RHODE ISLAND GOVERNMENT REGISTER
PUBLIC NOTICE OF PROPOSED RULEMAKING

DEPARTMENT OF HEALTH

Title of Rule: Notices, Instructions, and Reports to Workers; Inspections
and Compliance Procedures (216-RICR-40-20-2)
Rule Identifier: 216-RICR-40-20-2

Rulemaking Action: Proposed Amendment

Important Dates:

Date of Public Notice: January 24, 2022
Hearing Date: February 7, 2022

End of Public Comment: February 23, 2022

Rulemaking Authority:
R.l. Gen. Laws § 23-1.3-5

Summary of Rulemaking Action:

This is a technical revision to update an incorporation by reference with the most
recent version.

Additional Information and Public Comments:

All interested parties are invited to request additional information or submit written or
oral comments concerning the proposed amendment until February 23, 2022 by
contacting the appropriate party at the address listed below:

Paula Pullano

Department of Health

3 Capitol Hill

Room 410

Providence, RI 02908-5097
Paula.Pullano@health.ri.gov

Public Hearing:

A public hearing, in accordance with R.l. Gen. Laws § 42-35-2.5, to consider the
proposed amendment shall be held at which time and place all persons interested
therein will be heard. This hearing is subject to R.I. Gen. Laws Chapter 42-46, Open
Meetings.

Public Hearing Information:

Date: February 7, 2022

Time: 10:00 A.M.

Location: Zoom Link to Come Providence, RI, 02908

The place of the public hearing is accessible to individuals with disabilities. If
communication assistance (readers/interpreters/captioners) is needed, or any other
accommodation to ensure equal participation, please call 401-222-3395 or RI Relay
711 at least three (3) business days prior to the meeting so arrangements can be
made to provide such assistance at no cost to the person requesting. For questions
regarding available parking, please contact the agency staffperson listed above.



Regulatory Analysis Summary and Supporting Documentation:

In development of this rule, consideration was given to:
1)Alternative approaches;

2)Overlap or duplication with other statutory and regulatory provisions; and

3)Significant economic impact on small business
No alternative approach, duplication or overlap was identified based on available
information. RIDOH has determined that the benefits of the rule justify its costs.

For full regulatory analysis or supporting documentation contact the agency
staffperson listed above.



STATE OF RHODE ISLAND
RHODE ISLAND DEPARTMENT OF HEALTH
CONCISE STATEMENT OF PROPOSED NON-TECHNICAL AMENDMENTS
(AMENDMENTS TO AN EXISTING REGULATION)

In accordance with the Administrative Procedures Act, R.I. Gen. Laws § 42-35-1.7(b)(8), the
following is a concise statement of proposed non-technical amendments to Part 1, Part 2, Part 3,
Part 4, Part 5, Part 6, Part 7, Part 8, Part 9, Part 10, Part 11, Part 12, Part 13 and Part 15 of 216-
RICR-40-20, Radiation.

Regulation Rationale/Summary of Change
8§12 (A Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 20
8§22 (A Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 19

8§ 3.10(A)(4) Revised to require submission of RCA Form 2579 in lieu of an equivalent
USFDA form which is being phased out.

8 3.13(C)(1)(c)  Corrects internal cross reference to another section in Part 3

8§ 3.13(D) Corrects internal cross reference to another section in Part 3
§ 3.14(C) Corrects internal cross reference to another section in Part 3
8 3.14(D)(1) Corrects internal cross reference to another section in Part 3
Part 4 (Title) Title of this Part has been revised to reflect the incorporation of additional

requirements regarding fluoroscopically guided interventional procedures.
All changes to Part 4 implement the most current revisions to Part F of the
Suggested State Regulations for the Control of Radiation (SSRCR)
published by the Conference of Radiation Control Program Directors, Inc.
(CRCPD).

§4.1(B) Clarifies that use of X-ray equipment must be under the supervision of an
individual authorized by and licensed in accordance with applicable
provisions of the R.l. Gen. Laws to engage in the healing arts or veterinary
medicine

§84.1(C) &(D) Deleted and consolidated with § 4.1(B).

