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VOTING SUMMARY - SECY-00-0113

RECORDED VOTES
NOT
APRVD DISAPRVD ABSTAIN PARTICIP COMMENTS DATE
CHRM. MESERVE X X 6/13/00
COMR. DICUS X X 6/19/00
COMR. DIAZ X X 6/8/00
COMR. McGAFFIGAN X X 6/16/00
COMR. MERRIFIELD X 6/13/00

COMMENT RESOLUTION

In their vote sheets, all Commissioners approved the staff’'s recommendation and most
provided some additional comments. Subsequently, the comments of the Commission were
incorporated into the guidance to staff as reflected in the SRM issued on June 23, 2000.
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[7590-01-P]

NUCLEAR REGULATORY COMMISSION

Medical Use of Byproduct Material; Policy Statement, Revision

AGENCY: Nuclear Regulatory Commission.
ACTION: Final policy statement; revision.

SUMMARY: The Nuclear Regulatory Commission (NRC) is revising its 1979 policy statement

on the medical use of byproduct material. These revisions are one component of the

Commission’s overall program for revising its regulatory framework for medical use, including

its regulations that govern the medical use of byproduct material. The overall goals of this

program are to focus NRC regulation of medical use on those medical procedures that pose the

highest risk and to structure its regulations to be risk-informed and more performance-based,

consistent with NRC'’s “Strateéic Plan for Fiscal Year 1997- Fiscal Year 2002.” The policy '
informs NRC licensees, other Federal and State agencies, and the public of the Commission/gé \/

general intentions in regulating the medical use of byproduct material.

EFFECTIVE DATE: [Insert date of publication in the Federal Register.]



On August 6, 1997 (62 FR 42219-42220), NRC published a document in the Federal
Register, “Medical Use of Byproduct Material: Issues and Request for Public Input,” describing
NRC'’s detailed, four-year examination of_ the issues sUrrounding its medical use program. This

‘process started with a 1993 internal senior management review; continued with a 1996
independent external review by the National Academy of Sciences (NAS), Institute of Medicine
(IOM); and culminated in NRC’s Strategic Assessment and Rebaselining Project (SA). Since
that Federal Register notice wés issued, NRC conducted an exhaustive and public review of the
medical use program. Specifically, in 1997 and 1998, NRC'’s current and future role in
regulating the medical use of byproductb material was discussed at meetings of the Advisory
Committee on Medical Uses of Radioisotopes' (ACMUI) and the Organization of Agreement
States (OAS), and with various professional societies and government agencies. During this
period, the NRC staff also presented four amms of the 1979 Medical Policy
Statement (MPS) to participants at NRC sponsored workshops and public meetings. These
workshops and public meetings also included discussions on the major areas that were being
considered for revision in 10 CFR Part 35, “Medical Use of Byproduct Material.”

On August 13, 1998 (63 FR 43580), a proposed revision to the MPS was published in
the Federal Register for a 90 day public comment period. This comment period was later

- extended 30 days, to December 16, 1998, (63 FR 64829; November 23, 1998) to allow
additional time for public, stakeholder, and State comment. In addition, to allow for wide
participation in the process, NRC discussed the proposed revision of the MPS with interested
individuals and organizations at 3 public meetings during the comment period @géan

Francisco, California, on August 19 and 20, 1998; Kansas City, Missouri, September 16 and 17,

1998; and in Rockville, Maryland, October 21 and 22, 1998).

'The ACMUI advises the Commission on regulating and licensing uses of radionuclides
in medicine.



administration, is regulated by the NRC’s provisions governing the medical use of_byproduct
material rather than by the dose limits in the NRC'’s regulations concerning standards for
protection against radiation” (“Medical Administration of Radiation and Radioactive Materials,”
60 FR 48623; September 20, 1995). Thﬁs, the Commission believes that “an adminisfration to
any individual is and should be subject to the regulations in Part 35” (60 FR 48623).

