
 

 

 
 January 11, 2013 
 
Docket No. 030-34289 License No. 47-25375-01MD 
Control No. 579543 
 
Gerard A. Strugala, R.Ph. 
Vice President, Operations 
PharmaLogic WV Ltd 
109 Platinum Drive, Ste A 
Bridgeport, WV  26330-2007 
 
SUBJECT: PHARMALOGIC WV LTD, REQUEST FOR ADDITIONAL INFORMATION 

CONCERNING APPLICATION FOR AMENDMENT TO LICENSE, CONTROL 
NO. 579543 

 
Dear Mr. Strugala: 
 
This is in reference to your application dated November 16, 2012 requesting to amend Nuclear 
Regulatory Commission License No. 47-25375-01MD. In order to continue our review, we need 
the following additional information: 
 

1. “The possession limits requested in Items 6/7/8 A and O of your licensing action require 
that you submit financial assurance in accordance with the requirements of 10 CFR 
30.35. However, Condition 13 of your current license further requires that you restrict 
your possession of licensed materials with half-lives greater than 120 days to those 
below the 10 CFR 30.35 limits requiring financial assurance.  Confirm that you will 
restrict your possession limits as currently described in Condition 13, or submit the 
required financial assurance.  In addition, confirm that you will maintain an inventory of 
radioactive materials you possess with half-lives greater than 120 days, to ensure that 
you do not exceed the limits requiring financial assurance.  If you will provide financial 
assurance, you should use Volume 3 of NUREG-1757, “Consolidated NMSS 
Decommissioning Guidance” for assistance in formulating your response.  This may be 
found online at http://www.nrc.gov/reading-rm/doc-
collections/nuregs/staff/sr1757/v3/ . 

 
2. Attachment 5.1 of your amendment request included a list of sealed sources that you 

possess as “any byproduct material permitted by 10 CFR 35.65(a).  Please note that this 
regulation limits such sources to a maximum of 30 millicuries, so the 48 millicurie 
cobalt-57 source does not qualify as a 36.65(a) source.  It may be possessed under Item 
6.A, “any byproduct material with atomic numbers 3 through 83…”.  Confirm that you will 
revise your inventory to correct the classification of the 48 millicurie cobalt-57 source. 

 
3. The “Authorized Nuclear Pharmacist Training and Experience and Preceptor Attestation” 

form submitted for James Honce is missing page 2 of 3.  Please provide the second 
page of the form. 
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4. You have indicated that you have applied to your State Board of Pharmacy for 

registration of your facility and that you will submit a copy of this registration upon 
receipt. Please be advised that your amendment request cannot be completed without 
proof of registration from your State Board of Pharmacy. 

 
5. In your application you have provided information concerning air effluent releases to 

demonstrate compliance with 10 CFR 20.1301 and 10 CFR 20.1101(d).  Please provide 
the following additional information: 

 
a. In your calculations you use a 0.1% leakage assumption for I-131 and a 0.5% 

leakage assumption for Xe-133.  Please provide a reference for these two 
values. 
 

b. In the calculations using the Comply computer code, you use a source to 
receptor distance of 290 meters.  The guidance on the EPA website for using 
Comply states that receptors on the source building may be ignored only when 
the stack height is 2.5 times the building height. Your exhaust stack is not 2.5 
times the building height.  Please use the Comply computer code to calculate the 
doses individuals would receive from the air intakes on your building.  
 

c. The calculation to determine your air effluent releases of iodine-131 does not 
include a correction factor for the trapping efficiency for charcoal cartridge 
sampler.  Please include this in your calculation. 

 
6. In your application, you stated that you have developed procedures for monitoring 

occupational dose that meet the regulations.  Please submit your criteria for determining 
which individuals are likely to exceed 10% of the regulatory limits for extremities and 
whole body.  These criteria should consider both routine handling and accidents which 
are likely to occur, such as spills.  If you wish, you may determine the need for dosimetry 
based on the radionuclides and quantities handled by the individual. 

 
7. You have submitted examples of the labels that will accompany the products that are 

distributed from your facility.  Please confirm that you will affix the required labels to all 
“transport radiation shields” and each container used to hold the radioactive drugs.  Also 
confirm that your labels will contain all the information required by 10 CFR 32.72(a)(4). 

 
8. Item 6 of your application and Attachment 6.5 indicated that you will provide instrument 

calibration services to customers.  Based on Attachment 6.5, you are not providing the 
actual calibration, only transporting instruments for the customers to someone who is 
authorized to perform calibrations.  Therefore, calibration as a service to customers does 
not need to be authorized under this license.  If our understanding of your activities is 
incorrect, please inform us in writing. 
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Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov; 
select Nuclear Materials; Med, Ind, & Academic Uses; then Licensee Toolkits, see our 
toolkit index page.  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 8:00 a.m. to 5:30 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. 579543.  If you have any technical questions 
regarding this deficiency letter, please call me at (610) 337-5040. 
 
If we do not receive a reply from you within 20 calendar days from the date of this letter, we will 
assume that you do not wish to pursue your application. 
 

Sincerely, 
 
Original signed by Elizabeth Ullrich 
 
Betsy Ullrich 
Senior Health Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 

 
cc: 
Teresa Tribe, R.Ph., Radiation Safety Officer 
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