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MATERIALS UCENSE Amendment No. 84

Pumum to the Atomic Enerﬁ, “Act of 1954, as am:nded the Energy Rcorgamuuon Act of 1974 (Public Law 93-438), and Title 10,
- Code'of Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 38, 39,-40"and 70, and in reliance on statements and representations heretofore
“made by the licensce, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, source, and special
nuclcar material designated below: to use such material for the purposcts) and at the place(s) desiguated below; to deliver or transfer such material
2! to persons suthorized to receive it in accordance with¢he regulations of the applicable Pari(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 apptivable rules. regulations and orders of the Nuclear
-k chgumory Commusnon now or hereafier 1n effect and to any c/onditions specified below.

or S ng‘ts

- rdcensee In accordance with letter dated "%
1. E. R, Squibb and Sons, Inc. 3. License number  29.00]139-02 {s amended in xﬁ

fts entirety to read as follows:

One Squibb Drive _
2. P. 0. Box 191
New Brunswick, New Jersey 08903-0191 4. Expintiondate  Apri] 30, 1997

|
December 11, 1990, ﬁ :

I8

i

!

5. Docket or
_ Reference Na  030-05222
| 6 Byproduct, source, and/ot 7. Chemical and/or physical 8. Maximum amount that licensee
special nuclear matenal form may possess at any one ttme

wgnder this license

.......

" A, 5 curies per radionuclide ;

A. Any byproduct materfal with A. Any
: and 1000 curies total

Atomic Nos. 1-83 inclusive,
except Strontium 90 .
B. lodine 131 B. Any

B. 150 curies
C. golybdenum 99/Technetium C. Any C. 500 curies
9m
D. Any byproduct material with D. Any D. 200 millicuries per B
Atomic Nos. 1-83 inclusive, radionuclide and 6 curies |
- except Strontium 90 total B
-E. Hydrogen 3 €. Any £. 5 curies M
@l F. Carbon 14 F. Any F. 4 curies i
Al G, Sulfur 35 G. Any G. 2 curies i
- 2l H. Any byproduct with Atomic H. Any H. Not to exceed 10 I
Nos. 1-83 inclusive, except millicuries per '
i . Strontium 90 radionuclide and 1 curie
ol total '
-4l 1. Hydrogen 3 1. Any . I. 40 millicuries 3
- J, Carbon 14 J. Any J. 40 millicuries
* @ K., Phosphorus 32 K. Any K. 100 millicuries
-l L. Sulfur 35 L. Any L. 300 millicuries
.M M. lodine 125 M. Any M. 20 millicuries
= # N. Nickel 63 N. Plated sources in N. Not to exceed 15 .
= detector cells . millicuries per source «l
i . e and 750 millicuries total
.~ Wnformetion in this record was deloted
«ul8u amocrtiance with e Frgsdom of Ifeamation Act
4 ' Examplions ot
: 9210290351-920626 FOWM —a —
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D. through N

An’ 80’ Qnd C

Authorized use:

Research and development as defined in 10 CFR 30.4.

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

For storage prior to distribution of manufactured radiochemica1s
and radiopharmaceuticals.

For packaging and distribution of manufactured radiochemicals and
radiopharmaceuticals to persons authorized to receive the Yicensed
material pursuant to the .terms and conditions of a specific
Ticense {ssued by the Nuclear Regulatory Commission or an
Agreement State.

Research and development as defined 1n 10 CFR 30.4

10.

11.

12.

13.

14,

it
L K SNR 73K SO ) .l. & . ‘63 JITJFT‘. R J‘ .m‘ J: R \‘4 LA

CONDITIONS

-~ -

Licensed materfal in Items 6.A., B., C. and N. may only be used at 11censee s
facilities at One Squibb Orive, New Brunswick .New Jersey.

Licensed material in Items 6.0., E., Feoo G.. and N. may only be used at
licensee s facilities at.Route 206 and Provinceline Road Lawrenceville. New
ersey

,\_ ~

w. -~

. 0-'-

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

tw‘

c.

Licensed materia] in Ttem 6.X., L., M. and N. may be used only at the
licensee’s facilities at 675 Co]lege Road East, Princeton Forrestal Center,
Plainsboro, New Jersey.