The provisions of Part 30, “Rules of General Applicability to Domestic Licensing of
Byproduct Material” “are in addition to . . . other requirements in this chapter” (Section 30.2).
This section requires that “any conflict between the general requirements in Part 30 and the
specific requirements in another part” are governed by those specific requirements
(Section 30.2). The regulations in Part 35 are designed “to provide for the protection of the
public health and safety” and reflect the broad statutory standard in the AEA, discussed above
(Section 35.1). The Commission has determined that, as a matter of policy, “the patient . . . as
well as the general public . . . are all members of the public to be protected by NRC” (44 FR

8242, at 8244).
V. Discussion of Public Comments

As previously noted, NRC received 42 comments on the proposed revision to the MPS,'
taken from 10 letters that were submitted ar‘(/d::g; transcripts of the 3 public meetings. NRC v
received verbal comments on the proposed MPS (63 FR 43580; August 13, 1998) from
stakeholders (e.g.,' physicians, medical physicists, nuclear medicine technologists, and radiation
safety professuonals})\dunng the public meetings that were held in August, September, and \/
October 1998/)’4/ Stakeholders also submitted written comments to NRC in response to that \/

Federal Register document.



Issue 4: Should NRC regulation of the medical use of byproduct material be based on

Section 104 of the Atomic Energy Act?

Comment. A commenter disagreed with NRC's interpretation that section104 of the
AEA applies only to special nuclear material. In the commenter’s opinion, NRC medical use
regulation should be based on secﬁon 104 of the AEA. |

Response. NRé’s principal authority for regulating medical use of byproduct material is
at Sections 81, 162, and 183 of the AEA. As previously discussed under Section Il ,
“Rationale”, NRC regulation of byproduct material is not bound by the limitation in section

104.a. of the AEA, that refers to minimal regulation of reactor facilities or special nuclear

materiagﬂsed for medical therapy.

Comments on Statements 1, 2, 3, and 4 of the MPS

Statement 1  NRC will continue to regulate the uses of radionuclides in medicine
as necessary to provide for the radiation safety of workers and the

general public.

Issue 1: Should the MPS refer to “radionuclides” or to “byproduct materials?”

Commenf. Several commenters noted that Statement 1 made reference to uses of
radionuclides in medicine. They indicated that NRC only has the statutory authority to regulate
byproduct material.

- Response. The Commission believes that the general term “radionuclide” is appropriate
for a general statement of policy such as the MPS. The latter is intended to inform the public,

NRC licensees, and other Federal and State agencies of the Commission’s general intentions
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Issue 1: Does this statement provide justification for NRC to interfere in the treatment of

patients?

Comment. One commenter was concerned that Statement 2 continues to justify NRC
interference in the treatment of patients. According to the comment, there is no supporting data
that clearly demonstrates that unsealed byproduct material, when used by qualified authorized
users to treat patients, has harmed workers or the public.

Response. Statement 2 does not provide justification for NRC to interfere in the medica!
treatment of patients. The modifications to this statement express the Commissioﬁ’s policy not
to intrude (rather than “minimizing” intrusion as set forth on the 1979 MPS) into judgments
affecting patients except to provide for the radiation safety of workers and the general public.
Providing for the radiation safety of the public and workers is essential for the Commission to ‘
carry out its statutory mandate. When this protection involves a degree of regulation of medical
judgments affecting patients, the NRC may find it necessafy to intrude, to a certain extent, into

hwﬁmmm

For example, the release from a hospital of a patient /M'V has been administered

medical judgments affecting patients.

radioactive matérials has long been considered a matter of regulatory concern to protect \/
. members of the public, not just a matter of medical judgment (“Criteria for the Release of

Individuals Administered Radioactive Material,” 62 FR 4120; January 29, 1997). From a

medical point of vigw, it may be appropriate for a physician to release from a hospital a patient

W oﬂhfs been administered radi}ac{t'@ ma}eﬁs. However, the patient release criteria in NRC \/
| regulations may require hospital confinement of that patient if his or her release could result in a

dose to other individuals that exceeds the dose-based limit stated in 10 CFR 35.75(a).

In recent years, the Commission has moved away from a more rigid scheme of medical
use regulation, which at one time, for example, restricted the uses of therapeutic and certain

diagnostic radioactive drugs to the indicated procedures that had been approved by the FDA

13



(44 FR 8242; February 9, 1979). Commission regulations no longer prohibit authorized user
physicians from using diagnostic or therapeutic radioactive drugs containing byproduct material
for indications or methods of administration that are not listed in the FDA-approved package
insert. In addition, Commission regulations now permit medical use licensees and commercial
nuclear pharmacies to depart from the manufacturer’s instructions for preparing radioactive
drugs using radionuclide generators and reagent kits. The recent amendment of 10 CFR
35.75, cited above, subs’(itut(/a\5 a dose-based limit for patient release (rather than an activity- \/
based limit) that may provide medical use licensees greater ﬂexibilitj fn determining when
patients may be released from their control.

