	
	
	



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

10 CFR PART 20
"STANDARDS FOR PROTECTION AGAINST RADIATION"

(3150-0014)

Description of Information Collection

The regulatory requirements in Title 10 of the Code of Federal Regulations (CFR) Part 20, “Standards for Protection Against Radiation,” establish standards for protection against ionizing radiation resulting from activities conducted under licenses issued by the by the U.S. Nuclear Regulatory Commission (NRC) for an individual or other entity to be licensed to possess, use, transfer, and disposal of licensed material. The regulations in 10 CFR Part 20 specify the requirements for radiation protection programs, including occupational dose limits, radiation dose limits for individual members of the public, radiological criteria for license termination, surveys and monitoring, control of exposure from external sources, storage and control of licensed material, and waste disposal.

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 machines under the 10 CFR Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct Material,” 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.”

The NRC’s regulations governing waste management requirements under 10 CFR Part 20 are proposed to be amended to apply to fusion machines and their expected associated radioactive waste. This proposed rule would amend § 20.1003, “Definitions” and other parts of the regulations, to add a new definition for “fusion machines.” This proposed rule also revises the definitions for byproduct material and particle accelerator In § 20.1003. Given that fusion machines produce radioactive material that meets paragraph (3) of the definition of byproduct material, the NRC is proposing to include new language in paragraph (a) to § 20.2008, “Disposal of certain byproduct material,” that is specific to the disposal requirements for waste from a fusion machine. Specifically, it would allow certain licensed waste from fusion machines to be disposed in a low-level waste (LLW) disposal facility. The addition would not affect the ability of waste to be disposed of under § 20.2002, “Method for obtaining approval of proposed disposal procedures,” (e.g., in a hazardous waste facility) if it met any other applicable State and Federal requirements.

Specifically, the proposed rule would revise § 20.2008 to add a new paragraph as an additional requirement to the regulations of 10 CFR Part 61, “Licensing Requirements for Land Disposal of Radioactive Waste.” The new text would require that fusion machine waste that would be disposed of as low-level waste under 10 CFR Part 61 either be accompanied by an analysis showing the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7, “Concepts,” or be disposed of in a disposal site that has completed a site-specific intrusion assessment. Draft NUREG‑1556, Volume 22, includes guidance on waste types and radionuclide concentrations the NRC staff has previously analyzed under the waste classification descriptions in § 61.7. If a site-specific intrusion assessment will be relied on, the assessment should demonstrate the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 mSv) per year. That dose limit is consistent with the dose limit used to develop the LLW classification tables in 10 CFR Part 61, which the NRC selected based on safety, costs, disposal efficiency, and the potential for increased disposal of waste containing long-lived radionuclides that could increase the hazard for long time periods.

The NRC is not proposing any changes to § 20.2006, “Transfer for disposal and manifests,” or Appendix G to 10 CFR Part 20 because those requirements are sufficiently general to apply to fusion machine generated waste without modification. The NRC would add § 20.2008 to the list of approved information collections in § 20.1009. The proposed revision to waste disposal requirements in 10 CFR Part 20 would ensure consistency and alignment with the disposal of some novel waste types and radionuclides generated by fusion machines.

This proposed rule would also amend some regulatory requirements in 10 CFR Part 30, “Rules of General Applicability to Domestic Licensing of Byproduct Material” 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 30 (3150-0017),10 CFR Part 51 (3150-0021) and NRC Form 313 (3150-0120) 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. Submittal of an application for a materials license, including applications for fusion machines, is necessary to determine that the applicant is qualified and that adequate procedures exist to protect the public health and safety.

The proposed rule would revise § 20.2008 to add a new paragraph as an additional requirement to the regulations of 10 CFR Part 61. Fusion machines licensees would have to perform an analysis showing whether the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7. Fusion machine licensees could either (1) provide an analysis showing the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7 or (2) demonstrate that waste will be disposed of in a disposal facility that has completed a site-specific intrusion assessment. If a site-specific intrusion assessment will be relied on, the assessment should demonstrate the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 mSv) per year. That dose limit is consistent with the dose limit used to develop the LLW classification tables in 10 CFR Part 61, which the NRC selected based on safety, costs, disposal efficiency, and the potential for increased disposal of waste containing long-lived radionuclides that could increase the hazard for long time periods. This information is necessary to ensure compliance with the requirements of § 20.2006.

Although fusion machines license would not be required to perform intruder assessments for disposing of their waste, LLW waste disposal facilities would be required to perform such assessment to be able to accept waste resulting from fusion machines. Applicants for the operation of a disposal site that would plan to accept certain fusion waste would need to perform such assessments.

2. Agency Use and Practical Utility of the Information

The proposed rule would allow disposal of novel waste types without a site-specific intrusion assessment for waste with physical, chemical, and radiological characteristics that can be shown to be consistent with an appropriate waste classification description in § 61.7. Fusion machines licensees would have to perform an analysis showing whether the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7. Licensees could either provide an assessment demonstrating the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7 or ensure that the waste will be disposed of in a disposal facility that has completed a site-specific intrusion assessment that demonstrates the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 (mSv)) per year.