A. Licensed material shall be used by, or under thae supervision of
designated by the l{censee’s Radiation Safety Committee

indi*iduals

8 The Radiation Safety Officer for this license is Daniel K. Balkunow

This Vicense does not authorized commercial distribution of licensed material to
persons generally licensed pursuant to 10 CFR 31 or to persons exempt from 1icensing
pursuant to 10 CFR 30.18

The 1icensee 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,

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

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 {ntervals
as are speciffed by the certificate of registration referred to in 10 CFR
32.210, not to exceed 3 years.
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(15. Continued) CONDITIONS

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.

In the absence of a certificate from a transfe}or 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 unti] tested.

fach sealed source fabricated by the 1icensee shall be inspected and tested
for construction defects, leakage, and contamination prior to any use or
transfer as a sealed source.

Sealed sources and detector cells need not be leak tested if:
(1) they contain only hydrogen 3; or
(11)  they contain only 3 gas; or

(iti) the half-life of the fsotope is 30 days or less; or

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

(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
transfer 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 celd shall be stored for a period of more than
10 years without being tested:for leakage and/or contamination,

The test shall be capable of detecting the presence of 0.005 microcurie of
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 ¢f in accordance with Commission
regulations. The report shall be filed within 5 days of the date the leak
test result §s known with the U.S. Nuclear Regulatory Commission, Region I,
ATTN: Chief, Nuclear Materfals Safety Branch, 475 Allendale Road, King of
Prussfa, Pennsylvania 19406. The report shall specify the source involved,
the test results, and corrective action taken.

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

MATERIALS LICENSE 29-00139-02

SUPPLEMENTARY SHEET Docket or Reference numbey
030-05222

Amendment No, 84

A - A N AT ==

(Continued) CONDITIONS

16.

17.

18.

19.

20.

21.

In 1ieu 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 radjation
caution symbols.

Detector cells containing a titanium tritide foil" or a scandium tritride foil shall
only be used in conjunction with a propefiy operating temperature control mechanism
which prevents foil temperature;ﬁfrpm exceeding that specified by the manufacturer,

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.

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.

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

The licensee shall maintain and execute the response measurc 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 Ticensee may make changes to his
Radfological 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 the:plan without prior approval for period of
two years from the date of the changes-and: 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. .

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.
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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, 1992 .
Letter dated May 8, 1992 I
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(Continued) CONDITIONS | g

23.  Except as specifically provided otherwisesin this license, the licensee shall f_

i conduct its program in accordance with the“statements, representations, and ¢

9 procedures contained in the documents, including any enclosures, listed below. The |}

g Nuclear Regulatory Commission’s regulations shall govern unless the statements, 2]

representations and procedures in the licensee's application and correspondence are

g more restrictive than the regulations. \

g Application dated February 28, 1989 i

Letter dated June 16, 1989 ' 5

A Letter dated October 4, 1989 o
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For the U.S. th]eﬁrnRggu1atory Commission
Criginal Signed By
ay “Francis M. Cositio
gy . swand!
w7 Nuclear Materfals Safety Branch

Region | ‘
King of Prussia, Pennsylvania 19406

SN 06199

2,

Date




License No. 29-00139-02
Docket No, 030-05222
Control No. 114080

B R Nquibh & Sons, Ing,

ATTN; Larry Guinos

Ons Squiblh Drive

P. O, Box 19}

New Brunswick, New Jersey 08903-0191

Dear Mr. Gaines:

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

L P
it

B A

matcrials in accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, p!casc note the items in the
enclosed, "Requirements for Materials Licensees.”

Since scrious 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 achicve the high standard of compliance which the NRC expects of its licensees,

You will be periodically mspected by NRC. A fee may be charged for inspections in
accordance with 10 CFR Part 170, Failure to conduct your program safely and in
accondance 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 impdsmon 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.

OFFICTAL RECORICCOPY - G:\\WPS\MLTR\L2900139.02 - June 19, 1992

ML 10




Enclosures:

DRSS:RI

1. Amendment No. 84
2. Requirements for Materials Licensees

06/2192

Dimiuiaédié ’

oall

'E.R. Squibb & Sons, Inc.

Costello
0610492

o Wc wish you success in operating a safe and effective licensed program.