Finally, Statement 2 of the MPS is consistent with recent Federal legislation (specifically
applicable to FDA), which is to be construed so as not to “limit or interfere with the authority of a
health care practitioner to prescribe or administer any legally marketed device to a patient for
any condition or disease within a legitimate health care practitioner-patient rélationship.” (There
are certain exceptions to this mandate, which do not change any existing prohibition on the

promotion of unapproved uses of legally marketed devices.) “Food and Drug Administration

Modernization Act of 1997,” Pub. L. No. 105-115, sec. 906, 111 Stat. 2296 (1997).

Issue 2: Is the NRC the appropriate body to be involved in medical judgments affecting

patients?

Comment. According to one commenter, the NRC is not the right body to intrude into
medical judgments affecting patients because NRC'’s experience in this area is extremely
limited.

Response. As discussed above and noted in Statement 2, the Commission’s policy is
not to intrude into medical judgements affecting patients, except as necessary to provide for the

radiation safety of workers and the general public.

14



This comment does not account for the prihciple that “[t]he substantive area in which an

agency is deemed to be expert is determined by statute.” Massachusetts v. United States, 856

F.2d 378, 382 (1* Cir. 1988). See also, Commonwealth of Massachusetts v. NRC, 924 F.2d
311, 324 (D.C. Cir), cert. denied, 112 S. Ct. 275 (1991). The AEA commits to the NRC the duty
of regulating the use of radioactive byproduct materials, including radiopharmaceuticals, to

protect public health and safety.

Issue 3: Should this statement include reference to providing for the radiation safety of

workers and the general public?

Comment. Sevéral commenters requested that Statement 2 be revised to read, as
follows, “NRC will not intrude into medical judgements.” They believed that the last phrase, “...
except as necessary to provide for the radiation safety of workers and the general public,”
should be deleted.

Response. The Commission does not agree that this statement should be revised as
indicated by the commenters because providing for the radiation safety of the public and
workers is essential for the Commission to carry out its statutory mandate. The final MPS
. explicitly states that the Commission’s intention is not to intrude into medical judgments
affecting patients except to provide for the radiation safety of workers and the general public.
When this protection necessitates a degree of regulation of medical judgments qﬁj;%_

P2 ,
patients, the NRC may find it necessary, as previously explained, to intrude into medical \/

N
judgments to protect the public and workers,

Statement 3 NRC wiil, when justified by the risk to patients, regulate the
radiation safety of patients primarily to assure the use of

radionuclides is in accordance with the physician’s directions.
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radiation safety (44 FR 8243; February 9, 1979). NRC will continue to regulate the radiation
safety of patients when justified by the risk to patients, primarily to ensure that the authorized
user physician’s directions are followed. The Commission recognizes that physicians have
primary responsibility for the protection of their patients. However, NRC'’s role is also necessary

to ensure radiation safety of patients.

Issue 3: Does NRC regulation of the medical use of byproduct material duplicate FDA

regulation?

Comment. One commenter noted that any attempt by NRC to regulate the radiation
safety of patients would duplicate the efforts of the FDA and state boards of pharmacy and
medicine and, as such, would be an unwarranted intrusion into the pracﬁce of medicine.

Response. The Commission disagrees with this comment. NRC is responsible for
regulating the actual medical use of byproduct material from the standpoint of reducing
unnecessary radiation exposures to the public, patients, and occupational workers. In general,
the FDA is responsible for assuring the safety, effectiveness, and proper labeling of médical
proglucts (i.e., drugs, devices, and biologibs). NRC routinely relies on prior FDA appu;oval of
. medical devices as anv essential component of NRC’s sealed source and device safety
evaluations. In a “Memorandum of Understanding” (MOU), effective August 26, 1993, NRC and
FDA coordinated existing NRC and FDA regulatory programs for these devices, drugs, and
products (58 FR 47300; September 8, 1993).

NRC regulation of the medical use of byproduct material does not duplicate licensing by
State boards of pharmacy and medicine of pharmacists and physicial 35 to pr: c{ice pharmacy or
medicine within their borders. NRC regulations rely on the licensure of these professionals by

a State (or Territory of the U.S., the District of Columbia, or Puerto Rico) to practice their

17
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acceptable levels of achieving radiation safety. NRC reviewed industry and professional
standards in developing and imp!ementihg Part 35 and the guidance document (NUREG 1556,
Volume 9). For example, some provisions in 10 CFR Part 35 allow medical licensees the

flexibility to meet the performance standards reflected in the rule.

