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Dear Mr. Frazee:

Mrs. Schneider discussed with you during the May 1996 Conference of Radiation Control
Program Directors (CRCPD) meeting the need to revise the Rationale of Part G for the
February 29, 1996 Revisions to the Suggested State Regulations for the Control of
Radiation (SSRCR). Since this revision to Part G was published without the concurrence of
the Nuclear Regulatory Commission, we recommend that the Rationale for Part G be
specific in the sections where there are differences between Part G and 10 CFR Part 35
and the reasons the SR-6 Group choose not to follow the Federal regulation. This level of
detail in the SSRCR's rationale is consistent with the January 1991 "CRCPD Policies and
Procedures for Preparation and Publication of the Suggested State Regulations for Control
of Radiation."”

Enclosed are those sections of the Rationale for Part G which we recommend the SR-6
Group revise to clarify the differences between the SSRCR and Part 35. We believe with
these changes, any State, especially one contemplating Agreement State status, which
uses the SSRCR will then be aware of the difference between the SSRCR mode!
regulations and the Federal regulations. In addition to these recommendations, otk er NRC
staff comments were submitted to CRCPD in Enclosures 4, 5, and 6 via a letter dated
December 29, 1995 and have not yet been addressed. |f you have any questions, please
contact Thomas O'Brien at 301-415-2308 or Kathleen Schneider at 301-415-2320.

Sincerely,
©riginal Signed By:
PAUL H. LOHAUS
Paul H. Lohaus, Deputy Director
Office of State Programs
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Mr. Terry Frazee, Chairman
SR-6 Committee
i Division of Radiation Protection
- Department of Health
Airdustrial Center Building #5
P.O. Box 47827
Olyrapia, WA 98504-7827

Dear Mr. Frazee:

Mrs. Schneider discussed with you during the May 1996 Conference of Radiation Control
Program Directors (CRCPD; meeting the need to revise the Rationale of Part G for the
February 29, 1996 Revisions to the Suggested State Regulations for the Control of
Radiation (SSRCR). Since this revision to Part G was published without the concurrence of
the Nuclear Regulatory Commission, we recommeng that the Rationale for Part G be
specific in the sections where there are differences between Part G and 10 CFR Part 35
and the reasons the SR-6 Group choose not to follow the Federal regulation. This level of
detail in the SSRCR's rationale is consistent with the January 1991 "CRCPD Policies and
Procedures for Preparation and Publication of the Suggested State Regulations for Control
of Radiation.”

Erclosed are those sections of the Rationale for Part G which we recommend the SR-6
Group revise to clarify the differences between the SSRCR and Part 35. We believe with
these changes, any State, especially one contemplating Agreement State status, which
uses the SSRCR will then be aware of the difference between the SSRCR model
regulations and the Federal regulations. In addition to these recommendations, other NRC
staff comments were submitted to CRCPD in Enclosures 4, 5, and 6 via a letter dated
December 29, 1995 and have not yet been addressed. If you have any questions, please
contact Thomas O’'Brien at 301-415-2308 or Kathleen Schneider at 301-415-2320.

Sincerely,
Paul H. Lohaus, Deputy Director
Office of State Programs
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T FOR PAR

Section G.2 - Definiti
SSR Excerpt

"Address of use” is defined and "area of use" is revised consistent with positron
emission tomography usage. The definition of "ALARA" is deleted since it is now
found in the proposed Part A. Having the term defined in more than one place is
unnecessary and possibly confusing if subtle differences arise. To accommodate
the Nuclear Regulatory Commission’s revision of "misadministration,” definitions of
"diagnostic clinical procedures manual," "prescribed dosage,” "prescribed dose,”
"recordable event,” and "written directive” were added. The potentially significant
dose to a patient from even "small" diagnostic quantities of 1-131 as sodium iodide
warrants requiring a specific "written directive" for administration of 1-131 along
with other therapeutic procedures. Even though I-125 as sodium iodide is not used
clinically, it has been included in the definitions in order to be compatible with the
Nuclear Regulatory Commission.

NRC Comment

The rationale should indicate that the definition for "Medical use" is not compatible
with the NRC definition as it does not indicate the administration is performed
under the supervision of an authorized user.

Baciias 0 8 . Bl Sagecs faced
NRC Comment

Although not required for reasons of compatibility, the rationale should discuss the
SR-6 Committee's decision to use the term "occupationa!l doses" in G.8bi rather
than the NRC term "individua!l and collective doses"” specified in 10 CFR
35.22(b)(1).

i men ram

NRC Comment

As identified in our Enclosure 4 of our letter dated December 29, 1995 to the
CRCPD Executive Secretary, there are four additions needed to this section for it to
be compatible with NRC's QM rule. [hese items are listed below.

