~ REGIONI
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

November 18, 2009

Docket No. 03004675 License No. 20-08361-01
Control No. 144233

Brian L. Baker

Director

Department of Health and Human Services
Public Health Service, FDA

Winchester Engineering & Analytical Center
109 Holton Street

Winchester, MA 01890-1197

SUBJECT: DEPARTMENT OF HEALTH AND HUMAN SERVICES, REQUEST FOR
ADDITIONAL INFORMATION CONCERNING APPLICATION FOR
AMENDMENT TO LICENSE, CONTROL NO. 144233

Dear Mr. Baker:

This is in reference to your letter dated October 13, 2009 requesting to amend Nuclear
Regulatory Commission License No. 20-08361-01. In order to continue our review, we need the
following additional information:

1. Please confirm that Brian Baker has assumed the position previously held by John
Marzilli and that Mr. Baker should be made the point of contact for the licensee.

2. Your letter of October 13, 2009, requests authorization for radium-228, thorium,-228,
thorium-230, and thorium-232 at 500 microcuries each. The Certification of Financial
Assurance dated June 23, 2008, lists those isotopes for which financial assurance is
required. Please amend and submit for our review your revised Certification of Financial
Assurance.

3. 10 CFR 30.35(e) requires, in part, that licensees using decommissioning funding plans
adjust the cost estimate every three years. A review of your file indicates that the last
adjustment was performed in 2006. Please confirm whether you are in the process of
performing the cost estimate adjustment or have completed the cost estimate
adjustment. If your adjustment indicates that additional financial assurance is required,
then you will need to submit a revised Statement of Intent.

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 6:30 p.m. EST, Monday through Friday (except Federal holidays).
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We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 144233. If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5075.

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

Sincerely,

Original signed by Steve Courtemanche
Steven Courtemanche

Health Physicist

Commercial and R&D Branch
Division of Nuclear Materials Safety

cc:
James Cherniack, Radiation Safety Officer
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