Nt M W
j%) Consideration of industry and %rofes torial standards as part of NRC's policy to achleve

radiation safety in med:cal use of byproduct material conforms to the Commlssmn/sg/s Strategic
Plan* that encourages “industry to develop codes, standards, and guides that can be endorsed
by the NRC and carried out by industry.” This strategy is to increase the involvement of
licensees and others in the NRC regulatory development process, based on the concepts in the
“National Technology Transfer and Advancement Act of 1995" (the NTTAA), Pub. L. No.104-
113, 110 Stat. 775 (1995). Section 12(d) of the NTTAA requires “all Federal agencies and
departments to use technical standards that are developed or adopted by voluntary consensus
bodies ... as a means to carry out policy objectives or activities, ‘except when use of such
standards,’ is inconsistent with applicable law or otherwise impractical.”

Not all “medical industry and professional standards” would meet the definition of
“technical standards” in Section 12(d)(4) of the NTTAA (“performance-based or design-specific

technical specifications and related management systems practices”). Nevertheless, as

. indicated abové, in regulating medical use of byproduct material, the Commission endorses the

concept in Section 12 (a) of the NTTAA, of “emphasizing, where possible, the use of standards

developed by private, consensus organizations.”

Issue 2: Should NRC consider task group reports of the American Association of

Physicists in Medicine (AAPM) for developing approaches for achieving radiation safety?

4 Page 10, NUREG-1614, Vol. 1, “Strategic Plan, Fiscal Year 1997 - Fiscal Year 2002"
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Comment. A commenter pointed out that, in defining acceptable approaches for
achieving radiation safety, NRC should consider the task group reports of the AAPM, which aré
the latest standards of practice for medical physicists.

Response. The Commission agrees that AAPM standards of practice for professionals
involved in the use of certain byproduct material modalities and for radiation safety equipment
should be considered as part of NRC'’s risk-informed and performance-based approaches to
regulating the medical use of byproduct material. The Commission acknowledges that these
and other standards of practice are often voluntary and, as such, medical professionals are not
required to follow them. Therefore, where appropriate) NRC focused Part 35 on performance
objectives to be achieved by licensees and is allowingAlicensees to select among the various
performance standards to meet the objective of the regulation. This provides licensees
significant flexibility in designihg its radiation protection program. For example, in developing
the final rule for the therapeutic uses of sealed sources, the NRC consulted several AAPM
reports, including the reports from Task Groups 40, 56, and 59, and Report No. 54.

In addition to the AAPM, other groups and societies set professional radiation safety and
practice standards for medical use. NRC plans to review such standards for possible use in

developing regulatory positions, (e.g., National Council on Radiation Protection and

Measurements, Health Physics Society, and Society of Nuclear Medicine).

Issue 3: Does the existence of professional standards mean that NRC regulation is

unnecessary?

Comment. Several commenters expressed the opinion that NRC regulations were
unnecessary. They believe that NRC should not make regulations or license conditions out of
industry or professional standards, because that reduces flexibility (i.e., regulations cannot

evolve as quickly and easily as professional standards). In their opinion, NRC should recognize

22
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[7590-01-P]

NUCLEAR REGULATORY COMMISSION

Medical Use of Byproduct Material; Policy Statement, Revision

AGENCY: Nuclear Regulatory Commission.
ACTION: Final policy statement; revision.

SUMMARY: The Nuclear Regulatory Commission (NRC) is revising its 1979 policy statement
on the medical use of byproduct material. These revisions are one'component of the

_ Commission’s overall program for revising its regulatory framework for medical use, including
its regulations that govern the medical use of byproduct material. The overall goals of this
program are to focus NRC regulation of medical use on those medical procedures that pose the
highest risk and to structure its regulations to be risk-informed an_d more performance—based,
consistent with NRC's “Strategic Plan for Fiscal Year 1997— Fiscal Year 2002.” The poiicy
informs NRC licensees, other Federal and State agencies, and the public of the Commissioqé;js

general intentions in regulating the medical use of byproduct material.

EFFECTIVE DATE: [insert date of publication in the Federal Register.]