1. To cover existing licensees, add a new section to G.1@stan't‘i_a_lu_)
equivalent to Section 35.32(f)(2) that would: (a) require a licensee to submit 7
a written certification that the QMP has been implemented; and (b) require a v
licensee to make the QMP available for review when requested by the ,f:{:(;v
regulatory agency. ~ Mﬁ/ $35.32( C)CZ),
A ’5 U\-‘Ld’(.z;’&‘, ‘”014
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2. To cover existing licensees, add to section G.13e a statement substantially
equivalent to Section 35.32(e) that would require licensees to make the
QMP modification available for review wher. requested by the regulatory
agency.

3. To cover new applicants, add a new section equivalent to Section
35.32(f)(1) requiring that the applicant include a copy of their QMP as a part
of their application for a license.

4, Modify section G.13 such that the first sentence reads: “Each applicant or
licensee .... “ (See Section 35.32(a)).

If the above points are not incorporated into SSR Part G, the rationale needs to
idantity the specific areas of SSR Part G that are not compatible with NRC
requiremunts.

Also, as stated in our December 29, 1995 letter, the rationale should note that the
NRC has permitted increased flexibility to Agreement States in two areas: the
timing of QMP submittals by licensees to Agreement State regulatory agencies, and
the ability to expand Agreement State misadministration definitions to include
\ﬂ\ﬁ‘/\ reference to other non-Atomic Energy Act modalities. It is suggested that these
é (\\0‘ fexibititres be identified in the rationale.

ion, and Ch f librator

SSR Excerpt

This section has been restructured to require quality control procedures
recommended by the national cognizant body, the American National Standards
Institute, or alternative procedures approved by the Agency. Specific procedures
are updated and provided in brackets should the Agency require them. The
appropriate tests can be performed by an individual other than the Radiation Safety
Officer. Automatic approval of radium-226 for calibration and check source use is
eliminated as part of the effort to discourage the use of radium. Only calibration
sources are required to be traceable to the National Institute of Standards and
Technology or other primary standards recognized by the National Institute of
Standards and Technology (for instance, the French Bureau National de Metrologie).
Only one of the sources used for calibration requires 5 percent precision; the other
source(s) need only be known to be within 10 percent of their stated activity.

NRC Comment

The rationale should discuss the Committee’s decision to require 5 percent

precision for one calibration source while NRC requires this precision for two

sources and justification as to why the NRC requirement for one of the sources to

have a principal photon energy between 100 keV and 500 keV is not stated. The ,
rationale should identify tha¥both of the above NRC requarementw 8 Be'met " d
for compatibility reasons. A




Mr. Terry Frazee, Chairman
SR-6 Committee

Division of Radiation Protection
Department of Health
Airdustrial Center Building #5
P.O. Box 47827

Olympia, WA 98504-7827

Dear Mr. Frazee:

Mrs. Schneider discussed with you during the May 1996 Conference of Radiation Control
Program Directors (CRCPD) meeting the need to revise the Rationale of Part G for the
February 29, 1996 Revisions to the Suggested State Regulations for the Control of
Radiation (SSRCR). Since this revision to Part G was published without the concurrence of
the Nuclear Regulatory Commission, we recommend that the Rationale for Part G be
specific in the sections where there are differences between Part G and 10 CFR Part 35
and the reasons the SR-€ Group choose not to follow the Federal regulation. This level of
detail in the SSRCR's rationale is consistent with the January 1991 "CRCPD Policies and
Procedures for Preparation and Publication of the Suggested State Regulations " Control
of Radiation."”

Enclosed are those sections of the Rationale for Part G which we recommend the SR-6
Group revise to clarify the differences between the SSRCR and Part 35. We believe with
these changes, any State, especially one contemplating Agreement State status, which
uses the SSRCR will then be aware of the difference between the SSRCR model
regulations and the Federal regulations. .n addition to these recommendations, other NRC
staff comments were submitted to CRCPD in Enclosures 4, 5, and 6 via a letter dated
December 29, 1995 and have not yet been addressed. If you have any questions, please
contact Thomas O'Brien at 301-415-2308 or Kathleen Schneider at 301-415-2320.

Sincerely,

Paul H. Lohaus, Deputy Director
Office of State Programs
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Mr. Terry Frazee, Chairman

SR-6 Committee

c/o Division of Radiation Protection
Department of Health

Airdustnal Center Building #5

P.O. Box 47827

Olympia, WA 98504-7827

Dear Mr. Frazee: ‘\
Mrs. Schneider discussed with you during the May 1996 Conference of Radiation Control
Program Directors (CRCPD) meeting the need to revise the Rationale of Part G for the February
29, 1996 Revisions to the Suggested State Regulations for the Control of Radiation (SSRCR).
Since this revision to Part G was published without the concurrence of the Nuclear Regulatory
Commission, we recommend that the Rationale for Part G be specific in the sections where there
are aifferences betweer: Part G and 10 CFR Part 35 and the reasons the SR-6 Group choose not
to follow the Federal regulation. This level of detail in the SSRCR's rationale is consistent with
the January 1991 "CRCPD Policies and Procedures for Preparation and Publication of the
Suggested State Regulations for Control of Radiation "

