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3.4 Technical Quality of Licensing Actions 

The quality, thoroughness, and timeliness of licensing actions can have a direct bearing 
on public health and safety, as well as security.  An assessment of licensing procedures, 
actual implementation of those procedures, and documentation of communications and 
associated actions between the California licensing staff and regulated community is a 
significant indicator of the overall quality of the licensing program. 
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a. Scope

The team used the guidance in State Agreements procedure SA-104, “Reviewing the 
Common Performance Indicator:  Technical Quality of Licensing Actions,” and evaluated 
California’s performance with respect to the following performance indicator objectives: 

 Licensing action reviews are thorough, complete, consistent, and of acceptable 
technical quality with health, safety, and security issues properly addressed. 

 Essential elements of license applications have been submitted and elements are 
consistent with current regulatory guidance (e.g., financial assurance, 10 CFR Part 
37, pre-licensing guidance). 

 License reviewers, if applicable, have the proper signature authority for the cases 
they review independently. 

 License conditions are stated clearly and can be inspected. 
 Deficiency letters clearly state regulatory positions and are used at the proper time. 
 Reviews of renewal applications demonstrate a thorough analysis of a licensee’s 

inspection and enforcement history. 
 Applicable guidance documents are available to reviewers and are followed (e.g., 

NUREG-1556 series, pre-licensing guidance, regulatory guides, etc.). 
 Licensing practices for risk-significant radioactive materials are appropriately 

implemented including 10 CFR Part 37 equivalent. 
 Documents containing sensitive security information are properly marked, handled, 

controlled, and secured. 

b. Discussion

During the review period, California performed 7,981 radioactive materials licensing 
actions.  The team evaluated 59 of those actions.  The actions selected for review 
included 4 new applications, 37 amendments, 6 renewals, 4 terminations, 1 bankruptcy, 
and 7 financial assurance actions.  The team evaluated casework which included the 
following license types and actions:  broad scope, medical diagnostic and therapy, 
accelerator, commercial manufacturing and distribution, industrial radiography, research 
and development, academic, nuclear pharmacy, veterinary services, gauges, panoramic 
and self-shielded irradiators, well-logging, service providers, waste brokers, 
decommissioning actions, financial assurance, and bankruptcy.  The casework sample 
represented work from 21 license reviewers, whose program responsibilities include 
work in other areas, such as sealed source and device reviews, financial assurance 
reviews, and peer reviews. 

The team found that licensing actions were complete, consistent, and of acceptable 
quality with health, safety, and security concerns addressed.  All licensing actions are 
reviewed by an assigned license reviewer from either the Medical Unit, Licensing 
Projects Unit, or the Industrial and General Licensed Devices Unit.  The license 
reviewers use up-to-date guidance.  Each action then undergoes a documented peer 
review prior to approval and signature by the respective unit senior health physicist.  
Each unit under the Radioactive Materials Licensing Section (Medical, Licensing 
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Projects, Industrial & General Licensed Devices, and Special Projects and Support), 
meets weekly to address workflow volume and timeliness concerns. 

Licenses are issued for a 10-year period under a timely renewal system.  Based on a 
review of the completed licensing actions, the team determined that health and safety 
and security were not impacted by the backlog in renewal actions.  The team noted that 
the Branch’s backlog for license renewals (pending greater than 1 year) dropped from 
209 during the last IMPEP review period to 128 during this review period.  The team 
believes that the drop would have been more substantial in the absence of extenuating 
external demands on the Branch’s resources during the review period (i.e., Hunter’s 
Point), as the licensing section continued to maintain a high level of productivity, notably 
in the last few years.  The team also noted that 51 percent of the current license renewal 
backlog was received in the last 3 years.  The Branch Chief and Supervising Health 
Physicists met and established the priority for which licensing actions should be 
processed with respect to health, safety, and security risks, as well as the licensee’s 
inspection interval.  Based on this continued prioritizing, management ensures that 
licensees listed in the backlog continue to be inspected at their routine inspection 
intervals and that staff continues to confirm that the safe and secure use of radioactive 
materials remains in accordance with regulatory guidelines.  The Branch continues to 
issue amendments to licenses within established timeframes to address health, safety, 
and security issues. 

