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Pursuant to the Atomic Energy Act of 1954, as amended., the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of
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Federal Regulations, Chapier 1, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations hereiofore made
by the licensee, a license is hereby issued authorizing the licensee to receive. acquire, possess, and transfer byproduct, source, and special nuclear
material designated below. to use such material for the purpose(s) and at the place(s) designated below; to deliver or transfer such material to
persons auhorized to receive it in accordance with the regulations of the applicable Part(s). This hicense shall be deemed to contain the conditions
specified o Secuon 183 of the Atomic Energy Act of 1954, as amended. and is subject to all apphicable rules, regulations, and orders of the

.
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Nuclear Regulatory Commission now or hereafter in effect and 1o any conditions specitied hclm mnoco" ?
Licensee i In accordance with the application dated
| October 29, 1996,
1. Du Pont Merck Pharmaceutical Company ' 3 License Number 20-28598-01 is amended in
i its entirety to read as follows:
5 321 Treble Cove Road S S = e
© North Billerica, Massachusetts 01862 | 4. Expiration Dae  March 31, 2007
f 5. Docket or 030-32013
— | ReferenceNo. 0000000000000
6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee
Special Nuclear Matenal Form May Possess at Any One Time
Under This License
A. Any byproduct material with A. Any A. Not to exceed 200 curies
atomic numbers 1 through 83 per radionuclide and
5,000 curies total
B. Any byproduct material with B. Any B. Not to exceed 60
atomic numbers 84 through millicuries per .
94 radionuclide and 5 curiesy
total
C. Hydrogen 3 C. Any C. 50,000 curies
D. Carbon 14 D. Any D. 1,000 curies
E. Phosphorus 32 E. Any E. 400 curies
F. Sulfur 35 F. Any F. 1,000 curies
G. Nickel 63 G. Any G. 1,000 curies
H. Krypton 85 H. Any H. 10,000 curies
I. Strontium 90 [. Any I. 500 curies
J. Molybdenum 29/ J. Any J. 10,000 curies
Technetium 99m
K. Xenon 133 K. Any K. 1,500 curies
L. Cesium 137 L. Any L. 500 curies . \
M. Samarium 153 M. Any M. 2000 curies - (
N. Americium 241 N. Any N. 350 curies /
0. Uranium (depleted in the 0. Metal 0. 550 kilograms
isotope Uranium 235)
P. Any byproduct material P. Any P. Not to exceed limits

listec in Schedule B of specified in Schedule B

B .20 o |WWIRAR  of o R0

9. Authorized use ”"‘3i;\}J

A. through N. (1) Research and development as defined in 10 CFR 30.4; animal studies.

(2) Manufacture of radiochemicals, radiopharmaceuticals and sealed
sources. Packaging and distribution of manufactured radiochemicals,
radiopharmaceuticals, and sealed sources to percons authorized to
receive the licensed material pursuant to the terms and conditions of

specific licenses issued by the U.S. Nuclear Regul Cogmission or
ML 10
.

any Agreement State.
9707070178 970307
PDR <hDOCK;<IBOGEﬁ§§3

R T R N L T "y
B B OEC R KOO BB OB EOOX R R K B B R R N K B E R me




mrl O

R RC MR RV e

LARE BT SR SR )

BT 78T AT TR AT TR AT T

J AT VAT TR 1T

BT 787 187 1T 8T 1

JET 18T 8T 74T T

(3

J AT TR T 7T

£ 8 S R R TA TN AT AT TS BB TR IR AT IR TAT THT AT TAT 18T 18 16T 1h AR VR0 VR0 YR KT VY SRY VMC 0 VRY YR R SR R
zz‘c) FORM 374A e L U.S UCLEAR REGULATORY COMMISSION i PAGE 2 OF 5 PAGES
License Number
20-28598-01
MATERIALS LICENSE [T o
SUPPLEMENTARY SHEET 030-32013
Amendment No. 09

(3) Calibration of analytical instruments,
(4) Storage as radioactive wastes.
(5) Return of sealed sources to the Du Pont Merck Pharmaceutical Company,
Billerica Site for the purpose of refurbishment or disposal.
(6) Waste from the E.I. Du Pont Boston facility prior to disposal.
Shielding for Mo99/Tc99m generators and sealed sources and shipping containers.

CONDITIONS o o

A. Licensed material may be used only at the licensee’s facilities located at
331 Treble Cove Road, North Billerica, Massachusetts, Buildings 110, 150, 200

. |

B. Licensed material in Item 6.P. may be used at temporary job sites of the
licensee anywhere in the United States where the U. S. Nuclear Regulat yry
Commission maintains jurisdiction for regulating the use of licensed material.