\

Enclosed are those sections of the Rationale for Part G which we reccmmend the SR-6 Group
revise to clarify the differences between the SSRCR and Part 35. We believe with these
changes, any State, especially one contemplating Agreement State status, which uses the
SSRCR will then be aware of the difference between the SSRCR model regulations and the
Federal regulations In addition to these recommendations, other NRC staff comments were
submitted to CRCPD in enclosures 4, 5 and € via a lettar dated December 29, 1995 and have
not yet been addressed. If you have any questions, pluye contact Thomas O'Brien at 301-415-
2308 or Kathleen Schneider at 301-415-2320 \
\
Sincerely, |

\
\

\

\

Paul H. Lohaus, Deputy Director

Office of State Programs
\
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K %, UNITED STATES

: 8 NUCLEAR REGULATORY COMMISSION
=° WASHINGTON, D.C. 20585-0001

%’o d; February 6, 1997
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Mr. Terry Frazee, Chairman
SR-6 Committee

Division of Radiation Protection
Department of Health
Airdustrial Center Building #5
P.O. Box 47827

Olympia, WA 98504-7827

Dear Mr. Frazee:

Mrs. Schneider discussed with you during the May 1996 Conference of Radiation Control
Program Directors (CRCPD) meeting the need to revise the Rationale of Part G for the
February 29, 1996 Revisions to the Suggested State Regulations for the Control of
Radiation (SSRCR). Since this revision to Part G was published without the concurrence of
the Nuclear Regulatory Commission, we recommend that the Rationale for Part G be
specific in the sections where there are differences between Part G and 10 CFR Part 35
and the reasons the SR-6 Group choose not to follow the Federal regulation. This leve! of
detail in the SSRCR's rationale is consistent with the January 1991 "CRCPD Policies and
Procedures for Preparation and Publication of the Suggested State Regulations for Control
of Radiation.”

Enclosed are those sections of the Rationale for Part G which we recommend the SR-6
Group revise to clarify the differences between the SSRCR and Part 35. We believe with
these changes, any State, especially one contemplating Agreement State status, which
uses the SSRCR will then be aw=are of the difference between the SSRCR model
regulations and the Federal regulations. In addition to these recommendations, other NRC
staff comments were submitted to CRCPD in Enclosures 4, 5, and 6 via a letter dated
December 29, 1995 and have not yet been addressed. If you have any questions, please
contact Thomas O’Brien at 301-415-2308 or Kathleen Schneider at 301-415-2320.

Ot WA

Paul H. Lohaus, Deputy Director
Office of State Programs

Enclosure:
As stated



Section G.2 - Definiti
SSR Excerpt

"Address of use” is defined and "area of use” is revised consistent with positron
emission tomography usage. The definition of "ALARA" is deleted since it is now
found in the proposed Part A. Having the term defined in more than one place is
unnecessary and possibly confusing if subtle differences arise. To accommodate
the Nuclear Regulatory Commission’s revision of "misadministration,” definitions of
"diagnostic clinical procedures manual,” "prescribed dosage,” "prescribed dose,”
"recordable event,” and "written directive” were added. The potentially significant
dose to & patient from even "small” diagnostic qua-itities of I-131 as sodium iodide
warrants reguiring a specific “written directive” for administration of 1-131 along
with other therapeutic procedures. Even though I-125 as sodium iodide is not used
clinically, it has been included in the definitions in order to be compatible with the
Nuclear Regulatory Commission.

NEC Comment

The rationale should indicate that the definition for "Medica!l use” is not compatible
with the NRC definition as it does not indicate the administration is performed
under the supervision of an authorized user.

NRC Comment

Although not required for reasons of compatibility, the rationale should discuss the
SR-6 Committee’s decision to use the term "occupational doses” in G.8bi rather
than the NRC term "individual and collective doses” specified in 10 CFR
35.22(b)1).

Section G.13 - Qual p
NRC Comment

As identified in our Enclosure 4 of our letter dated December 29, 1995 to the
CRCPD Executive Secretary, there are revisions needed in this section for it to be
compatible with the NRC’'s OM rule. These items are summarized below.

1 To cover existing licensees, aad a new zection to G.13 that provides the
flexibilities in determining the method by which a licensee is required to
submit its QMP to the sgency and the timing of that submittal as indicated
in Ail Agreement States letter SP-85-184.



2. To cover new applicants, add a new sectivn equivalent to Section
35.32(f)(1) requiring that the applicant inziude a copy of their QMP as a part
of their application for a licensa.

3. Modify section G.13 such that the first sentence reads: “Each applicant or
licensee .... * (See Section 35.32(a)).

If the above points are not incorporated into SSR Part G, the rationale needs to
identify the specific areas of SSR Part G that are not compatible with NRC
requirements.

