UNITED STATES L } / ’

NUCLEAR REGULATORY COMMISSION Ay
REGION Itt )

801 WARRENVILLE ROAD ’

LISLE, ILLINOIS 60532-4351

FEB 09 2004

Timothy L. Popp, RSO
Pfizer, Inc.

7000 Portage Road
Kalamazoo, Ml 49001

Dear Mr. Popp:

Enclosed is Amendment No. 60 amending your NRC Material License No. 21-00182-03 in
accordance with your request.

Please review the enclosed document carefully and be sure that you understand all conditions.
If there are any errors or questions, please notify the U.S. Nuclear Regulatory Commission,
Region il office at (630) 829-9887 so that we can prowde appropriate corrections and
answers.

You will be periodically inspected by NRC. Failure to conduct your program in accordance with
NRC regulations, license conditions, and representations made in your license application and
supplemental correspondence with NRC will result in enforcement action against you. This
could include issuance of a notice of violation, or imposition of a civil penalty, or an order
suspending, modifying or revoking your license as specified in the General Statement of Policy
and Procedure for NRC Enforcement Actions. Since serious consequences to employees and
the public can result from failure to comply with NRC requirements, prompt and vigorous
enforcement action will be taken when dealing with licensees who do not achieve the
necessary meticulous attention to detail and the high standard of complxance which NRC
expects of its licensees.

Sincerely,

gu-s A. W*-'\
Kevin G. Null

Materials Licensing Branch

License No. 21-00182-03
Docket No. 030-04'(81

Enclosure: Amendment No. 60
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MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1854, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license Is hereby Issued authorizing the licensee to feceive, acquire, possess, and transfer byproduct,

source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below: to
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license
shall 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 conditions specified

" pc 0321 312874
o Licensee In accordance with letter dated
December 23, 2003,
1. Pharmmacia & Upjohn Company 3. Llcense number 21-00182-03 is amended
in its entirety to read as follows:
2. 7000 Portage Road ' 4. Expiration date January 31, 2005
Kalamazoo, Ml 49001 e b R RIE @i No. 03004781
.\ Referen‘e w X
6. Byproduct, source, and/or special Q\TJ Chemical and/or physical form /‘eg\ﬁa:amum amount that licensee may

nuclear material ﬁsess at any one time under this
; |

ise

B. abt to exceed
~radionuclide. Total -’ ;
possession not to exceed

o ‘exceptaslisted

N ‘below:

Hydrogen-3 150 curies

Carbon-14 20 curies;

. >
* )‘,s * * * lodine-125 3 curies

C. Americium-241 . C. Sealed sdutces (An C.. Not to exceed 150 millicurigs

evaluated source which has per source. Not fo exceed
been registered with the - curie total.

NRC or an agreement State

in accordance with 10 CFR ;
32.210)

D. Nickel-63 D. Plated or foil sources (Any D. No single source to exce
source which has been 25 millicuries. Not to exceed
evaluated by the NRC or an 5 curles total
Agreement State in

accordance with 10 CFR‘
32.210)

|




a 2

. - R S R R RIS T ot M T PR rAaoe £ PAGES
i License Number
21-00182-03
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-04781

Amendment No. 60

T ——

6. Byproduct, source, and/or special 7. Chemiczl and/or physical form

nuclear material

‘ E. Cesium-137

8. Maximum amount that licensee may
possess at any one time under this
license

y

E. Sealed sources (Any E. No single source to exceed
_ source which has been 100 millicuries. Not to
evaluated by the NRC or an exceed 2 curies total
Agreement State in W
accordance with 10 CFR
Q 32.210)
L BE
. O . ~ P
G. lodine-125 d  G. In-vitro testkits OG 200 millicuries total (No
RN 9P single test kit to exceed 1
_ o iE _£. microcuries)
‘H, Carbon-14 W H. ¢# millicuries .
o b= (®) :
< =
9. ‘‘Authorized Use: n s
- Ny
A. Tobe usedin rese inv e with U1e provisions of Section 35.6
of 10 CFR Part35. - o,
\ 4 b %
B. For pharmaceutical rese#fgh and develop definal in Secﬁon 30.4, 10 CFR Part 30,
including animal studies. 9] _
C. To be used as sources for calibration aﬁof radiation detection instrumentation, and
in NRC approved source holders for measu ents of flow, level and/or density of materials.
D. Tobe usedin gas chromatographs for sample analysis.
E. To be used in NRC approved source holders for measurements of flow, level and/or density of
materials. :
F. Forresearch and development as defined in 30.4 of 10 CFR Part 30, excluding irradiation of
flammables and/or explosives. il
G. To be used for distribution to persons generally licensed pursuant'with Section 31.11, 10 CFR Part

31, or equivalent in accordance with the requirements of Section 32.71, 10 CFR Part 32. h
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H. To be used for pharmaceutical research in humans limited to the carbon-14 labeled erythromycin

breath test (ERMBT).
CONDITIONS
10. Licensed material shall be used only at the licensee's facilities located ,a_g‘
nd Upjohn Research Center I : ’ alamazoo, Michigan
ichland, Michigan and Portage, Michigan. Licensed materialTisted in
Subitem G7 may be received, stored;and distributed from the Pharmacia & Upjohn warehouse located
at'f, ](alamazoo Mlchxga Exr
' R E g
11. A. Licensed material shall be useﬁ;b?‘ or under the suge@slon of, individuals designated by the
Radiation Safety Commit:tgp\’ < »

; . ge? L
C. Theuse of llcense%?ate NOTH ns shall be ¥t icnan,{den.tist, or podiatristas
' “defined in 10 CFR T Q0
% (o
. D. Physicians, dentléftor podi Ignateti fnufsse | # material ingar on humans shall meet *

the training criterid-establisi i d shall be designated by the licensee's
Radiation Control @pmmifg M " M

12. A. Sealed sources and@etect®; 7% and/or &é8ntamination at intervals not
to exceed 6 months 0¥4t su it the cefificate of registration referred to
in10CFR 32210, ¥ / L O\

B. Notwithstanding Paragraph A(pf Cond . sealed ourceﬁiesigned to emit alpha particies
shall be tested for leakage and/o Wna on a _w Is not to exceed 3 months.

