






 

 

APPENDIX B 

SUGGESTED FORMAT FOR PROVIDING INFORMATION REQUESTED IN 
ITEMS 5 THROUGH 11 OF U.S. NUCLEAR REGULATORY COMMISSION 

FORM 313
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Suggested Format for Providing Information Requested in  
Items 5 through 11 of U.S. Nuclear Regulatory Commission Form 313 

The table below is designed to help applicants develop their applications.  It may also be used 
as a License Reviewer Checklist for applications for Manufacturing and Distribution licenses.  A 
box in a column () indicates that the licensee may agree to use a model procedure, or if not 
using a model procedure, the licensee is then expected to describe its program or submit its 
procedures for the particular item.  

For broad scope usage applications, refer to NUREG–1556, Vol. 11, “Consolidated Guidance 
About Materials Licenses:  Program-Specific Guidance About Licenses of Broad Scope,” 
issued April 1999. 

Table B–1.   License Reviewer Checklist 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

5. RADIOACTIVE MATERIAL   

 Unsealed or Sealed Sources, or Both   

 For unsealed materials, do the following: N/A  

 • For each radionuclide, provide the element name with 
mass number, chemical and/or physical form, and 
maximum requested possession limit. 

  

 — For potentially volatile materials (e.g., I-125, I-131, H-3, 
Kr-85), specify whether the material will be free (volatile) 
or bound (non-volatile) and the requested possession 
limit for each form. 

  

 For sealed radioactive materials, do the following: N/A  

 — Identify each radionuclide (element name and mass 
number) that will be used, and specify the maximum 
activity per source. Also, specify the maximum number 
of sources or total activity of each radionuclide. 

  

 — Provide the manufacturer’s or distributor’s name 
and model number for each sealed source and 
device requested. 

  

 — Confirm that each sealed source, device, and source 
and device combination is registered as an approved 
sealed source or device by NRC or an Agreement State 
and will be possessed and used in accordance with the 
conditions specified in the registration certificate.  
Provide the SSD registration certificate number, 
if available 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

5. RADIOACTIVE MATERIAL (Continued)   

 Unsealed or Sealed Sources, or Both (Continued)   

 For each sealed source, device, and source and device 
combination that is not registered, provide the applicable 
information, as described in 10 CFR 30.32(g) and 32.210. 

  

 For Both Unsealed and Sealed Sources, do 
the following: 

N/A  

 — Identify the largest quantity of each radionuclide to be 
possessed at one time under the license, including 
receipts, in-process materials, and waste. 

  

 — In accordance with 10 CFR 30.32(i), applications to 
possess radioactive materials in unsealed form, on foils 
or plated sources, or sealed in glass in excess of the 
quantities listed in 10 CFR 30.72, must include either of 
the following: 

  

 — an evaluation showing that the maximum offsite dose 
caused by a release of radioactive materials would not 
exceed 0.01 Sv [1 rem] effective dose equivalent or 
0.05 Sv [5 rem] to the thyroid 

  

 OR   

 — an emergency plan for responding to the release, in 
accordance with the criteria listed in  
10 CFR 30.32(i)(3) 

  

 — In accordance with 10 CFR 70.22(i), applications to  
possess in excess of 2 curies of plutonium in unsealed 
form or on foils or plated sources must contain either of 
the following: 

  

 — an evaluation showing that the maximum dose to a 
member of the public offsite due to a release of 
radioactive materials would not exceed 0.01 Sv [1 rem] 
effective dose equivalent 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

5. RADIOACTIVE MATERIAL (Continued)   

 Unsealed or Sealed Sources, or Both (Continued)   

 OR   

 — an emergency plan for responding to the radiological  
hazards of an accidental release of special nuclear 
material and any associated chemical hazards directly 
incident thereto, in accordance with the criteria listed in  
10 CFR 70.22(i)(3) 

  

 Financial Assurance and Recordkeeping 
for Decommissioning 

 N/A 

 State the following:   

 • “Pursuant to 10 CFR 30.35(g), 10 CFR 40.36(f), and 
10 CFR 70.25(g) and 10 CFR 70.51(b)(3), as 
appropriate, we will maintain records important to 
decommissioning and will transfer these records to an 
NRC or Agreement State licensee before licensed 
activities are transferred or assigned, in accordance 
with 10 CFR 30.34(b), 10 CFR 40.46, and 
10 CFR 70.36, as appropriate.  Furthermore, pursuant 
to 10 CFR 30.51(f), 10 CFR 40.61(f), and 
10 CFR 70.51(a), as appropriate, prior to license 
termination, we will forward the records required by 
10 CFR 30.35(g), 10 CFR 40.36(f), and  
10 CFR 70.25(g), as appropriate, to the appropriate 
NRC regional office.” 

  

 AND   

 • If financial assurance is required, submit the required 
documents, as described in NUREG–1757, Volume 3, 
“Consolidated Decommissioning Guidance: Financial 
Assurance, Recordkeeping, and Timeliness.” 

