
A

-I

FOAM 374 A. C'E OF; PAV'S,#-NI " • • -.. •" UL NUCLIAM RIGULATOMY COMMIUI$1N" AE,| O

."' MATERIALS LICENSE Amendment No. 84

Nrsuant to the Atomic'Encr~i.ct of 1954, as amended. the Energy'Reorganizacion Act of 1974 (Public Law 93-4381. and Title 10.
Codeof Federal Regulations. Capjter I, Panr• 30. 31. 32. 33. 34. 353. 39.;:'"and 70. and in reliance on statements and representations heretofore
made by dte licensee. a limee is hereby issued audiarizing *he licensee to receive. acquire, possess, and transfer byproduct, source, and special
oclwa material designated below, to use uch material for thc .purposes) and at the place(s) desigiated below; to deliver or transfer such material

o persons authorized to receive it in accordance wiihdic regulations of the applicable Part(s). This license shall be deemed to contain the conditions
ipecirsed in Section 133 of the Atomic Energy Act of 1954, as amended, and is subject to 01 applicabte rules, regulations and orders of the Nuclear

Regulatory CommzsHm now or hereafter in effect and to any conditions specified below.

Licensee In accordance with letter dated' ecember 11. 1990. I

I --

I. E. R. Squibb and Sons, Inc. 3. licensenumber 29.00139_02 is amended in
its entirety to read as follows:

One Squibb Drive
2. P. O. Box 191 i

New Brunswick, New Jersey 08903-0191 4. Explrationdate April 30, 1997 1
5. Docket or

Reference Nci 030-05222
I 6 Byproduct. source. and/of 7. Chemical and/or physical 8. Maximum amount that licensee

special nuclear material form may possess at any one tune
under this license

A. Any byproduct material with
Atomic Nos. 1-83 inclusive,
except Strontium 90

B. Iodine 131
C. Molybdenum 99/Technetium

99m
D. Any byproduct material with

Atomic Nos. 1-83 inclusive,
except Strontium 90

LE Hydrogen 3
F. Carbon 14
G. Sulfur 35
H. Any byproduct with Atomic

Nos. 1-83 inclusive, except
Strontium 90

A. Any

B. Any
C. Any

D. Any

A. 5 curies per radionuclide
and 1000 curies total

B. 150 curies
C. 500 curies

E
F.
G.
H.

J.
K.
L.
M.
N.

Hydrogen 3
Carbon 14
Phosphorus 32
Sulfur 35
Iodine 125
Nickel 63

J.

K.
L.
M.
N.

Any
Any
Any
Any

Any
Any
Any
Any
Any
Plated sources in
detector cells

D. 200 m1llicuries per
radionuclide and 6 curies
total

E. 5 curies
F. 4 curies
G. 2 curies
H. Not to exceed 10

millicuries per
radionuclide and 1 curie
total

I. 40 millcuries
J. 40 millicurles
K. 100 milltcuries
L. 300 milllcurles
M. 20 millicuries
N. Not to exceed 15

millicuries per source
and 750 mlllicuries total

llifmeft In fithi record was dtIn
iacoomslnoe With fte Fr~tdom of lniomaoont Act.
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9. Authorized use:

A., B., and C.

D. through N.

(1) Research and development as defined in 10 CFR 30.4.
(2) For possession use and processing incident to the manufacture of-

radiochemicals and radiopharmaceuticals.,
(3) For storage prior to distribution 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 issued by the Nuclear Regulatory Commission or an
Agreement State.

Research and development as defined in 10 CFR 30.4.

CONDITIONS

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

B. Licensed material in Items 6.D., E.; F., G., and N. may only be used at
licensee's facilities at Route 206 and Provinceline Road, Lawrenceville, New
Jersey. . .-

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

D. Licensed material in Item 6.K., L., M and N. may be used only at the
licensee's facilities at 675 College Road East, Princeton Forrestal Center,
Plainsboro, New Jersey.

it
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1I. A. Licensed material shall be used by, or under the supervision of, indi"iduals
desiqnated by the licensee's Radiation Safuty Committee.

B. The Radiation Safety Officer for this license is Daniel 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 not use licensed material in or on human beings or in field
applications where activity is released except as provided otherwise by specific
condition of this license.

14. Experimental animals administered licensed materials or their products shall not be
used for human consumption.

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.

MA:KMY :. . : MAJM
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(15. Continued) CONDITIONS

B. Notwithstanding 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.

C. In the absence of a certificate fron..a 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 put into use until tested.