C. In the absence of a certificate from a transferor indicating that a Ieak test has been made within
6 months prior to the transfer, a sealed source or detector cell received from another person shall
not be put into use until tested.
E. Sealed sources need not be leak tested if:
(1) they contain only hydrogen-3; or
(i) they contain only a radioactive gas; or

(i) the half-life of the isotope is 30 days or less; or

(iv) they contain not more than 100 microcuries of beta and/or gamma emlttsng material or not
more than 10 microcuries of alpha emitting material; or
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13.

14.

15.

16.

17.

18.

19.

{(v) they are not designed to emit alpha particles, are in storage, and are not being used.
However, when they are removed from storage for use or transferred to another person, and
have not been tested within the required leak test interval, they shall be tested before use or
transfer. No sealed source or detector cell shall be stored for a period of more than 10 years
without being tested for leakage and/or contamination.

F. The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive material
on the test sample. If the test reveals the presence of 0.005 microcurie or more of removable
contamination, a report shall be filed with the U.S. Nuclear Regulatory Commission in accordance
with 10 CFR 30.50(b)(2), and the source shall be removed immediately from service and
decontaminated, repaired, or disposedgf in R:@ I{wnth Commission regulations. The report
shall be filed within 5 days of th e leak testre tg known with the U.S. Nuclear Regulatory
Commission, Region lll, A Chief, Nuclear Materials Saf&yﬁranch 801 Warrenville Road,
Lisle, Hllinois 60532-43513 he report shall specify the source ved the test results, and
corrective action takengd

G. Tests for leakage arf@/or co
' specnt~ cally llcenseg-by the eto per@m such setrvices.

Il not be o?ed or sourcés removed

‘ sealed Sources described in-change
7 oM sodEe holders by the licensee.

: S~

i5 the closéll position during periods

wect radiatien from the gauges. The

r a new gauge is obtained for use other

orat%t& device manufacturer's

from source holders by-the licerg
No. 4 of the licensee's {aﬂer d

The licensee shall assur€that th
when a portion of an indivighal's 0
licensee shall also modify tkeir "loCR-oUt Jgrogs
than purposes for which theyéygcurrently autiR
recommendations. 7

The licensee shall not use licensed mibneﬁr o1*r ﬁ% ! eings except as provided otherwise by
specific condition of this license.

The licensee shall not use Iicensed material in field applications where activity is released except as
provided otherwise by specific condition of this license.

Experimental animals, or the products from experimental animals, that have been administered licensed
materials shall not be used for human consumption.

The licensee is authorized to transport licensed material only in accordance with the provisions of 10
CFR Part 71, "Packaging and Transportation of Radioactive Material.”

In addition to the possession limits in ltem 8, the licensee shall further restrict the possession of licensed
material to quantities below the limits specified in 10 CFR 30.72 which require consideration of the need
for an emergency plan for responding to a release of licensed material.
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20. A. Pursuant to 10 CFR 20.1302 and 10 CFR 20.2001, the licensee is authorized to dispose of licensed

21. Except as specifically prbvided ejh‘erwise in this license, the Iicen&;gshall conduct its program in

pate FEB 09 2004 By /{t/‘—l A _M/(/LQ\

material by incineration provided the gaseous effluent from incineration does not exceed the limits
specified for air in Appendix B, Table I, 10 CFR Part 20.

B. Pursuant to 10 CFR 20.2002, the licensee may dispose of incinerator ash containing radioactive
materials with Atomic Nos. 1-83, other than those isotopes listed below, as ordinary waste ina
landfill, provided the concentrations of the isotopes, expressed in 4Ci per gram of ash, at the time of
disposal, do not exceed the numerical values listed in Table Il, Column 2, 10 CFR 20, Appendix B.
Isotopes not included are hydrogen-3, carbon-14, aluminum-26, chlorine-36, silver-108m, niobium-
94, iodine-129, technetium-99, and thallium-204, for which the concentrations must not exceed 10
percent of the values listed in Tablepll. @Iurﬂn E1éCEIR Part 20, Appendix B.

accordance with the statemes, representations, and procedures ined in the documents, including
any enclosures, listed below§ e U.S. Nuclear Regulatory Commissi ? regulations shall govern il

unless the statements, represefgag liespsee's gpplication and -
correspondence are mor restricRuEs s

(@]

o
995 (w'ittsattachment's), August 17,
7 toZn alternative method for
' // September 25, 1996, May 13,
oarch 309998 (with attachments),
ESSR/Aih attachggents), April 1, 1999 (with
ayEgiber 22, 1899, November 27, 2000 (except
4,200 (wugé&chment), August 7, 2001 (with

, and December 23, 2003.

A. Application dated l&viarch 31; 1¢

B. Letters dated Sepfember 6
1995, September 22, 1998
incinerating radioactive liq
1997, June 2, 1997 {Dctob&y
August 20, 1998 (withyhttacheeaes
attachments), August 28, 1999 wiliiatiag¢
item 2.), March 16, 20014{with attachmen
attachments), July 3, 2002 {wh enclosures), November 13, 2
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FOR THE U.S. NUCLEAR REGULATORY COMMISSION

Kevin G. Null
Materials Licensing Branch
Region 11l