c. Evaluation

The team determined that, during the review period, California met the performance
indicator objectives listed in Section 3.4.a.  Based on the criteria in MD 5.6, the team
recommends that California’s performance with respect to the indicator, Technical
Quality of Licensing Actions, be found satisfactory.

d. MRB Decision

The final report will present the MRB’s conclusion regarding this indicator.

3.5 Technical Quality of Incident and Allegation Activities 

The quality, thoroughness, and timeliness of response to incidents and allegations of 
safety concerns can have a direct bearing on public health and safety.  An assessment 
of incident response and allegation investigation procedures, actual implementation of 
these procedures, internal and external coordination, and investigative and follow-up 
actions, are a significant indicator of the overall quality of the incident response and 
allegation programs. 

a. Scope

The team used the guidance in State Agreements procedure SA-105, “Reviewing the
Common Performance Indicator:  Technical Quality of Incident and Allegation Activities,”
and evaluated California’s performance with respect to the following performance
indicator objectives:
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The team noted the known compatibility issue regarding low-level radioactive waste 
(LLRW) disposal requirements found in Section 115261 of California’s “Health and 
Safety Code – Radiation Control Law” and the NRC’s 10 CFR Part 61.  The Branch has 
taken no action to resolve this compatibility issue, however at the time of the review, 
there is no prospective applicant for a LLRW disposal facility license in California.  If a 
party were to express interest in applying for a LLRW disposal facility license in 
California, the State appears to have sufficient time to adopt compatible LLRW facility 
requirements before those requirements are needed to license a facility. 

c. Evaluation

The team determined that, except as noted below, during the review period California
met the performance indicator objectives listed in Section 3.5.a.

 Regulations adopted by the Agreement State for purposes of compatibility or health
and safety were adopted no later than 3 years after the effective date of the NRC 
regulation. 

The three full amendments and one partial amendment were overdue for State adoption 
at the time of submission were the final portions of the Department’s initiative to regain 
compatibility with the NRC as detailed in the previous IMPEP review and periodic 
meeting.  At the time of this review, no amendments were overdue. 

Based on the IMPEP evaluation criteria in MD 5.6, the team recommends that 
California’s performance with respect to the indicator, Compatibility Requirements, be 
found satisfactory. 

d. MRB Decision

The final report will present the MRB’s conclusion regarding this indicator.

4.2 Sealed Source and Device (SS&D) Evaluation Program 

Adequate technical evaluations of SS&D designs are essential to ensure that SS&Ds will 
maintain their integrity and that the design is adequate to protect public health and 
safety.  NUREG-1556, Volume 3, “Consolidated Guidance about Materials Licenses:  
Applications for Sealed Source and Device Evaluation and Registration,” provides 
information on conducting SS&D reviews and establishes useful guidance for teams.  
Under this guidance, three sub elements:  Technical Staffing and Training, Technical 
Quality of the Product Evaluation Program, and Evaluation of Defects and Incidents 
Regarding SS&D’s, are evaluated to determine if the SS&D program is satisfactory.  
Agreement States with authority for SS&D evaluation programs who are not performing 
SS&D reviews are required to commit in writing to having an SS&D evaluation program 
in place before performing evaluations. 
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a. Scope

The team used the guidance in State Agreements procedure SA-108, “Reviewing the
Non-Common Performance Indicator:  Sealed Source and Device Evaluation Program,”
and evaluated California’s performance with respect to the following performance
indicator objectives:

Technical Staffing and Training

 A well-conceived and balanced staffing strategy has been implemented throughout
the review period. 