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

This Ticense does not authorize commercial distribution of licensed material to
persons generally Ticensed pursuant to 10 CFR Part 31 or equivalent regulations of
any Agreement State or to persons exempt from licensing pursuant to 10 CFR 30.14

Experimental animals, or the products from experimental animals, that have been

0.
P. Demonstration by sales persons.
10.
250, 300, 325, 375, 400, 500 and 600.
11.
Chairperson,
B. The Radiation Safety Officer for this license is Dennis Dumas.
i2.
through 30.20 inclusive, or equivalent regulations of any Agreement State.
13. Licensed material shall not be used in or on human beings.
14,
administered licensed materials shall not be used for human consumption.
15.

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

The licensee shall not acquire licensed material in a sealed source or device unless
the source or device has been registered with the U.S. Nuclear Regulatory Commission
pursuant to 10 CFR 32.210 or equivalent regulations of an Agreement State.

The Ticensee shall conduct a physical inventory every six months to account for all
sealed sources and devices containing licensed material received and possessed under
the license.

A. Detector cells containing 2 titanium tritide foil or a scandium tritide foil
shall only be used in conjunction with a properly operating temperature control
mechanism which preverts the foil temperatures from exceeding that specified in
the certificate of registration referred to in 10 CFR 32.210.

B. When in use, detector cells containing a titanium tritide foil or a scandium
tritide foil shall be vented to the outside.
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Maintenance, repair, cleaning, replacement, and disposa! of foils contained in
detector cells shall be performed only by the device manufacturer or other persons
specifically authorized by the Commission or an Agreement State to perform such

services.

ﬁ 20. A. Sealed sources and detector cells containing licensed material shall be tested
3 for leakage and/or contamination at intervals not to exceed six months or at
ol such other intervals as are specified by the certificate of registration
referred to in 10 CFR 32.210, not to exceed three years.
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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 three months.
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In the absence of a certificate from a transferor indicating that a leak 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.

MR

&
o

construction defects, leakage, and contamination prior to any use or transfer as [®
a sealed source.

{185 8 18

Sealed sources and detector cells need not be leak tested if:
(1)
(1)
(ii1)

o (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

é
&
h
o
tach sealed source fabricated by the licensee shall be inspected and tested for i
.

they contain only hydrogen-3; or

they contain only a radioactive gas; or

the half-1ife of the isotope is 30 days or less; or

LWL IO 9L PL S

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 .een tested within the required
leak test interval, they shall be tested before use or transfer. No sealed
source or detector cell shall be stored for a period of more than 10 years
without being tested for leakage and/or contamination.

(v)

—
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‘ The test shall be capable of detecting the presence of 0. )5 microcurie of

. radioactive material on the test sample. If the test rev.als the presence of
N 0.005 microcurie or more of removable contamination, a report shall be filed
|

|

with the U.S. Nuclear Regulatory Commission and the source or detector cell
shall be removed immediately from service and decontaminated, repaired, or
disposed of in accordance with Commission regulations. The report shall be
filed within five days of the date the leak test result is known with the

U.S. Nuclear Regulatory Commission, Region I, ATTIN: Chief, Nuclear Materials
Safety Branch, 475 Allendale Road, King ot Prussia, Pennsylvania 19406. The
report shall specify the source or detector cell involved, the test results, and
corrective action taken.
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The Ticensee is authorized to cnllect Teak 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.

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

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

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

Before disposal as ordinary trash, the waste shall be surveyed at the container
surface with the appropriate survey ins‘rument set on its most sensitive scale
and with no interposed shielding to determine that its radioactivity cannot be
distinguished from background. A1l radiation labels shall be removed or
obliterated.

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

Radioactive waste generated under this license shall be stored in accordance with the ig
statements, representations, and procedures included with licensee's waste storage *
plan described in the licensee's application dated November 14, 1990 and letter dated &
May 3, 1993.