Also, as stated in our December 29, 1995 letter, the rationale should note that the
NRC has permitted increased flexibility to Agreement States in two areas: the
timing of QMP submittals by licensees to Agreement State regulatory agencies, and
the ability to expand Agreement State misadministration definitions to include
reference to other non-Atomic Energy Act modalities. It is suggusted that these
areas of flexibility be identified in the rationale.

taction G.17 - . alibrat | Check of Dose Cali
SSR Excerpt

This section has been restructured to require quality control procedures
recommended by the national cognizant body, the American National Standards
Institute, or alternative procedures approved by the Agency. Specific procedures
are updated and provided in brackets should the Agency require them. The
appropriate tests can be performed by an .ndividual other than the Radiation Safety
Officer. Automatic approval of radium-226 for calibration and check source use is
eliminated as part of the effort to discourage the use of radium. Only calibration
sources are required to be traceable to the National Institute of Standards and
Technology or other primary standards recognized by the National Institute of
Standards and Technology (for instance, the French Bureau National de Metrologie).
Only one of the sources used for calibration requires 5 percent precision; the other
source(s) need only be known to be within 10 percent of their stated activity.

NRC Comment

The rationale should discuss the Committee’s decision to require 5 percent
precision for one calibration source while NRC requires this precision for two
sources and justification as to why the NRC requirement for cne of the sources to
have & principal photon energy between 100 keV and 500 keV is not stated. The
rationale should identify both of the above NRC requirements, as necessary, to be
met for compatibility reasons.



SSR Excerpt

The full range of options for leaking sources is spelled out. The leak test may be
performed by someone other than the Radiation Safety Officer.

NAC Comment
While not required for compatibility reasons, the rationale should discuss the SR-6

Committee’s decision to allow repair or disposal of a leaking source in addition to
NRC's storage requirement.

Section G.23 - Syrings Label
NRC Comment

While not required for compatibility reasons, the rationale should detail the items
niade less prescriptive and the SR-6 Committee basis for the action.

Section G.34 - Radi lide C ;
NRC Comment

The conversions from uCi to kBq in G.34ai-iii are incorrect. Additionally, the term
"chloride™ should be added after "Rb-82" in G.34aiii for consistency with G.34aii.



Conference of Radiation Control Program Directors, Inc.

205 Capital Avenue
Frankfort, Kentucky 40601
Phone (502) 227-4543 Facsimile (502) 227-7862

MEMO

TO: Recipients of December 1995 Amendments to the SSRCRs

FROM: Chuck Hardin

DATE: February 29, 1996

SUBJECT: Revised Parts A, B,D, F, Gand J

Enclosed are revisions to the above referenced Parts of the Suggested State Regulations for the Control
of Radiation (SSRCRs). These amended Parts supersede thei- respective former editions and should replace
the older versions. The user is cautioned that since the SSRCTRs are so closely interwoven, the understanding
of any single Part may depend on the understanding of other appropriate parts of the SSRCRs.

Special attention should be paid to Part G. This part was published without the concurrence of the
Nuclear Regulatory Commission (NRC). The reason stated by the NRC for not concurring with Part G is: "The
revisions of Part G contain provisions which are different from the NRC Quality Management rule.”
Agreement states should be made aware ihis may be an area of compatibility with regard to their agreement
with the NRC. For a more detailed discussion as to why the CRCPD published this Part without NRC
concurrence, please refer to the rationale attached to the revised Part G. Should additional explanation be
desired, please coniact the Chairman of Part G, Terry Frazee with the Washington Division of Radiation
Protection, phone # 360/753-3461.

The user of the SSRCRs should pay careful attention to cross references when new or revised parts are
published. Should any inconsistencies be found in these cross references, please advise Terry Devine in the
Office of Executive Director, phone # 502/227-4543.

State and local radiation control programs may obtain one free copy of these amendments on disks from
the Office of Executive Director by providing the office with three formatted 3.5" floppy disks. Should
additional copies be desired by a state or local radiation control program, there will be a charge of $25, in
addition to the requirement of three formatted floppy disks. Copies of the SSRCRs on floppy disks are not
available to individuals outside of state and local radiation control agencies and federal agencies that supported
this project. Therefore, you are requested not to copy these regulations for entities outside your agency.

These amended Parts have been produced using WordPerfect 6.0, DOS version. If you are using
WordPerfect 5.1, DOS version, you will not be able to open a document produced with WordPerfect 6.0. If
you desire the document in WordPerfect 5.1, you must specify that requirement at the time you request the disk
version of the document. However, because there are some very complicated tables in some of the parts, we
cannot guarantee that some loss of formatting and/or loss of proper pagination may occur when the documents
are provided in WordPerfect 5.1. For example, Appendix C in Part D, when saved in 5 ', resulted in a
significant pagination error. Likewise, although WordPerfect for Windows and Word for V' v Jows will open
2 file produced by the DOS version of WordPerfect, again we cannot guarantee consiste .« formatting and
pagination. We strongly urge the user to obtain WordPerfect 6.0, DOS version when using t. -:e documents.