N/A  

6. PURPOSE FOR WHICH LICENSED MATERIAL WILL BE 
POSSESSED AND USED 

  

 • List the specific use or purpose of each radionuclide 
that will be possessed and used. 

N/A  

  



 

B–4 

Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

6. PURPOSE FOR WHICH LICENSED MATERIAL WILL BE 
POSSESSED AND USED (Continued) 

  

 • Provide the manufacturer name and model number for 
each device, manufactured article, or material that 
becomes the product, by manufacturer and 
model number. 

  

 • Provide the manufacturer and model number of each 
sealed source proposed for possession and use or 
incorporation into a manufactured article. 

  

 • Submit information requesting authorization to possess 
and use any other licensed materials in support of the 
manufacturing and distribution license. 

  

7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY 
PROGRAM AND THEIR TRAINING AND EXPERIENCE 

  

 RSO   

 Provide the name of the proposed RSO and information 
demonstrating that the proposed RSO is qualified by 
training and experience. 

N/A  

 Information should include, as a minimum:   

 • formal training and education in radiation safety 
(topics covered, duration of training, when training was 
received, identity/location of training provider) (Note:  a 
course outline may be provided.) 

  

 • experience using licensed materials (types, forms, 
quantities handled, activities performed, duration 
of experience) 

  

 • experience performing the duties of a Radiation 
Safety Officer (activities, duration of experience, scope 
of program) 

  

 Authorized Users   

 Provide the name of each proposed AU with the types and 
quantities of licensed material to be possessed or 
possessed and used. Also provide information 
demonstrating that each proposed AU is qualified by 
training and experience to possess and use the requested 
licensed materials. 

N/A  
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY 
PROGRAM AND THEIR TRAINING AND EXPERIENCE 
(Continued) 

  

 Authorized Users (Continued)   

 Information should include, as a minimum:   

 • formal training and education in radiation safety 
(topics covered, duration of training, when training was 
received, identity/location of training provider)  
(Note: a course outline may be provided.) 

  

 • experience using licensed materials (types, forms, 
quantities handled, activities performed, duration 
of experience) 

  

8. TRAINING FOR INDIVIDUALS WORKING IN OR 
FREQUENTING RESTRICTED AREAS 

  

 Submit 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. 

N/A  

9. FACILITIES AND EQUIPMENT   

 Describe the facilities and equipment to be made available 
at each location where radioactive material will be 
possessed or possessed and used (see Appendix F of this 
NUREG for topics to consider).  This information should be 
from the point of view of performance criteria.  For example, 
state the purpose of any filtration equipment and the 
associated acceptance criteria to accomplish this purpose 
(such as the ventilation flow rate trying to be maintained). 

N/A  

 Include a description of the areas assigned for the receipt, 
shipping, storage, preparation, security, and measurement 
of radioactive materials. 

N/A  

 Submit a diagram showing the locations of shielding, the 
proximity of radiation sources to unrestricted areas, areas 
containing flammable or hazardous materials, and other 
items related to radiation safety. 

N/A  
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

9. FACILITIES AND EQUIPMENT (Continued)   

 • 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. Sketches or drawing 
should also include a compass directional arrow to 
indicate “North”. 

  

 • 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 

  

 If radioactive materials will be used with animals, include a 
description of the animal-handling housing facilities. 
NUREG–1556, Vol. 7 may also be used as guidance. 
 
Specialized facilities such as waste storage rooms or hot 
labs, and locations of specialized facilities or equipment 
such as waste compactors, hot cells, and shielded storage 
for high activity sources, should be included on the diagram. 

  

10. RADIATION SAFETY PROGRAM   

 Audit Program   

 The applicant is not required to, and should not, submit its 
audit program to the NRC for review as part of a license 
application.  However, this matter may be reviewed during 
NRC inspections. 

N/A  

 Radiation Monitoring Instruments   

 Describe the instrumentation that will be used to perform 
required surveys. 

N/A  

 AND   

 State that:  “We will use instruments that meet the radiation 
monitoring instrument specifications published in 
Appendix H in NUREG–1556, Volume 12, Rev.1, 
“Consolidated Guidance About Materials Licenses:  
Program-Specific Guidance About Possession Licenses for 
Manufacturing and Distribution.”  We reserve the right to 
upgrade our radiation survey instruments as necessary.” 

 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

10. RADIATION SAFETY PROGRAM (Continued)   

 For Instrument Calibration   

 State that:  “Instruments will be calibrated before first use, at 
least annually thereafter, and after any repair, by a vendor 
that the NRC or an Agreement State has licensed to 
perform instrument calibration.” 