84.1.1(B) &(C) Added to incorporate two additional documents by reference

8 4.2(A)(30) Corrects a spelling error

8 4.2(A)(92) “Protective garment” replaces “protective apron” for consistency with other
changes

84.3.1(A)and  Specifies that administrative controls must include an effective radiation
(B) safety program.

8§4.3.1(C)to Reflects the incorporation of additional administrative controls specified in
(©)] the most current revision to Part F of the SSRCR.
8§4.3.2(A) Language added to allow limited operation of noncompliant X-ray

equipment after review by a Qualified Medical Physicist
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Regulation

Rationale/Summary of Change

84.3.3(C)to (F) Clarifies required training that must be completed before an individual is

§ 4.3.3(H)
§ 4.3.4(A)
§4.3.6(A)

§4.3.7
§4.39

§ 4.3.10(D)

§ 4.3.10(E) and
(©)

8 4.3.10(F), (H)
and (1)

§ 4.3.10(J) and

(K)

8§4.3.13

§ 4.3.14(A)(4)
§ 4.3.14(D)
§ 4.3.15(C)

§4.4.3
§4.4.7

§4.4.10
§4.4.13
§ 4.4.14(F)

§45.2
§453

§45.6
§45.7

§4511

allowed to operate fluoroscopic X-ray equipment.

Clarifies required training that must be completed before an individual is
allowed to operate dental X-ray equipment.

Clarifies information that has to be readily available to an operator of an X-
ray system.

Clarifies safety precautions for individuals (other than patient) who are in
the room where an X-ray is being taken.

Deleted to address changes in “best practices”.

Clarifies safety precautions when a patient or image receptor must be
provided with auxiliary support while an X-ray is being taken.

Deleted and consolidated with other Quality Control requirements in §
4.10.1

Language revised to reflect the most current revision to Part F of the
SSRCR.

Deleted to reflect the most current revisions to Part F of the SSRCR.

Language added to reflect the most current revisions to Part F of the
SSRCR.

Clarifies retention period for maintenance records and associated
information

Removes text which refers to a deleted section.
Clarifies record retention requirements for veterinary X-ray facilities

Language revised to synchronize wording with equivalent requirements in §
5.3.12(E)(1)(b) and 10 C.F.R. 35.3047

Revised to reflect different labeling requirements for systems manufactured
before 10 June 2006

Deletes information on dental X-ray systems which has been moved to §
4.14

Clarifies requirements regarding technique factors and kVp accuracy
Clarifies requirements regarding use of calibrated dosimetry systems

Requires information pertaining to a radiation medical event be maintained
as part of a patient’s permanent medical record

Language revised for consistency with other sections of this Part
Clarifies training required before an individual can operate fluoroscopy
equipment

Language revised for consistency with other sections of this Part

Language revised to reflect the most current revisions to Part F of the
SSRCR.

Deleted to reflect the most current revisions to Part F of the SSRCR.

Page 2 of 7



Regulation
§45.12

§45.13

§ 4.5.14(B)
§4.5.16
§4.6.1
§4.6.2(C)(3)
§4.6.2(D)

§ 4.6.3(A)
§4.6.3(C)(4)
§ 4.6.4(G)
§4.65

§4.6.6

§4.6.9
§4.6.11
§4.6.12(A)(3)

§4.6.14

§4.6.15(A)
§4.6.15(C)
§4.7.1(A)

§4.7.1(F)&(G)

8§4.7.3

8§4.75

§4.7.6

8§4.7.7

§4.7.8

8§49

Rationale/Summary of Change

Language revised to reflect the most current revisions to Part F of the
SSRCR

Language added to reflect the most current revisions to Part F of the
SSRCR regarding fluoroscopically-guided interventional (FGI) procedures.

