UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

June 12, 2001

Docket No. 03033524 License No. 37-01531-07
Control No. 129714

Edwin Wurtz, Ph.D.

Director, Health Physics, BioSafety
& Environmental Affairs

Merck & Co., Inc.

P.O. Box 4, WP 42-210

Sumneytown Pike

West Point, PA 19486-0004

SUBJECT: MERCK & CO., INC., ISSUANCE OF LICENSE AMENDMENT,
CONTROL NO. 129714

Dear Dr. Wurtz:

This revers to your license amendment request. Enclosed with this letter is the amended
license.

The enclosed amended license (Amendment No. 9) is written in a format that incorporates
current U.S. Nuclear Regulatory Commission requirements and policy. One condition that
appearzad in Amendment No. 8 of your license was revised and one condition was deleted.
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 | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropriate corrections and answers.

In accordance with 10 CFR 2.790, a copy of this letter will be placed in the NRC Public
Document Room and will be accessible from the NRC Web site at
http://www.nrc.qov/INRC/ADAMS/index.htmi.

Thank 'you for your cooperation.
Sincerely,

Original signed by Pamela J. Henderson
Pamela J. Henderson
Senior Health Physicist

Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety

Enclosure:
Amendment No. 9

CC:

6[; _



E. Wurlz
Merck & Co., inc.

John J. Miller, Radiation Safety Officer



E. Wurz

Merck & Co., Inc.
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MATERIALS LICENSE

Pursuant to the Atcmic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulaiions, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and regresentations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, 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 subjact to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

Licensee In accordance with the letter dated
» April 30, 2001,
1. Merck & Co., Inc. 3. License number 37-01531-07 is amended in
P;R Hl lg EJ;;‘tirety to read as follows:
\E 7
2. P.O. Box 4, WP 42-210 00 4. Expiration <& June 30, 2005
Sumneytown Pike o 5. Docket No. 030;88524
West Paint, Pennsylvania %186 Reference No. aﬁ
1 > ‘L
6. Byproduct, source, and/or s;}esial ' 8. ?imum amount that licensee may
nuclear material qﬂ sess at any one time under this
: ligSyse

A. &?émillicuries per radionuclide’

gi‘; 1 curie total

A. Any byproduct materiap'/th
atomic numbers 1 throlgh 83

B. Hydrogen 3 | % ﬁ J ' , . B. C%O curies

C. Carbon 14 Y;# - ,‘, ¢ | g,;:n curies

D. Phosphorus 32 4}00 T s QSID 250 millicuries
E. Phosphorus 33 E. %Z. » E. 200 millicuries
F. Sulfur 35 F. Any g‘ ﬁ' % % F. 5curies

G. Calcuim 45 G. Any G. 100 millicuries
H. Chromium 51 H. Any H. 600 millicuries
I. Technetium 99m . Any I. 500 millicuries
J. lodine 125 J. Any J. 1curie

K. Xenon 133 K. Any K. 500 millicuries
L. Cesium 137 L. Any L. 1 curie

M. Americium 241 M. Any M. 3 millicuries
N. Molybdenum 99/ N. Generators N. 4 curies

Technetium 99m




" 9. -Authorized use: whH
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License Number
37-01531-07
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-33524
Amendment No. 9
6. Byproduct, source, and/or special 7. Chemical and/or physical form 8. Maximum amount that lice nsee-may
nuclear material possess at any one time vnder this
license
O. Hydrogen 3 O. Plated sources or foils O. 200 millicuries per foil and
1 curie total
P. Nickel 63 P. Plat rc s P. 15 millicuries per source and
\ igﬂl E SETE? 1 curie total
Q. lodine 125 % Sealed sources (Amershanﬁ )\Q 300 millicuries per source and
,%, Model IMC.P2) 1200 millicuries total
R. Cesium 137 &) R. Sealed sources (Amersham @150 millicuries per source and

<400 millicuries total

Model No.77302)

S. spo millicuries per source and

zaynes total

S. :Gadoliniur 153 .

“:‘:‘:\,g‘ ‘
A through N. Research anf[Hevelopt aﬁ' mal studies; manufacture of labelled
" compounds agdiranstg als authd'aged to receive the material by

gopIpoUnusiLy
the terms and ndmon. R ;‘; E \ . % y the L{{S&Nuclear Regulatory

Commission or : TN

O. through P. In electron captur TCiae lﬁa specific license issued by the
U.S. Nuclear Regulatofy Commission of by any Agreemegrit State.