 N/A 

 OR   

 State that: “We will implement the model radiation survey 
instrument calibration program published in Appendix H in 
NUREG–1556, Volume 12, Rev. 1, “Consolidated 
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 

 N/A 

 OR   

 Submit equivalent procedures for instrument calibrations. N/A  

 Material Receipt and Accountability   

 State that:  “We will comply with the NSTS reporting 
requirement, as described in 10 CFR 20.2207.” 

  

 AND   

 State that:  “We will develop, implement, and maintain 
procedures for ensuring accountability of license materials 
at all times.” 

  

 AND   

 Provide either of the following   

 a statement that:  “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.  Records of inventory will be maintained for a 
period of 3 years from the date of each inventory and will 
include the radionuclides, quantities, manufacturer’s name 
and model numbers, and the date of the inventory.” 

 N/A 

 OR   

 a description of the procedures for ensuring that no sealed 
sources have been lost, stolen, or misplaced 

N/A  
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

10. RADIATION SAFETY PROGRAM (Continued)   

 Occupational Dose   

 The applicant should provide one of the 
following statements: 

  

 “We will maintain, for inspection by the NRC, documentation 
demonstrating that unmonitored individuals are not likely to 
receive a radiation dose in excess of the limits in  
10 CFR 20.1502.” 

  

 OR   

 “We will monitor individuals in accordance with the guidance 
in Section 8.10.4, “Radiation Safety Program–Occupational 
Dose” in NUREG–1556, Vol. 12, Rev. 1, “Consolidated 
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 

  

 OR, IN LIEU OF THESE STATEMENTS,   

 Provide a description of an alternative method for 
demonstrating compliance with the referenced regulations. 

  

 Public Dose   

 No response is required from the applicant, but records and 
written materials documenting compliance will be examined 
during inspection. 

N/A N/A 

 Safe Use of Radionuclides and Emergency Procedures   

 The applicant should provide the following statements:   

 “Procedures for safe use, security of materials, and 
emergencies will be developed and documented before 
receipt of licensed material. Operating and emergency 
procedures will be implemented and maintained.” 

 N/A 

 AND   

 “Procedures will be revised only if (i) the changes are 
reviewed and approved by the licensee management and 
the RSO in writing; (ii) the licensee staff is provided training 
in the revised procedures prior to implementation; (iii) the 
changes are in compliance with NRC regulations and the 
license; and (iv) the changes do not degrade the 
effectiveness of the program.” 

 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

10. RADIATION SAFETY PROGRAM (Continued)   

 Safe Use of Radionuclides and Emergency Procedures 
(Continued) 

  

 AND   

 If an “Emergency Plan” is required for the license, pursuant 
to 10 CFR 30.32(i) and 30.72 or 10 CFR 70.22(i), submit it 
as a separate part of the application. 

N/A  

 Surveys and Leak Tests   

 The applicant should provide one of the 
following statements: 

  

 “We will survey our facility and maintain contamination 
levels in accordance with the survey frequencies and 
contamination levels published in Appendix M to  
NUREG–1556, Vol. 12, Rev. 1, “Consolidated Guidance 
about Material Licenses: Program-Specific Guidance about 
Possession Licenses for Manufacturing and Distribution.””  
If applicable, state, “We will perform contamination checks 
on all fabricated sealed sources prior to distribution.  Also, 
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 leak tests 
may be collected by the licensee using the sealed source or 
plated foil manufacturer’s, distributor’s, and leak test kit 
supplier’ instructions. Such leak test kits should be supplied 
by an organization authorized by the NRC or an Agreement 
State to provide leak testing services.” 

 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

10. RADIATION SAFETY PROGRAM (Continued)   

 Surveys and Leak Tests (Continued)   

 OR   

 “We will survey our facility and maintain contamination 
levels in accordance with the survey frequencies and 
contamination levels published in Appendix M to  
NUREG–1556, Vol. 12, Rev. 1, “Consolidated Guidance 
about Material Licenses: Program-Specific Guidance about 
Possession Licenses for Manufacturing and Distribution.””  
If applicable, state, “We will perform contamination checks 
on all fabricated sealed sources prior to distribution.  Also, 
leak tests will be performed at the intervals approved by 
NRC or an Agreement State and specified in the SSD 
registration certificate.  We will follow the model procedures 
in Appendix N of NUREG–1556, Vol. 12, Rev. 1, 
“Consolidated Guidance about Material Licenses: Program-
Specific Guidance about Possession Licenses for 
Manufacturing and Distribution.”” 

 N/A 

 OR   

 Submit a description of alternative equipment and 
procedures to evaluate radiological hazards at the 
applicant’s facility, in accordance with 10 CFR 20.1501 and 
for determining whether there is radioactive leakage from 
sealed sources or plated foils. If applicable, state: “We will 
perform contamination checks on all fabricated sealed 
sources prior to distribution. Also, leak tests will be 
performed at the intervals approved by NRC or an 
Agreement State and specified in the SSD 
registration certificate.” 