- Sincerely,

Original Sioned By;
Franc_is M. Costello

Francis M. Costello, Chief

Research, Development and
Decommissioning Section

Division of Radiation Safety

Safeguards
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* King of Prussia, PA 19406

- P!umnaoeuﬁcal Gmup Technlcal Operahons
OntSqubbDﬂw PO Box 191 NW&uMN}OS‘?OSOWI 201 519 2000

May 8, 1992

Mr. A. Demitriadis

U.S. Nuclear Regulatory Commission
Region | .

475 Allendale Road

RE: LICENSE NO. 29-00139-02
DOCKET NO. 030-05222
CONTROL NO. 114080

AMENDMENT REQUEST
Dear Mr. DemitriadIS' |

As dlscussed attached is the additional Information 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

Ol

Danlel K, Balkunow

Radiation Safety Officer
DKB:bl
Attachment
cc: Mr. J. P. Gresh
Health Physics Staff |
RSC b
[l§a80
N ' “ MY 13 1992
QH*GMT—REGGRB-GOPY ML 10



" A'brief_statement of why the Increase Is neoessary “The particular isotopes which
© " necessitate the increase should be stated The volume of contaminated waste to be
produced shou!d be estlmated

| _B_e_sp_o_u;_e (March 23 1992)

tt will enable us to lnclude ﬁve ado"nlonal radionuchdes that produced from 300-500 ft* of
low-level radioactive waste annually in the storage and decay process. These nuclides
are essentlal in our research and development operation. They include:

Nuclide X4
¥s 87 days
“se 83.8 days
&sr 65.2 days
Sy 106.6 days :
"gn 115 days /

Future R&D projects most likely will include other nuclides that would fall within the
65- 10 120-day T4 time frame.

A (May 8, 1892):
Listed below is the projected arﬁount of waste by the number of drums of all categories
that could possibly be stored In an interim waste storage facllity. These numbers are
extremely conservative and the actual numbers will be dependent upon:

o The overall continued expansion of radioactive material users

o Revision of the storage and decay program to include radionuclides
with half lives of 65 days to 120 days . l"_:__.é
o  Limited access to a disposal faciity for some categories of waste

. Federal, state and local regufatory pressures

' BRISTOL-MYERS SQUIBE RADIOACTIVE WASTE GENERATION- .
s ‘;Prolecuon for. 1993 through 1998 w
L . e R VS Numbet of ss-Gallon Drum'o e
& L Waste Category 2|+ 1903 5 |42 1008 "4 0 0w8 1 | i 4o0e ] 1007
Dry Waste 137 | 150 |no1er it 176
Absorbed Liquid 13 | 150 4] 161 169 178
Animal Carcasses 231 | 252 273 285 297
* - Aqueous Vials - 5 - - 5 5 6 6 |
“r ) Total Dums PerYear | 810 | 857 | - 600 629 - 655 g
& 7] ‘Cumulative Total Orums |- 810 | 7 1069 | g 2060 3648 j‘
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‘ perlod Thls must_i lnclude an expllcrt statement ol _lhe MDA whlch wlll be achleved e

- .-: | ﬁme (March 23. 1992)

- A descrlptlon ol the lnstrumentatlon and the monltorlng proeedura that wlll be used to
. determine that the waste Is free of radioactive contamination at the end of the storage -

The lnstrumenlatlon used to deterrnlne that the waste ls free of radioactive contamlnatlon - - :
will be the most sensitive detector that Is designed for the measurement or detection of .

the types ol radlallon assoclated with the radioactive waste belng held lor decay.

After 10or more hall llves have occurred the waste wlll be removed lrom storage, the S

waste container opened and the contents wlll be monttored for residual contaminationin
a low background area. -

it any deteclable actlvrty above background is noted, the radioactive material and
generator will be ldentrﬂed the waste repackaged and returned to storage.

Adslmgnaunmmamm (May 8, 1992)

The deteclors/monltorlng ‘equipment that wil be used to monitor for residual . B

contamination will have an MDA/LLD sensitive enough to detect and comply with the

recommended "Beta Gamma* contamination: levels described in Table 1 of the NRC . -

*Guidelines for decontamination of facilities andlequlpment prior to release for unrestricted
use or termlnation of llcenses lor byproduct. source or special nuclear material.”