0. Each sealed source fabricated by the licensee shall be inspected and tested
for construction defects, leakage, and contamination prior to any use or
transfer as a sealed source.IIi

E. Sealed sources and detector cells need not be leak tested if:

(i) they contain only hydrogen 3; or

(ii) they contain only a gas; or

(tit) the half-life of the Isotope is 30 days or less; or

(iv) they iontain not more than 100 microcuries of beta and/or gamma emitting
material or not more than-10 uicrocuries of alpha emitting material; or

(v) they are not desIgned to emit alpha particles, are in storage, and are p
not being used. However, when they are removed from storage for use or I
transfer to another person, and have not been tested within the required I
leak test interval, they shall be tested before use or transfer. No

sealed sourck or detector ceflI.shall be stored for a period of more than 0

10 years without being testedfor leakage and/or contamination.

F. The test shall be capable of detecting the presence of 0.005 microcurie of I
radioactive material on the test sample. Records of leak test 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 cf 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 1,

ATTN: Chief, Nuclear Materials Safety Branch, 475 Allendale Road, King of
Prussia, Pennsylvania 19406. The report shall specify the source involved,
the test results, and corrective action taken.

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

GXn 'Z ?Ut 7At yY,¶" n."'U
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(Continued) CONDITIONS

16. 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
authorized to label detector cells and cell baths, containing licensed material and
used in gas chromatography devices, with conspicuously etched or stamped radiation
caution symbols.

17. Detector cells containing a titanium triitide foil or a scandium tritride foil shall
only be used in conjunction with a propeyity operatirg temperature control mechanism
which prevents foil temperatures from exceeding that specified by the manufacturer.

18. 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
inventories shall be maintained for 5 years from the date of each inventory.

19. The licensee shall not acquire licensed material in a sealed source or in a device
that contains a sealed source unless the source or device has been registered with
the Nuclear Regulatory Commission under 10 CFR 32.210 or with an Agreement State.

20. The licensee may transport licensed material in accordance with the provisions of
10 CFR 71, "Packaging and Transportation of Radioactive Material."

21. The licensee shall maintain and execute the reSponse measure of his Radiological
Emergency Contingency Plan submitted to the Commission on March 28, 1990. The
licensee shall also maintain procedures as necessary to implement the plan. The
licensee shall make no change in his Radiological Emergency Contingency Plan that
would decrease the response effectiveness of the 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 theipilan without prior approval for period of
two years from the date of the changes.,d, shall furnish the Chief, Nuclear
Materials Safety Branch, Division of Radiation Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Region I, 475 Allendale Road, King of Prussia, Pennsylvania
19406, 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
less than 65 days and sulfur-35, scandium-46, strontium-85, and tin-113 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.

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

I
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23. Except as specifically provided otherwise.An this license, the licensee shall
conduct its program in accordance with the'statements, representations, and
procedures contained in the documents, indluding any enclosures, listed below. The
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.

A.
B.
C.
D.
E.
F.
G.
H.
I.
J.
K.
L.

Application dated February 28, 1989
Letter dated June 16, 1989
Letter dated October 4, 1989
Radiological Contingency Plan dated March 28, 1990
Letter dated May 17, 1990
Letter dated May 24, 1990
Letter dated July 24, 1990
Letter dated April 15, 1991
Letter dated November 25, 1991
Letter dated December 11, 1990
Letter dated March 23, 199Z
Letter dated May 8, 1992

For the U.S. Nuclear .Regulatory
Vriginal SiM.Ae Ctyf

Commission

~6 I9~2~
Date

" Nuclear Materials Safety Branch
Region I
King of Prussia, Pennsylvania 19406
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License No. 29-00139-02
Docket No, 030-05222
Control No. 114080

AI'N; Lrry Milne
Ono Squibb Drive
P. 0. Box 191
New Brunswick, New Jersey 08903-0191

DerAir. 0.,ins.,

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 appropriate corrections and answers.

Please be advised that you must conduct your program involving licensed radioactive
materials in accordance with the conditions of your NRC license, representations 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 employees and the public can result from failure to comply
with NRC requirements, the NRC expects licensees to pay meticulous 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
accordance with 10 CFR Part 170. Failure 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 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.

O PY- G:\WPSWMLTR\L2900139.02 - June 19, 1992

ML 10
,: ~.. ....... : .. ........
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R. R. Squibb & Sons, Inc. -2,

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

Sincerely,

Original Signed By:
Francis M. Costello

4Francis M. Costello, Chief
Research, Development and

Decommissioning Section
Division of Radiation Safety

d af gards .