Language revised to correct internal cross-reference

Language revised for consistency with other sections of this Part
Clarifies applicability of section to various types of X-ray systems
Language revised to correct internal cross-reference

Clarifies operator protection requirements for veterinary X-ray systems
Removes language that is duplicated in another part of the regulations
Language revised to correct internal cross-reference

Requires use of manual collimation standards when PBL is disabled

Language revised to reflect the most current revisions to Part F of the
SSRCR

Language revised to reflect the most current revisions to Part F of the
SSRCR

Removes language that is duplicated in another part of the regulations
Removes requirement that is superseded by MQSA standards in § 4.8

Language deleted to reflect the most current revisions to Part F of the
SSRCR

Language revised to reflect the most current revisions to Part F of the
SSRCR

Removes requirement that is now included in § 4.14
Removes requirement that is superseded by MQSA standards in § 4.8

Language added to reflect the most current revisions to Part F of the
SSRCR

Language deleted to reflect the most current revisions to Part F of the
SSRCR

Language revised to reflect the most current revisions to Part F of the
SSRCR

Language added to reflect the most current revisions to Part F of the
SSRCR

Language added to reflect the most current revisions to Part F of the
SSRCR

Language added to reflect the most current revisions to Part F of the
SSRCR

Language added to reflect the most current revisions to Part F of the
SSRCR

Language revised to reflect the most current revisions to Part F of the
SSRCR
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Regulation
§4.10

§4.13
§4.14
§5.3.12(E)
(1)(b)

§ 5.4.2(A)(4)

§5.4.4
§§5.5.2 & 5.5.3
§5.6.17(F)

§ 5.6.18(A)
§5.7.1
§5.7.4(B)

§§ 5.11.11(D)

& (H)

§8 6.5(D)(1) &
D))

§ 6.6(A)(1)
§7.2.1(A)
§7.2.2(A)

§7.2.3(A)

§7.2.3(B)
§ 7.2.4(A)
§ 7.2.5(A)
§ 7.2.5(B)

§7.2.6(A)

Rationale/Summary of Change

Language revised to consolidate QA/QC requirements in a single section to
reflect the most current revisions to Part F of the SSRCR

Language revised to reflect the most current revisions to Part F of the
SSRCR

New section added to consolidate all dental X-ray system requirements in a
single section to reflect the most current revisions to Part F of the SSRCR

Synchronize wording with equivalent requirements in 10 C.F.R. 35.3045

Language revised to remove obsolete cross-reference to another section of
this Subpart

Language added to clarify that “records” refers to “records of surveys”
Synchronize wording with equivalent requirements in 10 C.F.R. 35.3047

Review interval revised to synchronize with equivalent requirements in 10
C.F.R. 35.642

Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-references to other sections of this Part

Corrects internal cross-references to other sections of this Part

Corrects internal cross-reference to another section of this Subchapter
Revises incorporate on by reference date to 2021 to capture updates to 10
C.F.R. 8 30.34 published in the Federal Register [83 FR 33046]. This
C.F.R. section is already incorporated by reference in § 7.6.3

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 31

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. 8§ 32.72 published in the Federal Register [83 FR 33046 & 83 FR
57231]. This C.F.R. section is already incorporated by reference in 88 7.6.3
and 7.6.16(A).

Corrects typo regarding portions of 10 C.F.R Part 32 that are not being
incorporated by reference.

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 33

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 40

Corrects typo regarding portions of 10 C.F.R Part 40 that are not being
incorporated by reference.

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 70
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Regulation
§7.2.6(C)

§7.4.10

§7.6.7(B)
§7.6.8
§7.6.13

§8.2(A)

§ 8.4.4(B)
§85.9

§9.2(A)

§9.2(B)

§9.4.3(B)(2)

§ 9.4.3(B)(4)
§ 9.4.5(A)(2)

§ 9.4.5(A)(9)
and (A)(10)
§9.4.6(A)(1)
(A)(5) & (A)6)
8§9.5.1(A)(2)

§9.5.1(B)

§9.5.1(C)
§9.5.1(K)

Rationale/Summary _of Change
Incorporates the provisions of 10 C.F.R. § 150.11(b) by reference.

Revises wording for consistency with U.S. Nuclear Regulatory Commission
usage.

