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[bookmark: _Toc200981894]INTRODUCTION

The U.S. Nuclear Regulatory Commission (NRC) Byproduct Material Sealed Source and Device (SSD) Reviewer (technical reviewer) qualification program requires completion of a variety of activities designed to help the technical reviewer candidate, learn information or practice skills important to independently performing this function. Once the entire qualification process is completed, the technical reviewer will have demonstrated each of the competencies that describe a qualified reviewer. The role of a technical reviewer is to implement NRC policy by determining if activities proposed in the application can be performed safely and securely and in compliance with NRC regulations, using NRC guidance documents. The reviewer’s role is not to set policy in the areas of health and safety or security. A reviewer should refer policy questions to management and the program office.
APPLICABILITY

This NRC Technical Reviewer Qualification Journal implements NRC Manual Chapter 1248, by establishing the minimum training requirements for personnel assigned to perform technical evaluations of byproduct material sealed sources and devices applications submitted to the NRC or to an Agreement State.

The NRC Technical Reviewer Qualification Journal serves as a guideline for the development of a Qualification Journal and establishes the minimum training requirements consistent with NRC Manual Chapter 1248. The Qualification Journal must provide traceable documentation to show that minimum requirements are met for each technical reviewer.
[bookmark: _bookmark1][bookmark: _Toc184728974][bookmark: _Toc200981895]PROGRAM ORGANIZATION

The technical reviewer qualification process develops your awareness of the role of the agency, your role and skill as a reviewer, and your technical expertise for performing technical evaluations of byproduct material sealed sources and devices applications for the purposes of protecting health and safety and security. The final activity in the qualification process is to appear before a qualification board per IMC 1248, Section 08, “Qualification Board.” Successful completion of the qualification board examination validates your understanding of the role of the agency, Nuclear Materials Safety and Security (NMSS) programs, and your role as a technical reviewer. Upon successful completion of all the activities in the qualification journal, including the qualification board, you become eligible to receive the Byproduct Material Sealed Source and Device Technical Reviewer Qualification Certification.
[bookmark: _bookmark2][bookmark: _Toc184728975][bookmark: _Toc200981896]QUALIFICATION JOURNAL ORGANIZATION

The qualification journal identifies the training courses, the Individual Study Activities (ISAs), and On-The-Job Training (OJT) activities you must complete. Document your progress on the signature cards and certifications as you move through the qualification process. The journal also contains Form 1: SSD Technical Reviewer Qualification Equivalency Justification, to document the justification for accepting equivalent training or experience as a way to meet reviewer qualification requirements. The signature cards, certification, and equivalency justification pages form the permanent record of completing the reviewer qualification program. 

Upon certification, the qualification memorandum will be placed into the Agencywide Document Access and Management System (ADAMS) and the qualification information entered into the Talent Management System (TMS) by sending a request to TrainingSupport.Resource@nrc.gov. The request to the TMS support group shall include the person’s name, qualification achieved, date qualified and the Accession number of the ADAMS entry. The certification document that was placed into ADAMS and recorded in TMS shall serve as “proof of inspector qualification.” The reviewer may retain their qualification signature and equivalency card(s).

Your immediate supervisor should assign a qualified reviewer to assist you. This person would serve as a resource and mentor by answering any questions or providing guidance as you work to complete this qualification journal.
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The training described below is required for all reviewers assigned to perform radiation safety evaluations and registration of sealed sources and devices containing byproduct material. Required courses are meant to establish the minimum formal classroom training requirements. Elective Training courses may be recommended by the immediate supervisor in order to gain the knowledge necessary for specific types of devices and sources based on availability and need. In addition, some elective courses may be provided by an external provider (e.g. external quality assurance training). Reviewers are encouraged to participate in the SSD workshop as part of their training qualification process when available.
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· Industrial Radiography (H-305)
· Well Logging (H-314)
· Medical Uses of Radiation Self-Study Course (H-317S)
[bookmark: _Toc200981899]ELECTIVE COURSES

· Site Access Training Self-Study Course (H-100S)
· NRC Materials Control, Security Systems & Principles (S-201)
· Root Cause/Incident Investigation Workshop (G-205)
· Transportation of Radioactive Materials Self-Study Course (H-308S)
· Introduction to Risk Assessment for Materials Safety and Waste Management (P-400)
· Human Reliability Analysis for Materials Safety and Waste Management (P-406)
· Quality Assurance and Control Programs

Additional courses may be developed after the publication of this qualification journal. Immediate supervisors may include these new elective training courses in the qualification journals.
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Qualified technical reviewers must maintain their qualification by completing 36 hours of refresher training in the established requalification triennial cycle. The beginning of each requalification cycle will be determined using the year the reviewer completed their qualification and will begin in the next triennial cycle. The reviewer’s immediate supervisor may grant a 6-month extension, if for good reason, the reviewer was unable to complete the required refresher training within the limits of the requalification cycle.