The licensee may possess up to 10 curies of iodine-125 waste in any buiiding without
installation of radiation detection systems and alarms to continuously monitor i
possible effluent releases from associated ventilation systems, provided the material [
is stored as waste in non-combustible drums and the drums are provided with sprinkler [
protection. -

The licensee shall make no change in the emergency plan submitted pursuant to

10 CFR 30.32(i), 40.31(j), or 70.22(i), that would decrease the effectiveness of the
plan without prior Commission approval. The Ticensee may make changes to its
Emergency Plan without prior Commission approval if the changes do not decrease the
effectiveness of the plan. The licensee shall maintain records of changes that are
made to the plan without prior approval for a period of three years from the date of
the changes and shall provide the U.S. Nuclear Regulatory Commission, ATIN: Chief,
Nuclear Materials Safety Branch, 475 Allendale Road, King of Prussia, Pennsylvania
19406 a report, within six months after the change is made, containing a description
of each change.
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- «~ept as specifically provided otherwise in this license, the licensee shall conduct
, program in accordance with the statements, representations, and procedures
contained in the documents, including 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. Application dated October 29, 1996
B. Letter dated February 14, 1997
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For the U.S. Nuclear Regulatory Commission
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Keith D. Brown, Ph.D
Division of NucTear Materials Safety
Region |
King of Prussia, Pennsylvania 19406
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License N&. 2J-25%38-01
Docket No. 030-32013
Control No. 123852

Dennis Dumas

Associate Director

Safety and Environmental Engineering
DuPont Merck Pharmaceutical Company
331 Treble Cove Road

North Billerica, {4A 01862

Dear Mr. Dumas:

This refers to your license renewal request. Enclosed with this letter is the renewed
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 U.S. Nuclear
Regulatory Commission, Region | Office, Licensing Assistance Team, (610) 337-5093
or 5239, so that we can provide appropriate corrections and answers.

Please be advised that your license expires at the end of the day, in the month, and
year stated in the license. Until your license is terminated, you must conduct your
program involving byproduct materials in accordance with the conditions ot sour NRC
license, representations made in your license application, and NRC regulations. !'n
particular, note that you must:

1. Operate in accordance with NRC reguiations 10 CFR Part 19, "Notices,
Instructions and Reports to Workers; Inspections,” 10 CFR Part 20, "Standards
for Protection Against Radiation,” and other applicable regulations.

2. Notify NRC, in writing, within 30 days:
a. when the Radiation Safety Officer or Chairman of the Radiation Safety
Committee, permanently discontinues performance of duties under the

license or has a name change; or

b. when the mailing address on the license changes (no fee is required if
the location of byproduct material remains the same).

2k,
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D. Dumas -2-
DuPont Merck Pharmaceutical Company

3. In accordance with 10 CFR 30.36(b) and/or license condition, notify NRC,
promptly, in writing, and request termination of the license when you decide to
terminate all activities involving materials authorized under the license.

4. Request and obtain a license amendment before you:
a. change Radiation Safety Officer or Chairman of the Radiation Safety
Committee;
b. order byproduct material in excess of the amount, or radioiuclide, or

form different than authorized on the license;

c. add or change the address or addresses of use identified in the license
application or on the license; or

d. change ownership of your organization.

5. Submit a complete renewal application with proper fee or termination request at
least 30 days before the expiration date of your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession
of byproduct material after your license expires is a violation of NRC
regulations.

In addition, please note that NRC Form 313 requires the applicant, by his/her
signature, to verify that the applicant understands that all statements contained in the
application are true and correct to the best of the applicant’s knowledge. The
signatory for the application should be the licensee or a certifying official of the
licensee rather than the Radiation Safety Officer or a consultant,

You will be periodically inspected by the NRC. Failure to conduct your program in
accordance with NRC regulations, license conditions, and representations made in your
license application and supplemental correspondence with NRC will result in
enforcement action against you. This could include issuance of a notice of violation,
or imposition of a civil penalty, or an order suspending, modifying or revoking your
license as specified in the "General Statement of Policy and Procedure for NRC
Enforcement Actions," (Enforcement Policy), NUREG 1600.

Since serious consequences to employees and the public can result from failure to
comply with NRC requirements, prompt and vigorous enforcement actions wiil be

OFFICIAL RECORD COPY
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D. Dumas -3-
DuPont Merck Pharmaceutical Company

taken when dealing with licensees who do not achieve the necessary meticulous
attention to detail and the high standard of compliance which NRC expects of its
licensees.

Thank you for your cooperation.

Sincerely,

ORIGINAL S812NED BY:

Keith D. Brown, Ph.D.
Division of Nuclear Materials Safety

License No. 20-28598-01
Docket Ne. 030-32013
Control MNo. 123852

Enclosures:

1. Amendment No. 09

2. 10CFR Parts 2, 19, 20, 30, 170, and 171
3. NRC Forms 3 and 313

DOCUMENT NAME: R:\WPS\MLTR\L.2028598.01

Yo receive 8 copy of this document, indicate in the box: "C" = Copy wio attach/enc! "E" = Copy w/ sttach/encl "N° = No copy

OFFICE |DNMS/RI N [DNMS/RI
NAME Brown/kdb
DATE 03/03/97 03/ /97 03/ /97 03/ /97
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DU PONT . .

