From: Garner, Lynne

To: AgreementStateRegs Resource

Subject: [External_Sender] South Carolina Final Regulation Revisions
Date: Thursday, January 4, 2024 10:24:47 AM

Attachments: NRC Letter - Ms. Theresa Clark 01-04-24.pdf

NRC Letter - Mr. Solomon Sahle 01-04-24.pdf

Good Morning Ms. Clark and Mr. Sahle,

Attached are the final regulation revisions published in the SC State Register in
October 2023. Please let me know if you have any comments or questions
concerning this publication.

Regards,

Lynne D. Garner, Manager

SCDHEC, BLWM

Infectious and Radioactive Waste Management
Office Phone: 803-898-0493

Cell Phone: 803-543-3115

Connect: www.scdhec.gov Facebook Twitter
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mailto:AgreementStateRegs.Resource@nrc.gov
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NPdhec

Healthy People. Healthy Communities.

January 4, 2024

Solomon Sahle, State Regulation Coordinator
State Agreement and Liaison Programs Branch
Division of Materials Safety, Security, State,

and Tribal Programs

Office of Nuclear Material Safety

And Safeguards (NMSS)

U.S. Nuclear Regulatory Commission

T8-E18

Washington, D.C. 20555-0001

Dear Mr. Sahle:

Enclosed is a copy of the final revisions to the South Carolina Radiological Health Rules Regulation 61-63,
Title A, October 27, 2023. The final regulations are identified by line-in/line-out text (or similar identification)
and correspond to the following equivalent amendments to NRC’s regulations.

Rats ID
e 2015-3
o 2020-3
e 20211
e 2021-2
e 2022-1
e 20221

Title State Section
Revisions to Transportation Safety RHA 2.22
Requirements and Harmonization with
Intermat-Atomic Energy-Agency
Transportation Requirements, Part 71
Miscellaneous Corrections RHA 3.26

RHA 3.45
RHA 4.43
RHA 4.54
RHA 4.74
Miscellaneous Corrections RHA 3.58
RHA 4.20
RHA 4.22
RHA 4.23
RHA 12.7

Miscellaneous Corrections

Miscellaneous Corrections

Miscellaneous Corrections

RHA 12.27, App. A

Not Required for
Compatibility

Not Required for
Compatibility

5.C. Department of Health and Environmental Control

2600 Bull Street, Columbia, SC 29201 (803) 898-3432 www scdhec.gov





We believe that adoption of these revisions satisfies the compatibility and health and safety categories
established in the Office of Nuclear Material Safety and Safeguards (NMSS) Procedure SA-200.

The October 2023 Edition of the South Carolina regulation can be found at the following link

hitps://www.scstatehouse.gov/state register.php . If you have any questions, please feel free to contact
Lynne Garner at 803-898-0493 or garnerld@dhec.sc.qov

Sincerely,

Qssghund

Stacey L. French, P.E.
Director, Division of Waste Management
Bureau of Land and Waste Management

Enclosures:
As stated
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Document No. 5189
DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL
CHAPTER 61
Statutory Authority: 1976 Code Section 13-7-40(F)(3)&(10)

61-63. Radioactive Materials (Title A).
Synopsis:

The Federal Atomic Energy Act of 1954 enables the United States Nuclear Regulatory Commission
(“Commission”) to enter into agreements with state governors allowing for state regulation of byproduct, source,
and special nuclear material. 42 U.S.C. Section 2121. The Commission enters into such agreements if it finds
the state regulatory program complies with applicable federal regulations, /d. To renew South Carolina’s
ongoing agreement with the Commission, the Department of Health and Environmental Control (“Department”)
proposes amendments to R.61-63 for compliance with the Commission’s federal regulatory updates. The
proposed amendments add clarifications or corrections to Parts I, IT1, IV, and XII of the regulation.

The Administrative Procedures Act, S.C. Code Section 1-23-120{H)(1), exempts these amendments {rom
Gencral Assembly review, as the Department proposes these amendments for compliance with federal law.

The Department published a Notice of Drafting the February 24, 2023, South Carolina State Register.
Instructions:

Amend R.61-63 pursuant to each individual instruction provided with the text of the amendments below.
Text:

61-63. Radioactive Materials (Title A).