Examples of deteclors/equlpment and antlclpated MDA/LLD that wnll be used for ﬁnal

surveys are 83 follows -' o N o . [06“_ g{
: 04V DIRECT SURVEY. msrnumsmmom , s
’rype of Radlation - Instrumentation* _ Anticlpated MDA/LLD

Low Energy 8 (5*) Eberiine HP100A gas 800 dpm/100 cm?
R L ' proportional -

Low Energyy (1)~ . | Eberline LEG-1 5000 dpm/100 cm?

Medium to High Energy ¥ | HP210 Pancake 5000 dpm/100 cm?
('131 Sn 3) ] ' R : ]

Medum to High Energy Y pR meter ' 10 uR/hr

(|73l sn 3) .

Uquid Sclnullatlon Counter | 25 dpm/100 cm?
Solid Scintillator or - 100 dpm/100 cm? -
SR Pancake Probe : o

'or equlvalent
*% R P AT -uiﬂ"




Location owun/confmm. ) R QUTGOING - |+ - .3
NAME OF PERSON(S) CONTACY(D OR lN CONTACY . ORGMILATION (Oﬂlco. dop'-. bwuu. \rLlPHOMl [ 1+
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w'mwgDaw.«el ‘B“QLW«; g"'"b r .%% :'X’\’ ”ﬁlzm - .E
Rty e

(M\ D, {;(LM wcuj( 120 «&m.s ‘o (ess \a_w/ C(o -éé;,g, a:a«é«**
‘(j{w_ m{'fze,s Ir;{xﬁ -Meu« Ve_spokia ‘éa Zg (i éﬁ'ﬁi 3l
Qh_ %@u' /:ge«se ¢ ) . s

A\ — Ttej ww& ew%‘;‘ﬂ' “ﬂ .

Wto

QZ\ We »\ee& . \w(\anxcww deo»(QCP ClJV\)Slfm_“:W
0‘( S(,(«.L MDA 6(’ -dm. \uf'\"wu&'rm w’U l:e_._
kfve,& Qo ac[«'gue L(\LAQB./QS au_'UtucO ﬁ-r Aﬁc_mf-m-

" ACTION REQUIRED v

NAMC Of PCRSON DOCUMENTING CONYVERSATION . = "

Dmrziaps

ACTION TAKEN

TR

R

w

-

BIGNATURE l g

om0l 0U.s. 8.7.0, nu-uc'sun‘iu CONVERSMION RECORD 8&"&%&?'&”' u-m

crpth ey :
Pt -.-'\.-_v *-,\ A", Ry .»,5'\\‘\ a-,,“, o wm, “g,‘{‘




Research Davelopment and Decommlsslonlng Section‘
Divnslon of Radlation Safety and Safeguards

d‘atlonalninfdrmaﬂon required in yodr letter dated |
Bristol Myers Squibb 1990 amendment for
ln,conjuncﬂon with state mandated




‘ '_ 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.

Response:

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 dcsposal in
ordinary trash, provided: (1) material is held for 8 minimum of 10 half lives; (2) it is
surveyed and found it to be less than backgrdrand (3) all radiation labels are removed
or obliturated; and (4) records are maintained of the final survey results.

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

(1)  Wa.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 drsposal of radioactive waste beginning
January 1, 1993.

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

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

..;’ )

' 'cﬂh'

° To reduce the volume of radroactrve waste that will be stored
during the interim storage period.

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

Nuctlide I%
¥g 87 days
“sc 83.8 days
&sr 65.2 days
8y 106.6 days
"sn - 115days

R _Future R&D projects most i fkely wm lnclude other nucndes that would fan withln the 65—




" period, This must include an explicit statement of the MDA which wil be achieved.

A copy of the instructions which will be provided to employees concerning the
segregation of radioactive waste. These procedures shall provide a high degree of
assurance that long-lived isotopes will not be included with those of shorter half-life
and will be adequate to assure that the waste is propedy labelled or identified,
especlally 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 (T'4) [see
Attachment 1].

NRC Request 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.