MERCK
RADIOPHARMACEUTICALS February 14, 1997
331 Treble Cove Road
N. Billerica, MA 01862 prMS €
Phone:  (R00) 362-2668 __,7
Fax:  (508)671-8149 (6

U.S. Nuclear Regulatory Commission
ATTN.: Keith Brown
Region |
475 Allendale Road
King of Prussia, PA 19406

Reference: Matena's License #20-28598-01
Mail Control #123852

Dear Mr. Brown:

This is wntten in response to your verbal request for additional information concerning our license
renewal application.

1. A complete radioactive material inventory for all Billerica site operations is maintained and will
continue to be maintained by the site Radiation P ion Office. As a large manufacturing site
with some research and development activities, inve...ores of radioactive material are routinely
obtained through computerized manufacturing/order entry/warehousing/distribution databases.
In addition, the site Environmental Engineering group maintains a computerized radioactive
material inventory for all site radioactive waste activities,

Annually all the previously obtained radioactive material inventory information is compiled into
one large computer file where it is compared with the licensed quantities. The results of this

companson is provided to the Radiation Safety Officer and the site Radioisotope Committee for
review.,

It is important to note that our Broad Scope liceise allows for very large quantities of various
radioisotopes plus all radioactive matenial opera ions require preapproval by the Radioisotope
Committee. In this way it is assured that no license limits have the potential to be exceeded at
any time within the year.

2. As you can see in our license application, we currently have a formal system of authonzation
and approval for Radiation Workers that is coordinated by the Radiation Protection Office. This
process involves registration with, the Radiation Protection Office, the successful completion of
radiation safety training, the implementation of dosimetry requirements and complet:on of on-
the-job training.

With regards to the management of the Radiation Workers and their operations, the site

Radioisotope Committee reviews the <redentials and will authorize individuals as Supervisors

or Managers of the licensed operational programs. These individuals have overall management

responsibility for the licensed operations and are approved by the Radioisotope Committee

based on their past work experience and training relevant to the operations involving the use of

radioactive material. ‘
/23852
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MERCK

In consideration of the discussions between my staff and yourself, we will introduce a new
category of worker called an "Authorized User". While this person is required to be an
approved Radiation Worker, this person is more specifically responsible for the day to day
activities in the licensed restricted areas. In other words the "Authorized User” will be able to
make specific decisions and notifications to management affecting radiological safety in their
area of responsibility. In essence they will oversee the radiological safety operations of the
Radiation W. kers in the area. The designation as "Authorized User" wili be granted by the
Radioisotope Commitiee based on previous work experience and the completion of more
advanced radiological safety training.

This three tier system of authorization to work with radioactive materials will be implemented
by the beginning of the second quarter of 1997. The Radioisotope Committee will develop the
required credentials for an "Authorized User" based on the nature of the licensed operations. A
standard operating procedure will then be entered into the existing document control system.

3. A program is in place for the auditing of the Radiation Protection Program. As you may know
my stafl conducts routine radiological compliance surveys of each area in accordance with our
licensed program. These surveys are conducted either weekly or monthly and at other times
that a non-routine assessment is needed. These surveys consist of not only monitoring area
radiation levels and potential levels of radiological contamination but also include assessments
of postings, the use of personal protective equipmer.t and the use of the required dosimetry.

In addition, on an annual basis, an admiaistrative review of the overall Radiation Protection
Program is conducted by the Radiation Protection Office. On an on-going basis, these
programs assess the quality of the radiological safety program as authorized by our license.

4. As you discussed with my staff, we will continue to need the Matenials License #20-00320-19
for the three remote Distribution Centers in the NRC states. It is our understanding that this
license will continue to be administered by NRC Region | after Massachusetts has obtained
Agreement State status. As you may know this license is a limited scope possession license that
is separate from our Broad Scope manufacturing/distribution license #20-28598-01 and
separate from our radiopharmaceutical distribution license #20-00320-16MD. It is our
understanding these latter two licenses will be transferred to the state of Massachusetts once
they become an A greement State. With regards to the issue of the handling of radioactive
material at remote job sites throughout the U.S., beyond the three Distribution centers listed on
the "-19" license, we will utilize the "reciprocity” regulatory requirements established by the
NRC and as adopted by Massachusetts when they bccome an A greement State.

I trust this information will be useful in your further processing of our renewal application. Please
contact me at S08-671-8669 if you require any additional information.

Sincerely,

/jldf Wi LZ/,,,A,,: .