One example of refresher training is the qualified reviewer participation in the SSD Training Workshop conducted by NMSS usually on a triennial basis for NRC SSD Technical Reviewers and Agreement State staff. Other examples of training that may be considered includes: Health Physics Topics (H-401), NRC technical training courses, external training courses, attending lectures, developing presentations on subjects related to health and safety or security, directed self-study courses, or other training approved by the qualified reviewer’s immediate supervisor.

Before taking refresher training, reviewers should receive approval from their immediate supervisor to confirm that the training will be credited as refresher training. The immediate supervisor should take into consideration the objectives of the training and determine whether the training will be beneficial to the reviewer. When considering a self-study style of training, the immediate supervisor should determine whether the training is appropriately structured. If the immediate supervisor is unsure if the self-study training is appropriate, he or she may want to consult with Human Resources Training and Development (HRTD) staff for its analysis of the training.

To receive credit and track the number of hours needed for refresher training for training offered outside of the NRC training catalog, the reviewer and immediate supervisor should provide the course details (title of training, number of hours, etc.) to either his or her division training coordinator or the appropriate HRTD staff. If there is any concern about the content of the training, HRTD management and the qualified reviewer’s management will resolve the concern. 
[bookmark: _Toc184728979][bookmark: _Toc200981901]TECHNICAL REVIEWER FOR SSD COMPETENCIES

The training and qualification program detailed in this qualification journal ensures that every technical reviewer acquires competency in three general areas:

Area 1:	 Understand the legal basis and the regulatory processes for achieving the NRC’s regulatory objectives by:

· Acquiring a fundamental understanding of the NRC’s organizational structure, mission, goals, and objectives (Regulatory Framework) 

· Understanding the basis for the authority of the agency (Regulatory Framework)

· Understanding the processes established to achieve the regulatory objectives (Regulatory Framework)

Area 2: Acquire the techniques and skills needed to collect, analyze, and integrate information using a safety and security focus to develop a supportable regulatory conclusion by:


· Evaluating application information by conducting an objective review (Reviewer Activities)

· Determining acceptability of information by comparing to established criteria (Oversight and Reviewer Activities)

· Objectively analyzing and integrating information using a safety focus to identify the appropriate regulatory conclusion and regulatory response (Enforcement)

Area 3: Have the personal and interpersonal skills to carry out assigned regulatory activities either individually or as a member of a team by:

· Expressing ideas or thoughts clearly, carefully listening, and speaking and writing with appropriate safety focus and context (Communication)

· Working collaboratively with others toward common objectives (Teamwork)

· Working independently, exercising judgment, and exhibiting flexibility in the completion of activities including during difficult or challenging situations (Self-Management)

· Using technology to locate, gather, manipulate, and share information (Information Technology)
[bookmark: _Toc184728980]

[bookmark: _Toc200981902]SSD TECHNICAL REVIEWER INDIVIDUAL STUDY ACTIVITY

The ISAs direct and focus your efforts as you review documents and perform technical training assignments important to the performance of your job. Each activity begins with a purpose statement informing you of why the activity is important and how it relates to the reviewer function. The evaluation criteria identify what you are expected to achieve upon completing the activity. The evaluation criteria are listed up front so that you can review them first. Use the evaluation criteria to help you focus on what is most important. The tasks outline the things you must do to successfully address the evaluation criteria. Each ISA includes an estimate for the level of effort needed to complete all the activities. These are estimates are to help guide the staff.

The following general guidance applies as you complete the various study activities:

· Complete all assigned parts of each activity.
· Your immediate supervisor will act as a resource as you complete each activity. Your immediate supervisor also may designate other qualified technical reviewers to work with you as you complete the various activities. Discuss any questions you may have about the content of anything you read with your immediate supervisor or mentor.

· You are responsible for keeping track of the tasks you have completed. Be sure to complete all the tasks in each activity before meeting with your immediate supervisor for evaluation.


	TOPIC:
	[bookmark: _Toc184728981][bookmark: _Toc200981903](ISA-1) SSD Specific Generic Communications 

	
	

	PURPOSE:
	The purpose of this activity is to become familiar with the generic communications (e.g. information notices) used by SSD technical reviewers, the appropriate uses of each communication and the procedures associated with them. 

	
	

	COMPETENCY AREA:
	REGULATORY FRAMEWORK
COMMUNICATION

	
	

	LEVEL OF EFFORT:
	10 Hours

	
	

	REFERENCES:
	1. Review the Generic Communications Program Web page at 
https://www.nrc.gov/about-nrc/regulatory/gencomms.html 

	
	

	
	2. IMC 0730, “Generic Communications Regarding Materials and Fuel Cycle Issues” 

	
	

	
	3. MD 8.18, “NRC Generic Communications Program”

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your general understanding of the NRC generic communications used in SSD reviews and the purposes of each type:

	
	

	
	1. Describe the applicability of the generic communications in the review process.

	
	

	
	2. Describe purpose of Information Notices (Ins) and Regulatory Issue Summaries (RIS) and how they are used by technical reviewers.