Besponse:

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

8) Isotope o
b)  Activity in millicuries G
¢) Date '

d) Hatf life of radionuclide(s) the comalner holds

e) Date placed in storage (may be the same as c)

)] All containers will be marked with conventional radioactive warning labels
g) Identification number or bar code

Radioactive waste placed In storage will be identified by drum number, waste form and
w other Information that might be needed for tracklng purposes Thla lnformaﬂon
actua! book.

NEC Roquest D

A déSénption 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 |
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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 assoclated 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.

NRC Request 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. . S

Besponse:

All contalners 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 Request 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 contalners
from deterioration due to environmental conditions.

Response:

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 construcﬁon oodes

Security of the bui!dmg will be deslgned to l‘mit access and egress of only authorized
personnel. The proposed security monitoring system will be capable of providing
surveillance when the bullding is not occupled.

All of the buliding areas that are to be inhabited by operational personne! 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 eny mode, the ventilation system will exhaust
to the general environment through appropriate filters.

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

The tomperature and humidity within the faciiity will be controlied to provide a
comforiable levid for operational personnel, while at the same time achieving s suitable
environment appropriate for the long-term storage of various forms of radioactive
waste, that will be stored in sealed radioactive waste storage container.

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

‘\»’J} . .

All activities involving the processing"ahd stora'ge of radioactive materials at this {acility
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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DARISTOL-MYERS 8QUIDR COMPANY
STANDARD QOPERATING PROCEDURE
GOOD MANUFAggz?ING PRACTICES
BMS-PG 437
Department: Subject:
Health Physics Radioactive Waste - Segregation Instructions
Procedure No: New Procedure [X] Revised Procedure { ] | Replaces Procedure Qriginator
| GRP-21 # o // D. K. Balkunow
Aeviewed By: H.P. Approval Effective Date
L. Gaines D. K. Balkunow [/ !/
. PURPOSE

i,

To provide a uniform procedure for the segragauon of rad|oacuve waste within desagnated
parameters of half life. .

BESPONSIBILITY

It is the responsibility of all generators to sagregaté their radioactive waste according to half life

%) and waste form.

PROCEDURE

A.

Segregate all radioactive waste with T'% less than a 120 days

Obtain the appropriate laboratory radioactive waste containers to hold the particular
waste form (e.g., Category "R", "W", °L", etc.).

If you intend to generate radioactive waste that could result in material with a T'4 less
than 120 days and T' greater than 120 days, obtain a surtable number of containers
to successfully achieve the segregation task. -

Add radioactive waste to the container(s)-_a,ccording'to the procedure outlined for the
particular waste form insuring that waste with a T'4 less than 120 days is placed in
containers designated for that particular half life and waste form.

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

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

Page_l_ ol Q.
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BBISTOL-MYERS SQUIBB COMPANY
S TANDARD OPERATING PROCEDURE
GOOD MANUFAggj:?ING PRACTICES
BMS-PG 457
Department: Subject:
Health Physics Radloactive Waste - Segregation Instructions
Procedure No: New Procedure [X] Revised Procedure ( ] { Replaces Procedure Originator
GRP-21 # of // D. K. Balkunow
Reviewed By: H.P. Approval Effective Date
L. Gaines 0. K. Batkunow /7 !/

VI. WASTE CONSOLIDATION PROCEDURE ,.; -

A

Responsible waste consolidation perSonnel will accept the segregated waste 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 Dispoéal Record Card is properly and legibly
completed and indicates that the T'% of the materials are within
designated parameters.

5. Lids are securely fit onto container.

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

If the container is found to be acceptab!é’ibased_upon above monitoring procedurs, the
responsible waste person will authorize the transfer of waste to the 55-gallon drum
deslgnated for the approprlate radiocactive material hatf hfe (T 'A») ﬂmm[gnmng

The Radioactive Waste Disposal Record Card from gach lab container must be removed
from the §-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.

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 decay to a

_common date (the date the :dru_m_!s sc_:_he_duled for shlpment or placed in stora_ge)._'



S TANDARD OPERATING PROCEDURE
- " FOR"
GOOD MANUFACTURING PRACTICES

BMY-PG 457
Depariment: Subject:
Health Physics Radloactive Wasta - Segregation Instructions
Procedurs No: New Procedure [X] Revised Procedure [ ] | Replaces Procedure Originator
GRP-21 ' # o )/ D. K. Balkunow
Reviewed By: H.P. Approval EHective 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 ernvelope and maintain on Me

G. Secure the 55-galion waste consohdauom container wnh a botlt and ring.
' I zﬂ

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

| OFFICIAL-RECORDCOPY ML 10 . meso
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License No., 29-00139-02
Docket No. 030-05222
Contiol No. 114080

£. 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 1s in reference to your application dated December 1!, 1990 to amend
License Nn. 29-00139-02.