Dennis Dumas
Associate Direcor
Safety and Environmental engineenng.
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TELEPHONE CONVERSATION RECORD | Date: Time: 9:30 a.m.
January 15, 1997

Mail Control No.: 123852 License: Docket No.:
20-28598-01 030-32013

Person Called: Francis (Skip) Roy Organization: Telephone
Du Pont Merck Number:
Pharmaceutical Co. (508) 671-8242

i Person Calling: Keith D. Brown

R Subject: Renewal Request
if

system they currently use.
material and deal with any emergencies that arise.

etc.).

Summary: [ requested the following information in support of their renewal application

1. Commitment to have a method for tracking inventory and a description of the

2. Criteria RSC will use for users in each area. That is, how will the RSC ensure that
in each area of use there will be individuals with sufficient expertise to safely handle

3. More detailed description of routine audits including frequency and functions
performed (e.g. contamination surveys, review for compliance with requirements,

Action Required/Taken: MSI15

" | BEag Rt 4
' L & il
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Signature: = Date: January 15, 1997
2 L |
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Roger C. Heison, E.D OPS

Du Pont Merck Pharmaceutical Co.
331 Treble Cover Road

North Billerica, MA 01862

SUBJECT: LICENSE RENEWAL APPLICATION
Dear Mr, Heison:

This .. to acknowledge receipt of your application for renewal of materials(s) license
identified below. Your application is deemed timely filed, and accordingly, the license
will not expire until final action has been taken by this office.

Any correspondence regarding the renewal application should reference the control
number specified below.

Sincerely,

originsl Simmed Byy

Shery! Villar
Licensing Administrative Specialist
Division of Nuclear Materials Safety

License No. 20-28598-01
Docket No. 030-32013
Control No. 123852

DOCUMENT NAME: R:\WPS\MISC\2028598.01

To receive a copy of this document, indicate in the box: "C" = Copy w/o attach/encl "E" = Copy w/ attach/enci "N* = No copy

OFFICE |[DNMS/RI N DNMS/FHr“
NAME  [Brown/gxc g;r{m,\ Villar [ 5./ ' |
DATE 11/06/96 11/ 3796 11/ /96 11/ /96

=
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The Du Pont Kerck Pharmaceutical Company

0 Trebie Cove foad. & & O30~ 32013
October 29, 1996 X

U.S. Nuclear Regulatory Commission
ATTN.: Elizabeth Ullrich

DNMS Region |
DU PONT 475 Allendale Road
MERCK King of Prussia, PA 19406

Reference: Matenals License #20-28598-01
Program Code #03211

Dear Ms. Ullrich:

This is an application for renewal of the above-referenced Materials License.

We have chosen to select the alternative procedure described in the instructions for
preparation of an application for license renewal. Instead of submitting a new application in
its entirety we are providing the previously submitted documents that still describe our
current program. However, we have included new editions of our site Handbook for

. Radiation Protection, the site Radiological Emergency Contingency Plan and the
Decommissioning Plan.

The following documents are enclosed for your consideration in the processing of our
renewal application.

. Application dated November 14, 1990 with Section M Handbook of Radiation
Protection, Section N Radiological Emergency Contingency Plan and Section B of the
Radiological Decommissioning Funding Plan removed.

Letter dated May 15, 1991
Letter dated August 16, 1991
Letter dated May 3, 1993

Letter dated November 8, 1993
Letter dated November 3, 1994
Letter dated January 9, 1995

Letter dated December 5, 1995

. Letter dated Marc. 29, 1996
10. Letter dated April 19, 1996
11. The Billerica Site Handbook of Radiation Protection, Required Rules and Procedures;

revised April 1994,
12. The Radiological Emergency Contingency Plan for the Billerica Site, revised August
1996.
13. A copy of the Standby Trust Agreement between CitiBank and the DuPont Merck
Pharmaceutical Company authorizing a $9.6 MM regulatory assurance for the Billerica

COAR B WP

Site.
14. A new Decommissioning Cost Estimate for the Billerica Site prepared by Scientific
’ Ecology Group, August 1996.
OCT 30 1996

LR OFFICIAL RECORD COPY ML 10



DU PONT . .

MERCK

October 29, 1996
@

U.S. Nuclear Regulatory Commission
ATTN.: Elizabeth Ullnch
DNMS Region |
475 Allendale Road
King of Prussia, PA 19406

Fage 2

With this renewal aprlicau'on a new Decommissioning Funding Plan is being submitted for
vour review. Y ou will note that the cost estimate report breaks out the cost for
decommissioning the DuPont Merck operations from the DuPont NEN leased operations at
the Billenica site. The existing Standby Letter of Credit in the amount of $9.6MM has been
renewed for another year effective July 30, 1996. The total cost estimate for
decommissioning the entire Billerica site, DuPont Merck operations plus DuPont NEN
leased ons, amounts to $8. IMM. Prior to July 30, 1997 we plan to reduce the
DuPont Merck Billerica Site Standby Letter of Credit to the amount described in this new

decommissioning cost estimate report for $6.3MM. DuPont NEN will be responsible for
. the remaining decommissioning cost in a separate funding plan.

