
UNITED STATES

   NUCLEAR REGULATORY COMMISSION
    REGION I

475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415 

May 31, 2007

Docket No. 03037463 License No. 45-31244-01MD
Control No. 140462

Ware Mitchell
Radiation Safety Officer
Blue Ridge Isotopes, LLC
1630 Midland Road
Salem, VA 24153

SUBJECT: BLUE RIDGE ISOTOPES, LLC, REQUEST FOR ADDITIONAL INFORMATION
CONCERNING APPLICATION FOR NEW LICENSE, CONTROL NO. 140462

Dear Mr. Mitchell:

This is in reference to your application dated April 26, 2007 applying for a Nuclear Regulatory
Commission license.  In order to continue our review, we need the following additional
information:

1. It can not be determined by your application that the Radiation Safety Officer is
authorized to be the management representative and make binding statements and
representations.  Please submit a letter signed by a management representative
indicating that management has reviewed the application and concurs in the statements
and representations contained therein.  Note also that a management representative
should sign all future correspondence that requests a change in your license.

2. Item 5.G. of your application gives the manufacturer and model numbers of sealed
sources.  The following manufacturer and source model numbers could not be located in
the sealed source and device registry: Imagyn Medical Model IS-125 Series; Source
Tech Model STM125I.  Please confirm the source manufacturer and model number or
obtain the sealed source and device registry number from the manufacturer. 

3. Please confirm that item 5.G.f., the Mills Biopharmaceuticals LLC Model number, is
I-125SH and not I-g. 125SH.

4. Regarding Item 5.G., the note in the table section 5a states that the maximum amount
requested in the inventory is 1 Curie, however in the same table section 5c, it is stated
to be 500 millicuries.  Please state which limit you desire.

5. 10 CFR 30.32(g) requires that an application for a specific license to use byproduct
material in the form of a sealed source or in a device that contains a sealed source must
either identify the source or device by manufacturer and model number as registered
with the U.S. Nuclear Regulatory Commission under 10 CFR 32.210 or with an
Agreement State; or contain the information identified in 10 CFR 32.210(c).  Please
provide this information for the sealed source(s) requested in your application in Item
5.I.
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6. Regarding Item 5, please confirm that the activity per source will not exceed the
maximum activity listed on the approved certificate of registration issued by NRC or by
an Agreement State. You may refer to NUREG-1556, Volume 13, ‘Consolidated
guidance About Materials Licenses, Program-Specific Guidance About Commercial
Radiopharmacy Licenses’.

7. Item 6.1.d. of your application states to see the attached procedure/instruction for safely
repackaging the generators.  No procedure or instructions were attached.  Please
describe the procedures and instructions for safely repackaging the generators,
including the use of the manufacturer’s original packaging and minimization of migration
of radioactive fluids out of the generator during transport.

8. Item 6.1.i. of your application appears to have a typographical error as compared to our
guidance in NUREG-1556, Volume 13.  Please confirm that the sealed sources for
brachytherapy or diagnosis to be redistributed will be obtained from a manufacturer
authorized to distribute sealed sources for brachytherapy or diagnosis in accordance
with a specific license issued pursuant to 10 CFR 32.74 or under equivalent Agreement
State requirements.

9. Item 6.3.1 of your application appears to have a typographical error.  It states “as
specified in 1 Item 5c row J” while referencing source activities specified in 10 CFR
35.65.  Item 5c row J is not 10 CFR 35.65 sources, it is depleted Uranium.  Please
confirm that the maximum total activity of 10 CFR 35.65 sources to less than Item 5c
row “I”.

10. Item 6.4 of your application is unclear if you plan to perform service activities.  Please
confirm that you will not perform service activities unless the license is amended. 
Alternatively, state what service you plan to provide along with the specific procedures
that you will use.

11. As referenced in NUREG-1556, Volume 13, Item 7, provide an organizational chart
describing the management structure, reporting paths, and the flow of authority between
executive management and the Radiation Safety Officer.

12. 10 CFR 32.72(b)(2)(ii) states, in part, that a pharmacist may work as an authorized
nuclear pharmacist if the individual meets the requirements specified in 10 CFR
35.55(b).  The application did not contain the information for David Arnold, Pharm. D. 
He is not specifically listed on the license stated in the application.  Please provide the
following documentation of training and experience:

a. 700 hours in a structured educational program consisting of both didactic training
and supervised practical experience in a nuclear pharmacy in the subjects
identified in 10 CFR 35.55(b)(1).

b. Written certification, signed by a preceptor authorized nuclear pharmacist, that
the individual has satisfactorily completed the training and experience
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requirements in 10 CFR 35.55(b)(1) and that the individual has achieved a level
of competency sufficient to function independently as an authorized nuclear
pharmacist.

NRC Form 313A (ANP) (enclosed) may be used to document this information.  Please
note that if the training and experience was received more than 7 years ago, evidence of
recentness of training in accordance with 10 CFR 35.59 must also be submitted.

13. As referenced in NUREG-1556, Volume 13, Item 7, a copy of the State pharmacy
licensure or registration of the pharmacist for David Arnold, Pharm. D. was not included. 
Please include this documentation.

14. As your facility does not currently have a Virginia State Board of Pharmacy license, we
cannot issue you a Radioactive Material License until this has been completed.  Please
submit an estimated date when you expect to have the Board of Pharmacy license.

15. Regarding Item 9., Facilities and Equipment, resubmit your diagram addressing the
following issues: 

A. Identify areas and activities conducted in all areas immediately surrounding the
perimeter of your facility.  

B. Submit the diagram on a scale which is easily readable and in one color.  The
green and yellow colors did not scan properly in to our system making it difficult
to review.

C. Indicate the position of each of the areas described below (1- 4) and describe
the type, dimensions and thickness of shielding that will be used.

1. Tc-99m generator use areas.

2. Storage areas for refrigerated and nonrefrigerated radiopharmaceuticals.

3. Storage areas for radioactive waste, including decay-in-storage prior to
disposal as nonradioactive waste.  This area should be large enough to
handle an accumulation of Tc-99m generators as well as other solid
waste.

4. Areas for preparation and dispensing of radiopharmaceuticals (e.g., lead
glass, L-block, etc.).

D. Identify adjacent areas across from use and storage locations and show that
adequate steps have been taken to assure that radiation levels in unrestricted
areas will not result in doses to individual members of the public in excess of
those specified in 10 CFR 20.1301 (enclosed).

16. As referenced in NUREG-1556, Volume 13, Item 9, please describe the pertinent airflow
rates associated with the gloveboxes and monitoring systems for the use or storage of
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radioactive materials with the probability of becoming airborne, such as compounding
radioiodine capsules and dispensing radioiodine solutions; and verification that
ventilation systems ensure that effluents are withing 10 CFR 20.1301 and are ALARA
constraints for air emissions established under 10 CFR 20.1101(d).

17. Item 10.8 of your application did not provide a measurement system for alpha emitting
radiopharmaceuticals.  Please confirm that you will not distribute alpha emitting
radiopharmaceuticals without amending your license.

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 1-888-293-6498.  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 I Office and refer to Mail Control No. 140462.  If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-6942.

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 Michelle Beardsley

Michelle Beardsley
Senior Health Physicist
Commercial and R&D Branch
Division of Nuclear Materials Safety

Enclosure:
NRC Form 313A (ANP)
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