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

Please describe the following:

a. A brief statement of why the fncrease is necessary. The particular
fsotopes 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 seqregation of radioactive waste. These procedures must provide a
high degree of assurance that long-lfved fsotopes will not be included
with those of shorter half-1ife and must be adequate to assure that the
waste {s properly labelled or 1dent1j1@d. especially with regard to {sotope.

c. A description of the records that will be maintained and/or the labelling
that will be used to track and {dentify the waste as it {s placed fn storage
and removed for disposal,

d. A description of the fnstrumentatfon and the monitoring procedure that will
be used to determine that the waste {s free of radiocactive contamfnation
at the end of the storage period, This must include an explicit statement
of the MDA which will be achieved. '

OFWCOPY m./054 DIMITRIADIS - 0001.0.0
02/14/92
Mh 10
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. 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 fnterval,®* -~~~ =

N £ -

f. A description of the storage facility, including security and fire
protection features and data, demonstrating that it {s 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 deterforation
due to environmental conditions.

We wil)l continue our reviaw upon raceipt of this Informatiun, Please reply in
duplicate Lo my ottention at the Keglon | office and refer to Matl Countrol

No. 114080. The reviewer for this licensing action {s Anthony Dimitriadis.

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 shall assume that you do not wish to pursue your application.

Sincerely,

Original Signed By:
Francis M. Costello

Francis M. Costello, Chief

Resgarch, Development &

Decommissioning Section

Division of Radiation Safety
and Safeguards

=

RI:DRSS ' RI:DRSS
Dimitriadis/gc Costello
02/ 1%5/92

- 02/14/92

02/(1 /92 N
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% Br.istoi;Myers Scitiibb Cbinpany

Pharmaceutical Group Technical Operations
One Sputds Dene PO B 191 New Brunswuek. NJO8203-0191 201 519 2000

December 11, 1950

e
| AL
. i {Llog. . _.fadi.d
Mr. Francis Costello SRS Rumitter _
U.S. Nuclear Regulatory Commission e fﬁwckﬂo:i_:rfz-YE:::::::
Region I : ' { “meent . VIR0
475 Allendale Road ' Crtugory J}Y’ =
King of Prussia, PA 19406 I Fee AMND ST
ek N7
RE: License Amendment : i .ﬂLL B

Licenae §#29-00139-02 v

Dear'Mr.

This

Costello:

is a letter to request an amendment to E.

Squibl

& Sons radioactive material license to reflect the following items:

1

2)

3)

)

Dr. A. Tobia will no longer be a member of the
Radiation sSafety Committee and hnas been
replaced by Mr. Robert Endries. Attached is
Mr. Endries' biographical profile.

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.

Mr. william H. Gaylord III has been appointed
as a member of the Radiation Safety Committee.
Attached {s Mr. Gaylord's |Dbiographical
profile.

Currently, E. R. Squibb & Sons is licensed to
store and decay radionuclides witl halZ lives
of 65 days for a minimum £, 10~half7 lives,
monitor for any residual ra ioac%vitj’s‘and if
acceptable, dispcse of as: n radtactive
trash. In order to aid in=the.¥uture
reduction of radioactive waste" volufie, it
would be more advantageous to otr opé¥ations
if the 65 day half life radionuctide ¢riteria
was changed to include radionuclffes with half
lives of 120 days. Would you please amend our
license to include radionuclides with half
lives of 120 days.

ey W ML 10
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Y erted A

Mr. Francis Costello December 11, 1990

Page 2

5) The current individual possession 1limit 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 1limit
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 s8ix 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.

e e e

</ N
Daniel™ K. Balkunow
Radiation Bafety Officer
Health Physion fepartment

NDKBtbl
dkb\license.amd

cct Mr. L, Gainos
Mr, I, P, Grosh
Ma. D. Silva
R.S.C.

