFR 35. i
20. This license does nct authorize the commercial distribution of exempt quantities 5
of licensed material pursuant to Section 30.18, 10 CFR 30, and Section 32.18, it
10 CFR 32. e
21. The licensee shall maintain and execute the response measure of his Radiological H
Contingency Plan submitted to the Conmission~on June 29, 1981 and revised on !
December 4, 1981, March 17, 1982, May 27, 1983, April 3, 1985, August 6, 1985, ‘
April 1, 1986, June 12, 1986, June 15, 1987, Ju]y 12, 1988 and February 27, 1989. ;

| The licensee shall also maintain implementing procedures for his Radiological ;

' Contingency Plan as necessary to implement the Plan. "The licensee shall make no _
change in his Radiological Contingency Plan that would decrease the response o
effectiveness of the Plan without prior Commission approval as evidenced by license
amendment. The licensee may make changes to his Radiological Contingency Plan i
without prior Commission approval if the changes do not decrease the response :

! effectiveness of the Plan., The licensee shall maintain records of changes that are B

] made to the Plan without prior approval for period of two years from the date of the ;B
changes and shall furnish the Chief, Material Licensing Branch, Oivision of Fuel f
Cycle and Material Safety, NMSS, U. S Nuclear Regulatory Conmiss1on Washington, B
D.C. 20555, and the appropriate NRC Regional Office specified in Appendix D of -
10 CFR Part 20, a report containing a description of each change within six months :
after the change is made. %

! 22. The licensee is authorized to hold radioactive material with a physical half-life of '

FIRL Fyv-lpr gk Vgl Tt Tgr eyt kRt el Sgb Fgv Ve Ipy Ve v gt Tgt Tyt T NT N IrYer Ty vge T At Ipv iat vy Tt Yoy Wyt AT Aprrgr YU Tar Tpu it v gy e Vgt Y Vg gk oyt gl Ygrrg eyt g WY Iyt gy
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less than 65 days for decay-in-storage before disposal in ordinary trash provided:

A. Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of 10 half-lives.

8. Before disposal as normal waste, radfoactive waste shall be surveyed to deternwne

that its radioactivity cannot be distinguished from background. All radiation
labels shall be removed or obliterated.

C. Generator coluins shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.

b
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(Continued)
23. Except as specifically provided otherwise in this license, 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 Requlatory Commission's requlations shall govern unless the statements,
representations and procedures in the licensee's application and correspondence are
more restrictive than the regulations.

Letter dated. June 29, 1981
Letter dated December 4, 1981
Letter dated March 17, 1982
Letter dated June 22, 1982
Letter dated December 15, 1982
Application dated May 17, 1983
Letter dated May 27, 1983

Letter dated Jurie 6, 1983

Letter dated July 11, 1983
Letter dated October 17, 1983
Letter dated December 14, 1983
Letter dated February 17, 1984
Letter dated September 10, 1984
Letter dated February 7, 1985
Letter datea April 3, 1985
Letter dated July 5, 1985
Two letters dated August 5, 1985
Letter dated August 6, 1985
Letter dated December 4, 1985
Letter dated February 24, 1986
Letter dated April 1, 1986
Letter dated June 12, 1986

W. Letter dated July 29, 1986

X. Letter dated December 1, 1986

Y. Letter dated December 16, 1986
1. Two letters dated February 16, 1987
AA. Letter dated June 15, 1987
BB. Letter dated January 22, 1988
CC. Letter dated September 26, 1988
0D. Letter dated November 21, 1988 - ..
EE. Letter dated December 27, 1988 =
FF. Letter dated June 16, 1989
66. Letter dated October 4, 1989
HH. Letter dated July 24, 1990

11. Letter dated May'17, 1990

JJ. Letter dated April 15, 1991
KK. Letter dated November 25, 1991

. e

.
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For the U.S. Nuclear Regulatory Commission
Original Signed By:
mR 29 1992 gy  Francis M. Costello

Huclear Materials Safety Brancn

Region [
King of Prussia, Pennsylvania 19406
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R 20 1982
License No. 29-00139-02
Docket No. 030-0%222
Control No. 115844
E. R. Squibb & Sons, Inc. .

ATTIN: Danfel Balkunow RSO R
Squibb Institute for Medical Res1dence

One Squibb Dr.

P.0. Box 191

New Brunswick, NJ 08903-0191

Dear Mr. Balkunow:
Please find enclosed an amendment to your NRC Material License.

Please review the enclosed document carefully and be sure that you understand
all conditions. If there are any errors or questions, please notify the
Region 1 Material Licensing Section, (215) 337-5093, so that we can provide
appropriate corrections and answers.