	
	

	TASKS:
	1. Review the references to understand the principles discussed in the evaluation criteria.  

	
	

	
	2. Identify with your immediate supervisor and review INs and RISs pertinent to your position. Suggestions may be found in the references of the Technical Proficiency ISAs or OJTs. Some INs and RIS for review:

	
	

	
	a. IN 07-35, “Varian Medical Systems Varisource HDR Events: Iridium 192 Source Pulled from Shielded Position” 

	
	b. IN-09-18, “Performance of Required Shutter Checks and Reporting of Gauge Shutter Failure”

	
	c. IN-09-15, “Varian Medical Systems Varisource High Dose-Rate Remote Afterloader Events: Source Retraction Problems” 

	
	d. IN-09-05, “Contamination Events Resulting from Damage To Sealed Radioactive Sources During Gauge” Dismantlement and Non- Routine Maintenance Operations

	
	e. IN-10-24, “Notice of Possible Source Leakage During Non-Routine Maintenance on a Gammacell 40 Irradiator”

	
	f. IN-11-09, “Fixed Gauge Shutter Failures Due to Operating in Harsh Working Environment”

	
	g. IN-16-11, “Potential Absence of Required Lock Washers in BSI Instruments, Inc. LB 7400 Series Fixed Gauges”

	
	h. IN-23-02, “Reporting When a Fixed Gauge Shutter is Stuck in the Closed Position”

	
	i. RIS-05-31, “Control of Security-Related Sensitive Unclassified Non-Safeguards Information Handled by Individuals, Firms, and Entities Subject to NRC Regulation of the Use of Source, Byproduct, and Special Nuclear Material”

	
	j. RIS-13-01, “Use of Aftermarket Sealed Sources Registered Under 10 CFR 32.210”

	
	

	
	3. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section. 

	
	

	DOCUMENTATION:
	Obtain your supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item ISA-1.






	TOPIC:
	[bookmark: _Toc184728982][bookmark: _Toc200981904](ISA-2) The Role of Agreement States in Radioactive Materials Regulation Under Section 274

	
	

	PURPOSE:
	The purpose of this activity is to familiarize you with the role of the Agreement States in the regulatory framework for radioactive material. During this activity, you will review Section 274 of the Atomic Energy Act and familiarize yourself with areas under which Agreement States assume regulatory responsibility for byproduct, source, and special nuclear material and the NRC discontinues its authority.

This activity will introduce you to the oversight program that the NRC retains over the Agreement State programs and familiarize you with the regional or office points of contact that have been established for Agreement State agencies. This activity also will introduce you to the National Materials Program (NMP) and the role of the two State organizations, the Organization of Agreement States (OAS) and the Conference of Radiation Control Program Directors (CRCPD), and their relationship with the NRC.


	
	

	COMPETENCY AREA:
	REGULATORY FRAMEWORK

	
	

	LEVEL OF EFFORT:
	6 Hours

	
	

	REFERENCES:
	1. Section 274 of the Atomic Energy Act of 1954, as amended (Note:
The Energy Policy Act of 2005, Public Law 109-58, Title VI, section 651(e)(2), 119 Stat. 807 (2005), revised the definition of byproduct material in Section 274b)

	
	

	
	2. 10 CFR Part 150, “Exemptions and Continued Regulatory Authority in Agreement States and in Offshore Waters under Section 274” (Note the unique requirements for uranium recovery programs in Agreement States)

	
	

	
	3. Agreement State Program Policy Statement (82 FR 48535; October 18, 2017)

	
	

	
	4. MD 5.6, “Integrated Materials Performance Evaluation Program (IMPEP)”

	
	

	
	5. NMSS Procedure SA-10, “Joint Oversight of the National Materials Program”

	
	

	
	6. NMSS Procedure SA-100, “Implementation of the Integrated Materials Performance Evaluation Program (IMPEP)”

	
	

	
	7. National Materials Program (NMP) Web site https://www.nrc.gov/materials/nmp.html, 


	
	8. Organization of Agreement States Web site, http://www.agreementstates.org/

	
	

	
	9. Conference of Radiation Control Program Directors, Inc., Web site, http://www.crcpd.org/

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of the Agreement State program and the NRC’s oversight of the program by successfully doing the following:

	
	

	
	1. Discuss the purpose of Section 274 of the Atomic Energy Act of 1954, as amended.

	
	

	
	2. Discuss the different categories of materials that Agreement States can assume regulatory authority over under a 274b agreement between the NRC and the State. Discuss the differences between a limited Agreement and a full Agreement.

	
	

	
	3. Discuss the NRC’s oversight program conducted under IMPEP.

	
	

	
	4. Describe the common and noncommon performance indicators used to evaluate Agreement State and NRC performance.

	
	

	
	5. Describe what the finding of Adequacy and Compatibility means for an Agreement State.

	
	

	
	6. Discuss the relationship and roles within the National Materials Program (NMP):
a. The NRC and the individual Agreement States
b. The NRC and OAS
c. The NRC and CRCPD
d. OAS and CRCPD


	
	

	
	7. Describe the organizations within NMSS with responsibility for the Agreement State program oversight and interactions.