1995 Rationale for Part G

1995
RATIONALE FOR REVISIONS

PART G
USE OF RADIONUCLIDES IN THE HEALING ARTS

Introduction

Major changes have resulted from 1) the Nuclear Regulatory Commission's revision of the definition
of "misadministration” and establishment of a "quality management program" requirement; 2)
attempts to recognize the practice of medicine as solely a state regulated function; and 3)
incorporating provisions pertinent to the use of positron emission tomography. Early drafts of Part G
had suggested modified language for the "quality management program" based on the Committee's
judgment that the Nuclear Regulatory Commission's requirement was overly prescriptive especially
in light of at least one state's existing (and successful) program. Other sections also had proposed
language which varied from 10 CFR 35. However, in the final revision to Part G, the focus has been
on providing model regulations which can be adopted by individual states without concern that
Division 1 and Division 2 matters of compatibility will be raised following adoption. Therefore, the
Nuclear Regulatory Commission language was adopted (with one exception as noted below) for any
regulations deemed to be "matters of compatibility."

Other requirements in Part G were modified to be more performance oriented. Certain requirements
potentially impinging on the practice of medicine have been modified to focus more on radiation
safety. Record retention requirements were adjusted to meet the Nuclear Regulatory Commission
criteria. With the addition of a new section, all sections from G.13 and above have been
renumbered. Cross references internally and to other Suggested State Regulations for Control of
Radiation Parts have been updated and, where used, units of measurement are given with the
International System of Units first, followed by special radiation units in parentheses. Internal
referencing and the use of numerals have been made to conform to current style guidelines. Minor
editing was also performed without further reference below.

Specific Provis

Sec. ) - Puwpose and Scope. Terms appropriate for the use of positron emission tomography
radiopharmaceuticals are added. By virtue of their short-half lives, positron emission tomography

radiopharmaceuticals may need to be produced in an accelerator, prepared from a special
radionuclide generator, and/or compounded in a form suitable for human use by the licensee.

Sec. G.2 - Definitions. "Address of use” is defined and "area of use" is revised consistent with
positron emission tomography usage. The definition of "ALARA" is deleted since ** is now found in
the proposed Part A. Having the term defined in more than one place is unnecessary and possibly
confusing if subtle differences arise. To accommodate the Nuclear Regulatory Commission’'s
revision of "misadministration,” definitions of "diagnostic clinical procedures manual,” "prescribed
dosage," "prescribed dose,” "recordable event,” and "written directive” were added. The potentially
significant dose to a patient from even "smail" diagnostic quantities of I-131 as sodium iodide
warrants requiring a specific "written directive” for administration of 1-131 along with other

-1-



1995 Rationale for Part G

therapeutic procedures. Even though 1-125 as sodium iodide is not used clinically, it has been
included in the definitions in order to be compatible with the Nuclear Regulatory Commission.

Sec. G.3 - License Required. Terms associated with positron emission tomography usage are

included.

Sec. G6 - ALARA Program. ALARA is now defined in Part A. Editing was done to clarify that

there are two different levels requiring investigation and investigation plus action when evaluating
personnel exposures.

Sec. G.7 - Radiation Safety Officer. Specific reference is made to the investigation of

misadministrations as a duty of the Radiation Safety Officer.

Sec. G.10 - Supervision. It is important that an experienced and knowledgeable individual (an
authorized user) be available to communicate with a supervised individual in the event a question or

concern comes up during a procedure. However, requiring a physical presence does not add
appreciably to the level of radiation safety and may place an unwarranted constraint on the practice
of medicine. The supervising authorized user, or another authorized user, can communicate
appropriate instructions to the supervised individual without interrupting care of his or her own
patients unless warranted by the circumstances. For instance, it may be much more appropriate to
have an experienced technologist handle a spill than to expect a physician to return to the hot lab to
supervise cleanup. The regulation now allows an authorized user other than the supervising
authorized user (including an authorized user under another licensee) to be consulted by a supervised
individual when needed. This could be when the supervising authorized user is on vacation or when
another authorized user has more experience with a given problem.

The regulation now recognizes that individuals working under the supervision of the authorized user
may require a permit under state and local regulations. These supervised individuals are now
explicitly instructed to follow the written radiation safety procedures and written quality management
plan established by the licensee. This is important for technologists working at a facility on a parn-
time or temporary basis who may be more familiar with another facilit, s procedures.

Sec. (5.12 - Mobile Nuclear Medicine Service Administrative Reouirements. This section was

changed to allow a licensee to use a separately licensed mobile service for off-hours and vacation
backup and to provide special services such as mobile positron emission tomography which the
facility would not otherwise be able to offer its patients. The regulation also makes clear the
responsibility of the mooile service to inform the client facility whenever radiopharmaceuticals are
being administered. Accountability of radioactive matenals and waste disposal segregation should be
assured through the Agency's licensing and compliance activities.

