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.. iAugust 57 1992,
t E R. Squibb and Sons, Inc. K3.!Uccnenurbe 29-00139-02 is amended in

its entirety to read as follows:

2. One Squibb Orive -

P. o. Pox 9) 4. 'E.piration date April 30, 1997
New Brunswick, New Jersey 08903-0191 Do, io
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A. Any byproduct material with A. Any A. 5 curies per" radionuclide
Atomic Nos. 1-83 inclusive, and 1000 curies total
except Strontium 90

B. Iodine 131 B. Any B. 150 curies
C. Molybdenum 99/Tectnetium C. Any C. 500 curies

99m
0. Any byproduct material with 0. Any D. 200 millicuries per

Atomic Nos. 1-83 inclusive, radionuclide and 6 curies
except Strontium 90 total

E. Hydrogen 3 E. Any E. 5 curies
F. Carbon 14 F. Any "o F. 4 curies
G. Phosphorus 33 G. Any G. I curie
H. Sulfur 35 H. Any H. 2 curies
I. Iodine 125 1. Any 1. 500 millicuries
J. Iodine 131 J. Any J. 500 millicuries

K. Any byproduct with Atomic K. Any K. Not to exceed 10
Nos. I through 83 millicuries per
inclusive, except Strontium radionuclide and 1 curie
90 total

L. Hydrogen 3 L. Any t. 50 millicuries
M. Hydrogen 3 M. Any M. 40 millicuries
N. Carbon 14 N. Any N. 40 millicuries
0. Phosphorus 32 0. Any 0. 100 millicuries
P. Phosphorus 33 P. Any P. 200 millicuries
0. Sulfur 35 0. Any Q. 300 millicuries
R. Iodine 125 R. Any R. 20 millicuries
S. Nick#,) Q3 S. Plated source,, in S. Nlot to exceed 15

d.,ector cUl, millicuries per source

lob9 0? ,, In•Iteoomwa 1:10 1 and 750 milli(uries tutal
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9. Authorized use:

A., B.. and C. (1) Research and developmento as defined, in 10 CFR 30.4.
(2) For possession use and.'p rocessing incident to the manufacture of

radiochemicals and rad.i.6pharmaceuticals.
(3) For storage prior to distribution of manufactured radiochemicals

and radiopharmaceuticals.
(4) For packaging and distribution of manufactured radioch!micals and

radiopharmaceuticals to persons Autnorized to receive the licensed
material pursuant.to the-term .:,d conditions of a ,pecific
license issued"by--he Nuclea;._.".atory Commission or an
Agreement State.

D. through S. Research and-,development as defined in •iOCFR 30.4.

1 10. A. licensed material in Items 6.A., 6.B., 6.C. and 6.S.'may only be used at
licensee's facilities at One Squibb Drive, New Brunswick, New Jersey.

I B. Licensed material in Item" 6.D. through 6:H. and 6.S. may only be used at
4! licensee's facilities at.the Convalec facility at 200 Headquarters Drive,

Skillman, New Jersey. '.K .

4.

C. Licensed material in Items 6.D•!ihrou9h .6.J., and 6.S. may only be used at
Route 206 and Provinceline Roadi.fLawrenceville, New Jersey.

4, D. licensed material in Items 6;K., 6L, and .6.S., may'.hnly be used at
I licensee's facilities, Princeton 'iouse, 905;Herrontown Road, Princeton. New

Jersey.

L tLicensed material in Items 6.M. through 6.S., may be used only at the
• licensee's facilities at,¢,675 College Road~last, Princeton Forrestal Center,

Plainsboro, New Jersey. -: .

1H. A. Licensed materia) 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 license is t)anel K. Balkunow.

12. This license does not authorized commercial distribution of licensed material to
persons generally licensed pursuant to 10 CfR 31 or to persons exempt from licensing
pursuant. to 10 CFR 30.18.

13. The licensee shall riot use licensed material in or on human beings or in field
applications where activity is released except as provided otherwise by specific
co o of this license.

14. f xprr i rnt a animals arlmi n1 sterfd I irc rned mjter , a I or th(.e r product: Tha II not he
WI(rd f or hum;in tontumpti on.
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(Continued) CONDITIONS

15. 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.

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

C. In the absence of a certificate froma, 'transferor indicating that a test has
been made within six months prior to the transfer, a sealed source or detector
cell received from another person shall not be butýAnto use until tested.