Please contact me if you require any additional information.

Sincerely,

,ééz prds /C//a(., ba
Dennis Dumas

Associate Director,
Safety and Environmental Engineering



NRC FORM 313 U. §. NUCLEAR REGULATORY COMMISSOON' APPROVED BY OMB NO. 31800120

(10-04)
10 CFR 30 32 33
34 35 38 36 and 40D

APPLICATION FOR MATERIAL LICENSE
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INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION

SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW._ > B0 = 210[3

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH

DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY
QFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS
U & NUCLEAR REGULATORY COMMISSION

WASHINGTON DC  20566-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS
IF YO ARE LOCATED IN

CONNECTICUT, DELAWARE DISTRICT OF COLUMBIA MAINE. MARYLAND,
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475 ALLENDALE ROAD

KNG OF PRUSSIA PA 10406.1415
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RICO. SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS OR WEST VIRGINIA,
SEND APPLICATIONS TO

NUCLEAR MATERIALS LICENSING SECTION

US NUCLEAR REGULATORY COMMISSION. REGION |l
101 MARIETTA STREET NW SUITE 2900

ATLANTA GA 30323.0198

IF YOU ARE LOCATED IN

ILLINOIS, INDIANA, IOWA MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCOMNSIN,
SEND APPLICATIONS T1

MATERIALS LICENSING SECTION

U S NUCLEAR REGULATORY COMMISSION, REGION Il
801 WARRENVILLE RD

LISLE. IL 80532.4351
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ARLINGTON TX 76011.8064

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U S NUCLEAR REGULATORY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U S NUCLEAR REGULATORY COMMISSION JURISDICTIONS

) THIS IS AN APPLICATION FOR (Check approjviate item)
A NEW LICENSE
B AMENOMENT TO LICENSE NUMBER

¢ RENEWAL OF License NuwBer _ 20-28598-01

2 NAME AND MAILING ADDRESS OF APPLICANT (Include Zip code)
DuPont Merck Pharmaceutical Co.
331 Treble Cove Road
N. Billerica, MA 01862

3 ADDRESS(ES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED

(See Attached)

4 NAME OF PERSON TO BE CONTACTED ABOUT THIS
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Dennis Dumas

TELEPHONE NUMBER
(508) 671-8669

SUBMIT ITEMS & TMROUGH 11 ON 8172 X 11" PAPER THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED IS DESCRIBED IN THE LICENSE APPLICATION GUIDE

5 RADICACTIVE MATERIAL
a Element and mass number b chemical and/or physical form and ¢ maamum amount
which will be possessed at any one hime

8 PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED

7 INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE

[ TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS

®  FACILITIES AND EQUIPMENT

10 RADIATION SAFETY PROGRAM

11 WASTE MANAGEMENT

12 LICENSEE FEES (See 10 CFR 170 and Section 170 31)
l AMOUNT

FEE CATEGORY N/A enciosep s N/A

13 CERTIFICATION (Mus! be compieted by appicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

UPON THE APPLICANT

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT NAMED IN ITEM 2 CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL. REGULATIONS. PARTS 30 32 33 34, 35 38 30 AND 40 AND THAT ALL INFORMATON CONTAINED HEREIN IS TRUE AND

CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BELIEF

WARNING 181U S C SECTION 1001 ACT OFJUNE 25 1948 82 STAT 748 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION

CERTIFYING OFFICER - TYPED/PRINTED NAME AND TITLE

Dennis Dumas, Assoc. Dir., Safety & Env. Eng

FOR NRC USE ONLY
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‘ DU PONT DE NEMOURS & CO. (INC.).
¥ MEDICAL PRODUCTS DEPARTMENT

3448279813 !
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United States Nuclear Regulatory Commission
Region |
King of Prussia, PA 19406

Attn.: John D. Kinneman, Chief
Nuclear Materials Safety Section B
Division of Radiation Safety and Safeguards

Reference: License No. 20-00320-21

Genilemen:

This is an application fora new Type A broad scope manufacturing/ distribution license for

a company formed by a Joint Venture between the two major corporations, Du Pont and

Merck. The new company will be named the Du Pont Merck Pharmaceutical Company and

will include the existing radiopharmaceuticals manufacturing/distribution business at

331 Treble Cove Road, North Billerica, MA. Both Du Pont and Merck each have a 50%

i\tlucnest in the new company and will maintain a strong business relationship with the Joint
enture,

The segment of this new company covered by this license request resides at 331 Treble
Cove Road, North Billerica, MA, and is the Imaging Agents radiopharmaceuticals business
that was previously licensed by the NRC Materials License 20-00320-21. Thus, as of
January 1, 1990, the majority of operations at the Billerica site will belong to the new
company.