	
	

	TASKS:
	1. Review Section 274 of the Atomic Energy Act of 1954, as amended, and be able to explain its purpose.

	
	

	
	2. Review SA-10, “Joint Oversight of the National Materials Program,” to learn about the Agreement States and their role in the regulation of radioactive materials. 

	
	

	
	3. Review MD 5.6, “Integrated Materials Performance Evaluation Program (IMPEP)” and SA-100, “Implementation of the Integrated Materials Performance Evaluation Program (IMPEP)” to gain an understanding of the IMPEP program.

	
	

	
	4. Meet with a member of the Agreement State Program Branch, NMSS, to discuss their roles and interactions with Agreement States.

	
	

	
	5. Review and discuss the evaluation criteria with your immediate supervisor.

	
	

	DOCUMENTATION:
	Obtain your supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item ISA-2.






	TOPIC:
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	PURPOSE:
	The purpose of this activity is to familiarize you with NUREG-1556, Volume 3. The NUREG documents are program-specific guidance designed to be used by applicants, licensees, and NRC staff. Applicants and licensees use the NUREG volumes to prepare license applications, amendments, and other licensing actions. The NRC staff will use the NUREG volumes in its review of requests for licensing actions. In this ISA, you will become familiar with the program-specific guidance available to licensees and NRC staff. 

	
	

	COMPETENCY AREA:
	REGULATORY FRAMEWORK
LICENSING ACTIVITIES

	
	

	LEVEL OF EFFORT:
	16 Hours

	
	

	REFERENCES:
	1. NUREG-1556, Volume 3, “Consolidated Guidance about Materials Licenses - Applications for Sealed Source and Device Evaluation and Registration”

	
	

	
	2. NUREG-1556, Volume 3, “Consolidated Guidance About Exempt Distribution Licenses”

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of the NUREG-1556 Series by successfully doing the following:

	
	

	
	1. Describe the purpose of the NUREG-1556, Volume 3, and how it is used by applicants and technical reviewers.

	
	

	
	2. Identify the topics covered in NUREG-1556, Volume 3 and where you can find them:

	
	a. What is an exempt, general, and specific license device.

	
	b. Applicable Regulations 

	
	c. Sealed sources that do not require evaluation

	
	d. Information required for evaluation of sealed source and devices

	
	e. Inactivation requirements

	
	f. Assigning Registration Certificate Numbers

	
	g. Principal Use Codes and Definitions

	
	h. Standard Registration Certificate Format

	
	i. Safety evaluation checklist

	
	j. Checklist for Reviewing Quality Assurance Programs

	
	

	
	3. Describe the purpose of the of NUREG-1556, Volume 8, “Program-Specific Guidance About Exempt Distribution Licenses,” and how technical reviewers use it to complete licensing actions.

	
	a. Information Requires for the Specific types of distribution licenses

	
	1. Self-Luminous Products Containing Tritium and Promethium-147
2. Gas and Aerosol Detectors 
3. Certain Industrial Devices

	
	

	
	4. Describe the various types of distribution licenses related to SSD products. 

	
	

	
	5. Explain the regulations associated with each type of distribution license related to SSD.

	
	

	TASKS:
	1. Locate NUREG-1556, Volume 3 on the NRC’s webpage or obtain paper copies.

	
	

	
	2. Review NUREG 1556, Volume 3 and discuss the areas applicable to NUREG 1556, Volume 8.

	
	

	
	3. Meet with a subject matter expert in NUREG 1556, Volume 3 to discuss the evaluation criteria.

	
	

	
	4. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section.

	
	

	DOCUMENTATION:
	Obtain your supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item ISA-3.







	TOPIC:
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	PURPOSE:
	The purpose of this activity is to acquaint you with the regulations that specify the requirements for byproduct materials licensed by the NRC. This ISA will help you to understand the regulations and become familiar with specific requirements in the regulations.  

	
	

	COMPETENCY AREA:
	REGULATORY FRAMEWORK


	
	

	LEVEL OF EFFORT:
	30 Hours

	
	

	REFERENCES:
	1. Paper or electronic copy of 10 CFR Parts 30 through 32

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of regulations associated with sealed sources and devices by answering the following:

	
	1. State the purpose of 10 CFR Parts 30, 31, and 32.

	
	

	
	2. Given a specific subject, identify which section in 10 CFR discusses the requirements for that subject.

	
	

	
	3. Discuss the parts of the regulations identified as the focus area for your discipline.

	
	

	
	4. Discuss the difference between sealed sources or devices containing sealed sources for specific license, general license, and persons exempt from licensing.