N/A  

 Maintenance   

 No response is required in the application process. The 
results of actions taken in the maintenance and repair of 
facilities and equipment process will be reviewed 
during inspection. 

N/A N/A 
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Table B–1.   License Reviewer Checklist (Continued) 

ITEM 
NO. SUGGESTED RESPONSE 

AGREE 
TO 

USE 
DESCRIPTION 

ATTACHED 

10. RADIATION SAFETY PROGRAM (Continued)   

 Transportation   

 No response is needed from applicants during the licensing 
phase.  However, before making shipments of licensed 
materials on its own in Type B packages, a licensee needs 
to have registered with NRC as a user of the package and 
obtained NRC’s approval of its QA program.  Transportation 
issues will be reviewed during inspection. 

N/A N/A 

 Security Program For Category 1 and Category 2 
Radioactive Material 

  

 No response is required from an applicant or licensee.  
Compliance with access authorization and security program 
requirements may be reviewed during NRC inspections. 

N/A N/A 

11. WASTE MANAGEMENT   

 The applicant should provide one of the 
following statements: 

  

 “We will use the model waste procedures and guidelines 
published in Appendix P to NUREG–1556, Volume 12, 
Rev. 1, “Consolidated  Guidance About Materials Licenses:  
Program-Specific Guidance About Possession Licenses for 
Manufacturing and Distribution.”” 

 N/A 

 OR   

 “We will use the [specify either (i) decay-in-storage or 
(ii) disposal of liquids into sanitary sewerage] model waste 
procedures that are published in Appendix P to  
NUREG–1556, Volume 12, Rev. 1, “Consolidated  
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 

 N/A 

 AND   

 If the applicant wishes to compact or incinerate radioactive 
waste, provide the requested information concerning these 
activities as stated in Appendix P of this NUREG. 

N/A  

 AND/OR   

 If needed, the applicant should request authorization for 
extended interim storage of waste. 

N/A  

 



CardioNavix – Phone Notes Summary – Program Overview 

12/9/2022 

CardioNavix, LLC is a Sr-Rb generator distribution company that currently operates in the State of 
Pennsylvania.  The company provides generators as a service to hospitals and handles aspects of receipt, 
transportation, and shipping for their clients.  CardioNavix, LLC is requesting an NRC license to expand 
their operations to accommodate a new distribution hub in Mishawaka, IN. 

Specifically, CardioNavix, LLC is requesting to receive generator systems shipped from the manufacturer 
at their Mishawaka, IN distribution hub, perform wipe tests of the package upon receipt, and open the 
package and install the generator into the infusion system prior to transporting the full infusion system 
to the client. Clients are verified as being an NRC or Agreement State license holder authorized for use 
of generator systems transfer of the system.  CardioNavix, LLC also requires that a Memorandum of 
Understanding is in place with clients outlining each organizations roles and responsibilities with respect 
to licensed activities prior to transfer of the system. All use of the generators is solely performed by the 
client under their own license. 

Roughly one month after the transfer CardioNavix, LLC will retrieve the system from the client, remove 
the spent generator from the system, and repackage the generator for shipment back to the 
manufacturer.  The generators are evaluated to ensure that contamination is not present prior to return 
to CardioNavix, LLC.   

CardioNavix, LLC does not handle waste and does not perform maintenance on the generators.  
Operations are solely focused on receipt, transport, and shipping of the devices.  The licensee expects to 
be in possession of 1-3 generators at any given time.  Sealed sources used for well counter constancy 
checks will be below exempt quantity thresholds. 

CardioNavix, LLC will employ 2-3 DOT trained drivers and 1-2 CNMT’s that will be responsible for receipt 
and shipping of the generators and installation of the generators in the transfusion system. A CNMT will 
be present for delivery and retrieval of the infusion cart system.  CNMT’s will be indirectly supervised by 
RSO Lon Wilson and the contract ARSO (internally assigned) Kelly Stoneberg of Ohio Medical Physics.  
The RSO will be available to staff by phone or videocall and can respond in person as needed.  The RSO 
will have remote access to all operational documents generated at the site and onsite audits will be 
performed quarterly.   



From: Laura Cender
To: Lon Wilson
Subject: CardioNavix NRC License Application - Request for Additional Information
Date: Friday, December 09, 2022 4:32:00 PM
Attachments: CardioNavix, LLC Request for Additional Information - signed.pdf

Phone Conversation Notes.pdf
Vol. 12 Appendix B - Information Request Outline.pdf

Hello Lon,
 
Thank you for taking time out of your morning today to discuss your pending NRC request for a new
license.  As we have discussed, I have attached a file outlining the additional information requested
as well as high level notes from our conversation today describing my understanding of your planned
operations.  Please feel free to provide any corrections to the high level notes if I have
mischaracterized anything.  Please not that these high level notes from our conversation do not
represent licensing commitments from you and are only used to inform the information required to
complete the licensing process.
 
