DRAFT SUPPORTING STATEMENT FOR INFORMATION COLLECTIONS CONTAINED IN
REGULATORY FRAMEWORK FOR FUSION MACHINES PROPOSED RULE

FOR 10 CFR PART 30
"RULES OF GENERAL APPLICABILITY TO DOMESTIC LICENSING OF BYPRODUCT MATERIAL"

(3150-0017)

Description of Information Collection

The regulatory requirements in Title 10 of the Code of Federal Regulations (CFR) Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct Material,” identify the information required by the U.S. Nuclear Regulatory Commission (NRC) for an individual or other entity to be licensed to possess, use, transfer, and disposal of byproduct material. These requirements specify that the individual or other entity must submit an application that contains the information that will permit the NRC to determine whether the applicant has training, experience, equipment, facilities, and procedures for the use of byproduct material that are adequate to protect public health and safety. There is no required template for applying for a license; however, the NRC published a series of technical reports (NUREG‑1556 series, “Consolidated Guidance About Materials Licenses”)[footnoteRef:3] that may assist applicants in developing their submissions. An applicant may file an application using NRC Form 313, "Application for Material License,"[footnoteRef:4] in accordance with the instructions in 10 CFR 30.6, “Communications.” The information collections related to NRC Form 313 are captured under Office of Management and Budget (OMB) No. 3150-0120. [3:  NUREG-1556 is available on the NRC website at http://www.nrc.gov/reading-rm/doc- collections/nuregs/staff/sr1556/]  [4:  NRC Form 313 is available on the NRC website at https://www.nrc.gov/reading-rm/doc-collections/forms/index.html and is approved by OMB under clearance number 3150-0120] 


The NRC is proposing to amend its regulations to establish a regulatory framework for licensing the possession, use, and production of byproduct material associated with fusion machines. The proposed rule would add new requirements and modifies some existing requirements to license and oversee fusion systems under the 10 CFR Part 30 byproduct material framework. This framework would provide a systematic, risk-informed performance-based approach to the licensing and oversight of byproduct material associated with fusion machines and their associated hazards. Concurrent with this proposed rule, the NRC is issuing draft NUREG‑1556, Volume 22, “Consolidated Guidance About Materials Licenses--Program-Specific Guidance About Fusion Machine Licenses.” Specifically, this proposed rule would add a new definition for “fusion machine,” revise the definition of particle accelerator and revise the definition of byproduct material in 10 CFR 30.4, “Definitions” and other parts of the regulations. The amended byproduct material definition includes any material that has been made radioactive by use of a particle accelerator, including by use of a fusion machine. The NRC’s proposed definitions would consider fusion machines as a subset of particle accelerators. The proposed addition to the NRC regulations of “fusion machine” and the amendment to the definition of “byproduct material” would establish the scope of regulatory requirements for fusion machines and technology-inclusive content-of‑application requirements under the existing byproduct material framework under 10 CFR Part 30 and other parts of the regulations.



The proposed rule would amend recordkeeping requirements under 10 CFR 30.51, “Records,” to cover fusion machines. Under 10 CFR 30.51, fusion machines licensees would be required to keep records showing the production, receipt, transfer, and disposal of the byproduct material, and would be required to retain records of production or receipt of byproduct material as long as the material is possessed and for three years following transfer or disposal of the material. A detailed discussion on material accountability, including inventory, production, use, decay, and consumption is included in the draft guidance, NUREG‑1556, Volume 22. Specifically, this proposed rule would amend existing regulations in 30.51(a) introductory text, 30.51(a)(1), and 30.52(a) of this chapter to include conforming changes to existing byproduct material requirements to address specific attributes of fusion machines. This proposed rule would also add a new section in 10 CFR 30.32, “Application for specific licenses” and 10 CFR 30.33, “General requirements for issuance of specific licenses.” Of these regulatory requirements, only amendments to § 30.32 and § 30.51 would have information collections requirements. This supporting statement addresses the burden associated with § 30.51. The staff developed a separate supporting statement for NRC Form 313 that includes burden associated with § 30.32 (proposed new § 30.32(k)) under clearance number 3150-0120.

This proposed rule would also amend some regulatory requirements in 10 CFR Part 20, “Standards for Protection Against Radiation” and 10 CFR Part 51, “Environmental Protection Regulations for Domestic Licensing and Related Regulatory Functions.” The staff developed separate supporting statements for 10 CFR Part 20 (3150-0014) and 10 CFR Part 51 (3150-0021) for this rulemaking.