- ' This is a new section incorporating the major elements
of the Nuclear Regulatory Commission's "quality management” rule. The focus is on assuring that
radiation is administered as intended by the authorized user through policies and procedures for
preparing written directives, venfying patient identity, updating clinical procedures, validating
treatment plans, identifying and evaluating deviations, and conducting an annual evaluation. The
licensee is allowed (by the Nuclear Regulatory Commission and there e by this section of Part G
as well) to modify its quality management program without prior approval of the Agency. However,

2.



1995 Rationale for Part G

the Nuclear Regulatory Commission requires the licensee initially to submit a copy of the licensee's
quality management program to the Nuclear Regulatory Commission along with a certification that
the program has been implemented. The Committee believes this could impose a significant resource
burden on the states especially where Agency required submittals must be reviewed within a time
frame fixed by internal procedure or state law. The resulting peak workload could cause the Agency
to forego other licensing actions and licensee inspections to the overall detriment of the radiation
control program.

The Committee has requested the Nuclear Regulatory Commission allow, as an alternative to its
"submittal” requirement, the Committee recommendation that the state evaluate its program resources
and, it practical, require licensees (through administrative order or confirmatory letter) to submit their
quality management programs to the state. States should review and comment on such submittals in
a timely fashion. If review of submitted quality management programs is not practical, the state
should require licensees to submit a letter stating or certifying that a quality management program
has been implemented which meets the requirements of G.13. In either event, the state should adopt
a license application review process that assesses (but does not tie to the license in keeping with
G.13e.) the quality management program and institute an inspection procedure that reviews
implenicntation of the quality management program.

Sec. G.14 - Records, Notifications, and Reports of Mis d ministrations. The section is updated to

conform to the Nuclear Regulatory Commission's notificiion requirement and the title of the section
is changed to reflect the emphasis on notifications. This and all succeeding sections have been
renumbered relative to the previous edition.

Sec. G.15 - Suppliers. Language has been added recognizing the practice of pharmacy. Also,
brachytherapy sources are explicitly required to come from a supplier licensed to manufacture and
distribute such sources.

Sec. G.16 - Quality Control of Diagnostic Equipment. The section and title have been updated to
indicate that equipment important to patient safety includes diagnostic equipment and is not limited
to equipment that produces an image. The minimum quality control is clarified.

Sec. G.17 - Possession, Use, Calibration, and Check of Dose Calibrators. The section has been
restructured to require quality control procedures recommended by the national cognizant body, the
American National Standards Institute, or alternative procedures approved by the Agency. Specific
procedures are updated and provided in brackets should the Agency require them. The appropriate
tests can be performed by an individua! other than the Radiation Safety Officer. Automatic approval
of radium-226 for calibration and check source use is eliminated as part of the effort to discourage
the use of radium. Only calibration sources are required to be traceable to the National Institute of
Standards and Technology or other primary standards recognized by the National Institute of
Standards and Technology (for instance, the French Burcau National de Métrologie). Only one of
the sources used for calibration requires 5 percent precision; the other source(s) need only be known
to be within 10 percent of their stated activity.

Sec. G.18 - Calibration and Check of Survey Instruments. Language missing from G.18c. has been
restored so that a correction chart or graph need only be provided for instruments with calibration
error greater than 10 percent.

5.
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This section has been modified to cover
mdnopharmaccuncals in which the radiation of pnncxpal interest is alpha or beta radiation.

s | ] Brachytherapy Sources. The full

rtmgc of options for leaking sources is spelled out. The leak test may be performed by someone
other than the Radiation Safety Officer.

Sec. G.22 - Syringe Shields. This section now allows syringes to be kept in shielded areas as well
as in syringe shields.

Sec. G.23 - Syringe Labels. This section has been made less prescriptive.

- ile N iCl i ' i Mobile services may be
allowed to use radioactive gases only when the Agency has specifically evaluatcd and approved each
area of use. The checks and tests of equipment being transported from place to place are clarified.
The undefined term "location of use" is changed to "area of use" which is defined. A specific survey

for removable contamination is now required.

. The specific

hsung of mdmdual radlophannaccuucals 15 chmmated since pemussnon to use them is adequately
covered under the Food and Drug Adrainistration acceptance or approval and several listed are no
longer clinically acceptable. Requiring compliance with the package insert is eliminated because it is
an infringement on the practice of medicine. The practice of pharmacy is recognized.

ngumgn_m;_gs_. Samc as commems for G.31. In addmon gases and acrosols are left out of the
generic approval in order for the Agency to evaluate the area of use nd the conditions of use to
assure compliance with airborne release standards.

Sec. G.34 - Radionuclide Contaminants. This section has been updated to reflect the availability of

strontium-82/rubidium-82 generators for positron emission tomography studies. Radionuclide
contaminant limits are from the package insert/information submitted to United States Pharmacopeia.

Sec. G.35 - Control of Aerosols and Gases. The provision for directly venting aerosols and gases

to the atmosphere has been bracketed to indicate this should be an option and no longer a prime
consideration. Direct venting is not current accepted practice. Reference to Part D is corrected
(proposed Part D).