In preparing your response to the request for additional information please refer to Section 8 of NRC
guidance document NUREG 1556 Vol. 12 Rev. 1 and the attached Appendix B from that same
NUREG.  As we discussed today, please resubmit your application in full and ensure that a response
is provided to the items listed in the Request for Additional Information that were not provided with
the original application.  In preparing your response please do not provide procedures or program
documents that are not directly applicable to the sections you are responding to or that describe
activities not requested for authorization on this license.
 
Please feel free to contact me with any questions as you prepare your response.  Please provide
your response by no later than Friday, January 6, 2023.
 
Have a nice weekend,
Laura
 
Laura Cender
U.S. Nuclear Regulatory Commission
Materials Licensing Branch
E-mail:  Laura.Cender@nrc.gov
Phone:  (630) 829-9712
 

mailto:Laura.Cender@nrc.gov
mailto:lon.wilson@cdlnuclear.com
https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v12/index.html













				2022-12-09T16:12:16-0600

		Laura B. Cender












CardioNavix – Phone Notes Summary – Program Overview 


12/9/2022 


CardioNavix, LLC is a Sr-Rb generator distribution company that currently operates in the State of 
Pennsylvania.  The company provides generators as a service to hospitals and handles aspects of receipt, 
transportation, and shipping for their clients.  CardioNavix, LLC is requesting an NRC license to expand 
their operations to accommodate a new distribution hub in Mishawaka, IN. 


Specifically, CardioNavix, LLC is requesting to receive generator systems shipped from the manufacturer 
at their Mishawaka, IN distribution hub, perform wipe tests of the package upon receipt, and open the 
package and install the generator into the infusion system prior to transporting the full infusion system 
to the client. Clients are verified as being an NRC or Agreement State license holder authorized for use 
of generator systems transfer of the system.  CardioNavix, LLC also requires that a Memorandum of 
Understanding is in place with clients outlining each organizations roles and responsibilities with respect 
to licensed activities prior to transfer of the system. All use of the generators is solely performed by the 
client under their own license. 


Roughly one month after the transfer CardioNavix, LLC will retrieve the system from the client, remove 
the spent generator from the system, and repackage the generator for shipment back to the 
manufacturer.  The generators are evaluated to ensure that contamination is not present prior to return 
to CardioNavix, LLC.   


CardioNavix, LLC does not handle waste and does not perform maintenance on the generators.  
Operations are solely focused on receipt, transport, and shipping of the devices.  The licensee expects to 
be in possession of 1-3 generators at any given time.  Sealed sources used for well counter constancy 
checks will be below exempt quantity thresholds. 


CardioNavix, LLC will employ 2-3 DOT trained drivers and 1-2 CNMT’s that will be responsible for receipt 
and shipping of the generators and installation of the generators in the transfusion system. A CNMT will 
be present for delivery and retrieval of the infusion cart system.  CNMT’s will be indirectly supervised by 
RSO Lon Wilson and the contract ARSO (internally assigned) Kelly Stoneberg of Ohio Medical Physics.  
The RSO will be available to staff by phone or videocall and can respond in person as needed.  The RSO 
will have remote access to all operational documents generated at the site and onsite audits will be 
performed quarterly.   
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Suggested Format for Providing Information Requested in  
Items 5 through 11 of U.S. Nuclear Regulatory Commission Form 313 


The table below is designed to help applicants develop their applications.  It may also be used 
as a License Reviewer Checklist for applications for Manufacturing and Distribution licenses.  A 
box in a column () indicates that the licensee may agree to use a model procedure, or if not 
using a model procedure, the licensee is then expected to describe its program or submit its 
procedures for the particular item.  


For broad scope usage applications, refer to NUREG–1556, Vol. 11, “Consolidated Guidance 
About Materials Licenses:  Program-Specific Guidance About Licenses of Broad Scope,” 
issued April 1999. 


Table B–1.   License Reviewer Checklist 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


5. RADIOACTIVE MATERIAL   


 Unsealed or Sealed Sources, or Both   


 For unsealed materials, do the following: N/A  


 • For each radionuclide, provide the element name with 
mass number, chemical and/or physical form, and 
maximum requested possession limit. 


  


 — For potentially volatile materials (e.g., I-125, I-131, H-3, 
Kr-85), specify whether the material will be free (volatile) 
or bound (non-volatile) and the requested possession 
limit for each form. 


  


 For sealed radioactive materials, do the following: N/A  


 — Identify each radionuclide (element name and mass 
number) that will be used, and specify the maximum 
activity per source. Also, specify the maximum number 
of sources or total activity of each radionuclide. 


  


 — Provide the manufacturer’s or distributor’s name 
and model number for each sealed source and 
device requested. 