Enclosures:
I. Amendment No. 84
2. Requirements for Materials Licensees

DRSS:R
D itdin

06120 92

DSSRI~

Costello

06/1X92

OjCjALRECOR.D-C PY - G:\WPSMLTR\L2900139.02 - June 19, 1992

A -
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One- SibbDrKv' P0 Box 191 New umwick, N08903-0191 201 519-2000

May 8, 1992

Mr. A. Demitriadis
U.S. Nuclear Regulatory Commission
Region I.
475 Allendale Road
King of Prussia, PA 19406

RE: LICENSE NO. 29-00,139-02
DOCKET NO. 030-05222
CONTROL NO. 114080

AMENDMENT REOUEST

Dear Mr. Demftrtadis:

As discussed, attached Is the additional inforr'mtion you had requested concerning the
Bristol-Myers Squib amendment request dated December 11, 1990, the NRC information
request (Docket No. 030-05222; Control No. 114080) and the Bristol-Myers Squibb
response dated March 23, 1992.

Sincerely

Daniel K. Balkunow
Radiation Safety Officer

DKB:bl

Attachment

cc: Mr. J. P. Gresh
Health Physics Staff
RSC, i-,

MAY 13 1992

ok4wui,-eoft-eo:My AiL au



.f~lfl~EnuunaA (February .18, 1992):

A brief. statement of why.the Increase Is necessary. The particular isotopes which
necessitate.the Increase should be stated'. -The volume of contaminated waste to be
produced should be estimated.,,

-;" .Q. '(March 23, 1992): r n i t tm 0 to

It will enable us to Include five addcitonal radionuclides that produced from 300-500 ft3 of
low-level radioactive waste annually In the storage and decay process. These nuclides
are essential in our research and development operation. They Include:

Nuclide Tb

35s 87 days
4Sc 83.8 days
"5Sr 65.2 days 44

NY 106.6 days /
"3Sn 115 days

Future R&D projects most likely will Include other nuclides that would fall within the
65. to 120-day T'/ time frame.

Additional Information on last point of response to NRC Request A (May 8, 1992):

Usted below is the projected amount of waste by the number of drums of all categories
that could possibly be stored In an Interim waste storage facility. These numbers are
extremely conservative and the actual numbers will be dependent upon:

" The overall continued expansion of radioactive material users

. Revision of the storage and decay program to Include radionuclides
with half lives of 65 days to 120 days.

• Umited access to a disposal facility for some categories of waste

* Federal, state end local regulatory pressures

L'

B.RISTOL-MYER, QUIBB RADIOACTIVE WASTEGENERATION .

'"+:'PA$r~PoIjiof for 1993tfihrogh99, 2.

... , . ..- . ...":i ., q .N u m b o r o f 5 5 -G a l n _O D ru m s ' .,,

Walte Category .9 $ . .19O4'• 1995 : 1967 1997 -1 ..

Dry Waste 150 161 169 170 184

Absorbed Liquid 131 150 161 169 176 184

Animal Carcasses 231 252 273 285 297 311

Aqueous VlalS 5 5 5 6 8 6

Toa Drum Per Year 610 a 557 6W0 629 655 685

"QA v Toal Drums 510 1069'' 1671 2302 2960O 3 .4IIImmmm-

kI

Ole.

*o-
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'~~' liBiiiouL (Februar so192:~
Adescription of the in'sstrumenitation and 'the monitoring procedure that will be used to

determine that the waste is free of radioactiv. contamination at the end of the storage
period.. This must Include an explicit statement of the MDA which will be achieved..

•Bn• nsj (March 23, 1992): .

The Instrumentation used to determine that the waste is free of radioactive contamination
will be the most sensitive detector that Is designed for the measurement or detection of
the types of radiation associated with the radioactive waste being held for decay.

After 10 or more half lives have occurred, the waste will be removed from storage, the

waste container opened and the contents will be monitored for residual contamination In
a low background area.

If any detectable activity above background is noted, the radioactive material and

S-. generator will be Identified, the waste repackaged and returned to storage.

. Additional Information (May 8, 1992):

The detectors/monitoring equipment that will be used to monitor for residual
contamination will have an MDA/LLD sensitive enough to detect and comply with the

. recommended "Beta Gamma' contaminatio0--levels described in Table 1 of the NRC
'Guidelines for decontamination of facilities ahidlequipment prior to release for unrestricted
use or termination of licenses for byproduct, source or special nuclear material.'

Examples of detectors/equipment and anticipated MDA/LLD that will be used for final
.* surveys are as follows: .

DIRECT SURVEY INSTRUMENTATION' Ai

I
I

- =. ,?•

Type of Radiation Instrumentation* Anticipated MDA/LLD

Low Energy B (S') Eberline HP100A gas 800 dpm/100 cm'
.. ... _ _ proportional

Low Energy y (I') Ebedine LEG-1 5000 dpm/100 cm2

Medium to High Energy y' HP210 Pancake 5000 dpm/100 cm213 sn1),
-(13,Sn'

13  
______________

Medium to High Energy y pR meter 10 pR/hr
(1131, Sn"3)

-•.• )• M•-"'-..• :.,--,,,REMOVABLE SURVE"r.ISTRUMENTATION,

Low Energy 13/y (S, I12) Uquid Scintillation Counter 25 dpm/100 cm2

Medium to High Energy y' Solid Scintillator or 100 dpm/100 cm2

___ _ _ Pancake Probe :

?Y

"V

.11

Mv

I .'