Statutory Authority: Section 13-7-40 et seq., as amended, of the 1976 Code, namely the Atomic Energy and
Radiation Control Act

Amend RHA 2.10.10.1.9.1.2 to vead:

2.10.10.1.9.1.2  An entity (as that term is defined in 11 U.S.C.101(15) controlling the licensee or listing the
license or licensee as property of the estate; or

Amend RIIA 2.10.10.1.9.1.3 to read:
2.10.10.1.9.1.3 An affiliate (as that term is defined in 11 U.S.C 101(2)) of the licensee.
Amend RHA 2.22.1 to read:

2.22.1 The transportation of radioactive material shall be in accordance with the requirements in 10 CFR Part
71, which is incorporated by reference, with the exception of the following sections: 71.2, 71.6, 71.11, 71.14(b),
71.17, 71.19, 71.21, 71.31, 71.33, 71.35, 71.37, 71.38, 71.39, 71.41, 71.43, 71.45, 71.51, 71.52, 71.53, 71.55,
71.59, 71.61, 71.63, 71.64, 71.65, 71.70, 71.71, 71.73, 71.74, 71.75, 71.77, 71.85(a)-(c), 71.91(b), 71.91(c),
71.91(d), 71.99, 71.100, 71.101(a), 71.101(b), 71.101(c)(1), 71.101(c)(2), 71.101(d), 71.101,(¢), 71.103(a),
71.106, 71.107, 71.109, 71.111, 71.113, 71.115, 71.117. 71.119, 71.121, 71.123, 71.125, and 71.135. The
provisions of this section apply to the transportation of radioactive material, or delivery of radioactive material
to a carrier for transportation, regardless of whether or not the carrier is also subject to the rules and regulations
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of the Nuclear Regulatory Commission contained in Title 10 CFR Part 71 and other agencies of the United States
having jurisdiction.

Delete RHA 2.22.5.
Delete RHA 2.22.6.
Amend RHA 3.26.4 to read:

3.26.4 The licensee shall immediately notify the final delivery carrier and the S.C. Department of Health &
Environmental Control, Bureau of Land and Waste Management, (803-545-4400) or (888-481-0125) by
telephone, when:

Amend RHA 3.45 to read:
RHA 3.45. Notification of Incidents.

3.45.1 Immediate notification. Notwithstanding any other requirements for notification, each licensee shall
immediately notify the S.C. Department of Health & Environmental Control, Bureau of Land and Waste
Management, 2600 Bull Street, Columbia, SC 29201, by telephone (803-545-4400) and confirming letter of any
event involving radioactive material possessed by the licensee that may have caused or threatens to cause any
of the following conditions—

3.45.1.1 An individual to receive—
3.45.1.1.1 A total effective dose equivalent of 25 rems (0.25 Sv) or more;
3.45.1.1.2 A lens dose equivalent of 75 rems (0.75 Sv) or more;,

3.45.1.1.3 A shallow-dose equivalent to the skin or extremities of 250 rads (2.5 Gy) or more; or

3.45.1.2 The release of radioactive material, inside or outside of a réstricted area, so that, had an individual
been present for 24 hours, the individual could have received an intake five times the occupational annual limit
on intake (the provisions of this paragraph do not apply to locations where personnel are not normally stationed
during routine operations, such as hot-cells or process enclosures).

3.45.2 Twenty-four hour notification. Each licensee shall, within 24 hours of discovery of the event, report
any event involving loss of control of licensed material possessed by the licensee that may have caused, or
threatens to cause, any of the following conditions:

3.45.2.1 An individual to receive, in a period of 24 hours—

3.45.2.1.1 A total effective dose equivalent exceeding 5 rems (0.05 Sv),
3.45.2.1.2 A lens dose equivalent exceeding 15 rems (0.15 Sv);
3.45.2.1.3 A shallow-dose equivalent to the skin or extremities exceeding 50 rems (0.5 Sv); or

3.45.2.2 The release of radioactive material, inside or outside of a restricted area, so that, had an individual

been present for 24 hours, the individual could have received an intake in excess of one occupational annual

limit on intake (the provisions of this paragraph do not apply to locations where personnel are not normally
stationed during routine operations, such as hot-cells or process enclosures).
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3.45.3 The licensee shall prepare any report filed with the Department pursuant to this section so that names
of individuals who have received exposure to radiation or radioactive material are stated in a separate and
detachable part of the report.

3.45.4 Licensees shall make the reports required by RHA 3.45.1 and 3.45.2 of this section by telephone to
S.C. Department of Health & Environmental Control, Bureau of Land and Waste Management (803-545-4400
or 888-481-0125).

3.45.5 The provisions of this section do not include doses that result from planned special exposures, that are
within the limits for planned special exposures, and that are reported under RHA 3.47.

Delete RHA 3.58.8.
Amend RHA 4.20.3.2 to read:

4.20.3.2 Has experience with the radiation safety aspects of the types of use of radioactive material for
which the individual is seeking simultaneous approval both as the Radiation Safety Officer and the authorized
user on the same new medical use license or new medical use permit issued by a Nuclear Regulatory Commission
master material licensee. The individual must also meet the requirements in paragraph 4.20.4 of this section.