Language added to further clarify when a license amendment is required
Revise language to remove duplicate reference

Revises paragraph numbering for consistency with other sections in this
Part

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 37 published in the Federal Register [83 FR 57231]. These 10
C.F.R. Part 37 sections are already incorporated by reference in 88 8.6.4
and 8.6.6.

Updates mailing address

Adds a specific incorporation by reference citation for reporting of certain
events

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 35 published in the Federal Register [83 FR 33046, 85 FR
33527 and 85 FR 44685]. These 10 C.F.R. Part 35 sections are already
incorporated by reference in 88 9.3,9.4.7,9.5.5, 9.5.10, 9.5.11(A),
9.5.12(A), 9.5.13(A), 9.5.18, 9.6.4,9.7.2,9.7.4(A), 9.7.5,9.8.1, 9.8.4, 9.8.5,
9.8.6,9.8.7,9.9.1,9.9.7,9.9.9, 9.9.10, 9.10.1, 9.10.2, 9.11.1, 9.11.4,
9.11.15,and 9.11.17.

Identifies 10 C.F.R. Part 35 amendments published in the Federal Register
[83 FR 33046] which are not incorporated by reference.

Implements 83 FR 33046 requirements for training & qualifications of
Associate Radiation Safety Officer and Ophthalmic Physicist as part of a
radioactive materials license application.

Corrects internal cross-reference to another section of this Subchapter
Clarifies utilization of a Visiting Ophthalmic Physicist without requiring a
radioactive materials license amendment [related to 83 FR 33046
amendments].

Implements 83 FR 33046 requirements for obtaining a radioactive materials
license amendment prior to performing certain specified activities.
Implements 83 FR 33046 requirements for certain notifications that must be
submitted to the RI Radiation Control Agency.

Implements a requirement for written management approval to utilize a
Visiting Ophthalmic Physicist [related to 83 FR 33046 amendments].

Implements 83 FR 33046 requirements for approval of Associate Radiation
Safety Officer.

Eliminates unnecessary language [related to 83 FR 33046 amendments].

Implements 83 FR 33046 recordkeeping requirements for approval of
Associate Radiation Safety Officer.
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Regulation

§ 9.5.4(B)(5)

§ 9.5.4(B)(6)

§9.56and §
9.5.6(D)

§9.5.6(E) & (F)

§9.5.9(A)

§ 9.5.9(G)(3)

§9.5.10

§9.5.11(B)

§9.5.16(F)(1)
§9.7.4(B), (C)

and (D)
§9.11.15

§9.5.19(A)

§9.5.19(B)
§9.6.3(B)
§9.6.8(F)

§9.6.8(H)
§9.6.9(E)
§9.7.6(D)
§9.11.6(B)

§9.11.7(B)
§9.11.8(B)
§9.11.9(B)
§9.11.15(B)

§9.12.1

Rationale/Summary of Change

Implements 83 FR 33046 requirements regarding the contents of a written
directive for permanent implant brachytherapy.

Renumbers current § 9.5.4(B)(5) as § 9.5.4(B)(6)

Clarifies utilization of a Visiting Ophthalmic Physicist [related to 83 FR
33046 amendments] and corrects internal cross-reference to other section of
this Part

Renumbers current § 9.5.6(D) and (E) as § 9.5.4(E) and (F) respectively.

Implements 83 FR 33046 requirements regarding the definition of a
misadministration.

Implements 85 FR 33527and 85 FR 44685 requirements regarding the use
of a social security number to identify an individual in a misadministration
report.

Implements 83 FR 33046 requirements regarding training for an Associate
Radiation Safety Officer.

Corrects internal cross-reference to another section of this Subchapter
Corrects internal cross-reference to another section of this Part

Implements 83 FR 33046 recordkeeping requirements regarding elution of
radionuclide generators.

Implements 83 FR 33046 requirements regarding full-inspection servicing
of teletherapy and gamma stereotactic radiosurgery units.