*or equivalent A I...." .. R .... " "I 0
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US.Aulena Reuaory Commission ... . ..
S.oad. r. ..:. •-. :...'. "A.,,

Kigof Prussia, PA 19408 ' "' +' :'+:"•'-:; .
~~-5

i; ATTN:i: Mr.: Francis M, Costello, Ch~ief.:.-,•-i i•• +.. :.'":' :"" i!.:_.::
•A•4 Research, Development 'and Decmmlssonng ecio

U~ CAs r s•tgiDo attacdiathio notr e yu t

modificaion to he deaypme and d straepogra'mI- in cojuctionwt ttemnae

Sincere .... .. , . ': . - ,
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:•::,• - RCfegiuest A..

A brief statement of why the Increase is necessary. The particular Isotopes which
necessitate the Increase should be stated. The volume of contaminated waste to be
produced should be estimated.

As you are aware, we are currently authorized by the NRC to hold radioactive
materials with a physical half life of < 65 days for decay in storage before disposal in
ordinary trash, provided: (1) material is held for a. minimum of 10 half lives; (2) it is
surveyel and found it to be less than backgr0find; (3) 'all radiation labels are removed
or oblitorated; and (4) records are maintained of the final survey results.

The Stite of New Jersey has also authorized us to hold radioactive material with a
physic I half life of < 300 days for decay In storage before disposal as ordinary trash
under the same conditions identified above by the NRC.

(1) We wish to Include radioactive materials with physical half lives of < 120 days in
our storage and decay program for the following reasons:

* There will be no approved burial site in the State of New Jersey
or our Compact for disposal of radioactive waste beginning
January 1, 1993.

• The three existing disposal sites will no longer be available to
radioactive waste generators outside their Compacts and/or
States in which the burial sites reside.

To significantly reduce the amount of space necessary during the
Interim storage period.

To reduce the volume of radioactive waste that will be stored
during the Interim storage period.

It will enable us to Include five additional radionuclides that
produced from 300-500 ft3 of low-level radioactive waste annually
in the storage and decay process. These nuclides are essential in
our research and development operation. They include:

Nuclid

35S 87 days
'6Sc 83.8 days
'Sr 65.2 days

my 106.6 days
"3Sn 115 days

Future R&D projects most likely wil Include other nuclides that would fall within the 65-
t-120-day-ktime frame.'7. ,

i:Z:



Page 2

A copy of the Instructions which will be provided to employees concerning Nth
segregatio of radioactive waste. These procedures shall provide a high degree of
assurance that long-lived Isotopes will not be Included with those of shorter haft-life
and will be adequate to assure that the waste Is property labelled or Identified,
especially with regard to Isotope.

Attached Is an operating procedure designed to provide guidance to employees who
will generate waste which must be segregated by form and half life (TM) [see
Attachment 1].

A description of the records tnat will be maintained and/or the labelling that will be
used to track and identify the waste as it is placed In storage and removed for
disposal.

All containers that are to be placed In interim storage will be labelled and identified with
the following information:

a)
b)
C)
d)
0)

Isotope
Activity in millicuries
Date
Half life of radionuclide(s) the container holds
Date placed In storage (may be the same as c)
All containers will be marked with conventional radioactive warning labels
Identification number or bar code

Radioactive waste placed In storage will be Identified by drum number, waste form and
any other Information that might be needed for tracking purposes. This Information
wW emut~ntIne some V"p of llog be N a £G1 LMUIIW.cytz W oW M
actual book.

:.. NRG Reauest Q .:

A description of the Instrumentation and the monitoring procedure that will be used to
determine that the waste Is free of radioactive contamination at the end of the storage
period. This must include an explicit statement of the MDA which will be achieved.

• • .. , ' i , . ; .,4 .., . .
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ý7,

The inbtrumentation used to determine that the waste Is free of radioactive
contamination will be the most sensitive detector that Is designed for the measurement
or detection of the types of radiation associated with the radioactive waste.

After 10 or more half lives have occurred, the waste will be removed from storage, the
waste container opened and the contents will be monitored for residual contamination
in a low background area.

If any detectable activity above background is noted, the radioactive material and
generator will be identified, the waste repackaged and returned to storage.

A description of the containers in which the waste will be stored and an evaluation that
they are appropriate to the waste form and are likely to survive the proposed storage
Interval.