A. Justification

1. Need for the Collection of Information

The information is needed to fulfill NRC’s mission governing domestic licensing of byproduct material under the Atomic Energy Act of 1954, as amended. Current § 30.51 establishes overall record retention requirements applicable to byproduct material licensees for cases in which retention periods are not otherwise specified in the regulations. Section 30.51(a) requires that each licensee who receives byproduct material must keep records showing the receipt, transfer, and disposal of the byproduct material. It provides for retention of records of receipt of byproduct material as long as the material is possessed by the licensee and for three years following transfer or disposal of the material, provides a three-year retention period for records of transfer of byproduct material for the transferor (unless a specific requirement in another part of the regulations in this chapter dictates otherwise), and provides that records of disposal of licensed material must be maintained until the Commission terminates the license that authorizes the disposal of the material.

This proposed rule would amend the regulations governing the reporting and recordkeeping requirements under 10 CFR 30.51 to cover licensees authorized for the possession, use, and production of byproduct material associated with fusion machines by adding “production of” tritium and activation products for the necessary reports, analyses, submittals, inspection documentation, and other required documentation for a fusion machine. Records would be necessary to ensure that the licensee is using the byproduct material safely and in accordance with applicable NRC regulations. In addition, records would be necessary to ensure that licensees that plan to produce byproduct material, such as fusion machines, would keep the necessary records showing the receipt, transfer and disposal of byproduct materials to ensure the proper controls are in place for adequate protection of public health and safety. The information requested is necessary for reports, analyses, submittals, inspection documentation, and other required documentation for a fusion machine. The retention periods provide reasonable assurance that records will be available for Commission inspection after the recorded event. It is the licensee’s responsibility to ensure it continues to maintain the commitments it made in its application to ensure it fulfills the regulatory requirements in 10 CFR Part 30.

A detailed discussion on material accountability, including inventory, production, use, decay, and consumption included in the draft guidance, NUREG‑1556, Volume 22, which is available for comments with this proposed rule.

2. Agency Use and Practical Utility of the Information

This proposed rule would require fusion machines licensees to comply with § 30.51. The proposed rule would amend § 30.51(a) to include “production of” tritium and activation products to cover fusion machines for the necessary reports, analyses, submittals, inspection documentation, and other required documentation for a fusion machine. The records of receipt, transfer, production, and disposal of byproduct material would be reviewed by the NRC inspectors to determine that licensees have confined their possession and use of byproduct material to the locations, purposes, receipt, and quantities authorized in their licenses. Reports of significant safety events and theft of radioactive material are used by the agency in evaluating the protective actions required to avoid exposures to radiation or releases of radioactive materials that could exceed regulatory limits and, therefore, impact public health and safety, the common defense and security, and the environment.

3. Reduction of Burden Through Information Technology

There are no legal obstacles to reducing the burden associated with this information collection. The NRC encourages respondents to use information technology when it would be beneficial to them. The NRC has issued Guidance for Electronic Submissions to the NRC which provides direction for the electronic transmission and submittal of documents to the NRC. Electronic transmission and submittal of documents can be accomplished via the following avenues: the Electronic Information Exchange (EIE) process, which is available from the NRC's “Electronic Submittals” Web page, by Optical Storage Media (OSM) (e.g. CD‑ROM, DVD), by facsimile or by email. The proposed rule would not impact the proportion of documents submitted to the NRC electronically. The percentage of electronic submissions remains unchanged at 90 percent.

4. Effort to Identify Duplication and Use Similar Information

No sources of similar information are available. There is no duplication of requirements.

5. Effort to Reduce Small Business Burden

Most fusion machines licensees are expected to be considered small businesses. However, the total number of fusion machines applicants is expected to be small, and the information needs are the same for both large and small entities. As such, it is not possible to reduce the burden on small businesses by less frequent or less complete reporting. However, none of the respondents are anticipated to be small businesses for the clearance period.

6. Consequences to Federal Program or Policy Activities if the Collection Is Not Conducted or Is Conducted Less Frequently

If the information is not collected, the NRC would be unable to assess whether a fusion machine licensee would operate within the radiation safety requirements applicable to the possession, use, production, or transfer of byproduct material. Applications are submitted only when a license is requested or for amendment or renewal. The schedule for collecting the information is the minimum frequency necessary to assure that licensees will continue to conduct programs in a manner that will assure adequate protection of public health and safety.