0. Each sealed source fabricated by the licensee shall.le inspacted and tested
for construction defects, leakage, and contamination'p~rior to any use or
transfer as a sealed.source.

E. Sealed sources and detedtor.ells need ,not_,beleak tested if:

(i) they contain only fihdrogen 3;-'r.. .

(ii) they .contain •only a-.gas; - .'.

(iii) the half-life oaf.he.|sotOpe 3.30 dayuor less;-.or

(iv) they contain not more than.100 micro.curies of,'beta and/or gamma emitting
material or not more thanAO microcur.les of.alpha emitting material; or

(v) they are not designed to emit alpha part'ies, are in storagc, and are
not being used. However, when theya pre removed from storage for use or
transfer to anothev"person,whan daveynotbeen tested within the required
leak test interval, thpey soan•.a.bneb tested before use or transfer. No
sealed source or detector ce.l'shall be stored for a period of more than

10 years without being tested for leakage and/or contamination.

F. The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the test sample. Records of leak tcst results shall
be kept in units of microcuries and shall be maintained for inspection by the
Commission. 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 and the source shall be removed from service and
decontaminated, repaired, or disposed of in accordance with Commission
regulations. The report shall be filed within 5 days of the date the leak
test result is known with the U.S. Nuclear Regulatory Commission, Region l,
ATTN: Chief, Nuclear Materials Safety Branch, 475 Allendale Road, King of
Prussia, Pennsylvania r 9406. The report shall specify the source involved,

the test results, and corrective action taken.

- - -" -• - - -' - - - - -- ' ' ' ' ' m m m ,•, • ; • • • • • . . . .
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(15. Continued) CONDITIONS

'1

16.

17.

18.

19.

20.

G. The licensee is authorized to collect leak test samples for analysis by the
licensee. Alternatively, tests for leakage and/or contamination may be
performed by persons specifically licensed by the Commission or an Agreement
State to perform such services.

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
a~thorized to label detector cells and cell baths, containing licensed material and
used in gas chromatography devices,; with conspicuously etched or stamped radiation
caution symbols.

Detector cells containing a titanium tritide foil or a/scandium tritride foil shall
only be used in conjunction with a prop.e:rly operating temnperature control mechanism
which prevents foil temperatures. from exceeding that specified by the manufacturer.

I

The licensee shall conduct a,"physical inventory every 6 months to
sources and/or devices received and possessed under. the license.
inventories shall be maintain~ddkfor 5 years from-he date of each

account
Records
inventc

for all
of

ry.

21.

I
II
Ii

11

I~ 22.

Ii

II

The licensee shall not acquirei.l-icensed material-,,in a sealed-source or in a device
that contains a sealedsource-Wnless the source~or device has:been registered with
the Nuclear Regulatory 'Commission undeiO •2OICFR 32.210 or with::an Agreement State.

The Hicensee may transport.licensed material Win accordance with the provisions of
10 CFR 71, "Packaging and Trarisportatidn of"Radioattive Material."

The licensee shall maintain and execute the response measure of his Radiological
Emergency Contingency Plan submitted to the Commission',on Mar,." 28, 1990. The
licensee shall also maintain procedures as necessary-to implement the plan. The
licensee shall make no change•|n his Radiological Emergency Cont;nqency Plan that
would decrease the response effectiveness of.thi"plan without prior Commission
approval as evidenced by license amendment.' The licensee may make changes to his
Radiological Emergency Contingency Plan without prior Commission approval if the
changes do not decrease the response effectiveness., of the plan, and shall maintain
records of changes that are made to thej;pl-anwithout prior approval for period of
two years from the date of the changes,.ald shall furnish the Chief, Nuclear
Materials Safety Branch, Division of Radiation Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Region 1, 475 Allendale Road, King of Prussia, Pennsylvania
19406, a report containing a description of each change within six months after the
change is made.

The licensee is authorized to hold radioactive material with a physical half-life of
less than 65 days and sulfur-35, scandium-46, strontium-8S, and tin-113 for decay-
in-storage before disposal in ordinary trash provided:

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

I,

i~j
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(22. Continued) COND I T-1O,.S,

B. Before disposal as normal waste, radioactive waste shall be surveyed to
determine that its radioactivity cannot be distinguished from oackground. All
radiation labels shall be removed or obliterated.