All containers used for the storage of this radioactive waste will be DOT 17H steel
containers with standard 7A specification. In order to maintain the life expectancy of
the containers, they will be stored in an environment whose temperature and humidity
are regulated to avoid the extremes of these parameters.

NRC Reoquest F.:

A description of the storage facility, including sucurity and fire protection features and
data, demonstrating that it is large enough to hold the expected volume of waste for a
reasonable time period Into the future, and adequate to protect the waste containers
from deterioration due to environmental conditions.

The facility will be a 14,000 sq. ft. single-story metal structure with the potential for
future expansion. The building is located on the New Brunswick site. It has been
designed to store raw waste forms for a period of seven years and will include volume
reduction applications, Including but not necessarily limited to a storage and decay
program, compaction and segregation.
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A fire protection system will be Installed that will encompass the potential fire hazard
associated with this particular type of waste and In accordance with NFPA and
applicable New Jersey uniform construction codes.

Security of the building will be designed to IiRitA access and egress of only authorized
personnel. The proposed security monitoring system will be capable of providing
surveillance when the building is not occupied.

All of the building areas that are to be Inhabited by operational personnel will have a
one-pass air system which will be exhausted through appropriate filters before being
released Into the general environment. The drum storage area will be equipped with
an emergency auxiliary exhaust system that If necessary can be bypassed to provide
a true one-pass recirculating system. In .ny mode, the ventilation system will exhaust
to the general environment through appropriate fitters.

All exhausted air from the building will be property monitored to ensure all releases are
in compliance with NRC regulatory requirements.

The temperature nd humidity within the facility will be controlled to provkid a
comfornable WM for operstionrl personnet, while at the samm time achivlng a ulitable
environment appropriate for the long-term storage of various forms of radioactive
waste, that will be stored In sealed radloactIve waste storage container,

Remote area radiation monitors will be located throughout the facility where
appropriate. • ,'

All activities involving the processing and storage of radioactive materials at this facility
will be conducted In accordance with Bristol-Myers Squibb's radiation safety program,
under the control of the Radiation Safety Officer and the Radiation Safety Committee.
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FOR
GOOD MANUFACTURING PRACTICES
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BUS-PO 45F

Department: Subject:

Health Physics .... Radioactive Waste - Segregation Instructions

Procedure No: New Procedure [X] Revised Procedure [ I Replaces Procedure Originator

GRP-21 # of // D.K. Balkunow

r.tAewed By: H.P. Approval Effective Date

L Gaines D.K Balkunow / /

I. -UP
To provide a uniform procedure for the segregation of radioactive waste within designated
parameters of half life.

II. RESPONSIBILITY

It is the responsibility of all generators to segregate their radioactive waste according to half life
rT½) and waste form.

1il. B8ER

A. Segregate all radioactive waste with T½ less than a 120 days

Under no circumstances should radioactive waste with a half life areater tt,2n
120 days be combined with waste whose T½ Is less than 120 days.

B. =1D the appropriate laboratory radioactive waste containers to hold the particular
waste form (e.g., Category "R", W, "L!, etc.).

C. If you intend to generate radioactive waste that could result in material with a T½ less
than 120 days and T½ greater than 120 days, obtain a suitable number of containers
to successfully achieve the segregation task.

D. Add radioactive waste to the container(s). aicrding to the procedure outlined for the
particular waste form insuring that waste with a T½ less than 120 days is placed in
containers designated for that particular haft life and waste form.

E. Record the radioactivity, date of disposal, Isotope and half life on the Radioactive Waste
Disposal Record Card(s).

F. When full, properly seal and remove the container to the radioactive waste consolidation
area.

3.
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STANDARD OPERATING PROCEDURE
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GOOD MANUFACTURING PRACTICES
BMSPO 457

Department: Subject:

Health Physics Radioactive Waste - Segregation Instructions

Procedure No: New Procedure [XJ Revised Procedure f 3 Replaces Procedure Originator
GRP.21 __o__/_/_D.K. Baikunow

Reviewed By: H.P. Approval Effective Date

L Galnes O.K Balkunow 1/ /1

VI. WASTE CONSOLIDATION PROCEDURE.

A. Responsible waste consolidation personnel will accept the segregated w3ste if:

1. The laboratory radioactive waste container used is appropriate.

2. Waste material is in a sealed clear 4-mil plastic bag or other appropriate
container.

3. No mixed waste forms are evident.

4. Radioactive Waste Disposal Record Card is properly and legibly
completed and indicates that the T', of the materials are within
designated parameters.