Clarifies wording to indicate that the dose limits established in § 1.8 are
being referenced

Corrects internal cross-reference to another section of this Part
Clarifies rcord maintenance requirement for consistency with § 9.6.2(B)

Clarifies wording regarding detection limit for consistency with other
applicable NRC guidance

Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Subchapter

Clarifies wording to link recordkeeping requirements with surveys required
under 8 9.11.6(A)

Clarifies wording to link recordkeeping requirements with surveys required
under § 9.11.7(A)

Clarifies wording to link recordkeeping requirements with surveys required
under § 9.11.8(A)

Clarifies wording to link recordkeeping requirements with surveys required
under 8 9.11.9(A)

Clarifies wording to link recordkeeping requirements with surveys required
under 8 9.11.15(A)

Header is removed and contents of section are collapsed into § 9.12
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Regulation
§10.2(A)

§10.6.3(C) (2)
§10.6.3(C) (4)
§ 10.6.3(H)
§10.7.1(A) (7),
8) &(9)
§10.7.10(A)

§ 10.7.2(A)(9)
§10.7.3(A)(2)
§ 11.2(A)

§ 11.7.2(A)(9)
§11.7.3(A)(2)
§ 12.2(A)

§12.2(B)
§12.2(C)

§12.8.8
§12.9.1
§13.4.7(A) &
(B)

§ 15.5.7(C)
(11)(c)

Rationale/Summary of Change

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 34 published in the Federal Register [85 FR 15347]. These 10
C.F.R. Part 34 sections are already incorporated by reference in §8 10.6.6
and 10.7.7.

Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-references to other sections of this Part

Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. Part 39 published in the Federal Register [85 FR 15347]. This 10
C.F.R. Part 39 section is already incorporated by reference in §11.6.3.

Corrects internal cross-reference to another section of this Part
Corrects internal cross-reference to another section of this Part

Revises incorporation by reference date to 2021 to capture updates to 10
C.F.R. § 71.97 published in the Federal Register [83 FR 57231]. This
C.F.R. section is already incorporated by reference in § 12.8.9.

Revises incorporation by reference date to 2021 to capture updates to 39
CFR §1111

Identifies an additional subsection of 71 C.F.R. 101 that is not incorporated
by reference

Corrects section title for consistency with 10 C.F.R. 71.95
Clarifies that RCA and not NRC is responsible for certificate approval.
Corrects internal cross-references to another section of this Subchapter

Language added to clarify that Category 3K also includes all other use of
unsealed radioactive material not authorized for commercial distribution.
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216-RICR-40-20-2

TITLE216- DEPARTMENT OF HEALTH

CHAPTER 40 - PROFESSIONAL LICENSING AND FACILITY REGULATION

SUBCHAPTER 20 - RADIATION

PART 2 — Notices, Instructions, and Reports to Workers; Inspections and Compliance
Procedures

2.1

A.

Authority and Purpose

This Partis promulgated pursuant to the authority conferred under R.l. Gen.
Laws 8§ 23-1.3-5.

This Part establishes requirements for notices, instructions and reports by
licensees or registrants to individuals engaged in work under a license or
registration and options available to such individuals in connection with Agency
inspections of licensees or registrants to ascertain compliance with the provisions
of the Act and Regulations, orders, licenses and certificates of registration issued
thereunder regarding radiological working conditions. Except as otherwise
specifically provided, this Part applies to persons licensed or registered by the
Agency to receive, possess, use, transfer, or dispose of any source of radiation;
provided, however, that nothing in this Part shall apply to any person to the
extent such person is subject to regulation by the U.S. Nuclear Regulatory
Commission.

Incorporated Material

Except as provided in this Part, the requirements of 10 C.F.R. Part 19 (2648
2021) are incorporated by reference, not including any further editions or
amendments thereof and only to the extent that the provisions therein are not
inconsistent with this Part.

Notwithstanding the provisions of § 2.2(A) of this Part, 10 C.F.R. 88 19.3
(definition of “regulated entities” only), 19.4, 19.5, 19.8, 19.11(b) and (e),
19.14(a), 19.18, 19.20, 19.30, 19.31, 19.32 and 19.40 are not incorporated by
reference.