23. The licensee shall not store licensed material contained in waste for more than two
(2) years from the date the waste is put into storage or Nuvember 1, 1992, which
ever is later. The licensee shall maintain records which indicate the date that
licensed material contained in waste is put into strage. This condition does not
apply to licensed material intended-for. disposa) by decay-in-storage pursuant to 10
CFR 35.92 or other conditlons".f this license.

24. Except as specificallyprovided otherwise in this licent'e,, the licensee shall
conduct its program In. accordance with the statements, re~presentations, and
procedures contained"in the documents, including any enclostares, listed below. The
Nuclear Regulatory-Commission's regulations shall govern unl'ess the statements,
representations and~procedur.ts In the licensee's application and correspondence are
mnre restrictive than the regulations.

A. Application'dated February 28, 1989
B. Letter dated June 16, -19B9,, . . -

C. Letter dated, October. 4,-. 989. ,.

D. Radiological'Cont~ingency Plan, datedh,;Iarch 28, 1990 -
E. Letter dated,.May 17,,d990 .90.Y .

F. Letter dated.May 24,-.990 -

G. Letter dated July 24 1990" - - .. ." -,,

H. Letter dated April 15, 1991
I. Letter dated November 25, 1991 ...

J. Letter dated December 11, 1990
K. Letter dated March 23, 1992
L. Letter dated May 8, 1992.:
M. Letter dated August 5, 1992 ...

.For the U.S.- Nuclear Regulatory Commission

C'1I EhIiI th L:,Ch
Date " " ' By. ... . ... .... .... e a r ........... .~

Region I
King of Prussia, Pennsylvania 19406
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License No. 29-00139-02
Dvcket No. 030-05222
Control No. 116972

E. R. Squibb & Sons. Inc.
AT"N: Daniel K. Balkunow

Radiation Safety Officer
One Squibb Drive
P.O. Box 191
New Bnnswick. New Jersey 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 I Material Licensing Section,
(215) 337-5093. so that we can provide appropriateicorrections and answers.

Your license has been amended to limit the tinie that you may store radioactive waste. Due
to the possibility that licensees may be denied access to burial sites, license.-s who do not
have approved waste storage plans are being prohibited from storing radioactive waste for
more than two (2) years. This storage time nimilation should be sufficient to support normal
operations. If you desire to have this condition removed from your license and be permitted
to store waste for a longer time period, you should submit a request to amend your license
containing the infornation contained in NRC Information Notice No. 90-09.

Please be advised that you must conduct your program involving licensed ralioactive
materials in accordance with the conditions of your NRC license, represetitations made in
your license application, and NRC regulations. In particular, please note the items in the
enclosed. "Requirements for Materials Licensees."

Since serious consequences to emiployees and the public can result from failure to comply
with NRC requirements. the NRC expects licensees to pay met'culous attention to detail 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 inspections in
accorrdanc'e with 10 CFR Part 170. Failure to c~oduct your progranm safely and in
accordance with NRC regulations, license conditl, is. and representations made in your

(OFF4CIAL REGCRD (OPY - G:\WPS',M LTR\L2O(X) 139.(12. - 10i01/142
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E. R. Squibb & Sons, Inc. -2.

license application and supplemental correspondence with NRC will result in prompt and
vigorous enforcement action against you. This could include issuance of a notice of
violation, or in case of serious violations, an imposition 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.

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

Sincerely.

ii "

Original Signed By:
Elizabeth Uirich

Steven L. Baggett, Chief
Research, Development and

Decommissioning Section
Division of Radiation Saiety

and Safeguards

Enclosures:
I. Amendment No. 85
2. Requirements for Materials Licensees

.I

DRSS:R D;
Arredondo/cmrn MBggeut

10/ /92 10/#!/92

OFIJGAL REORD OPY - G:\WPS\fL.TR\L29(XX)139.02 - lf0101/926
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Bristol-Myers Squibb Company
Pharmaceutical Group Technical Operations

OnwSquwbDrh PO Box 191 Nt'wBru.v.i. N108903-0191 201 519-2000

August5,1992

Ms. E. Ullrich
Nuclear Material Safety Section B
Division of Radiation Safety and Safeguards",-'
U.S. Nuclear Regulatory Commission
Region I
Allendale Road
King of Prussia, PA 19406

