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Enclosure 1 

Summary of the General Licensing Re-Evaluation Working Group 
 
The U.S. Nuclear Regulatory Commission (NRC) staff committed to review the General License 
(GL) program from a safety perspective based on feedback from external stakeholders and 
consideration of historical information related to the program.  In SECY-17-0083, the NRC staff 
documented its commitment to conduct a further evaluation of the GL program to ensure that it 
continues to provide reasonable assurance that public health and safety is adequately protected 
in the current environment.  The General Licensing Re-Evaluation Working Group (GLWG) was 
established to perform that review and identify changes to the provisions of the GL program, as 
appropriate. 
 
In order to assess whether GL program continues to provide reasonable assurance that public 
health and safety will be protected in the current environment, the GLWG, reviewed events 
associated with GL devices containing byproduct material in the NRC’s Nuclear Materials 
Events Database (NMED), sought feedback from Agreement States, and had discussions with 
manufacturers and distributors of GL devices containing byproduct material.  The GLWG’s 
efforts included issuing a survey for the Agreement States to share their views and experience 
regarding the regulation of GL devices and speaking with six manufacturers and distributors of 
GL devices in order to obtain their views. 

 
• NMED Review.  The GLWG reviewed ten years of events involving GL devices in 

NMED.  The GLWG identified the most commonly reported events associated with 
GL devices were the loss of devices containing byproduct material.  The working 
group also noted devices that contained hydrogen-3, nickel-63, or polonium-210 
were the devices most commonly reported as lost and were unlikely to be located. 
 

• Agreement State Survey.  The Agreement State representatives to the GLWG 
created and provided a survey to the Agreement States in order to obtain feedback 
on the GL programs in their states.  The working group received responses from 30 
states. 

 
• Discussions with Manufacturers and Distributors.  The GLWG had conversations 

with six manufacturers and distributors of GL devices containing byproduct material.  
The conversations consisted of a series of questions regarding their experience with 
the GL program, the resources incurred by the meeting the regulatory requirements, 
as well as any suggestions.  The summary of the discussion with the distributors and 
manufacturers is included in this enclosure below.  

 
• GLWG Considerations and Cost Analysis.  The GLWG made five observations of 

the GL program.  The group supported performing a one-time reconciliation of the 
data in the NRC’s General License Tracking System to determine the quality of data, 
but also supported performing a further evaluation of the GL program taking a risk-
informed approach.  To support its evaluation the working group developed an 
extensive pros and cons list for each option as well as performing a cost analysis.   
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• NMED Review 
 

o The GLWG identified that most reported events in NMED identified as GL 
devices were for devices that contained hydrogen-3, nickel-63, or  
polonium-210.  The devices that most commonly used these radionuclides 
are self-luminous exit signs, electron capture detectors, and static 
eliminators.  The most commonly reported event associated with these types 
of devices was that they were reported lost, missing, or stolen.   

o The annual registration for those GL devices appeared to help with accountability. 
o At the time of the GLWG review there were no reports of exposures above 

the GL exposure limits. 
 

• Agreement State Survey.   
 

The Agreement State representatives to GLWG prepared and provided a survey to the 
Agreement States in order to obtain feedback on the GL program.  

Summary of Stakeholder Comments 
As a result of the stakeholder outreach activities outlined above, the GLWG received responses 
to the survey from 30 Agreement States.  The survey was divided into different topics that 
included: 
 
 1. Workforce 
 2. GL Registration Program 
 3. Inspection 
 4. Communication 
 5. Incident reporting 
 6. Database Information Tracking  

7. Processing and Data Management 
 8. Fees 
 9. Regulatory 
 
A consolidated summary of the Agreement State responses to the survey can be found in the 
NRC’s Agencywide Documents Access and Management System (ADAMS) under Accession 
No. ML21085A747. 

 
As a result of the stakeholder outreach activities outlined above, the GLWG spoke with six 
manufacturers and distributors of GL devices.   
 