Q. For use in Lunar Model SP2 Bone Miggfal Apalyzer for on uman use. .

R. For use in Amersham Model 773 Instrume aﬁp‘ﬁto,ﬁfbr calibration of instruments.

S. Foruse in Lunar Model DP3 or DP4 Bone Mineral Analyzer for non-human use.

CONDITIONS

10. Licensed material may be used only at the licensee's facilities located at Sumneytown Pike, West Point,
Pennsylvania; 502 and 503 Louise Lane, North Wales, Pennsyivania; and 466 Devon Park Drive, Wayne,

Pennsylvania.

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

B. The Radiation Safety Officer for this license is John J. Miller.
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License Number

37-01531-07

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-33524

Amendment No. 9

12.
13.

14.
15.
16.

17.

- +B. Notwithstanding |!>"'agraph ’ “

-A. Sealed sources shéllpet St:fey rleakage and/orconta .-:

Licensed rnaterial shall not be used in or on human beings.

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

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

Notwithstanding 10 CFR 33.17(a)(4), t &eﬁeea !ﬂtf\%}lée,d o manufacture drugs containing
radioactive: material for dlstnbutl 3 ecmc licensees. 4

Replacemznt-exchange of . ?.mar Bone Mineral Analyzer's sourc rce-holder combination may be
performed by the licensee in“accordance with the instructions contam%the manufacturer's manual.

atioh at i als not to exceed the

intervals specifiedfir.the cert l 3l g ar Regulatory Comm:ss:on
rEd t ;

ate

a&lé‘no l@ i§ealg au es desugné‘g}to pnmarlly emit alpha
particles shall be t&2ted o‘-f .;[_;&érgﬁng@;lg 'a; nation intervals gl to exceed 3 months.

ihystheYepheeeish &Eted an rsted for construction defects,
i ;‘fg;ﬂ'!fg B O] RraNSTE Rl seale rce.
L i 3 h?w - R h

C. Each sealed sour brica
leakage, and conta?ﬁ atlon ;

~

D. Inthe absence of a ce Eate fom { ra ﬁ g‘ ?cht g that a \ktest has been made within the
intervals specified in the ficate of registia Bh issued by th§~ . Nuclear Regulatory Commission
under 10 CFR 32.210 or urflier equjvalent regulations gf an Agteement State, prior to the transfer, a
sealed source received from anotfgr petso allg‘ot' put into use until tested and the test results
received.

E. Sealed sources need not be tested if they contain only hydrogen-3; or they contain only a radioactive
gas; or the half-life of the isotope is 30 days or less; or they contain not more than 100 microcuries of
beta- and/or gamma-emitting material or not more than 10 microcuries of alpha-emitting material.

F. Sealed sources need not be tested if they 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 teste:d within
the required leak test interval, they shall be tested before use or transfer. No sealed source shall be
stored for a period of more than 10 years without being tested for leakage and/or contamination.
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License Number

37-01531-07

MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-33524

Amendment No. 9

18.
19.

20.

G. The lzak test shall be capable of detecting the presence of 0.005 microcurie (185 becquereis) of
radioactive material on the test sample. If the test reveals the presence of 0.005 microcurie
(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Comimission regulations.

H. Tests for leakage and/or contaminatign yi glg test sample collection and analysis, shall be
performed by the licensee or by oth eﬁ; ﬁec Lp ensed by the U.S. Nuclear Regulatory
Commission or an Agreeme& tale to perform such se

Sealed scurces or detector \]?contalmng llcensed material shall now opened or sources removed
from source holders by the liCensee. ¢

The licensee shall condﬁbt a p‘ﬁﬁ?‘i»_vmventory every six month ;‘cco tntfor all sealed sources and

_devnces containing licehsed mate dlfereived and possess 24 ger the Ilcinfe

"Mamtenance repair, :gnmg, repl ‘,' ¢ B and dist {; contamed@detector cells shzll be
performed only by th ?vnce m ctutefor dthakn gpst ,,r cifically autggnzed by the U.S. Nuclear.
Regulatory Commissi& Harmie : :

21.