RE: LICENSE AMENDMENT

LICENSE #29-00139-02

Dear Ms. Ullrich:

Check No a
Amount _7- -

Fee C816gory jA_
Type of Fee _A ~
Date Check Rac'd. - --- -
Date Co~ -- -

; 4'

w, A

-.X

.. , ,.+

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

A. Radlolodlnatlons - Lawrencev~lfe

Currently no unbound 1131 or 1125 can be ploce~ed on the Bristol-Myers Squibb
Lawrenceville site. Due to the consolidation andr.alignn ent of R&D personnel In
the state of New Jersey, Bristol-MyePs , ijibb Q11, upon commission approval,
perform radioiodinations at its LawrencevMo -site.-,

Three radioiodination laboratories have begn consucted and will be used for the
processing of volatile iodine. Listed below i§ a d6cription of these facilities:

0 Facility Description

0 The radioiodination laboratories will be negative to the
surrounding area with respect to air flow.

0 The face velocity of the glove boxes will be> 100 FPM
and exhaust air flow will be measured on a monthly
basis as per our license activity.

IA.

Air exhaust duct work will be fabricated of Type 304
stainless steel.

-=--EL #J ,•W--O -.

11t y2 +I R
AUG 11 1992 •?•



NRcense t~fimnt Re 71

, Auooedd tlvouhr be e xhaus. t •:
300x pleated panel filters of 35% ASHRE efficiency, 'in fnll'series::: •:
:followed by 99.97% HEPAand finaly through a ers

.'of three charcoal absorberswith a minimum of I" bed.t '"
:The absorber cells Vill be."constructed of 304
stainless steel.'~j

•.4 *.Beforereleased to the environmen via thestack, air ,
exhausts will be Isokineticafty sampled and monitored •.
to ensure compliance with 1OCFR20.106.

.. All filter banks and vacuum pumps will be provided with
100% stand-by units (redundant)....,

Fan and vacuum pumps will be provided with
uninterruptible electrical power supply.

." pRadiolodinations will not exceed 15 mCi of 114/1"' per
It procedure. ,

* The three radloiodination laboratories are located In
H Building, Room No.4613 and K Building, Room Nos,
3622 and 4319. , ... , i2

* Each of the three labratibdes wwll be provided with air
sampling devices'that will be located where they would
sample near the potential source of airborne
rad.onuclides2 . . ..

.. . ....

• Air sampling devices will monitor the radioactive air
, stream before and after each filter train to determine

their overall efficiency..

An3cillary-S-UPP Are .- IaMs2tr1
WOO "'"

To support radl on ac s in awenceville, a major renovatlon of the
radioactive waste storage area Is under construction. A brief outlined description
of facIT listed be ow ,¾;'

th .f *.ac tr

o" waste storage Is
-;, 8 ýq roxately,24. - 44, feetrenclosed area built of

masonrjand fire rated wboard. . :. .



Ms. E. Ullrich August 5, 1992
NRC License Amendment Request
Page 3

Within the enclosure are two custom designed
ventilated hoods; one to ventilate the processing of
radioactive laboratory waste collection pails and
another to ventilate radioactive waste consolidation
drums.

0 All room and hood air is exhausted through a filter train
that consists of a rough fia~r, 99.97% HEPA and 2
each activated charcoal' filtUi"s with1"* minimum bed.
They will be constructed of type 304 stainless steel.

* The waste storage area will be negative to the
surrounding space to preclude any migration of
radioactive effluents to these areas.

0 Prior to being released to the environment, via a stack,
air exhausts will be isokinetically sampled and
monitored to ensure compliance with I OCFR20.106.

* Multiple air sampling devices will be strategically placed
within the confines of the waste area and will be
located near any potential source of airborne
radionuclides.

* Filter assembly will be constructed of Type 304
stainless steel.

* Air sampling devices will rf'r•iior',.on a, periodic basis,
the radioactive air stream"ýb'efore and after each filter
train to determine their overall efficiency.

C. Bloa yPQ mu

As described In Bristol-Myers Squibb's licensing activities (letter to the commission
dated May 24, 1990), Workers who use greater than one millicurie of 1-131 or
1-125 in research and development are required to assay their thyroid for potential
uptake."