If a fusion machine licensee chooses to transfer its novel waste for ultimate disposal at a facility licensed under Part 61, they would need to characterize waste streams adequately so that a disposal site licensee can determine whether the fusion machine waste streams trigger the need for an inadvertent intrusion analysis. Disposal site applicants or licensees that would accept fusion machine waste that is significantly different from the description of the applicable waste class in § 61.7 (see draft NUREG‑1556, Volume 22) would need to perform intruder assessment to establish adequate waste acceptance criteria (see also draft NUREG‑1556, Volume 22. The disposal site regulator would ensure that the disposal site licensee or applicant correctly determined whether the fusion machine waste would trigger the need for an inadvertent intrusion analysis. As in current practice, the fusion machine licensee and disposal site licensee would work together to ensure the waste met the disposal site waste acceptance criteria. The NRC or Agreement State would use the information included in the applications to determine whether the proposed activities can be conducted safely without harming the common defense and security or constituting an unreasonable risk to public health and safety 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

Not conducting the information collection or requiring less frequent information collection would compromise the NRC’s ability to make licensing decisions and monitor the continuing safety of disposal operations. Applications are submitted only when a license is requested or for amendment, renewal or closure. Less frequent reports would not give early warning of potential problems.

This proposed rule would require that waste resulting from fusion machines must either be accompanied by an analysis showing the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7, based on the physical, chemical, and radiological characteristics of the waste, or be disposed of in a disposal facility that has completed a site-specific intrusion assessment that demonstrates the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 (mSv)) per year. This information is necessary to ensure compliance with the requirements of § 20.2006.

Although fusion machines license would not be required to perform intruder assessments for disposing of their waste, waste disposal facilities would be required to perform such assessment to be able to accept waste resulting from fusion machines physical, chemical, and radiological characteristics of the waste are not consistent the applicable waste class in § 61.7. Only LLW disposal sites licensees that plan to accept certain fusion waste would need to perform and submit certain analyses and documents to the regulator. Existing licensees that do not plan to accept waste resulting from fusion machines or significant quantities of long-lived radionuclides would continue to comply with existing requirements and would not need to perform and submit those analyses and documents. In addition, evaluations of whether updates to technical analyses are needed would occur periodically or as warranted.

7. Circumstances Which Justify Variation from OMB Guidelines

The proposed amendments to 10 CFR Part 20 do not deviate from Office of Management and Budget (OMB) guidelines.

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). However, no information normally considered confidential or proprietary is requested.
11. Justification for Sensitive Questions

This information collection does not involve sensitive questions.

12. Estimated Burden and Burden Hour Cost

The NRC staff anticipates three applicants for fusion machines over the course of the clearance period (1 annually).[footnoteRef:3]. Fusion machines licensees would have to perform an analysis showing whether the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7. The NRC staff anticipates that that it would take 40 hours to perform and document an analysis showing that the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7 at a cost of $12,680 (40 hours third party disclosure burden x $317 per hour). The fusion machine licensee could then submit that analysis or demonstrate that the waste will be disposed of at a LLW disposal facility that has completed a site-specific intrusion assessment that demonstrates the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 (mSv)). Fusion machine licensees who choose to ensure the waste is disposed of in a LLW disposal facility that has completed a site-specific intrusion assessment would incur a burden associated with providing necessary information to the LLW disposal facility operator. [3:   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.] 


Only disposal site licensees that plan to accept certain fusion waste would need to perform and submit certain analyses and documents to the regulator. The NRC staff anticipates that only applicants for a new LLW facility, if the application is submitted after the effective date of this rule, or to a current LLW facility licensee seeking to accept fusion machine waste significantly different from the description of the applicable waste class in § 61.7. Current licensees who do not seek to dispose of waste resulting from fusion machines would only experience an increase in burden to update their safety case and during license renewal or closure, or if they voluntarily choose to comply with the new technical analysis requirements. The NRC staff estimates that it would take 80 hours to perform and submit an intruder assessment at a cost of $25,360 (80 hours x $317 per hour). However, the NRC staff does not anticipate any new applications for LLW facilities over the course of the clearance period. Therefore, the annual burden would be $0 (0 hours 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 $ 88,467.

14. Estimated Annualized Cost to the Federal Government

The NRC staff does not anticipate any responses over the course of the clearance period following the effective date of the rule. Therefore, the cost to the Federal Government remains unchanged at $ 2,475,900.

Although no new applicants are anticipated, if an application were to be received, the burden to the Federal Government would be approximately 40 hours.

15. Reasons for Changes in Burden or Cost

Fusion machines licensee would have to perform an analysis showing whether the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7. Licensees could either provide an assessment demonstrating the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7 or ensure that the waste will be disposed of in a disposal facility that has completed a site-specific intrusion assessment that demonstrates the projected dose to an individual who inadvertently intrudes into the waste at the facility will be less than 0.5 rem (5 (mSv)) per year. Fusion machine licensees would need to ensure that the disposal sites demonstrate completion of this assessment. The NRC staff anticipates that that it would take 40 hours for one to perform and document an analysis showing that the waste is manifested and labeled for disposal consistent with the description of the applicable waste class in § 61.7, increasing the burden from 88,467 to 88,507.Future LLW licensees would incur a burden of 80 hours to prepare a site-specific intruder assessment.

16. Publication for Statistical Use

The information being collected is not expected to be published for statistical use.

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

This collection of information does not employ statistical methods.
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