Attachments (4)
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BRIETCL~-NYERS SCTIBB COMPANY
P.C. R3Y 4030

TEINCETON, KDV JEySIY (EEAT

ol oo W

€ls-0/1=57. 0

EXPERIENSE . T
Vil rremifierT e Senilcrx Céunclef' Le9l = Frerelnll
FrerTzoeuticel Group Techricel
Crerziions &nG Human Resources
BRISTOL-MTERS COMPANY
NEW YORK, KNEW YORK
Vice Preeident - Licensing Counsel 1288 = 1990
Sclence and Technology Group
Vice pPresident = Counsel 1986 - 15BE
U.5. Phermaceutical Croup
Vice President - Counsel 2574 = 508
Bristol lLaboratories Division
cunsel 1572 = 1974
Westwood Pharmaceuticals
taff Atzorney o o 1966 - 1974
Bristol lLaboratories e
STATE OF NEW YORK
NORWICK, NEW YORK
Confidentiel Clerk 1965 = 1966

EDUCATION Z.
LL.B. Syracuse University College of law bY6)

Internazional legal Btudies

A.B. Cornell University Econozices

— S 3
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ROBE

ROBERT K. ENDRZES

BRISTOL~MYERS EQUIBB COMPANY

P.O. BOX 4000
PRINULIUN, NEW JERSLIY 08540

609-%21-5720

ARMED FORCES —
V.5, Mezinoe Corps Ceptein (USNCR) 1558 =~ 19€2
Bar of 4hs State 02 New York Admitsed 1965

Pharmaceutical Manufacturers

Association = Law Section : 1974 to date

American Bar Association
New York Bar Associaticen

Pale) IITY AFFTLIZT -

Board o2 Visitors, Syracuse Unlvereity College of law

Menper o 1974 %o cCate
Vice Chalrman : - 1983 to date

g
e

Annual Giving Cheirman :
Syracuse University College of law 1984 - 1986

R

-

it man e S—n
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 Work. 0919915107
Home:} (b)(6)

% EDUCATION

E [0)

B.S. Rioloyien! Seiences .

New Yaork Tnstitute of Feehnologs

Old Westhury, NY s
Cum Laude

EMPLOYMENT

1982 - Present .Briswl-Mycrs Squibb l’hurhuccuticul Rescarch Institute
Lawrenceville, NJ
Microbial Mulecular Biology

1987 - Present Assistant Rescarch [nvestigutor
Primary Respuonsibilities
e Isolating of a wide variety of microorganisms from
environmental products,
e Supervising world wide sample colleetion,
Providing pure cultures Lo screening group.
e Mainuaining soil importation permits hy reporting
ta U.S. Department of Agriculture,
e Acting as departmental safety officer.
e Member Bristol-Myers Squib
Caorporate Radiation Safety Committee

1982.1987 Research Assmiute_ .
Primary Responsibilities L
® Screening microorganisms for targeted activities in
anti-infective drug discovery program, :
® Optomizing fermentation conditions Lo enhance activity.-
® . Performing preliminary organic extractions and

chromatographic characterization.

1987- Aétiin as 't,“e"hporary- Curator for the Scjuibb Culture
Collection - Training new curator, . '

1980-1982 Naﬁdﬁél Starch and Ch;mical Carporation
Bridgewater, NJ .
Natural Products Division

“Technical Assistant
Primary Responsibility
- @ ~Chemical modification of various types of starch to
- optimize commercially useful properties,
'® . Organic synthesis and characterization,
@ Trouble-shooting a compound used in the pilot plant.
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‘ Cullaburutmn quell B:ulo y- Enducrmulo;,y
Juvemle Diabetes Resenrch vaxsxon

Research Absxsumt
Primary Responsibilities :
o Ladiokibelling purifyving : md assiying of punereatic and
utlicr hormuones,
o Isolatingand charncurnzmg of human prombulm and
human antihodies to insulin,
¢ Trouble.shauting iodinntion procedures,
“attended l(udunmu:pc lmnd mg course, Harvard bchnul uf
P uhhc“cullh) -

1978-1979 _ "empste':d Geneml!losplwl' '.
' Humpstcnd NY '