D. S61e Possess9on LIm1I .1

To support proposed radiolodination activities, Bristol-Myers Squibb would like to
estabrish a maximum of 5W0 mCI of 1131 that it may possess at any one time, under
its license at the Lawrenceville, New Jersey facility. This material would be In any
form and will be used for R&D purposes as defined In Section 30.4 (q) of
IOCFR30.



04- 0
Ms. E. Ullrich
NRC Ucense Amendment Request
Page 4

August 5,1992

E. Radiation Safety Committee

Please amend the Bristol-Myers Sqi.sb radioactive materials license to include
H. William Strauss, M.D., as a memb&:'of the Radiation Safety Committee. For
your file, enclosed is a copy of Dr. Strauss s "Curriculum Vitae".

All activities involving the use of radioactive materials will be conducted in accordance
with E. R. Squibb & Sons, Inc. overall radiation safety program as described in its NRC
license.

Included is Bristol-Myers Squibb Company check #269865 for $250.00 to cover the
cost of processi g the amendment.

Sincerely,

Daniel K. Balkunow
Radiation Safety Officer

DKB:bI

Enclosures (2)

(1) Curriculum Vitae - H. William Strauss, M.D.
(2) 8-MS Check #269865, $250.00 for amendment fee

6ý. ý ...

½

.', i.! ~O NOW _ ...:,!
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Name: H. william >trauss, :.!.D.

Address: (b)(6)

Da 1,e o f irh fb)(6)

1415)32444.30
r~kX4 15)32.3 9.326

Place of Birth: (b)(6)

Educat ion:

l~b(6) cc:~~ No :Coroc)
of Ne Yr

...w'.;t2 'e:a.z Center

*'" t .1. * - .'

Ne' Yorý'. 'owrlltaste 1Ao~dca'a Conter,

:. ;szs:ant 7%e!:.dcnt in, Xod icne, St-ate
:mvcs~t:of New Yor)X, -.owrstate Med~cal

..entcr. £3rocklyn, ~
Ann~t~nt "enident ;n M!edlcine, Bellevue

N:ew York Dilcn ew 'fork, N'Y

Nv::clear M'ediciýne, -',. Johns Ionklnz-
Hospital, Salti4more, '10

'F!owsn;PS:

i968-1917C

ýconsure ar-.d Certificatiofl

1967
I1965
1966
1970

1972, V1089

Maryland License
New York License
Pennsylvania License
California License
Massachusetts License
Amer.can Board of Nuclear Medicine - 01042

Academic APPOintmcrnts:

:172--1975 A~sslt..)ft Profasor of xrodicjnn, Johnn 'o'n

Publ.~Healtht

ASSOC:ate Prfeizr f io.01CY
JohnSo~k~s 'q~~2:~c~o~ medicine

-975-'976
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1975-1976

1977-

1976-1982

1982-

Associate Professor of Environmental Health,
Johns Hopkins University School of Hygiene and,
Public Health
Adjunct Clinical Professor in Nuclear Medicine,
Massachusetts College of Pharmacy
Associate Professor of Radiology at the
Massachusetts General Hospital,
Harvard.Medical School
Professor of Radiology at the Massachusetts
General Hospital, Harvard Medical School

Hospital Appointments:

1975-1976

i975-1976

Associate Professor in Radiology, Division of
:Iuclear Medicine, Johns Hopkins University
School of :!edicino
Associate Professor in Environmental Health,
Division of Radiation Health. Johns Hopkins
University School of 1f1qoeno and Public Health
Acsociate Radiologist, Department of Radiology,
Division of :Nuclear Medicino, Massachusetts
General Hospital
Radiologist., Department of Radiology, Division
of Nuclear 'Vedicine, Massachusetts General

:979-

liospi tal
1991- Courtesy Staff, Nuclear Medicine Department,

Mount Auburn Hospital

Other proressiona! Positions and Major Visiting Appointments:

I

1970-1972 Co-nirector, Division of Nuclear Medicine,
David Grant Medical Center, Travis Air Force
Dnao, Cmiltornia

Awards and !Ionors

1975

1975

1979

1980
1980

1982

1986

987

Casimir Funk Award - Association of Air Force
Physicians
Second Annual Wilhelmina S. Scott Memorial
Lecturer Lancaster, PA
New Horizons' Lecturer of the Radiological
Society of North America
Dr. William Beaumont Award in Medicine
American Medical Association
Canadian Heart Foiundation Lecturer
First Annual Go orqeO V. Taplin Memorial
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