Amend RHA 4.22.1.1 o read:

4.22.1.1 Have graduated from a pharmacy program accredited by the Accreditation Council for Pharmacy
Education (ACPE) or have passed the Foreign Pharmacy Graduate Examination Committee (FPGEC)
examination.

Amend RHA 4.23.2.2 to read:

4.23.2.2 Physicians, dentists, or podiatrists not identified as authorized users for the medical use of
radioactive material on a license issued by the Nuclear Regulatory Commission or an Agreement State, a permit
issued by a Nuclear Regulatory Commission master material licensee, a permit issued by a Nuclear Regulatory
‘Commission or an Agreement State broad scope Ticense, or a permit issued in accordance with a Commission
master material license of broad scope on or before October 24, 2005, need not comply with the training
requirements of subparts D through H of this part for those materials and uses that these individuals performed

on or before October 24, 2005, as follows:
Amend RHA 4.43.1.1 to read:

4.43.1.1 Successfully complete residency training in a radiation therapy or nuclear medicine training
program or a program in a related medical specialty. These residency training programs must include 700 hours
of training and experience as described in paragraphs 4.43.2.1 through 4.43.2.2.5 of this section. Eligible training
programs must be approved by the Residency Review Committee of the Accreditation Council for Graduate
Medical Education, the Royal College of Physicians and Surgeons of Canada, or the Council on Postdoctoral
Training of the American Osteopathic Association; and

Amend RHA 4.54.1.1 to read:

4.54.1.1 Successfully complete a minimum of 3 years of residency training in a radiation oncology program
approved by the Residency Review Committee of the Accreditation Council for Graduate Medical Education or
the Royal College of Physicians and Surgeons of Canada or the Council on Postdoctoral Training of the
American Osteopathic Association; and
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Amend RHA 4.54.2.3 to read:

4.54.2.3 Have completed 3 years of supervised clinical experience in radiation oncology, under an
authorized user who meets the requirements in RHA 4.23, 4.54 or equivalent NRC requirements, as part of a
formal training program approved by the Residency Review Committee for Radiation Oncology of the
Accreditation Council for Graduate Medical Education or the Royal College of Physicians and Surgeons of
Canada or the Council on Postdoctoral Training of the American Osteopathic Association. This experience may
be obtained concurrently with the supervised work experience required by RHA 4.54.2.2; and

Amend RHA 4.74.1.1 to read:

4.74.1.1 Successfully complete a minitnum of 3 years of residency training in radiation therapy program
approved by the Residency Review Committee of the Accreditation Council for Graduate Medical Education or
the Royal College of Physician and Surgeons of Canada or the Council on Postdoctoral Training of the American
Osteopathic Association; and

Amend RHA 4.74.2.3 to read:

4.74.2.3 Have completed 3 years of supervised clinical experience in radiation therapy, under an authorized
user who meets the requirements in RHA 4.23, 4.74, or equivalent NRC or Agreement State requirements, as
part of a formal fraining program approved by the Residency Review Committee for Radiation Oncology of the
Accreditation Council for Graduate Medical Education or the Royal College of Physicians and Surgeons of
Canada or the Council on Postdoctoral Training of the American Osteopathic Association. This experience may
be obtained concurrently with the supervised work experience required by RHA 4.74.2.2; and

Amend RHA 12.7.3.1 to read:

12.7.3.1 For the purpose of complying with this subpart, Department licensees shall use an appropriate
method listed in 10 CFR 37.7 to submit to the U.S. Nuclear Regulatory Commission, Director Division of
Physical and Cyber Security Policy, 11545 Rockville Pike, ATTN: Criminal History Program, Mail Stop
T-07D04M, Rockville, MD 20852, one completed, legible standard fingerprint card (Form FD-258,
ORIMDNRCOOO0OZ), electronic fingerprint scan or, where practicable, other fingerprint record for each
individual requiring unescorted access to Category 1 or Category 2 quantities of radioactive material. Copies of
these forms may be obtained by e-mailing MAILSVS.Resource@nre.gov. Guidance on submitting electronic
fingerprints can be found at https.//www.nrc.gov/security/chp.html.

