
 

 

 
 May 31, 2011 
 
Docket No. 030-38331 License No. 34-32780-02 
Control No. 573262 
 
Willie Regits, Ph.D. 
Director, Health Physics 
Cardinal Health 414, LLC 
7000 Cardinal Place 
Dublin, OH 43017 
 
SUBJECT: CARDINAL HEALTH 414, LLC, REQUEST FOR ADDITIONAL INFORMATION 

CONCERNING APPLICATION FOR A NEW LICENSE, CONTROL NO. 573262 
 
Dear Dr. Regits: 
 
This is in reference to your letter dated April 21, 2011, with that application for a new license 
dated April 15, 2011.  This also refers to information submitted in the letter dated April 22, 2011, 
and enclosures, and the letter dated May 2, 2011, and enclosures.  Please note that the 
response to your Application for Withholding Information will be sent in a separate letter.  In 
order to continue our review, we need the following additional information: 
 
1. Item 5 of the application dated April 15, 2011, lists quantities and forms of long-lived 

radioactive materials which require you to provide a Decommissioning Funding Plan 
(DFP) and cost estimate, and financial assurance in the amount of the cost estimate, in 
accordance with 10 CFR 30.35.  Specifically, Items E, E.2, E.3, E.5, E.10, E.19 and F 
include radionuclides with half-lives greater than 120 days, for which financial assurance 
is required and for which decay-in-storage is not allowed by regulation.  Solid radioactive 
materials are not considered to be sealed sources, nor are activated materials in solids; 
therefore they are unsealed materials for which financial assurance is required. 

 
 In response to your discussion in Item 4 of your letter dated April 22, 2011, the 
 jurisdiction by the NRC over accelerator-produced radioactive materials was described in 
 the Federal Register, Volume72, No 189 (October 1, 2007), “Requirements for Expanded 
 Definition of Byproduct Material” as follows:  “The NRC will regulate the radioactive 
 material both intentionally and incidentally produced by all accelerators that are 
 intentionally operated to produce a radioactive material for its radioactive properties. The 
 NRC will not regulate the incidental radioactive material produced by accelerators that 
 are operated to produce only particle beams and not radioactive materials for use for a 
 commercial, medical, or research activity.”  Because the requirement for financial 
 assurance is applicable only to materials regulated by the NRC, at this time, financial 
 assurance is required for all the radioactive materials at only those accelerators 
 intentionally operated to produce radioactive materials.   
 
 You may have additional time to develop your DFP and cost estimate.  You should 
 submit your DFP and cost estimate for approval, prior to obtaining a financial 
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 assurance instrument.    
 
2. At this time, it is NRC policy to approve and list the names of those persons who will use, 

or supervise the use of, radioactive materials on licenses for production of radioactive 
materials using an accelerator.  Although you are currently authorized to approve 
pharmacists on your radiopharmacy license, the license does not allow you to name 
other types of authorized users, and the pharmacy license is not a license of broad 
scope.  Like other manufacturing licenses, you could apply for a license of broad scope 
in the future, which would allow you to approve uses and users of radioactive materials 
as described in 10 CFR Part 33.  If you wish to pursue a license of broad scope, you 
should refer to the guidance in NUREG-1556, Volume 11, “Consolidated Guidance About 
Materials Programs: Program-Specific Guidance About Licenses of Broad Scope.”  
Applicants for a license of broad scope are expected to first establish a limited scope 
license, then develop the activities to support a broad scope program (such as use of a 
Radiation Safety Committee) and gain experience in these activities prior to applying for 
a broad scope license 
 

3. Please submit a description of the ventilation system as requested in Item 8.9 of 
NUREG-1556, Volume 21.  Describe the typical equipment that affects the ventilation 
system (such as hoods, glove boxes, and hot cells) and describe the minimum 
performance to be achieved for pertinent air flow rates, differential pressures, filtration 
systems and monitoring equipment used to control materials that could become airborne. 
 Do not include any information which you would consider proprietary or confidential. 
 

4. Item 7.2 contains a table for determining the correct radioactive label to be used.  Please 
note that the information related to the Transport index (TI) is not in accordance with the 
current Department of Transportation regulations, which allow a White-I label only on 
packages with a TI of zero.  No response to this item is required. 

 
 
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. 573262.  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 30 calendar days from the date of this letter, we will 
assume that you do not wish to pursue your application. 
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Sincerely, 
 
Original signed by Elizabeth Ullrich 
 
Betsy Ullrich 
Senior Health Physicist 
Commercial and R&D Branch 
Division of Nuclear Materials Safety 

 
cc: 
James Matthews, Radiation Safety Officer 
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