On August 6, 1997 (62 FR 42219-42220), NRC published a document in the Federal
Reglster “Medlcal Use of Byproduct Matenal Issues and Request for Public Input,” describing
NRC'’s detailed, four-year examination of the issues surroundlng its medical use program. This
process started with a 1993 internal senior management review; continued with a 1996
independent external .review by the National Academy of Sciences (NAS), Institute of Medicine
-(IOM); and culminated in. NRC'’s Strategic Assessment and Rebaselining Project (SA).' Since
that Federal Register notice was issued, NRC conducted an exhaustive and public review of the
medical use program. _Speciﬁcally, in 1997 and 1998, NRC'’s current and future role in
regulating the medical use of byproduct material was discussed at meetings of the Advisory
Committee on Medical Uses of Radiois’otopes1 (ACMUI) and the Organization of Agreement
States (OAS), and with various professional societies and QO\;ernment agencies. During this
period, the NRC staff also presented four alternative versions of the 1979 Medical Policy
Statement (MPS) to partiéipants at NRC sponsored workshops and public meetings. .These
workshops and public meetings also included discussions on the major areas that were being
considered for revision in 10 CFR Part 35, “Medical Use of Byproduct Material.”

On August 13,.1998 (63 FR 43580), a proposed revision to the MPS was published in
the Federal Register for a 90 day public comment period. This comment period was later |
extended 30 days to December 16, 1998, (63 FR 64829; November 23, 1998) to allow
additional time for public, stakeholder, and State comment‘,ﬁ -In addmon to allow for wide
participation in the process NRC discussed the proposed revision of the MPS with interested
individuals and organlzatlons at 3 public meetmgs during the comment penod (i.e., San
Francisco, California, on August 19 and 20, 1998 Kansas City, Missouri FSeptember 16 and 17,

1998; and mﬁockville, Maryland, Qctober 21 and 22, 1998).
¢ ¢

The ACMUI ad\fises the Commission on regulating and licensing uses of radionuclides
i medicine.
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161i. authorizes the Commission to “prescribe such regulations or orders as tt may deem
necessary” to “(3) govern any activity authorized pursuant to this Act, including stantjards and |
restrictions governing the design, location, artd operation of facilities used in the conduct of
such activities, in order to protect health and minimize danger to life or property” [42 U.S.C.
2201(1) (emphasis added)]. |

The Commission is bound by statute to regulate byproduct material (as well as source
and spemal nuciear materlal) to “protect health and minimize danger to life.” This statutory
standard applies to the myrivad of uses of byproduct material, inciuding not only medical use, but

.élso, for' exantple,, radiography and irradiators. However, the Commission is not bound by the
limitation in section 104.a. of the AEA, which is often mistakenly cited for the proposition that, in
regulating the medical use of byproduct material, the AEA requires that the Commission
“impose the minimum amount of regulation consistent with bits obligations Lmder this Act to
promote the common defense and security and to protect health and safety of the public” [1?2
U.S.C. 2134(a)]. This “minimum regulation” limitation does not apply.to the medical use of
byproduct material which falls within NRC's broad standard-setting authority in sections 81 and
161. Section 104.a., on its face, applies only to medical therapy licenses for “utilization
facilities” (e.g., reactors) and specual nuclear matenal ” This “minimum regulation” dlrectlve
does not govern the Commission’s regulation of the medical use of byproduct material.

For the most part, the regulations to carry otlt the broad statutory scheme for byproduct
materials are set forth in 10 CFR Parts 30 through 39. In addition, the public and occupational
dose limits in 10 CFR Part 20, “Standards for Protection Against Radiation,” apply Whether the
use of byt:roduct material is for medical or other purposes. However, the scope of Part 20 as
stated in section 20.1002 is that, “Itlhe limits in this part db not apply to doses due . . . to any
tnedical administration the individual has redeived or due to vqluntary participation in medical
research programs.” The Corrtmission has clarified that “the medical administration of radiation - ‘

or radioactive materials to any individual, even an individual not supposed to receive a medical




administration, is regulated by the NRC's provisions governing the medical use of byproduct
material rather than by the dose limits in the NRC'’s regulations concerning standards for
protection against radiation” (“Medical Administration of Radiation and Radioactive Materials,”
60 FR 48623, ‘September 20, 1995). Thus, the Commission believes that “an administration to
any individual is and should be subject to the regulations iﬁ Part 35" (60‘ FR 48623).