5. Uds are securely fit onto container.

6. No surface of the laboratory radioactive waste container exceeds
30 mR/hr.

B. If the container is found to be acceptable.'based upon above monitoring procedure, the
responsible waste person will authorize the transfer of waste to the 55-gallon drum
designated for the appropriate radioactive material half life (T1"1). Prior to transferring
sealed bags. the room number from which the waste was generated must be recorded
on the plastic liner or eauivalent waste form container.

C. The Radioactive Waste Disposal Record Card from .&b lab container must be removed
from the 5-gallon cover and attached to the 55-gallon drum in which the waste is being
discarded. Only nuclides with suitable half lives shall be placed into the same 55-gallon
waste drum.

D. When the 55-gallon drum Is filled, the responsible waste person will transcribe the
Information from each lab container record card onto a final Waste Disposal Record
Card attached to the cover of the 55-gallon drum. The amount of activity for each
Isotope may be totalled and transcribed as a single entry after allowing for d to a
common date (the date the drum Is scheduled for shipment or placed In storage).
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Department: Subject:

Health Physics Radioactive Waste --Segregation Instructions ,_,,

Procedure No: Now Procedure IX] Revised Procedure [ I Replaces Procedure Originator

GRP-21 # of / / D.K. Balkunow

Reviewed By: H.P. Approval Effective Date

L Gaines D.K. Balkunow // //

E. Label each 5-gallon Radioactive Waste Disposal Record Card with the drum number of
the 55-gallon waste container In which its contents were discarded.

F. Place all Radioactive Waste Disposal Record Cards which were removed from the
5-gallon containers in an envelope and maintain on file.

G. e the 55-gallon waste consolidatiori.contalner with a bolt and ring.

H. Remove to a staging area in preparation for removal by a contractor, for further
processing/compaction or for storage In the interim waste storage facility.

offeJL-R eD-COPY ML 10
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FEB 18 1992

License No.
Docket No.
Contiol No.

29-00139-02
030-05222
114080

E. R. Squibb and Sons, Inc.
Squibb Institute for Medical Research
ATTN: Daniel K. Balkunow

Radiation Safety Officer
One Squibb Drive
P. 0. Box 191
New Brunswick, New Jersey 08903-0191

Dear Mr. Balkunow:

This is in reference to your application dated December 1]., 1990 to amend
License Nn. 29-00139-02.

Please describe your procedures for your decay-in-!torage program in more
detail. We need some additional information before we can process your
application.

Please describe the following:

a. A brief statement of why the increase is necessary. The particular
isotopes which necessitate the increase should be stated. The volume of
contaminated waste to be produced should be estimated.

b. A copy of the instructions which will be provided to employees concerning
the segregation of radioactive waste. These procedures must provide a
high degree of assurance that long-lived isotopes will not be included
with those of shorter half-life and must be adequate to assure that the
waste is properly labelled or identified, especially with regard to isotope.

c. A description of the records that will be maintained and/or the labelling
that will be used to track and identify the waste as it is placed in storage
and removed for disposal.

d. A description of the instrumentation and the monitoring procedure that will
be used to determine that the waste is free of radioactive contamination
at the end of the storage period, This must include an explicit statement
of the MDA which will be achieved.

OFFCALAECO OPY ML 054 DIMITRIADIS - 0001.0.0
. '02/14/92,10
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E. R. Squibb and Sons, Inc. 2

e. A description of the containers in which the waste will be stored and an
evaluation that they are appropriate to the waste form and are likely to
survive the proposed storage interval,•

f. A description of the storage facility, including security and fire
protection features and data, demonstrating that it is large enough to
hold the expected volume of waste for a reasonable time period into the
future, and adequate to protect the waste containers from deterioration
due to environmental conditions.

W. will continue our review upon receipt of this Informatiun, PlwPA% reply ip
(1k+lletp to my uttontion at the Ntg Ion I uffIcr and r'wfvr to M4l1 Clntrol
No. 114080. The reviewer for this licensing action is Anthony Olmitriadis.
If you have any technical questions regarding this deficiency letter please
call the reviewer at (215) 337-6953.

If we do not receive a reply from you within 30 calendar days from the date of
this letter, we ;hall assume that you do not wish to pursue your application.

Sincerely,

Original Signed By:
Francis M. Costello

Francis M. Costello, Chief
Re'sa.rch, Development &
Decommissioning Section
Division of Radiation Safety

and Safeguards

RI:DRSS ("
Dimitriadc

02/|,5/92 -

Rf:DRSS
Costello

02/11/92 ,

OF&f1 9ML0PY..LRC1O•-EP ML 054 DIMITRIADIS - 0002.0.0
02/14/92
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Bristol-Myers Squibb Company
Pharmaomtki Group Technkal OperaUons

Ow Su,1• D~tt•. PO. B,, 191 NewBru wv.k. NJ 08903 0191 201 519 200)O

December 11, 1990

Mr. Francis Costello
U.S. Nuclear Regulatory Commission " . .... lr
Region I ",It'.lt...
475 Allendale Road "¢t,.gorv C A-
King of Prussia, PA 19406 IFee Mi .i -

REs License Amendment
License 129-00139-02

Dear Mr. Costello:

This is a letter to request an amendment to E. R. SquibL
& Sons radioactive material license to reflect the following items:

1) Dr. A. Tobia will no longer be a mcmber of the
Radiation Safety Committee and nhs been
replaced by Mr. Robert Endries. Attached is
Mr. Endries' biographical profile.