Please be advised that you must conduct your program involving licensed
radioactive materfals {n accordance with the conditions of your NRC license,
representations made in your license application, and NRC regqulations. In
particular, please note the ftems in the enclosed, "Requirements for Materials
Licensees."

Since serfous consequences to employees and the public can result from failure
to comply with NRC requirements, the NRC expects licensees to pay meticulous
attention to detatl and to achieve the high standard of compliance which the
NRC expects of its licensees.

You will be periodically inspected by NRC. A fee may be charged for
fnspections {n accordance with 10 CFR Part 170. Faflure to conduct your
program safely and in accordance with NRC regulations, license conditions, and

representations made in your license application and supplemental correspondence

with NRC will result in prompt and vigorous enforcement action against you,
This could include fssuance of a notice of violation, or in case of serfous
violations, an imposftion of a civil penalty or an order suspending, modifying
or revoking your license as specified in the General Policy and Procedures for
NRC Enforcement Actions, 10 CFR Part 2, Appendix C.

OFFICIAL REEORDCOPY ML 29-00139-02/LTR - 0001.0.0

ML 1P 02/07/92
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'E. R. Squibb & Sons, Inc. 2

We wish you success in operating a safe and effective licensed program,

Sincerely,

Origaal Signed Dy

Francis M. Costelio

Francis M. Costello, Chief
Research, Development &
Decommissioning Section

Division of Radiation Safety
and Safeguards

Enclosures:
1. Amendment No. 82
2. Requirements for Materials Licensees

DRSS:RI  , Fm(
Dimitriad{s/mlb (oyrz:zc..
02/15/92 & (4

OFFHCTAL—RECORD-€OPY ML 29-00139-02/LTR - 0002.0.0
02/07/92




Y T .
4B Bristol-Myers Squibb Company s R

) . - 030
Pharmaceutical Group Technical Operations
Onv Squibb Drme PO B 191 New Brunswack, N 08903-0191 28451 2000 -

N12%
November 25, 1991
Ms. Betsy Ullrich
Nuclear Materials Safety Section B -
Division of Radiation Safety and Safeguards / s [‘ 7
U.S. Nuclear Regulatory Commission E_._"""”"'*--"-‘ el 1
Region [ p Y gy T
475 Allendale Road I 72@32}7} e
King of Prussia, PA 19406 S Y-S e
S TRmT T
RE: LICENSE AMENDMENT, |"J/)—(';lz—--,
ICENSE #29-00139-02 R L

Dear Ms. Ullrich:

This is a request to amend the byproduct materials license (#29-00139-02)
of E. R. Squibb & Sons, Inc., a wholly-owned subsidiary of the Bristol-Myers Squibb
Company to reflect the following changes:

1.  Changes in committee membership are as follows:
®  Mr. Ralph del Campo has become a new member
®  Dr. Fred Yost has become a new member &

L Ms. Susan Voigt replaces Dr. E. Nlckolot’f as Ch:urpcrson of the

Radiation Safety Committee —
=

e  Dr. E. Nickoloff is no longer a member of the-committee

e

2. Changes in site possession limits for the listed facxlmcs

A. Location: Route 206 and Provinceline Road, Lawrenceville, NJ

e Increase the possessxon limit of Phosphorous32 *p) o
750 millicuries. 10 Pt 5116
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Ms. Betsy Ullrich November 25, 1991
Page 2

/ e Increase the possession limit of Phosphorous * (*P) to
1 Curie. This radionuclide provides similar results as Sulfur®
and subsequently will be of significant benefit for storage and
decay.

/e Increase the possession limit of Tritium (*H) to 4 Curies.
B. Location: 200 Headquarters Drive, Skillman, NJ

/ J® Increase the possession limit of Phosphorous * (*P) to
100 millicuries. o

C. Location: 905 Herrontown Road, Princeton, NJ

®  Increase the possession limit of Tritium (CH) to
50 millicuries.

D. Location: 675 College Road East, Plainsboro, NJ

N ® Increase the possession of Phosphorous™ (¥P) to
200 millicuries.

All radionuclides will be ordered in any form and used exclusively in non-human
research and development studies.

Attached are copies of resumes for Mr. del Campo and Dr. Yost and a check for $230.00
to cover the cost of processing the amendment.