Effect of incorporation of 10 C.F.R. Part 19. To reconcile differences between this
Part and the incorporated sections of 10 C.F.R. Part 19, the following words and
phrases shall be substituted for the language in 10 C.F.R. Part 19 as follows:

1. Any reference to NRC or Commission shall be deemed to be a reference
to the Agency.


http://webserver.rilin.state.ri.us/Statutes/TITLE23/23-16.2/23-16.2-5.HTM
https://www.nrc.gov/reading-rm/doc-collections/cfr/part019/

2. Any reference to NRC or agreement state shall be deemed to be a
reference to the Agency, NRC or agreement State.

3. Any reference to byproduct material shall be deemed to be a reference to
radioactive material.

4. Any notifications, reports or correspondence referenced in the
incorporated sections of 10 C.F.R. Part 19 shall be directed to the Agency
using contact information specified in 8 1.4 of this Subchapter.

5. Any reference to licensee shall be deemed to include registrant.

6. Any reference to license shall be deemed to include registration.

7. Any reference to licensed shall be deemed to include registered.

8. Any reference to NRC Form 3 shall be deemed to be a reference to
Agency Form RCA-1.

9. Any requirement to utilize NRC Form 4 may also be satisfied by use of
Agency Form RCA-2.

10.  Any requirement to utilize NRC Form 5 may also be satisfied by use of
Agency Form RCA-3.

Definitions

In addition to the definitions contained in 10 C.F.R. 8 19.3, whenever used in this
Part, the following terms shall be construed as follows:

1.

2.

‘Act” means R.l. Gen. Laws Chapter 23-1.3 entitled "Radiation Control."

‘Agency’” means Rhode Island Radiation Control Agency (RCA), Center
for Health Facilities Regulation — Radiation Control Program, Rhode Island
Department of Health.

“‘Radioactive material” means any material (solid, liquid, or gas) which
emits radiation spontaneously.

“‘Registrant” means any person who is registered with the Agency and is
legally obligated to register with the Agency pursuant to this Subchapter
and the Act.

“Registration” means registration with the Agency pursuant to this
Subchapter and the Act.

“‘Regulated entities” means any individual person, organization or
corporation that is subject to the regulatory jurisdiction of Rhode Island.


https://rules.sos.ri.gov/regulations/Part/216-40-20-1
https://rules.sos.ri.gov/organizations/subchapter/216-40-20
https://rules.sos.ri.gov/organizations/subchapter/216-40-20

2.6

2.7

2.8

2.9

2.10

Posting of Notices to Workers

For the purpose of this Part, requirements for posting of notices to workers are
defined in 10 C.F.R. § 19.11, excluding 10 C.F.R. 88 19.11(b) and (e).

Notwithstanding the requirements of 8§ 2.4(A) of this Part, Agency licensees and
registrants shall post Agency Form RCA-1 in lieu of NRC Form 3.

Instruction to Workers

For the purpose of this Part, requirements for instruction to workers are defined
in 10 C.F.R. §19.12.

Use of Latex Gloves. Persons, firms or corporations licensed or registered by the
Agency that utilize latex gloves are subject to Part 20-15-3 of this Title, Use of
Latex Gloves by Health Care Workers, in Licensed Health Care Facilities, and by
Other Persons, Firms, or Corporations Licensed or Registered by the
Department, and the posting and employee notification requirements contained
therein.

Notifications and Reportsto Individuals

For the purpose of this Part, requirements for notifications and reports to
individuals are defined in 10 C.F.R. § 19.13.

Presenceof Representatives of Licensees and Regulated
Entities, and Workers During Inspections

For the purpose of this Part, requirements for presence of representatives of
licensees and regulated entities and workers during inspections are defined in 10
C.F.R. 8 19.14, excluding 10 C.F.R. § 19.14(a).

Consultation with Workers During Inspections

For the purpose of this Part, requirements for consultation with workers during
inspections are defined in 10 C.F.R. § 19.15.

Requests by Workers for Inspections

For the purpose of this Part, requirements for requests by workers for inspections
are defined in 10 C.F.R. § 19.16.

Inspections Not Warranted; Informal Review

For the purpose of this Part, requirements for inspections not warranted; informal
review are defined in 10 C.F.R. § 19.17.
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