  


 — Confirm that each sealed source, device, and source 
and device combination is registered as an approved 
sealed source or device by NRC or an Agreement State 
and will be possessed and used in accordance with the 
conditions specified in the registration certificate.  
Provide the SSD registration certificate number, 
if available 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


5. RADIOACTIVE MATERIAL (Continued)   


 Unsealed or Sealed Sources, or Both (Continued)   


 For each sealed source, device, and source and device 
combination that is not registered, provide the applicable 
information, as described in 10 CFR 30.32(g) and 32.210. 


  


 For Both Unsealed and Sealed Sources, do 
the following: 


N/A  


 — Identify the largest quantity of each radionuclide to be 
possessed at one time under the license, including 
receipts, in-process materials, and waste. 


  


 — In accordance with 10 CFR 30.32(i), applications to 
possess radioactive materials in unsealed form, on foils 
or plated sources, or sealed in glass in excess of the 
quantities listed in 10 CFR 30.72, must include either of 
the following: 


  


 — an evaluation showing that the maximum offsite dose 
caused by a release of radioactive materials would not 
exceed 0.01 Sv [1 rem] effective dose equivalent or 
0.05 Sv [5 rem] to the thyroid 


  


 OR   


 — an emergency plan for responding to the release, in 
accordance with the criteria listed in  
10 CFR 30.32(i)(3) 


  


 — In accordance with 10 CFR 70.22(i), applications to  
possess in excess of 2 curies of plutonium in unsealed 
form or on foils or plated sources must contain either of 
the following: 


  


 — an evaluation showing that the maximum dose to a 
member of the public offsite due to a release of 
radioactive materials would not exceed 0.01 Sv [1 rem] 
effective dose equivalent 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


5. RADIOACTIVE MATERIAL (Continued)   


 Unsealed or Sealed Sources, or Both (Continued)   


 OR   


 — an emergency plan for responding to the radiological  
hazards of an accidental release of special nuclear 
material and any associated chemical hazards directly 
incident thereto, in accordance with the criteria listed in  
10 CFR 70.22(i)(3) 


  


 Financial Assurance and Recordkeeping 
for Decommissioning 


 N/A 


 State the following:   


 • “Pursuant to 10 CFR 30.35(g), 10 CFR 40.36(f), and 
10 CFR 70.25(g) and 10 CFR 70.51(b)(3), as 
appropriate, we will maintain records important to 
decommissioning and will transfer these records to an 
NRC or Agreement State licensee before licensed 
activities are transferred or assigned, in accordance 
with 10 CFR 30.34(b), 10 CFR 40.46, and 
10 CFR 70.36, as appropriate.  Furthermore, pursuant 
to 10 CFR 30.51(f), 10 CFR 40.61(f), and 
10 CFR 70.51(a), as appropriate, prior to license 
termination, we will forward the records required by 
10 CFR 30.35(g), 10 CFR 40.36(f), and  
10 CFR 70.25(g), as appropriate, to the appropriate 
NRC regional office.” 


  


 AND   


 • If financial assurance is required, submit the required 
documents, as described in NUREG–1757, Volume 3, 
“Consolidated Decommissioning Guidance: Financial 
Assurance, Recordkeeping, and Timeliness.” 


N/A  


6. PURPOSE FOR WHICH LICENSED MATERIAL WILL BE 
POSSESSED AND USED 


  


 • List the specific use or purpose of each radionuclide 
that will be possessed and used. 


N/A  
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


6. PURPOSE FOR WHICH LICENSED MATERIAL WILL BE 
POSSESSED AND USED (Continued) 


  


 • Provide the manufacturer name and model number for 
each device, manufactured article, or material that 
becomes the product, by manufacturer and 
model number. 


  


 • Provide the manufacturer and model number of each 
sealed source proposed for possession and use or 
incorporation into a manufactured article. 


  


 • Submit information requesting authorization to possess 
and use any other licensed materials in support of the 
manufacturing and distribution license. 


  


7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY 
PROGRAM AND THEIR TRAINING AND EXPERIENCE 


  


 RSO   


 Provide the name of the proposed RSO and information 
demonstrating that the proposed RSO is qualified by 
training and experience. 


N/A  


 Information should include, as a minimum:   


 • formal training and education in radiation safety 
(topics covered, duration of training, when training was 
received, identity/location of training provider) (Note:  a 
course outline may be provided.) 


  


 • experience using licensed materials (types, forms, 
quantities handled, activities performed, duration 
of experience) 


  


 • experience performing the duties of a Radiation 
Safety Officer (activities, duration of experience, scope 
of program) 


  


 Authorized Users   


 Provide the name of each proposed AU with the types and 
quantities of licensed material to be possessed or 
possessed and used. Also provide information 
demonstrating that each proposed AU is qualified by 
training and experience to possess and use the requested 
licensed materials. 


N/A  
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


7. INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY 
PROGRAM AND THEIR TRAINING AND EXPERIENCE 
(Continued) 


  


 Authorized Users (Continued)   


 Information should include, as a minimum:   


 • formal training and education in radiation safety 
(topics covered, duration of training, when training was 
received, identity/location of training provider)  
(Note: a course outline may be provided.) 