	
	

	
	5. Discuss products that are not required to be registered.

	
	

	Tasks:
	1. Review 10 CFR Part 30 for a general understanding of the following: 

	
	a. Exemptions (30.11 through 30.22) 

	
	b. Licenses (30.31, 30.34, 30.41) 

	
	c. Amendments and revocation (30.38 and 30.61)

	
	d. Device Registration (30.32(g))

	
	

	
	2. Review 10 CFR Part 31 for a general understanding of the following: 

	
	a. General License Devices (31.5 through 31.10)

	
	b. Restrictions and limitations of licenses 

	
	c. Types, quantities, and forms of material
d. Labeling requirements
e. Dose requirements

	
	

	
	3. Review 10 CFR Part 32 for a general understanding of the following: 

	
	a. Self-Luminous Products (32.22)

	
	b. Gas and Aerosol Detectors (32.26)

	
	c. Industrial Devices for Use by Persons Exempt from licensing Requirements (32.30)

	
	d. Byproduct Material contained in devices for use under      
31.5 (32.51)

	
	e. Sealed sources and Devices for Medical Use (32.74) requirements.

	
	f. Sealed source and device registration (32.210)

	
	g. Registration certificate inactivation (32.211)

	
	

	
	4. Identify with your immediate supervisor what parts of the regulations you should focus on during your review. These may be in addition to what is listed above. 

	
	

	
	5. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section. 

	
	

	DOCUMENTATION:
	Obtain your supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item ISA-4.






	TOPIC:
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	PURPOSE:
	This ISA will help you to familiarize yourself with the industrial codes and standards that are available that relate to SSD’s. Your immediate supervisor will identify those references that you will focus on. Note that this ISA is meant to give you an overview of the guidance available to technical reviewers. 

	
	

	COMPETENCY AREA:
	DEVICE/SOURCE REGISTRATION
LICENSING ACTIVITIES

	
	

	LEVEL OF EFFORT:
	16 Hours

	
	

	REFERENCES:
	1. ANSI N43.4, “Classification of Radioactive Self-Luminous Light Sources”

	
	

	
	2. ANSI N43.6, “Sealed Radioactive Source – Classification” (ISO2919) 

	
	

	
	3. ANSI N43.8, “Classification of Industrial Ionizing Radiation Gauging Devices” 

	
	

	
	4. Other Industrial codes and Standards, and other references identified for review by your immediate supervisor.

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding Industry Standards and other guidance documents by answering the following:

	
	

	
	1. Discuss the Industry Standards you have reviewed and the purpose of the IMCs and Industry Standards.  

	
	

	TASKS:
	1. Locate electronic versions of the Industry Standards at:  
https://www.nrc.gov/reading-rm/doc-collections/insp-manual/.  

	
	

	
	2. Review Industry Standards, and other guidance documents to gain an understanding of the information available to technical reviewers and how it is used to evaluate sealed sources and devices.

	
	

	
	3. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section.

	
	

	DOCUMENTATION:
	Obtain your supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item ISA-5.





[bookmark: _Toc184728996][bookmark: _Toc200981908]SSD TECHNICAL REVIEWER ON-THE-JOB ACTIVITIES

The Appendix D OJT activities require you to perform reviews, as assigned by your immediate supervisor, under the supervision of qualified technical reviewers. Like the ISAs, each OJT activity tells you why the activity is important and what you are expected to complete successfully during the activity. As you complete safety evaluation reviews, you should complete the Casework Review Form located at the end of this Appendix and ask the qualified technical reviewers working with you to provide their comments. These forms will be used to track your progress as a reviewer.

Your immediate supervisor has the authority to grant equivalency to any of the OJT modules by completing Form 1: SSD Technical Reviewer Equivalency Justification, found at the end of this qualification journal.

The reviewer’s immediate supervisor will assign appropriate submitted applications on a case-by-case basis. This discretionary approach is intended to provide the prospective reviewer’s management with the ability to tailor the qualification process to match the background, experience, qualifications and training levels of the reviewer. Limited signature authority may be granted by the management in specific areas to competent reviewers who do not have the required qualifications in all areas.

In cases where there is not a certain category or very limited numbers such that it may not be possible for the candidate to complete the qualification journal in a reasonable period of time, the immediate supervisor can have a candidate conduct reviews of previously completed casework. 

THE FOLLOWING GENERAL GUIDANCE APPLIES AS YOU COMPLETE THE VARIOUS ON-THE-JOB ACTIVITIES:

· Complete all parts of each activity.
· Your immediate supervisor or a qualified technical reviewer will act as a resource as you complete each activity. Discuss any questions you may have about how a task must be done or how the guidance is to be applied. Your immediate supervisor may also designate other qualified reviewers to work with you as you complete the various activities.
· You are responsible for keeping track of the tasks you have completed. Be sure that you have completed all aspects of an OJT activity before you meet with your immediate supervisor or qualified reviewer for evaluation.


	TOPIC:
	[bookmark: _Toc184728997][bookmark: _Toc200981909](OJT-1) Review of Applications for Sealed Sources

	
	

	PURPOSE:
	The purpose of this activity is to provide you with the skills needed to perform reviews of sealed source requests.