 Qualification criteria for new technical staff are established and are being followed or
qualification criteria will be established if new staff members are hired. 

 Any vacancies, especially senior-level positions, are filled in a timely manner.
 Management is committed to training and staff qualification.
 Individuals performing SS&D evaluation activities are adequately qualified and

trained to perform their duties. 
 SS&D reviewers are trained and qualified in a reasonable period of time.

Technical Quality of the Product Evaluation Program

 SS&D evaluations are adequate, accurate, complete, clear, specific, and consistent
with the guidance in NUREG-1556, Volume 3. 

Evaluation of Defects and Incidents 

 SS&D incidents are reviewed to identify possible manufacturing defects and the root 
causes of these incidents. 

 Incidents are evaluated to determine if other products may be affected by similar 
problems.  Appropriate action and notifications to the NRC, Agreement States, and 
others, as appropriate, occur in a timely manner. 

b. Discussion

Technical Staffing and Training

California has 16 staff qualified to perform SS&D reviews at different levels.  Seven
individuals are fully qualified SS&D reviewers with full signature authority to perform
concurring-level review.  There are four staff qualified to perform first-line reviews, but
not concurring signature level.  There are five staff qualified to perform amendments with
no radiological or engineering evaluation.  One person was in training at the time of the
review.  During the review period, one SS&D staff member left the program and one staff
member was hired.  There was one vacancy for a senior supervisory staff position at the
time of the review, although a staff member is acting in the position.  The position
became vacant on September 10, 2019, less than 2 months before the review.  The
Branch is taking steps to fill the position at the time of the review.
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California has a training program for SS&D reviewers equivalent to NRC training 
requirements listed in the NRC’s IMC 1248, Appendix D.  The Branch completed the 
requirement of the 24-hour refresher training every 2 years to enhance the training of the 
staff with online web-based training topics.  Some of the topics covered were low cycle 
fatigue, stainless steel and stress strain, engineering drawing, welding and brazing, and 
10 CFR Part 21. 

Technical Quality of the Product Evaluation 

The Branch has 206 SS&D licensees and 23 manufacturers.  The team evaluated 55 
of 97 SS&D actions processed during the review period.  The actions evaluated 
included 25 amendments, 4 new applications, 24 inactivations, and 2 corrections.  
The team found that the registration sheets were complete, thorough and of 
acceptable technical quality.  At the time of the review, California had 3 SS&D actions 
backlogged while waiting on  additional information from them. additional information 
on 15 amendments and 1 new request.  The Branch uses the NRC’s NUREG-1556, 
Volume 3 as its standard operating procedure during reviews.  

The Branch incorporated a good practice example from the State of Ohio by 
documenting the reasons why an SS&D license/registration was amended into the 
reviewers notes section as part of its SS&D registrations. 

Evaluation of Defects and Incidents Regarding SS&Ds 

The team evaluated three incidents involving SS&D-registered products during the 
review period.  None of the incidents were related to manufacturing or design of the 
sources/devices manufactured or distributed by a licensee with an SS&D registered by 
California. 

c. Evaluation

The team determined that, during the review period, California met the performance
indicator objectives listed in Section 4.2.a.  Based on the criteria in MD 5.6, the team
recommends that California’s performance with respect to the indicator, Sealed Source
and Device Evaluation Program, be found satisfactory.

d. MRB Decision

The final report will present the MRB’s conclusion regarding this indicator.

4.3 Low-Level Radioactive Waste (LLRW) Disposal Program 

In 1981, the NRC amended its Policy Statement, “Criteria for Guidance of States and 
NRC in Discontinuance of NRC Regulatory Authority and Assumption Thereof by States 
Through Agreement,” to allow a State to seek an amendment for the regulation of  
LLRW as a separate category.  Although, the California Agreement State Program has 
authority to regulate a LLRW disposal, the NRC has not required States to have a 
program for licensing a disposal facility until such time as the State has been designated 
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