  


 • experience using licensed materials (types, forms, 
quantities handled, activities performed, duration 
of experience) 


  


8. TRAINING FOR INDIVIDUALS WORKING IN OR 
FREQUENTING RESTRICTED AREAS 


  


 Submit 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. 


N/A  


9. FACILITIES AND EQUIPMENT   


 Describe the facilities and equipment to be made available 
at each location where radioactive material will be 
possessed or possessed and used (see Appendix F of this 
NUREG for topics to consider).  This information should be 
from the point of view of performance criteria.  For example, 
state the purpose of any filtration equipment and the 
associated acceptance criteria to accomplish this purpose 
(such as the ventilation flow rate trying to be maintained). 


N/A  


 Include a description of the areas assigned for the receipt, 
shipping, storage, preparation, security, and measurement 
of radioactive materials. 


N/A  


 Submit a diagram showing the locations of shielding, the 
proximity of radiation sources to unrestricted areas, areas 
containing flammable or hazardous materials, and other 
items related to radiation safety. 


N/A  
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


9. FACILITIES AND EQUIPMENT (Continued)   


 • 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. Sketches or drawing 
should also include a compass directional arrow to 
indicate “North”. 


  


 • 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 


  


 If radioactive materials will be used with animals, include a 
description of the animal-handling housing facilities. 
NUREG–1556, Vol. 7 may also be used as guidance. 
 
Specialized facilities such as waste storage rooms or hot 
labs, and locations of specialized facilities or equipment 
such as waste compactors, hot cells, and shielded storage 
for high activity sources, should be included on the diagram. 


  


10. RADIATION SAFETY PROGRAM   


 Audit Program   


 The applicant is not required to, and should not, submit its 
audit program to the NRC for review as part of a license 
application.  However, this matter may be reviewed during 
NRC inspections. 


N/A  


 Radiation Monitoring Instruments   


 Describe the instrumentation that will be used to perform 
required surveys. 


N/A  


 AND   


 State that:  “We will use instruments that meet the radiation 
monitoring instrument specifications published in 
Appendix H in NUREG–1556, Volume 12, Rev.1, 
“Consolidated Guidance About Materials Licenses:  
Program-Specific Guidance About Possession Licenses for 
Manufacturing and Distribution.”  We reserve the right to 
upgrade our radiation survey instruments as necessary.” 


 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


10. RADIATION SAFETY PROGRAM (Continued)   


 For Instrument Calibration   


 State that:  “Instruments will be calibrated before first use, at 
least annually thereafter, and after any repair, by a vendor 
that the NRC or an Agreement State has licensed to 
perform instrument calibration.” 


 N/A 


 OR   


 State that: “We will implement the model radiation survey 
instrument calibration program published in Appendix H in 
NUREG–1556, Volume 12, Rev. 1, “Consolidated 
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 


 N/A 


 OR   


 Submit equivalent procedures for instrument calibrations. N/A  


 Material Receipt and Accountability   


 State that:  “We will comply with the NSTS reporting 
requirement, as described in 10 CFR 20.2207.” 


  


 AND   


 State that:  “We will develop, implement, and maintain 
procedures for ensuring accountability of license materials 
at all times.” 


  


 AND   


 Provide either of the following   


 a statement that:  “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.  Records of inventory will be maintained for a 
period of 3 years from the date of each inventory and will 
include the radionuclides, quantities, manufacturer’s name 
and model numbers, and the date of the inventory.” 


 N/A 


 OR   


 a description of the procedures for ensuring that no sealed 
sources have been lost, stolen, or misplaced 


N/A  
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


10. RADIATION SAFETY PROGRAM (Continued)   


 Occupational Dose   


 The applicant should provide one of the 
following statements: 


  


 “We will maintain, for inspection by the NRC, documentation 
demonstrating that unmonitored individuals are not likely to 
receive a radiation dose in excess of the limits in  
10 CFR 20.1502.” 


  


 OR   


 “We will monitor individuals in accordance with the guidance 
in Section 8.10.4, “Radiation Safety Program–Occupational 
Dose” in NUREG–1556, Vol. 12, Rev. 1, “Consolidated 
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 


  


 OR, IN LIEU OF THESE STATEMENTS,   


 Provide a description of an alternative method for 
demonstrating compliance with the referenced regulations. 


  


 Public Dose   


 No response is required from the applicant, but records and 
written materials documenting compliance will be examined 
during inspection. 


N/A N/A 


 Safe Use of Radionuclides and Emergency Procedures   


 The applicant should provide the following statements:   


 “Procedures for safe use, security of materials, and 
emergencies will be developed and documented before 
receipt of licensed material. Operating and emergency 
procedures will be implemented and maintained.” 