Clinical Lahur.lwry Intern

Primary Responsibilities

® Perlorming diagnostic assays in all areas: manual bench
chemistry, specinl chemistry (radicimmunoassay) .
~ hemutology, bluud bank, serology, and microbiology.
‘Hired as part-time staﬂ'durmg rotation,

¢ Phleboutumy,

' PROFESSIONAL SOCIETY

American Suciety fu_f' Microbiology

ACCOM PLISHMENTS

My microorganism isolation wurk has lead to the following Bristol-Myers Squlbb
anti-infective compounds for whxch patents are applied:

Scupularm

Culpin Nu. 4,914,245
Peptifluorin
\Jeopepuﬂuurm




X QmiECnve A D | : Dé
General Facility Administration and Research Adminisiration management

P SUMMARY

Frovvowr o slnd kel tisBanabiity n Tatiatien =O0 0 Tt lt G ;
My WPre Sepanments DroviQing setvices covenng fitteen citferent lucetions, :
Financial controt and management of setvices and supplies in excess of T
$8 million, capital control in excess of $1.5 million per year and manpower Sy
Py supervision of fifty In addition, uinnificant responsibihities incuce comotence
e with Fegeroi, State ang LOCAI TeQuIBLION, COVENING na7aracus waste C15p0%al

ang mediCa: waste giposal

EXPERIENCE _
BRISTOL-MYERS SOUIBE, Princeton; New lersey. 1985 to Present
trormeriy Squiun Curporagucni )
FACILITY SERVICES MANAGER March 1987 to Present

Wonowioe Facihities ACministrat.on

Faulity and administrative management, expense and caprtal budger
p.ecareuar anc fingncial controt 107 servic2s ¢ Scuitb worig nesacuansr:
ang 9 sateilite facilities. Services inctude Research Laboratory suppon, in-
Plant printing and reprographics, In-Plant micrographics, inventory control for
supply stores and hazardous waste disposal compliance and management..
Responsible for the conducticn of site eporovals for disposal facilities,

contract negotiations, insurance evaluations and assurance ot Legal review. W
':;‘%;
RESEARCH SERVICES MANAGER June 1385 1o March 1987 54
2
Management of support services 10 Research and Develocment, including '

prenaration of sterile culture media, sterile glassware, decontamination of
painological agents and classware washing services. Provige consumable
mazenals for research use through Research Supply Store. Supervision 3¢ 17
union empioyees.

)

onnecticut. 1984 to 1985

P

STATE OF CONNECTICUT, Newtown

Fairfield Hills Hospital '
PHYSICIAN ASSISTANT INTERNAL MEDICINE

Responsible for evaluation and treatment of acute and chronic medical -
problems in hospitalized patients. Ferformance of physical examinations, -
medical histories and evaivation of diagnostic tests under supervision of .~
- physician. . Acted as‘iniection control coordinator responsible for -
~1dentification, treatment and prevention of infectious outbreaks in’
.. hospntalized population.” .-+ . .o
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A ‘Chemucal prep 1 vd pepar;memal sai
program and procedures* h A T T '

Bachelor of
. ‘Ccmecmu\,(

Phys:c:an Assmant Nauonal Commussmn on Cemflcauon of Physucuan‘
Asssstams ‘n ,1981 Conh S o ,

Teachmq Cemncate B:oiooy, Chemustry. Generar Suence Lonnecww' Sta,e
Board ol Educauon 1978 SRR SRy

CPrR m’srru 1or. Red Cross anu amen an Hnan .«s«omnon .980
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FEE COHHENTS“
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E. Re SQUIBB & SONS, INC.
901213 ‘
3005222

¥ . 116080 :

LICENSE NO.: - 29=00139=02

ACTION YYPE" AMENDMENT - -

'1szcueb;_; L e
DATE\" f1 L.-----..--..-.

LICENSE FEE HANAGEH‘NT BRANCH (CHECK UHEN HILESTONE 03 Is ENTERED l

FEE CATEGORY AND AMOUNTZ <§Q-------i;l;;;;;;;;-.-.._._,_[}ﬂﬁ_--___;1

hﬁCORRECT FEE‘?A De APPLICATION HAY BE PRDCESSED FOR:

..----Cﬂﬂ------ R
<

.--.---.—--.o.-..-.-.n..----q.---.-__\g

R
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