At the Billerica site address Du Pont will continue to own and operate the remaining
businesses of Research Products (known as Bionuclides, including lodination, in Building
250), Specialty Technologies (includes the RIA kit manufacturing operation, in Building
400) and Biotechnology Systems Research and Development (in Building 500).

The Du Pont operations at the Billerica site will be leasing the existing space from the

Du Pont Merck Pharmaceutical Company.

This application specifies that all operations at 331 Treble Cove Road, North Billerica,
Massachusetts, including the Du Pont operations, will be serviced by the Health Physics
organization of the Du Pont Merck Pharmaceutical Company, in terms of licensing and
regulatory requirements, at the same levels as previously authorized by your office under
Materials License 20-00320-21.

MEDICAL PRODUCTS DEPARTMENT

331 Treble Cove Road, No. Billerica, MA 01862 Telephone 617-667-9531 Fax (617) 663-7315



. Page 2

November 14, 1990
John D. Kinneman
U.S.N.R.C.
Region 1

It is our understanding, based on discussions with your office, the operations of the
Du Pont Merck Pharmaceutical Company will be authorized, as of January 1, 1991, by
Du Pont’s existing NRC Materials License 20-00320-21. [Initially only the name has
changed, therefore this licensing approach should be valid until the Du Pont license is
amended and this license application has been processed for the Joint Venture.

A check is enclosed in the amount of $1800.00 in payment of the license application
processing fee specified for License Fee Category 3A in the regulations of Title 10 CFR
Part 170, Section 170.31.

Please contact me if you require any additional information.

Sincerely,

. 43 £ /, :
/&j’,.ﬂ,ﬂu (V. A |2 rE S e
Dennis O. Dumas

Area Supervisor
Safety and Environmental Affairs

Telephone: (508) 671-8669
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ITEM 2 NAME AND MAILING ADDRESS OF APPLICANT

The Du Pont Merck Pharmaceutical Company Billerica site operations will consist primarily
of the manufacturing, distribution and research of medical radiopharmaceutical products.
These operations are an integral part of the company’s Imaging Agents business.

At the Billerica site address the Du Pont company will continue to own and operate the
remaining businesses of Research Products (known as Bionuclides, including lodination,
in Building 250), Specialty Technologies (includes the RIA kit manufacturing operation, in
Building 400) and Biotechnology Systems Research and Development (in Building 500).
The Du Pont operations at the Billerica site will be leasing the existing space from the

Du Pont Merck Pharmaceutical Company.

This application specifies that all operations at 331 Treble Cove Road, North Billerica,
Massachusetts, including the Du Pont operations, will be serviced by the Health Physics
and Environmental Engineering (Waste Management) organization of the Du Pont Merck
Pharmaceutical Company

The Du Pont Merck Pharmaceutical Company will consist of management and employees
that previously were a part of the Du Pont safety culture. The safety commitment from

Du Pont that includes the basic philosophy that "safety is a condition of employment” will
carry over to the new company. Safety will continue to be the responsibility of each
employee, including a coinmitment to safety throughout the line management organization.



. ITEM 3 ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR

POSSESSED

a. Licensed material will be used at the Billerica Facility; at 331 Treble Cove Road,
N. Billerica, Massachusetts, 01862.

The Du Pont Merck Pharmaceutical Company will have operations in the following

buildings.
110
150
200
250

300
32§
o 350
375
500

600

Office, Warehouse and Receiving Area

Environmental Engineering Facility (Radioactive Waste Shipping)
Imaging Agents Operations (Radiopharmaceutical Manufacturing)
Imaging Agents Operations (Cyclotron Operations)

Note: The Du Pont Bionuclides operations (e.g. lodination) will continue
to operate in this building.

Administration and Services

Environmental Engineering Building (Radioactive Waste Storage)
Storage Building (General equipment, non-radioactive)

Storage Building (General Equipment, non-radioactive)

Biomedical Research Laboratory (Animal Facility, Imaging Agents
Research )

Note: Du Pont's Biotechnology Systems Research and Development
operations will continue in this building.