	
	

	COMPETENCY AREA:
	SAFETY EVALUATION ACTIVITIES 

	
	

	LEVEL OF EFFORT:
	Note: The objective of this activity is to make sure that you have experience in safety evaluation activities. The time needed to complete the tasks will depend on your individual proficiency. It is recommended that at least 4 actions be completed depending on available casework. You must participate in sealed source review actions until such time as you can address the evaluation criteria to the satisfaction of your supervisor, or the person designated to be your resource for this activity. 

	
	

	REFERENCES:
	1. Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct Material”

	
	

	
	2. 10 CFR Part 32.210, “Registry of Product Information”  

	
	

	
	3. NUREG-1556, Volume 3, “Consolidated Guidance about Materials Licenses: Program-Specific Guidance about Applications for Sealed Source and Device Evaluation and Registration”  

	
	

	
	4. NUREG-1556, Volumes 1-21, “Consolidated Guidance about Materials Licenses”

	
	

	
	5. ANSI N43.6 “Sealed Radioactive Source – Classification” (ISO2919)

	
	

	
	6. ANSI N43.4 “Classification of Radioactive Self-Luminous Light Sources”

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of the NRC safety evaluation process and demonstrate your ability to review sealed source applications and submit requests for additional information:

	
	

	
	1. Describe the safety evaluations completed, including any deficiencies that required additional information from the applicant or unique requests.  

	
	

	
	2. Discuss sealed source specific review items such as labeling and prototype testing.  

	
	

	
	3. Discuss the safety evaluation checklist that must be completed for all sealed source safety evaluations.  

	
	

	
	4. Discuss the specific of sealed sources registered as part of the device. 

	
	

	TASKS:
	1. As assigned by your immediate supervisor, and under the supervision of a qualified technical reviewer, complete sealed source evaluations with a focus on proposed use of either industrial, commercial, medical, or R&D.

	
	

	
	2. For each action request assigned to you, use the safety evaluation checklist in NUREG 1556, Vol. 3, Appendix A to assist you in your review. Identify any information where the applicant did not provide an adequate response. 

	
	

	
	3. For any additional information needed to complete the review, work with a qualified technical reviewer to develop a Request for Additional Information (RAI). 

	
	

	
	4. After completing the review of the request, including all responses to RAI’s, draft the certificate, create the cover letter transmitting the certification and complete any checklists that may need to be included. 

	
	

	
	5. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section. 

	
	

	DOCUMENTATION:
	Complete the Form 2, “Sealed Source and Device Completed Casework” for each review you perform and obtain your immediate supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item OJT-1.





	TOPIC:
	[bookmark: _Toc184728998][bookmark: _Toc200981910](OJT-2) Review of Applications for Devices

	
	

	PURPOSE:
	The purpose of this activity is to provide you with the skills needed to perform reviews of devices containing sealed sources.

	
	

	COMPETENCY AREA:
	SAFETY EVALUATION ACTIVITIES 

	
	

	LEVEL OF EFFORT:
	Note: The objective of this activity is to make sure that you have experience in safety evaluation activities. The time needed to complete the tasks will depend on your individual proficiency. It is recommended that at least 12 actions be completed depending on available casework. These completed actions should be distributed as follows: Irradiators (1), radiography (1), industrial gauges (6), and medical devices (4). You must participate in sealed source review actions until such time as you can address the evaluation criteria to the satisfaction of your supervisor, or the person designated to be your resource for this activity.

	
	

	REFERENCES:
	1. 10 CFR Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct Material”

	
	

	
	2. 10 CFR Part 32.210, “Registry of Product Information” 

	
	

	
	3. NUREG-1556, Volume 3, “Consolidated Guidance about Materials Licenses: Program-Specific Guidance about Applications for Sealed Source and Device Evaluation and Registration” 

	
	

	
	4. NUREG-1556, Volumes 1-21, “Consolidated Guidance about Materials Licenses”

	
	

	
	5. ANSI N43.8, “Classification of Industrial Ionizing Radiation Gauging Devices” 

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of the NRC safety evaluation process and demonstrate your ability to review sealed source applications and submit requests for additional information:

	
	

	
	1. Describe the safety evaluations completed, including any deficiencies that required additional information from the applicant or unique requests. 

	
	

	
	2. Discuss device specific review items such as principal use code, source model used, shutter mechanisms, safety features, limitations and other consideration of use, labeling, prototype testing.  

	
	

	
	3. Discuss specific section of NUREG 1556, Volume 3, applicable to the devices that have been reviewed.

	
	

	
	4. For medical devices discuss the different types of FDA approvals.  

	
	

	
	5. Discuss any relevant INs related to the device been evaluated and discuss special considerations, if any, that should be taken while reviewing the device.

	
	

	
	6. Discuss the safety evaluation checklist that must be completed for all devices safety evaluations. 

	
	

	
	7. Discuss if the sealed sources are registered as part of the device. 

	
	

	TASKS:
	1. As assigned by your immediate supervisor, and under the supervision of a qualified technical reviewer, complete sealed source evaluations with a focus on proposed use either industrial, commercial, medical, and R&D. 