2) Ms. Christine M. Tuday, currently an alternate
member of the Radiation Committee, will
replace Dr. P. Fernandes on the Committee.
Attached is Ms. Tuday's biographical profile.

3) Mr. William H. Gaylord IIIV has been appointed
as a member of the Radiation Safety Committee.
Attached is Mr. Gaylord's biographical
profile.

•) Currently, E. R. Squibb & Sons is licensed to
store and decay radionuclides witý haiQ lives
of 65 days for a minimum IF, 10-hall,, lives,
monitor for any residual ra &ioactvit9,and if
acceptable, dispose of a. n radiictive
trash. In order to aid in-the .- uture
reduction of radioactive waste volije, it
wuuld be more advantageous to oar op6fations
if the 65 day half life radionucYide"riteria
was changed to include radionuclkes Vith half
lives of 120 days. Would you please amend our
license to include radionuclides with half
lives of 120 days.

, .:,, I.... ,'L 1 0ii
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Mr. Francis Costello December 11, 1990
Page 2

5) The current individual possession limit for
Hydrogen-3 at Squibb's facilities in
Lawrenceville, NJ and 675 College Road East,
Princeton Forrestal Center, Plainsboro, NJ,
is two curies. Please increase this limit
from two to five curies (Part 6, Section E).
In addition, please increase the "total
possession" limit for these facilities from
the current five to six curies (Part 6,
Section D).

I trust this information is adequate and clear. Should you
have any questions regarding the above requests, please contact me.

Included is a check for $180.00 to cover' the fee for the
license amendment. /

./

DanielVK. Balkunow
Radiation Safety Officer

healthIhyeia partment

D)K~sb|

dkb\license.amd

cc, Mr. L. Gaines
Mr, J, P. Orosh
Ms. D. Silva
R.S.C.

Attachments (4)

I

• ".
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Cperc:t.or. and Fua Reso..rcts

I !,DO - !IIrtLtn-.

UR: ST0L-NYZRJS COKPAI;~Y
NEW YOF NEW YORK

Vizce Precidernt - Licansing Counsel.
Sci.ence and Tec~inology GrouP

V~ce President on.
U:&. pht~ftceutiea1 G~roup

,.7ce President - Counsel.
Bristol Laboratories Division

C-Uafs1
wes'%twood Pharmraceuticals

Staff Attorney
E:r.uto, Laboratories

1.972 - 1.974

2966 - 1.974

s:ýT or 1i1r, yO7;.x
NORWi-C, NW YORK

CornfidentA'Al Clerk 195- *1966

v7 r
A' .B Syracuse university college o& Iaw

internaional Legal Studies

A.B. Cornell Ur.±vers~ity Economics
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XV*i~ne CorpB captain (VSMCR) 1958s - :9C2

I
I
I
I,PJQFESSIONAL AZ~i

bar of IV-he State o! N~ew York

Pharmaceutical Manufacturers

Association - Law Section

Admitted 1965

1974 to date

Now York Bar Association

CO1YxtJ;ITY FI!.XIN

Board o! Visitors, Syracuse
VcChDerVice Chairm.an

UniversitY Collece.of LAW
1974 to date
1983 to date

1984 - i986Annual. Giving Chairmnan
Syracu&4 University Collesge of Law
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19h2 - Present llristul*lyursS Suitbb Ihurmuceut~ivL1Iliseirv IlnstiLute
Lawrenceville, NJ
Microbiail MtilevuI:ir Molnogy

19H7 - iPresent

I.

C
44

7:

Assistaant R{esearch lnvestig:i i'r
Primanry Jiesponsibi Jities

I Isolating of a wide variety of microorganisms from
environniental products.

* Supervising world wide srample colkcctiom.
* Providing pure cultures to screening group.
* Msintiningsoil importation permits hy reporting

toL U.S. Decpartment of Agriculture.
* Acting as depnrtmental safety officer.
* Member BristolMyers Squibb

C, rporate Radiation Safety Committee

1982-1987 Ptsearch Associate
Primary Hesponsi biii ties
" Screening micrkorganisms for targeted activities in

anti-infective drug discovery program.
" Optomizing fermentation conditions to enhance activity.
* Performing preliminary organic extractions and

chromatographic characterization.