These included: 
 1. Agilent Technologies, Inc. 
 2. Berthold Technologies USA, LLC 
 3. ABB, Inc. 
 4. SRB Technologies, Inc. 
 5. NRD, Inc. 
 6. Industrial Dynamics Co. Ltd. 
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The following table provides a summary of the staff’s discussions with manufacturers and 
distributors of GL devices: 
 

Table 2: Summary of Discussions with manufacturers and distributors (M&Ds) 
1.  What are the current practices used by your company to address working in multiple 
jurisdictions and the registration requirements for GL devices associated with 10 CFR 31.5 (or 
Agreement State equivalent)? 
1a.  What are the expenditures by your company to meet current regulatory requirements 
nationally (i.e. Full-Time Equivalent (FTE) and costs)? 

• The M&Ds stated that they had an established process (an automated if possible).  
The reporting requirements costs associated with GLs is minimal. 

1b.  What safety guidance and requirements are provided to your customers when they 
purchase and take possession of a GL device? Have you ever followed-up with your 
customers to determine if they continue to follow these guidance/requirements?  If so, what 
have you found? 

• In addition to the regulations most of the M&Ds do provide additional information what 
activities a GL may or may not perform.  One M&D added that they provide disposal 
costs.   

• Staff found that the amount of contact after the GL has taken possession of the device 
varies depending on whether they have entered into a servicing contract with the M&D 
or none – depending on the quantity of customers that the M&D has. 

1c.  Based on your experience, would the use of a national database to send all transfers of 
GL devices required by 10 CFR 32.52 of Agreement State equivalent improve accountability?  
How would this change the way you conduct business, and would this reduce your regulatory 
compliance costs? 

• Most of the M&Ds supported the creation of a national database.  One did not see a 
real benefit as they like the idea of sending reports to each Agreement State as it 
helps establish a relationship. 

1d.  NRC and Agreement States conduct a pre-licensing review of new unknown applicants of 
specific licenses to ensure that they will use licensed material as intended and not for 
malevolent purposes.  If a similar requirement was put in place for some types of GL devices, 
M&D would need to notify the cognizant regulatory prior to shipping the device to the 
customer to allow the pre-licensing review to take place.  Besides a change in the regulations 
to 10 CFR 32.52, what other changes to the regulations/guidance would be needed?  How 
would such a change impact the way you currently do business? 

• Based on conversations, for those M&Ds that require a shorter turnaround time for 
delivering GL devices, establishing a pre-licensing requirement would provide a hurdle 
for some and would be disruptive to a customer’s business for those that would 
require immediate distribution. 

2.  Lost, stolen or missing generally licensed devices are required to be reported to the 
regulatory agency as required by 10 CFR 20.2201 (or Agreement State equivalent).  NRC 
and Agreement States receive numerous 20.2201 reports every year.  Based on your 
experience, do you ever respond to a client’s facility or provide assistance that involved an 
incident that cause or may have cause the radiation dose-based reporting requirements in 10 
CFR 20.2202?  If so, please describe the circumstances surrounding the incident and any 
consequences. 

• Most of the M&Ds did not see a need to change the reporting requirements.  Some 
have received notifications of lost, stolen, or missing devices in those cases they 
direct the individuals to contact the regulatory authorities.  In conversations with one 
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M&D they noted three exposures that had occurred, but were less than the reportable 
amount. 

3.  Do you have any suggestions to enhance the current regulations for generally licensed 
devices associated with 10 CFR 31.5 (or Agreement State equivalent)? 

• Some M&Ds noted that they would like to see improved consistency among the 
Agreement States regarding the GL program.  Two noted that they would not want to 
see a change in the GL program or ending the GL program.  Some identified the need 
to enhance the requirements for the individual identified as being responsible for the 
GL devices.  One M&D suggested developing some type of new category in between 
a GL and a specific license since some GL users believe that they are working under 
the M&D’s license and in most cases the GLs have no interactions with the regulatory 
authorities. 

4.  A small number of Agreement States have a routine inspection program for certain types 
of generally licensed devices in their jurisdictions.  Most regulatory agencies (including the 
NRC) do not routinely inspect GLs since the devices they use pose minimal radiation safety 
risk to the users and the public. 

• Half of the M&Ds interviewed by staff believe that routine inspections would be helpful, 
as it would remind the GLs of their responsibility.  One M&D noted that the GL devices 
are traditionally safe by design, and based on risk levels that it would be more 
beneficial to establish some type of registration document. 