	
	

	
	2. For each action request assigned to you, referenced the safety evaluation checklist in NUREG 1556, Vol. 3, Appendix A to assist you in your review. Identify any information where the applicant did not provide an adequate response.

	
	

	
	3. For any additional information needed to complete the review, work with a qualified technical reviewer to develop an RAI. 

	
	

	
	4. After completing the review of the request, including all responses to RAI’s, draft the certificate, create the cover letter transmitting the license and complete any checklists that may need to be included. 

	
	

	
	5. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section.

	
	

	DOCUMENTATION:
	Complete Form 2, “Sealed Source and Device Completed Casework” for each review you perform and obtain your immediate supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item OJT-2.





	TOPIC:
	[bookmark: _Toc184728999][bookmark: _Toc200981911](OJT-3) Review of Applications for Consumer Products

	
	

	PURPOSE:
	The purpose of this activity is to provide you with the skills needed to perform reviews of devices for use by persons exempt from licensing requirements. 

	
	

	COMPETENCY AREA:
	SAFETY EVALUATION ACTIVITIES 

	
	

	LEVEL OF EFFORT:
	Note: The objective of this activity is to make sure that you have experience in safety evaluation activities. The time needed to complete the tasks will depend on your individual proficiency. It is recommended that at least 6 actions be completed depending on available casework. You must participate in sealed source review and device actions until such time as you can address the evaluation criteria to the satisfaction of your supervisor, or the person designated to be your resource for this activity. 

	
	

	REFERENCES:
	1. 10 CFR Part 32, “Specific Domestic Licenses to Manufacture or Transfer Certain Items Containing Byproduct Material”

	
	

	
	2. 10 CFR Part 37, “Physical Protection of Category 1 and Category 2 Quantities of Radioactive Material”

	
	

	
	3. 10 CFR Part 32.210, “Registry of Product Information” 

	
	

	
	4. NUREG-1556, Volume 3, “Consolidated Guidance about Materials Licenses: Program-Specific Guidance about Applications for Sealed Source and Device Evaluation and Registration” 

	
	

	
	5. NUREG-1556, Volume 8, “Consolidated Guidance about Materials Licenses: Program-Specific Guidance About Exempt Distribution Licenses”

	
	6. NUREG-1556, Volumes 1-21, “Consolidated Guidance about Materials Licenses”

	
	

	
	7. NUREG 1717, “Systematic Radiological Assessment of Exemptions for Source and Byproduct Materials”

	
	

	
	8. ANSI N43.8, “Classification of Industrial Ionizing Radiation Gauging Devices” 

	
	

	
	9. Consumer Product Policy Statement 

	
	

	EVALUATION CRITERIA:
	Upon completion of this activity, you will be asked to demonstrate your understanding of the NRC safety evaluation process and demonstrate your ability to review sealed source and device for consumer product applications and submit requests for additional information:

	
	

	
	1. Describe the safety evaluations completed, including any deficiencies that required additional information from the applicant or unique requests. 

	
	

	
	2. Discuss device specific applicable regulations.  

	
	

	
	3. Discuss the safety evaluation checklist that must be completed for all devices safety evaluations.  

	
	

	
	4. Discuss coordination of the review with exempt license reviewers.  

	
	

	TASKS:
	1. As assigned by your immediate supervisor, and under the supervision of a qualified technical reviewer, complete sealed source evaluations with a focus on proposed use for consumer products. 

	
	

	
	2. For each action request assigned to you, referenced the safety evaluation checklist in NUREG 1556, Vol. 3, Appendix A to assist you in your review. Identify any information where the applicant did not provide an adequate response. 

	
	

	
	3. For any additional information needed to complete the review, work with a qualified technical reviewer to develop a Request for Additional Information (RAI). 

	
	

	
	4. After completing the review of the request, including all responses to RAI’s, draft the certificate, create the cover letter transmitting the license and complete any checklists that may need to be included. 

	
	

	
	5. Meet with your immediate supervisor or the person designated to be your resource for this activity to discuss the items listed in the evaluation criteria section.

	
	

	DOCUMENTATION:
	Complete the Form 2, “Sealed Source and Device Completed Casework” for each review you perform and obtain your immediate supervisor or designee’s signature in the line item for Qualification Journal Certification Signature Card Item OJT-3.





