UNITED STATES

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

June 17, 2008

Docket Nos. 03010814 License Nos. 29-02608-03
03011969 29-00206-07
Control Nos. 139123
142452

Curtis W. Smock

Staff Health Physics Specialist
Johnson & Johnson Pharmaceutical
Research & Development LLC
1000 Route 202, P.O. Box 300
Raritan, NJ 08869-0602

SUBJECT:  JOHNSON & JOHNSON PHARMACEUTICAL RESEARCH & DEVELOPMENT
LLC AND JOHNSON & JOHNSON STERILE PROCESS TECHNOLOGY,
REQUEST FOR ADDITIONAL INFORMATION CONCERNING FINANCIAL
ASSURANCE DOCUMENTS, CONTROL NOS. 139123 AND 142452

Dear Mr. Smock:

This is in reference to your Parent Company Guarantee dated March 31, 2008 providing
financial assurance for decommissioning for Nuclear Regulatory Commission License Nos. 29-
02608-03, and 29-00206-07. In order to continue our review, we need the following additional
information:

1. Item #3 of the Parent Company Guarantee did not list all of the facilities along with the
associated license number for each facility. As listed in our guidance NUREG-1757,
Volume 3, ‘Consolidated NMSS Decommissioning Guidance, Financial Assurance,
Record keeping, and Timeliness,” Checklist 13-B, item 3., “the names, addresses, and
license numbers of the facilities for which the guarantee provides financial assurance
and the amounts guaranteed for decommissioning activities. Please provide a Parent
Company Guarantee which lists all of the facilities as stated on the license.

2. Since the Parent Company Guarantee was written, License No. 29-00206-07, was
amended to change the name of the licensee to Johnson and Johnson Sterile Process
Technology and an additional location of use was added to this license. An amended
Parent Company Guarantee should have been received with this request. Please
submit a Parent Company Guarantee with the correct Licensee name and new location
of use added to Iltem #3.

3. Since one location of use in Pennsylvania was removed when Pennsylvania became an
Agreement State, the previous Parent Company Guarantee cannot be returned until
financial assurance has been accepted by Pennsylvania. No response is required for
this item.
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Current NRC regulations and guidance are included on the NRC’s website at www.nrc.gov;
select Nuclear Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then
Regulations, Guidance, and Communications. You may also obtain these documents by
contacting the Government Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is
open from 7:00 a.m. to 8:00 p.m. EST, Monday through Friday (except Federal holidays).

We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control Nos. 139123, and 142452. If you have any technical
questions regarding this deficiency letter, please call me at (610) 337-5366.

Sincerely,
Original signed by Dennis R. Lawyer

Dennis R. Lawyer

Health Physicist

Commercial and R&D Branch
Division of Nuclear Materials Safety

cc:
David Liu, V.P., Operations Readiness
Michael Casio, Radiation Safety Officer
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