Sincerely,

A ’\l
7“6\.\-\/«) <A1M*“ o
Larry Gaines
Health Physics Department
LG:bl

Attachments (3)




NAME:_ “Ralph del _Campo

WORK KISTCRY:

Dates Company Title
_ 1989 - Present Bristol-Myers Squibb Vice President,
i Facilitles Administration
f; 1986 - 1989 Bristol-Myers Squibb Malntenance §{ Englneering
E ' Director
:; 1984 - 1986 Bristol-Myers Squlbb Parenterals Operations
q- Director ’
4 1982 - 1984 Bristol-Myers Squlibb Parenterals Formulation
k Manager
? 1978 - 1¢82 8ristol-Myers Squlbb Section Head, Pareinterals
g Formulatlon
; o 1977 - 1978 Bristol Myers Squibby- . - Sectlon Head, Table:
: e Manufacturing
ﬁ & 1974 - 1977 Schering Corpcration Pharmaceutical Supervisor
. B
. EDUCATION:
% Dates School Degree
4 oo
Q“.* Falrleigh Dlckinson M.B,A, - Pharmaceutlica)
5 ; Unlversity Marketlng
! ,; Newark Cocllege of 8.5, - Chemicel Engincerin;
‘. Englineering w0

CURRENT LEVEL: CURRENT SALARY:




Lt

EDUCATION

PUBLICAT IONS

EXPERIENCE
1581 - present

FREDERICK J. YOST JR,

(b)(6) ]

Research ang gevelopment manaaer with broad
experience 1n all aspects ot ressarch,
gevelopment and marketing of 1s80topic and
non-1s80topIC I1mmunoassay products. Have
expertise 1in Quality Control, GLP, scale-up
and trouble shooting. transter of products to
manufacturing as well as8 ~11ntertfacing
chemistry and 1instrumentation, Directed
exploratory research group tor in-vitro
a1agnostics., Responsible tor pharmacology
ang analytical chemistry tor new in-vivo
contrast agents for Magnetic Resonance
Imaging. Currently responsible for monocional
antibogy production, organi¢c synthesis tor
ragioimmunoassay development and transter of
10d1nated monoclonal antibodies To
manufacturing.

Ph.D Organic Chemistry/Biochemistry June{wxm
University of North Carofina. Chane! Hili."~
N.C. L

NSF Fellow, 19689 - 1971

for ot Arts, Chemistry, Hunter College,

Seven abstracts
Fitteen papers
One patent

BRISTOL~-MYERS SQUIEB

New Brunswick, New Jersey

Group Leader Research & Development and Group
Leader Operations.

Developed a predictive test tor adgverse
reactions to X-ray contrast agents.
Originated protocols which i1nsured the
transter of 1n-vivo and in-vitrec proaucts
from research to manutacturing, Scaleg-uD.
vailgated and transferred tour new 1n-vitro
progucts 1n s1x months, Responsibie tor
research and scaile-up ot raqiotabpeleag
monoclional antibodies tor cancer tnerapv.




1977 - 1981
GENERAL DIAGNOSTICS DIVISION OF WARNER-LAMBERT
Morris Plains, New Jersey

Senior S8cientist.

Project team leader, responsible for -
coordination of assay, 1natrument cevelioomant A
ang marketing of fluorescent Ymmunoassays, S
Responsible for manuracturing a latex test

WRIEN WAS MArKkeLea INLErFNALIeNnAllY, bevsionegd

small molecule’latex assay tor use 1n

physicians’' office. Developed tluorescent

polarization assays tor therapeutic drug,

SEARLE DIAGNOSTICS INC,
Des Plaines, Illiinois

Deve loped fiuorescent labeled small

molecutle antigens., Searle Diaanostics was
5010 to warner-Lambert, and ]l was transterred
to New Jersey.

1972 - 19477
DEPARTMENT OF MEDICINE AND BIOCHEMISTRY
Duke University, Durham, North Carolina
Research Fellow and Post Doctoral Fellow,.
- Discovered a new form of superoxide
dismutase,
PERSONAL Born: (X&) .ty ]

(b)(6)
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LICINSE FEZ MANAGEMENT BRANCH, ARM : PROSRAM CODE: 03211 &

STATUS €ODZ: 2 S

d 24D :
RESICHAL LIZ=NSING SECTIANS + FEE CATEGORY: 34 '5

2 EXP, CATc: 19390331 73

J t FEE COMMENTS: oo e e e
: DECOM FIN &SSUR RE00: ¥ i

3

LICINGSE FES TRANSMITTAL

Te APPLICATIOSN ATTACHMED

d n’“LICAVT/LI.EHSEE: E. Re SQUI3 & SONS, INC.
RECEIVED DATE:. 911204
0BCKET wae 3335222

E ] CONTROL HNC.: 115344
LICENSE NO.: 29=90139-02

3 ATTION TYRC e AMENIMENT

2. FEZE ATTACHID p
AMOUNT: 00 e
t CHECK NJ.: %ﬁfé}g__

3. COMMINTS

DAT‘

3o LICENSE Fof MANAGEMENT 3RANCH (CHAECK WHEN MJILESTONR 23 IS5 ENTIRZID /__7)

e ,? ” B
g 1 L4 FEE CAT. :'r'\p‘r A“O t“OUNT: ‘éﬁ---a--------- L T T X (3 ) -) -------
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