Customer Service Center

Note: Building 400 will continue to be used for the Du Pont Specialty

Technology operations (i.e. RIA kit manufacturing)

d. Licensed material may be used at temporary job sites for demonstration by sales
persons at customers facilities.



ITEM 5 RADIOACTIVE MATERIAL

8. Element and b. Chemical and/or d. Maximum quantity of activity which
A. Any byproduct A. Any A. 200 Curies of each radionuclide
material with atomic numbers 1 to 83 with a total
atomic numbers possession limit of 5,000 Curies
11083

B. Krypton-85 B. Any B. 10,00C Curies

C. Molybdenum-99 C. Any C. 8,000 Curies

D. Americium-241 L Any D. 350 Curies

E. Xenon-133 E. Any E. 1,500 Curies

F. Nickel-63 F. Any F. 1,000 Curies

G. Sulfur-35 G. Any G. 800 Curies

H. Carbon-14 H. Any H. 1,000 Curies

. I. Cesium-137 1. Any 1. 500 Curies

J. Phosphorus-32 J. Any J. 200 Curies

K. Stroutium-90 K. Any K. 500 Curies

L. Hydrogen-3 L. Any L. 50,000 Curies

M. Any byproduct H. Any H. 60 Millicuries each radionuclide
material with with atomic numbers 84-94.
atomic numbers
84-94.

N. Any byproduct I. Any I. Not to exceed limits specified in
material listed in Schedule B 10CFR30.71.
Schedule B
10CFR30.71



ITEM6 PURPOSES FOR WHICH LICENSED MATERIAL WILL BE USED

A through M

5.
3.

Research and Development as defined in Section 30.4(q) of 10CFR30.

For possession, use and processing incident to manufacture of radiochemicals,
radiopharmaceuticals, and scaled sources.

For storage prior to distribution of manufactured radiochemicals,
radiopharmaceuticals and sealed sources.

For packaging and distribution of manufactured radiochemicals,
radiopharmaceuticals and sealed sources to persons authorized to receive the
licensed material pursuant to the terms and conditions of specific licenses issued
by the Nuclear Regulatory Commission or Agreement States,

For use in calibration of Du Pont Merck Pharmaceutical Company instruments at
the Billerica site.

For storage as radioactive wastes.

N. For demonstration by sales persons at customers facilities, anywhere in the

United States where the Nuclear Regulatory Commission has jurisdiction.

~3



A through M

Scaled sources can be returned to the Billerica Site for the purpose of refurbishment or
disposal. All such return shipments will be handled in compliance with the conditions of
the appropriate Du Pont Merck Pharmaceutical Company USNRC Materials License, as
well as applicable DOT regulations.

A through M

This application requests that the Du Pont Merck Pharmaceutical Company Materials
License authorize the retumn of components of DOT containers of radioactive material that
previously contained radioactive material. These components that could be returned to the
Billerica site for reuse, recycling or disposal would include packing material such as
"styrofoam” inserts, lead shields, and the primary containment used for the radioactive
material such as the glass/plastic vials.



ITEM 7 INDIVIDUAL RESPONSIBLE FOR RADIATION SAFETY PROGRAM,
TRAINING AND EXPERIENCE

a. The Du Pont Merck Pharmaceutical Company Billerica Site Radiation Protection
Officer will be Dennis Dumas



DENNIS DUMAS: HEALTH PHYSICIST

EDUCATION

Lowell Technological Institute, Lowell, Massachusetts. Graduated 1971. Degree:
Associate of Science in Radiological Health.

Lowell Technological Institute, Lowell, Massachusetts. Graduated 1974. Degree:
Bachelor of Science in Kadiological Health.

Rivier College, Nashua, New Hampshire. Graduated 1978. Degree: Master of
Business Administration.

EXPERIENCE

During school at Lowell Technological Institute, performed as a technologist part-time in
radiation and contamination control.

1971 - 1973: Lead Radiation Specialist, New England Nuclear Corporation. Responsible
for the performance of several Health Physics Technologists and reported directly to the
Radiation Protection Officer. Monitored all functions required of the Radiation Protection
Program, such as in-plant radiological monitoring, personnel monitoring (both internal and
external), environmental monitoring, radicactive waste disposal, State and Federal
regulatory agency compliance accountability, etc.

1973 - 1978: Radiation Protection Officer, New England Nuclear Corporation, Billerica,
Massachusetts operations. On license as responsible for all regulatory compliance
monitoring and analyses. Supervised 20 people in their completion of all surveys, analyses
and procedural reviews required in the Radiation Protection Program in order to provide
qu