22.

._;"c Sttt o e darmatsnh senfices. =

A. Detector cells con@'ng aXitapjum tritfieifoll 0g 4 eandiugAr
conjunction with a erly g J_ prafure lEbatrelidiechani hich prevents the foil
temperatures from ek¢e fgdmg Seifle Stficate of reg(Siration referred to in

10 CFR 32.210. @0 0

B. When in use, detector cells‘contaj g a tltamum tritide,foil orS\scandium tritide foil shall be vented to
the cutside. %

The licensee is authorized to hold radioactive materlal with a physical half-life of less than or equal to
120 days for decay-in-storage before disposal in ordinary trash, provided:

A. Waste to be disposed of in this manner shall be held for decay a minimum of ten half-lives.

B. Before disposal as ordinary trash, the waste shall be surveyed at the container surface with the
appropriate survey instrument set on its most sensitive scale and with no interposed shielding to
dete mine that its radioactivity cannot be distinguished from background. All radiation labels shall be
remaoved or obliterated.
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License Number

37-01531-07
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET 030-33524

Amendment No. 9

23.

24.

25.

26.

. landfill provided the copgentration BRIRE!

C. Arecord of each such disposal permitted under this License Condition shall be retained for three
years. The record must include the date of disposal, the date on which the byproduct material was
placed in storage, the radionuclides disposed, the survey instrument used, the background dose rate,
the dose rate measured at the surface of each waste container, and the name of the individual who
performed the disposal.

Radioactive waste generated shall be stored in accordance with the statements, representations, and
procedures included with the waste stora%gri_lgn (}gﬁﬂb d in the licensee's letters dated

October 11, 1994 and February 22, 1935 -
98 79

Pursuant to 10 CFR 20.1302(%&!1 10 CFR 20.2002, the license‘g(s}a_uthorized to dispose of licensed
material by incineration proyitied the gaseous effluent from incinera |o€}ﬂoes not exceed the limits

. specified for air in 10 CFR Part 20, Appendix B. ¢

Pursuant -0 10 CFR 208502, fREJicer i
with atomic numbers 1fthrough 8 -delilitied beloymas ordinary waste in a
[ he foguries per % of ash) at the time of
disposal ere no greater than the va estinziable A2 , Appendix B. For -
hydrogen-3, carbon-18. aluminum-25&EhIdkne 86 Miver-108Mihiobium-943T8dine-129, technetium-99,
and thallium-204, the 6bhcentra (bR GaibE,; iHERE -te;'\ of thedalue in Table II, Column 2,

gy

10 CFR Part 20, AppetER( B. 1 =
ance gﬁthe provisions of

The licensee is authorizéh}to tra

10 CFR Part 71, "Packagmg,and y Materiaf
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License Number

37-01531-07

MATERIALS LICENSE | Docket or Reference Number
SUPPLEMENTARY SHEET 030-33524

Amendment No. 9

27. 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 U.S. 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.

Application dated March 21, 1994

Letter dated October 11, 1994 o~

Letter dated February 22, 1995, g‘ AR RE Gy
Letter dated May 10, 1995 "
Letter dated June 2, 199%
Letter dated June 7, 1984

‘Letter dated June 13, 1
Letter dated August©3, r005
Letter dated April 444997 Gz,
Lette- dated June/6y.1997 i
Lette- dated Septgmber 26, 169;
Lette- dated Decz__ er 7, 19983
Lette- dated November 30, 1948);
Lette- dated Aprilsé®, 2003 {{a

ZErR-TIQMMOO @R

For the U.S. Nuclear Regulatory Commission

_Original signed by Pamela J. Henderson
Date __.June 12, 2001 By

Pamela J. Henderson

Nuclear Materials Safety Branch 2
Division of Nuclear Materials Safety
Region |

King of Prussia, Pennsylvania 19406




