
 

 

 
 February 9, 2009 
 
Docket No. 03034856 License No. 45-25449-01 
Control No. 143222 
 
Andrzej K. Drukier, Ph.D. 
CEO 
BioTraces, Inc. 
13455 Sunrise Valley Drive 
Suite 200 
Herndon, VA 20171 
 
SUBJECT: BIOTRACES, INC., REQUEST FOR ADDITIONAL INFORMATION 

CONCERNING APPLICATION FOR RENEWAL OF LICENSE, CONTROL NO. 
143222 

 
Dear Dr. Drukier: 
 
This is in reference to your application dated January 20, 2009 requesting to renew Nuclear 
Regulatory Commission License No. 45-25449-01. In order to continue our review, we need the 
following additional information: 
 

1. Provide a description of the radiation safety training program, including topics covered, 
groups of workers, assessment of training, qualifications of instructors, and the method 
and frequency of training. 

 
2. Describe the facilities and equipment to be made available at each location where 

radioactive material will be used. Include a description of the area(s) assigned for the 
receipt, storage, security, preparation and measurement of radioactive materials. A 
diagram should be submitted showing the locations of shielding, the proximity of radiation 
sources to unrestricted areas, and other items related to radiation safety. When 
applicable to facilities where radioactive materials may become airborne, the diagrams 
should contain schematic descriptions of the ventilation systems, with pertinent airflow 
rates, pressures, filtration equipment, and monitoring systems. Diagrams should be 
drawn to a specified scale, or dimensions should be indicated. For facilities where it is 
anticipated that more than one laboratory or room may be used, a generic laboratory or 
room diagram may be submitted. 

 
3. Provide the statement "We will use instruments that meet the radiation monitoring 

instrument specifications published in Appendix M to NUREG-1556, Vol. 7, 'Program-
Specific Guidance About Academic, Research and Development, and Other Laboratory 
Licenses of Limited Scope,' dated December 1999. We reserve the right to upgrade our 
survey instruments as necessary". 
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4. Provide the statement "Physical inventories will be conducted at intervals not to exceed 6 
months, to account for all sealed sources and devices received and possessed under the 
license".  

 

5. Choose one of the following statements "We have done a prospective evaluation and 
determined that unmonitored individuals are not likely to receive, in one year, a radiation 
dose in excess of 10% of the allowable limits in 10 CFR Part 20” or “We will monitor 
individuals in accordance with the criteria in the section entitled 'Radiation Safety 
Program - Occupational Dose' in NUREG-1556, Vol. 7, 'Consolidated Guidance about 
Materials Licenses: Program-Specific Guidance about Academic, Research and 
Development and Other Licenses of Limited Scope,'" dated December 1999”.  

6. Provide a statement verifying that procedures for safe use, including security of 
materials, and emergencies have been developed, or will be developed before receipt of 
licensed material. 

7. Provide the statement "We will survey our facility and maintain contamination levels in 
accordance with the survey frequencies and contamination levels published in Appendix 
Q to NUREG-1556, Vol. 7, 'Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope,' dated December 1999. Leak tests 
will be performed at the intervals approved by NRC or an Agreement State and specified 
in the SSD Registration Certificate. Leak tests will be performed by an organization 
authorized by NRC or an Agreement State to provide leak testing services to other 
licensees or using a leak test kit supplied by an organization authorized by NRC or an 
Agreement State, to provide leak test kits to other licensees and according to the sealed 
source or plated foil manufacturer's (distributor's) and kit supplier's instructions". 

8. Provide the statement "We will use the model waste procedures published in Appendix T 
to NUREG-1556, Vol. 7, 'Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope,' dated December 1999". 

 

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).   
 
We will continue our review upon receipt of this information.  Please reply to my attention at the 
Region I Office and refer to Mail Control No. 143222.  If you have any technical questions 
regarding this deficiency letter, please call me at (610) 337-5399. 
 
 
 
 
 
 
 



A. Drukier 3 
 

 

In order to continue prompt review of your application, we request that you submit your response 
to this letter within 30 calendar days from the date of this letter. 
 
 
  

Sincerely, 
 
Original signed by Stephen Hammann 
 
Stephen Hammann 
Health Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 
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