Sec. G.37 - Use of Radiopharmaceuticals for Therapy. Same as comments for G.31.

Sec. G.39 - Safety Precautions. The importance of instructing the patient and the patient's family
(where appropriate) is emphasized especially for therapy patients whether hospitalized or not. Where
language barriers exist, the use of written as well as oral instruction will facilitate getting the
message across to the patient. Also, alternatives to the required thyroid bioassay may be considered
when preparing doses of stabilized 1-131.

Sec. G41 - Use of Sealed Sources for Diagnosis. The use of Gadolinium-153 in a portable device

4.
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for imaging was added.

Sec. G43 - Use of Sources for Brachytherapy. Radium-226 sources and radon-222 seeds are
deleted to discourage their use. These sources should be specifically licensed to heighten awareness
of their existence.

Sec. G45 - Safety Precautions. The importance of instructing the patient and the patient's family
(where appropriate) is emphasized. Where language barriers exist, the use of written as well as oral
instruction will facilitate getting the message ac . to the patient.

Sec. G.58 - Full Calibration Measurements. The current protocol for therapy calibrations is
referenced.

Sec. G.65 - Radiation Safety Officer. The connector "or" between subsections G.65b. and G.65c¢. is
added to make 1t clear that any one of the three methods may be used to qualify as the Radiation

Safety Officer. Without this specific connector the section could be read to mean that the Radiation
Safety Officer must also be an authorized user. The authorized user as Radiation Safety Officer is
appropriate for non-institutional settings provided a minimum amount of instruction in basic radiation
safety and radionuclide handling techniques can be demonstrated. Additional certifying boards are
also added.

Sec. G.67 - Training for Uptake, Dilution, or Excretion Studies. An additional certifying board is
included.

Sec. G68 - Training for Imaging and Localization Studies. Same comment as G.67.

AIning 4 d icals. Additional certifying boards
are mcluded Use of strontium-89 chloride for Lhc treaunem of pain associated with bone metastases
is included.

Sec. G.72 - Training for Use of Sealed Sources for Diagnosis. An additional certifying board is
included.

Sec. G.74 - Training for Teletherapy Physicist. Same comment as G.72.

M tor P ——

Broad Technical Issues

1. Whether special requirements are needed for the practice of pharmacy and whether nuclear
pharmacy should be regulated as a defined specialty under Part G (use of radionuclides in the

healing arts is direct application of radiation 10 humans).

2. Whether veterinanians should be regulated as part of the medical community under Part G
(use of radionuclides in the healing arts is direct application of radiation to humans).
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10.

1.

12.

14.

Whether site specific immunotherapy (monoclonal antibodies) requires special regulations
added to Pan G.

Whether High Dosc Rate Afterloaders require special regulations added to Part G.

Whether many of the current provisions of Part G are overly prescriptive, do not apply
uniformly to large and small licensees, and are better addressed in licensing guidance.

Whether to incorporate the Nuclear Regulatory Commission's “Patient Release Criteria” based
only on dose or to retain some aspects of the easier to use limits based on quantities of
radioactive material or dose rates; and how best to address pure beta-emitters and alpha
emitters.

Whether medical licensee management should be given broader authority to approve
authorized users and visiting authorized users as long as they meet the current training and
experience requirements and whether the licensee needs to do more than just document the
users credentials or report when an authorized user leaves the licensee.

Whether the physician user should be present during radiopharmaceutical therapy procedures
since potential consequences to personnel, facilities, the patient, and the public could be
severe.

Whether the termi "confinement for medical care” should be defined to mean an area under
the direct control of the licensee and not the patient's home or a hotel room rather than
merely "hospitalization”; and under what circumstances may non-hospitalized patients receive
radiopharmaceutical therapy.

Whether there is a need for a separate quality assurance section for therapy.

Whether 200 hours of classroom and laboratory training is sufficient background for a
Radiation Safety Officer and whether this training should be in a 4 year accredited college or
university.

Whether training and experience requirements have been adequately addressed through the
currently recognized certifying boards; whether additional boards should be recognized or, in
s.me cases, whether a currently approved board should be removed from the approved list;
and whether the training and experience requirements themselves need to be updated,
including consideration of requirements for nuclear cardiology.

Snocific Tochuical ]
13.

Whether the definition for "brachytherapy” in G.2 should include reference to solid and plated
sources in addition to sealed sources being utilized to deliver a radiation dose.

Whether the geometry test in G.17b.iv. is needed given the current state of dose calibrator
technology.
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15.  Whether the calibration requirements in G.18 should be updated to address instruments for
area contamination surveys, probe efficiency, the emission energy spectrum of sources used
for calibrations, and the use of electronic pulsers.

16.  Whether the maximum amount allowed under the general license in G.20a. should be
increased to accommodate the larger sources used for SPECT floods.

17.  Whether there is justification to add 1-125 seeds to the list of exemptions from the leak test
requirement in G.21f.iv.