5.  The creation of a single information clearinghouse hosted by the NRC to provide current 
regulatory information for M&D and GLs has been previously suggested to reduce the burden 
on the regulated community.  Do you think an information clearing house would be useful and 
possibly reduce the regulatory burden to comply with requirements in multiple jurisdictions? 

• Most of the M&Ds believed that that a centralized system would be helpful. 
6.  Continued communications between the NRC/Agreement States and the regulated 
community is important to enhancing the existing regulatory oversight of generally licensed 
devices.  Are there any additional actions that the NRC or Agreement States should take, 
such as participation in industry conferences, to further enhance communications? 

• Most of the of the M&Ds believed that increased communications with GLs would be 
beneficial.  One M&D was unsure, as they believed that communications could scare 
a general licensee (e.g. a manager of a hotel receiving a letter from the NRC). 

7.  Do you have any additional comments or suggestions on this matter you would like for us 
to take into account? 

• Most of the M&Ds expressed interest in consistent implementation of the GL program 
among the Agreement States. 
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GLWG Considerations and Cost Analysis 
 
Based on the feedback received by the GLWG as well as the experiences of the working group 
the GLWG prepared the following considerations. 
 
Working Group Considerations 
 

1. Reconciliation of data in the General License Tracking System (GLTS) 
a. Pros 

i. Determining level of compliance and increase awareness of 
requirements 

ii.  Improve quality and accuracy of information in GLTS 
b. Cons 

i. Basis for maintaining GLTS is not well defined – for non-registered 
devices 

ii. Cost of one-time reconciliation and limited impact on improving 
  public health and safety for lower safety significant devices 

 
2. Establishing a national database 

a. Pros 
i. Increased data integrity of initial distribution 
ii. Tracking of devices would be consistent across NMP 
iii. Ease resource burden on Agreement States and device 

distributors 
b. Cons. 

i. NRC and Agreement States would need to agree on data in the 
national database and amend regulations 

ii. Historical Agreement State GL device information would have to 
be migrated 

iii. Cost associated with updating and maintaining GLTS vs. safety 
benefit 

 
     3. Risk-informing the GL program 
        a. Pros 

i. Evaluate low risk GL devices for the potential of viability as 
exempt devices 

ii. Revising reporting requirements and setting expectations for 
Agreement States on focusing efforts on higher level activities. 

b. Cons 
i. Changing from GL to exempt products may increase cost for GL 

distributors - and efforts may not offset potential health and safety 
gains 

ii. Change in reporting requirements or changing expectations for 
focusing on higher level activities will require changes to the 
regulations 

 
     4. Develop a consistent oversight program nationwide 
        a. Pros 

i. Evaluate the need for consistency of the GL program at the 
national level 
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ii. Evaluation under IMPEP – provide assessment of the GL 
program’s effectiveness 

 b. Cons 
i. NRC and Agreement States would need to align on common 

attributes 
ii. Increased resources for guidance development and inspections – 

which may not offset health and safety gains 
• Not cost justified given low risk 

    
     5.    Begin routine communication with GL users 
  a. Pros 

i. Routine communications with non-registered GL users will raise 
program awareness – which would decrease likelihood of 
compromise of public health and safety. 

        b.   Cons 
i. NRC does not have email address for vast majority of non-

registered GL users and resources to obtain information may not 
offset potential health and safety gains. 

 
The working group’s detailed observations and cost analysis can be found in ADAMS under 
Accession No.  ML21085A737. 
 
Conclusion 
 
The GLWG could not identify any specific information that indicated that the GL program was 
not protecting public health and safety in the current environment.  However, the working group 
supported performing a one-time reconciliation of the NRC’s GL program in order to determine 
the accuracy of the information in the NRC’s General License Tracking System, the GLWG also 
supported overall review of the GL program using a risk-informed approach.  Ultimately, NRC 
management decided that the cost associated with performing a one-time reconciliation, which 
staff estimated would be approximately $3 million, was not cost justified based on no indication 
that public health and safety was not being maintained.  However, staff were directed to perform 
a broader evaluation of the GL program in order to determine whether the program could be 
further risk-informed. 
 
 
 
 
 
 