7. Circumstances Which Justify Variation from OMB Guidelines

Contrary to the Office of Management and Budget Guidelines (OMB) in 5 CFR 1320.5(d)(2), the NRC requires some records to be maintained for longer than 3 years. Section 30.51(a) requires retention of records of receipt of byproduct material as long as the material is possessed and for three years following transfer or disposal, provides a three-year retention period for records of transfer of byproduct material, and provides that records of disposal of licensed material must be maintained until the Commission terminates the license. The proposed rule would amend § 30.51(a) to include records related to the production of byproduct material which would have the same retention requirements as the records retained under the existing § 30.51(a). Section 30.51(b) requires licensees to retain records that are required by the regulations in 10 CFR Parts 30-36 and 39, or by license conditions, must be maintained for the period specified by the appropriate regulation or license condition. In any case in which a retention period is not specified, the records must be maintained until the Commission authorizes their disposition. These records are necessary as a primary source for determination that licensees have confined their possession and use of byproduct material to the locations and purposes authorized in the licenses and have not violated or failed to observe any of the terms and provisions of the Atomic Energy Act or any regulation or order of the Commission. Records of receipt can demonstrate that the licensee has received or produced byproduct material of the element and mass number and in the chemical and/or physical form specified in the license. Records of transfer can demonstrate that the licensee has transferred byproduct material of the type, form, and quantity that transferees are authorized to receive. Records of disposal can demonstrate that the licensee has obtained approval of disposal procedures and/or has disposed of byproduct material in accordance with NRC regulations. Records of production, receipt, transfer, and disposal, taken together, can demonstrate that the licensee has possessed at any one time, no more than the maximum quantity of byproduct material authorized in the license. Retention for longer than three years, where required, is necessary to provide reasonable assurance that records will be available for Commission inspection after the recorded event.

8. Consultations Outside the NRC

Opportunity for public comment on the information collection requirements for this clearance package has been published in the Federal Register. In addition, as part of this rulemaking, the NRC staff provided Agreement States, Non-Agreement States, State Liaison Officers and Federally Recognized Tribes an opportunity for a 30-day advanced review and comment on the draft proposed rule for regulatory framework for fusion machines by letter dated May 13, 2024 (RCPD‑24-004). This information request was approved by OMB approval number 3150-0029. On June 13, 2024, the NRC granted an extension to the review period (ADAMS No. ML24164A220) per a letter from the Organization of Agreement States, dated June 3. 2024 (ML24164A227).

9. Payment or Gift to Respondents

Not applicable.

10. Confidentiality of the Information

Confidential and proprietary information is protected in accordance with NRC regulations at 10 CFR 9.17(a) and 10 CFR 2.390(b).

11. Justification for Sensitive Questions

This information collection does not involve sensitive questions.

12. Estimated Burden and Burden Hour Cost

The staff anticipates three operational fusion machines pilot plants facilities (e.g., research and test facilities) over the course of the clearance period.[footnoteRef:5] However, these plants are expected to be operating in Agreement States.  [5:   During the clearance period, all respondents are expected to be located in Agreement States. However, due to compatibility requirements, Agreement State licensees will be subject to requirements that are equivalent to NRC requirements, and therefore, the burden for these respondents is included in this statement.] 

The current estimate for § 30.51 is 3.5 hours per recordkeeper to maintain records of receipt, transfer and disposal of byproduct material. The proposed rule language would add a recordkeeping requirement for maintaining records associated with production of byproduct material, a change that is necessary for fusion machines licensees. Maintaining records of produced byproduct material is estimated to take an additional 3.5 hours per licensee annually. The NRC staff anticipates that two fusion machines pilot plants would be in operation during the three-year clearance period for an increase in burden of 7 hours and at a cost of $2,219 (3.5 hours x 2 respondents x $317 per hour).

The $317 hourly rate used in the burden estimates is based on the NRC’s fee for hourly rates as noted in 10 CFR 170.20 “Average cost per professional staff-hour.” For more information on the hourly rate, see the “Revision of Fee Schedules, Fee Recovery for Fiscal Year 2024” final rule (89 FR 51789, June 20, 2024).
		 
13. Estimate of Other Additional Costs

Additional costs remain unchanged at $11,947.


14. Estimated Annualized Cost to the Federal Government

The NRC has developed estimates of annualized costs to the Federal Government related to the conduct of this collection of information. These estimates are based on staff experience and subject matter expertise and include the burden needed to review, analyze, and process the collected information and any relevant operational expenses. However, the cost of the Federal Government remains unchanged at $2,111,545.

15. Reasons for Changes in Burden or Cost

As a result of the proposed rule, the burden for the 10 CFR Part 30 information collection would increase from 229,100 to 229,107, an increase of 7 hours. The increase is due to additional recordkeeping requirements for licensees who produce byproduct material.

16. Publication for Statistical Use

There is no application to statistics in the information collected. There are no plans for publication of this information.

17. Reason for Not Displaying the Expiration Date

The requirements are contained in a regulation. Amending the Code of Federal Regulations to display information that, in an annual publication, could become obsolete would be unduly burdensome and too difficult to keep current.

18. Exceptions to the Certification Statement

There are no exceptions.

B. COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS

Not applicable.
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