1987 Acting as temporary Curator for the Squibb Ci
Collection . Training new curntor.

ultu

.4..

1980.1982 National Starch and Chemical Corporation
Bridgewater, NJ
Natural Products Division

C' . i : . i, ' .

Technical Assistant
Primary Responsibility
* Chemical modification of various types of starch to

optimize commarcially useful properties.
- Organic synthesis and characterization.
7 Trouble-shooting a compound used in the pilot plant.,.... , ,.• , . .'•,% .;: .. .

. ... ' " ' ':"•'• • : "'f•4' 4

, ,. " . .. .", •,••@• ... , ,•-

re,.
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4: - ., C.hi lrrVi .s I I,. ihil I larvard .%Idica I Sch tit

Collaborktiou, of Cell Biulogy".EndocrinolOgy
Juvenile Diabetes Research Division

.. . 4.'-,

7

4~ ,,.

fResvarrh Assistnnt
Prima:'r.N.~k ,ij i e

0 o ,I~ee.IaIfvllIij..;iurafing :iiii Y aIi fian saing eC I~ak m

otlmqr heorintinc~.s
" Isolating and characterizingof human proinsulin and

human antihodies to insulin.'
" Tlri iuhle.slit iisti ng~ juid inothiee pr~tt-du res.

(attenide.d Riadiijisotupe haindling course. Ha~rv~ard svhojul or

JHempstend General Ilospital
ilempsttead.NY

1978-1979

~44 j~'

A
'Jr

44. -~

V.

Clinical ltahorauviry Intern
Primary Responsibilities
* Per.orming diagnostic assays in all areas: manual bench

chemistry, specml chCmistry (radioimmunoissny)
hematology, blood bank, serology, and microbiology.
Hired as part-time staffduring rotation.

a .'hleooutnmy.

. .I .POVE'SSIONA I.SOCIRTY.

American Society fur M1icrobiulogy ::

ACCOMPIJSHJ1N'IP.

My microorganism isolation work has lead to the following Bristol-Myers Squibb

anti-infective compounds for which patents are applied:
A-,

Scupularin
Culpin Nu. A,914.245
Peptifluorin
Neopeptifluorin

*;4 ~(44L 4 4~ -~ f:~- 4~; '.4
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General Facility Administration and Research Adminisiration management

SUMMARY

mrVI * ,,I t ' a o w-D ".m e rios Dw o v icl n g s re rv ic .e s co ve rin gL fi ,it ,e r . l,; , v , o r Glio rw ..

Financial control and management of services and supplies in excess of
$8 million, capital control in excess of $1.5 million per year and manpower
stirerv,siorn 0' fitly in addilion, jonrff!an'! ler~Dr5Isibi 0- Ze!ý

Nit.r Feo ir0 i, State iria "cochl rvtguiatiunm , coveriri(4  -,a~ ra¢,ur wva,',L dit[poc,al
S ar sredicaa waste oi;posal

EXPERIENCE

.1 ý,' IS,

N

.24

.X1
N."

BRISTOL-MYERS SOUIBB, Princelon. New Jersey.
own.e,, SoQvLio Corporation)

19C5 to Present

March 1987 to PresentFACILITY SERVICES MANAGER
Woriowice Facili!ies Acministration

Fa••Lity and administrative management, expense and capital budget
p e.;aa*ijr, end financial conrc, fo" servicw s tc. 5cuiob wor;o reaoc.,ar.e,-
ana 49 sate.lite facilities. Services Incvude Research Laboratory support, in-
Plant printing and reprographics, In-Plant micrographics, inventory control for
supply stores and hazardous waste disposal compliance and management.
Responsible for the conduction of site approvals for disposal facilities,
contract nego:tations, insurance evaluations and assurance of Legal review.

RESEARCH SERVICES MANAGER June 1985 to March. 1987

Management of support services to Resnarch and Develovment, including
preoaraiaon of sterile culture media, sterile glassware, decontamination of
painological agents and olassware washing services. Provide consumable
materiais for research use-through Research Supply Store. Supervision Zf 17
union employees.

STATE OF CONNECTICUT, Newvtown,•Connecticut. 1984 to 1985
Fairfield Hills Hospital

PHYSICIAN ASSISTANT INTERNAL MEDICINE

Responsible for evaluation and treatment of acute and chronic medical
problems in hospitalized patients. Performance of physical examinations,
medical histories and evaluation of diagnostic tests under supervision of
physician.,,.Acted as:jnfeciion control coordinator responsible for".
identification, treatment and prevention of infectious outbreaks in'
hospitalized population.
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