 N/A 


 AND   


 “Procedures will be revised only if (i) the changes are 
reviewed and approved by the licensee management and 
the RSO in writing; (ii) the licensee staff is provided training 
in the revised procedures prior to implementation; (iii) the 
changes are in compliance with NRC regulations and the 
license; and (iv) the changes do not degrade the 
effectiveness of the program.” 


 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


10. RADIATION SAFETY PROGRAM (Continued)   


 Safe Use of Radionuclides and Emergency Procedures 
(Continued) 


  


 AND   


 If an “Emergency Plan” is required for the license, pursuant 
to 10 CFR 30.32(i) and 30.72 or 10 CFR 70.22(i), submit it 
as a separate part of the application. 


N/A  


 Surveys and Leak Tests   


 The applicant should provide one of the 
following statements: 


  


 “We will survey our facility and maintain contamination 
levels in accordance with the survey frequencies and 
contamination levels published in Appendix M to  
NUREG–1556, Vol. 12, Rev. 1, “Consolidated Guidance 
about Material Licenses: Program-Specific Guidance about 
Possession Licenses for Manufacturing and Distribution.””  
If applicable, state, “We will perform contamination checks 
on all fabricated sealed sources prior to distribution.  Also, 
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 leak tests 
may be collected by the licensee using the sealed source or 
plated foil manufacturer’s, distributor’s, and leak test kit 
supplier’ instructions. Such leak test kits should be supplied 
by an organization authorized by the NRC or an Agreement 
State to provide leak testing services.” 


 N/A 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


10. RADIATION SAFETY PROGRAM (Continued)   


 Surveys and Leak Tests (Continued)   


 OR   


 “We will survey our facility and maintain contamination 
levels in accordance with the survey frequencies and 
contamination levels published in Appendix M to  
NUREG–1556, Vol. 12, Rev. 1, “Consolidated Guidance 
about Material Licenses: Program-Specific Guidance about 
Possession Licenses for Manufacturing and Distribution.””  
If applicable, state, “We will perform contamination checks 
on all fabricated sealed sources prior to distribution.  Also, 
leak tests will be performed at the intervals approved by 
NRC or an Agreement State and specified in the SSD 
registration certificate.  We will follow the model procedures 
in Appendix N of NUREG–1556, Vol. 12, Rev. 1, 
“Consolidated Guidance about Material Licenses: Program-
Specific Guidance about Possession Licenses for 
Manufacturing and Distribution.”” 


 N/A 


 OR   


 Submit a description of alternative equipment and 
procedures to evaluate radiological hazards at the 
applicant’s facility, in accordance with 10 CFR 20.1501 and 
for determining whether there is radioactive leakage from 
sealed sources or plated foils. If applicable, state: “We will 
perform contamination checks on all fabricated sealed 
sources prior to distribution. Also, leak tests will be 
performed at the intervals approved by NRC or an 
Agreement State and specified in the SSD 
registration certificate.” 


N/A  


 Maintenance   


 No response is required in the application process. The 
results of actions taken in the maintenance and repair of 
facilities and equipment process will be reviewed 
during inspection. 


N/A N/A 
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Table B–1.   License Reviewer Checklist (Continued) 


ITEM 
NO. SUGGESTED RESPONSE 


AGREE 
TO 


USE 
DESCRIPTION 


ATTACHED 


10. RADIATION SAFETY PROGRAM (Continued)   


 Transportation   


 No response is needed from applicants during the licensing 
phase.  However, before making shipments of licensed 
materials on its own in Type B packages, a licensee needs 
to have registered with NRC as a user of the package and 
obtained NRC’s approval of its QA program.  Transportation 
issues will be reviewed during inspection. 


N/A N/A 


 Security Program For Category 1 and Category 2 
Radioactive Material 


  


 No response is required from an applicant or licensee.  
Compliance with access authorization and security program 
requirements may be reviewed during NRC inspections. 


N/A N/A 


11. WASTE MANAGEMENT   


 The applicant should provide one of the 
following statements: 


  


 “We will use the model waste procedures and guidelines 
published in Appendix P to NUREG–1556, Volume 12, 
Rev. 1, “Consolidated  Guidance About Materials Licenses:  
Program-Specific Guidance About Possession Licenses for 
Manufacturing and Distribution.”” 


 N/A 


 OR   


 “We will use the [specify either (i) decay-in-storage or 
(ii) disposal of liquids into sanitary sewerage] model waste 
procedures that are published in Appendix P to  
NUREG–1556, Volume 12, Rev. 1, “Consolidated  
Guidance About Materials Licenses:  Program-Specific 
Guidance About Possession Licenses for Manufacturing 
and Distribution.”” 


 N/A 


 AND   


 If the applicant wishes to compact or incinerate radioactive 
waste, provide the requested information concerning these 
activities as stated in Appendix P of this NUREG. 


N/A  


 AND/OR   


 If needed, the applicant should request authorization for 
extended interim storage of waste. 


N/A  
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