[bookmark: _Toc200981912]SSD TECHNICAL REVIEWER QUALIFICATION SIGNATURE CARDS AND CERTIFICATION
 
	Employee Name: 
	Employee 

Initials/Date 
	Immediate Supervisor

Signature/Date 

	A. Required Training (title and course number) 

	Training: Industrial Radiography (H-305)
	
	

	Training: Well Logging (H-314) 
	
	

	Training: Medical Uses of Radiation Self Study Course (H317S)
	 
	 

	B. Specialized Training (title and course number)

	Training: Site Access Training Self Study Course (H-100S)
	 
	 

	Training: NRC Materials Control, Security Systems & Principles (S-201) 
	 
	 

	Training: Root Cause/Incident Investigation Workshop (G-205) 
	 
	 

	Training: Transportation of Radioactive Materials Self-Study (H-308S
	 
	 

	Training: Introduction to Risk Assessment for Materials Safety and Waste Management (P-400) 
	 
	 

	Training: Human Reliability Analysis for Materials Safety and Waste Management (P-406) 
	 
	 

	Training:  Quality Assurance and Control Programs
	 
	 

	Training: 
	 
	 

	C. Individual Study Activities 

	ISA-1 SSD Specific Generic Communications 
	 
	 

	ISA-2 The Role of Agreement States
	 
	 

	ISA-3 Overview of NUREG 1556, Volume 3
	 
	 

	ISA-4 Overview of 10 CFR Parts 30-39
	 
	 

	ISA-5 Industrial Standards and Codes
	 
	 

	D. On the Job Training Activity
	
	

	OJT-1 Review of Applications for Sealed Sources
	
	

	OJT-2 Review of Applications for Devices  
	
	

	OJT-3 Review of Applications for Consumer Products   
	
	

	
	
	


 
	Supervisor’s Certification for Reviewer Qualification  
	Signature/Date




This signature card and certification must be accompanied by the appropriate Form 1, Basic Level Equivalency Justification, if applicable. Record completion in TMS by sending a request to TrainingSupportResource@nrc.gov. 



[bookmark: _Toc200981913]FORM 1: SSD TECHNICAL REVIEWER QUALIFICATION EQUIVALENCY JUSTIFICATION
	Employee Name: 
	Identify Equivalent Training and Experience for which credit is being given:

	A. Required Training (title and course number) 

	Training: Industrial Radiography (H-305)
	

	Training: Well Logging (H-314) 
	

	Training: Medical Uses of Radiation Self Study Course (H317S)
	

	B. Specialized Training (title and course number)

	Training: Site Access Training Self Study Course (H-100S)
	

	Training: NRC Materials Control, Security Systems & Principles (S-201) 
	

	Training: Root Cause/Incident Investigation Workshop (G-205) 
	 

	Training: Transportation of Radioactive Materials Self- Study (H-308S
	

	Training: Introduction to Risk Assessment for Materials Safety and Waste Management (P-400) 
	

	Training: Human Reliability Analysis for Materials Safety and Waste Management (P-406) 
	 

	Training: 
	 

	Training: 
	 

	C. Individual Study Activities 

	ISA-1 SSD Specific Generic Communications 
	 

	ISA-2 The Role of Agreement States
	 

	ISA-3 Overview of NUREG 1556, Volume 3
	 

	ISA-4 Overview of 10 CFR Parts 30-39
	 

	ISA-5 Industrial Standards and Codes
	 

	D. On the Job Training Activity

	OJT-1 Review of Applications for Sealed Sources
	

	OJT-2 Review of Applications for Devices  
	

	OJT-3 Review of Applications for Consumer Products   
	

	
	

	Supervisor’s Recommendation


	Signature/Date:

	Division Director’s Approval


	Signature/Date:



















[bookmark: _Toc200981914]FORM 2: SEALED SOURCE AND DEVICE – COMPLETED CASE WORK
	Evaluation Type[footnoteRef:3] [3:  List should include only reviews where a safety evaluation was performed. Administrative actions as described in NUREG 1556 Vol. 3, Rev. 2, Section 13.2 to 13.6, will not count toward completed cases unless agreed previously with the supervisor.] 

	SSD Case Number
	Principal Use Code
	Type of Source of Device
	Actions[footnoteRef:4] Completed [4:  Actions completed includes developing and drafting the request for additional information, registration certificate, safety evaluation checklist, and folder case work sheet.] 

	Date Completed
	Signature[footnoteRef:5] [5:  Signature will be provided once all items in one category have been completed] 


	Sealed Source Evaluation (4)
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Device Evaluation (12)
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Consumer Products (6)
	
	
	
	
	
	





[bookmark: _Toc200981915]ATTACHMENT 1: REVISION HISTORY TABLE FOR IMC 1248, APPENDIX D
	Commitment Tracking Number 
	Accession Number Issue Date 
Change Notice 
	Description of Change 
	Description of Training Required and Completion Date 
	Comment Resolution Accession Number 

	N/A 
	ML112360175 10/26/11 
CN 11-022 

	Revision history sheet added. Combined Appendix B16 with Appendix A16 and renamed as IMC 1246 Appendix E9. Added “Training 
Requirements” Section from Appendix A16. 

	N/A 
	ML112360189 

	N/A 
	ML1240A155 04/19/13 
CN 13-011 

	IMC 1248 Appendix D was created to replace IMC 1246 Appendix E9 and remove FSME activities from the NMSS qualification journal IMC 1246 series. The qualification was originally published on February 11, 2004. No changes were made to the training requirements or qualification journal since they were published on February 
11, 2004.
	N/A 
	N/A

	N/A
	ML25XXXAXXX
XX/XX/25
CN 25-XX
	
	N/A
	


  