Amend RHA 12.27, Appendix A to read:

Appendix A. Category 1 and Category 2 Radioactive Materials.
Table 1—Category 1 and Category 2 Threshold

Radioactive material Category 1(TBq) Category 1 (Ci) Category 2 (TBq) Category 2 (Ci)
Americium-241 60 1,620 0.6 16.2
Americium-241/Be 60 1,620 0.6 16.2
Californium-252 20 540 0.2 5.40
Cobalt-60 30 810 03 8.10
Curium-244 50 1,350 0.5 13.5
Cesium-137 100 2,700 1 27.0
Gadolinium-153 1,000 27,000 10 270
Iridium-192 80 2,160 0.8 21.6
Plutonium-238 60 1,620 0.6 16.2
Plutonium-239/Be 60 1,620 0.6 [6.2
Promethium-147 40,000 1,080,000 400 10,800
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Radium-226 40 1,080 0.4 10.8
Selenium-75 200 5,400 2 54.0
Strontium-90 1,000 27,000 10 270
Thulium-170 20,000 540,000 200 5,400
Ytterbium-169 300 8,100 3 81.0

**The terabecquerel (TBq) values are the regulatory standard. The curie (Ci) values specified are obtained by
converting from the TBq value. The curie values are provided for practical usefulness only.

Note: Calculations Concerning Multiple Sources or Multiple Radionuclides

The “sum of fractions” methodology for evaluating combinations of multiple sources or multiple radionuclides
is to be used in determining whether a location meets or exceeds the threshold and is thus subject to the
requirements of this part.

L. If multiple sources of the same radionuclide and/or multiple radionuclides are aggregated at a location, the
sum of the ratios of the total activity of each of the radionuclides must be determined to verify whether the
activity at the location is less than the Category 1 or Category 2 thresholds of Table 1, as appropriate. If the
calculated sum of the ratios, using the equation below, is greater than or equal to 1.0, then the applicable
requirements of this part apply.

II. First determine the total activity for each radionuclide from Table 1. This is done by adding the activity of
each individual source, material in any device, and any loose or bulk material that contains the radionuclide.
Then use the equation below to calculate the sum of the ratios by inserting the total activity of the applicable
radionuclides from Table 1 in the numerator of the equation and the corresponding threshold activity from Table
1 in the denominator of the equation. Calculations must be performed in metric values (i.c., TBq) and the
numerator and denominator values must be in the same units.

R, = total activity for radionuclide 1
Rz = total activity for radionuclide 2
R, = total activity for radionuclide n
AR; = activity threshold for radionuclide 1
AR; = activity threshold for radionuclide 2
AR, = activity threshold for radionuclide n

+— -t —=10
AR, ' AR, AR,
Statement of Need and Reasonableness:
The following presents an analysis of the factors listed in 1976 Code Sections 1-23-115(C)(1)-(3) and (9)-(11):
DESCRIPTION OF REGULATION: R.61-63, Radioactive Materials (Title A).

Purpose: The Department of Health and Environmental Control proposes amendments to R.61-63 for
compliance with federal regulations.

Legal Authority: 1976 Code Section 13-7-40(F)(3)&(10).
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Plan for Implementation: The amendments will take legal effect upon publication in the State Register.
Department persormel will then take appropriate steps to inform the regulated community of the amendments.
Additionally, a copy of the regulation will be posted on the Department’s website, accessible at
www.scdhec gov/regulations-table. Printed copies may also be requested, for a fee, from the Department’s
Freedom of Information Office.

DETERMINATION OF NEED AND REASONABLENESS OF THE REGULATION BASED ON ALL
FACTORS HEREIN AND EXPECTED BENEFITS:

The Department amends R.61-63 for compliance with the Commission’s federal regulatory updates. The federal
Atomic Energy Act of 1954 enable the Commission to enter into agreements with state governors allowing for
state regulation of byproduct, source, and special nuclear material. 42 U.S.C. Section 2121. The Commission
enters into such agreements if it finds the state regulatory program complies with applicable federal regulations.
The amendments are needed in order to renew South Carolina’s ongoing agreement with the Commission. The
amendments are beneficial in that they ensure state oversight of required standards.

DETERMINATION OF COSTS AND BENEFITS:

Neither the state nor its political subdivisions will incur additional costs through implementation of these
amendments. Existing staff and resources will be utilized to implement these amendments to the regulation. The
amendments will not create any significant additional cost to the regulated community since requirements or
changes to the regulations will be substantially consistent with the current guidelines utilized by the Department.

UNCERTAINTIES OF ESTIMATES:
None.

EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH:

These proposed amendments seek to ensure an effective regulatory program for radioactive material users under
state jurisdiction and protection of the public and worker from unnecessary exposure to ionizing radiation.

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION IS
NOT IMPLEMENTED:

None. Federal requirements will apply to all affected users. The proposed amendments eliminate possible
duplicative or redundant requirements.
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