18.  Whether the removable contamination limits in G.26 are too restrictive.

19.  Whether the survey requirements in G.26 should be updated to address efficiency of portable
survey instruments, and exemptions for areas where only radioactive materials with extremely
short half-lives are used.

20.  Whether the requirements for storage of volatiles and gases in G.29 should be updated to
address the use of storage containers and shielding equivalent to the shippers' radiation shield
and container, and the storage of syringes, etc. prepared for patients but not yet administered.

21.  Whether the decay-in-storage requirement in G.30a.i. to hold radioactive material for a
minimum of ten half lives is warranted when an appropriate survey meter cannot distinguish
any readings above background even before that time is reached.

22.  Whether radionuclide contaminant levels should be cited by reference to the United States
Pharmacopeia rather than specified as they currently are in G.34.

23, Whether the control of aerosols and gases as specified in G.35 employs overly conservative
assumptions when applied to Xe-133 (assuming uniform distribution upon release in a room;
not treating a Noble gas as an external source only).

24.  Whether a survey instrument is really needed for licensees using sealed sources for diagnosis
(G.42).

25.  Whether the teletherapy room viewing system requirement in G.56 should require aural
communication as weli as visual observation.

26.  Whether the requirement for a calibrated dosimetry system in G.57 should be a performance
standard so that groups other than the National Institute of Standards and Technology or the
American Association of Physicists in Medicine can participate.

Editorial |

27.  Whether clarification is needed for certain terms such as "compounding,” "availability to
communicate immediately,” and "type of use."

28.  Whether sections enforcing general considerations that apply equaily as well to radiation

7.
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machines or to a broader segment of radioactive materials users should be moved to Part A or
Part D where they would be applicable to all radiation users. Examples of such sections
include: G.4 License Amendments, G.5 Notification, G.6 ALARA Program, G.7 Radiation
Safety Officer, G.8 Radiation Safety Committee, G.9 Authority and Responsibilities, G.10
Supervision, G.16 Quality Control, G.18 Survey Instruments, most of G.21 Possession of
Sources (leak tests), G.26 Surveys for Contamination, and G.53 Doors, Interlocks, and
Warning Systems. Only specific requirements concemning radionuclides in the healing arts
would remain in Part G.

29.  Whether definitions applicable to more than one Part, such as "area of use," "management.”
and "therapy physicist,” should be moved to Part A.

30.  Whether redundant or repetitive sections, such as G.32, G.40, G.42, G.48 and G.54 which
similarly address possession of survey instruments, and G.38, G.44 and G.52 concerning
safety instruction, should be combined.

31, Whether values repeated in different units of measure should have the same number of

significant digits, e.g. 15 mCi and 550 MBq (rather than 555 MBq), and whether the metric
coefficient that will give numbers larger than one should be used.




Suggested State Regulations for Control of Radiation

Part G

The Conference of Radiation Control Program Directors, Inc.'s Boaid of Directors
has endorsed and adopted amendments to Part G of the Suggested State Regulations
for Control of Radiation. This amended Part replaces the previous version of the

Part.

Part G is published with the concurrence of
the Environmental Protection Agency.

Part G is published without the concurrence of
the Nuclear Regulatory Commission.

The Food and Drug Administration
did not provide a response
within the 60-day time period
relating to concurrence with Part G,

December 1995
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PART G

USE OF RADIONUCLIDES IN THE HEALING ARTS

Sec. G.1_- Purpose and Scope. Part G establishe« requirements and provisions for the production,
preparation, compounding and use of radionuclid.s in the healing arts and for issuance of licenses

authorizing the medical use of this material. Taese requirements and provisions provide for the
protection of the public health and safety. The requirements and provisions of Part G are in addition
to, and not in substitution for, others in these regulations. The requirements and provisions of these
regulations apply to applicants and licensees subject to Part G unless specifically exempted.

Sec. G2 - Definitions. As used in Part G, the following defimtions apply:

"Address of use” means the building or buildings that are identified on the license and where
radioactive material may be produced, prepared, received, used, or stored.

“"Area of use” means a portion of a physical structure that has been set aside for the purpose of
producing, preparing, receiving, using, or storing radioactive material.

_ Akt poa. d et s,
"Authorized user” means a practitioner of the healing arts who is identified as an authorized user on
an Agency|, Agreement State, Licensing State or the Nuclear Regulatory Commission] license that
authorizes the medical use of radioactive material.

"Brachytherapy" means a method of radiation therapy in which sealed sources ase utilized to deliver
a radiation dose at a distance of up to a few centimeters, by surface, imracﬁvitary. or interstitial
application. \

“Dedicated check source” means a radioactive source that is used to assure the constant operation of
a radiation detection or measurement device over several months or years. This source may also be
used for other purposes.

"Diagnostic clinical procedures manual” means a collection of written procedures that describes each
method (and other instructions and precautions) by which the licensee performs diagnostic clinical
procedures; where each diagnostic clinical procedure has been approved by the authorized user and
includes <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>