The provisions of Part 30, “Rules of General Applicability to Domestic Licensing of
Byproduct Material” “are in addition to . . . other requirements in fhis chapter” (Section 30.2).
This section reduires that “any conflict between the general requirements in Part 30 and the
specific reduirements in another part” are governed Ey those séeciﬁc requirementé

(Section 30.2). The regulations in Part 35 are designed “to provide for the protection of the

public health and safety” and reflect the broad statutory standard in the AEA, discussed above |

(Section 35.1). The Commission has determined' that, as a matter of policy, “the patient . . . as
well as the general public . . . are all members of the public to be protected by NRC” (44 FR

8242, at 8244).
IV. Discussion of Public Comments

As previously noted, NRC received 42 comments on the proposed revision to the MPS,
taken from 10 letters that were submitted and the transcripts of the 3 public meetings. NRC
received verbal comments on the proposed MPS (63 FR 43580; August 13, 1998) from
stakehoiders (e.g., physicians, medical physicists, nuclear miedicine technologists, and radiation
safety professionals\:}during the public meetings that were held ih August, September, and
October 1998?. Stakeholders aiso submitted written commenté tb NRC in response to that

Fedéral Register document. -
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Issue 4: Should NRC regulation of the medical use of byproduct material be based on

Section 104 of the Atomic Energy Act?

: e
"vComment. A commenter disagreed with NRC'’s interpretation that section;,1,_,04 of the

AEA applies on!y to special nuclear material. In the commenter’s opinion, NRQ;medical use
regulation should be based on section 104 of the AEA.
Response. NRC’.s prihcipal authority for regulating medical use of byprodubt matérial is
at Sections 81, 162, érid 183 of the AEA. As previously discussed under Section lil,
“Rationale”, NRC regulation of byproduct material is not bound by the limitation in section
- 104.a. of the AEA, that refers to minimal regulation of reactor facilities or special nuclear

material used for medical therapy.

Comments on Statemenis 1, 2, 3, ahd 4 of the MPS

Statement 1 NRC will continue to regulate the uses of radionuclides in medicine
as necessary to proVide for the radiation safety of workers and the

general public.
Issue 1: Should the MPS refer to “radionuclides” or to “byproduct materials?”

‘Comment. Several commenters noted that Staterheht 1 madé reference to uses of
radionuclides in medicine. They indicated that NRC only has the statutory authority to regulate |
byproduct material.

Response. The Commission bélieves that the general term “radionuclide” is appropriate
fora general statement of policy such as the MPS. The latter' ié intended to inform the public,

NRC licensees, and other Federal and State agencies of the Commission’s general intentions

11



Issue 1: Does this statement provide justification for NRC to interfere in the treatment of

patients? |

-.Comment. One commenter was concerned that Statement 2 continues to justify NRC
interference in the treatment of patients. According to the comment, there is no supporting data |
that clearly demonstrates that unsealed byproduct material, when used by qualified authorized
users to treat patients, has harmed workers or the pubilic.

Response Statement 2 does not provide justification for NRC to mterfereim the medical '.4%
treatment of patients. The modifications to this statement express the Commission’s policy not
to intrude (rather than “minimizing” intrusion as set forth dn the 1979 MPS) into judgments ”’
affecting patients except to provide for the radiation safety of workers and the general pubiic.
Providing for the radiation safety of the public and workers is essential for the Commission to
carry out its statutory mandate. When this protection invoives a degree of regulation of medical
judgments affecting patients, the NRC may find it necessary to intrude, to a certain extent, into
medical judgments affecting patients. |

For example, the release from a hospital of a patient who has been administered
radioactive materials has long been considered a matter of regulatory concern 1o protect
members of the pubilic, not just a matter of medical judgment (“Criteria for the Release of
| individuals Administered Radioactive Material,” 62 i'-'R 4120; January 29, 1997). Froma
medical point of view, it may be appropriate fora physician to release from a hospital a patient
who has been administered radioactive materials. However, the patient release criteria in NRC
regulations may require hospitai confinement of that patient if his or her release could result ina
dose to other individuals that exceeds the dose-based limit stated in 10 CFR 35.75(a).

In recent years, the Commission has'moved away from a more rigid scheme of medical

use regulation, which at one time, for example, restricted the uses of therapeutic and certain -

diagnostic radioactive drugs to the indicated procedures that had been approved by the FDA

13



(44 FR 8242; February 9, 1979). Commission regulations no longer prohibit authori;ed user

~ physicians from using diagnostic or therapeutic radioactive drugs containing byproduct mat‘e’rial

for indications or methods of admin_istratioﬁ that are not listed in the FDA-apﬁroved package

insert; In addition, Commission regulations now permit medical use licensees and commercial
nuclear pharmacies to depért from the manufacturer’s instructions for preparing radioactive

drugs using radionuclide generators and reagent kits. The recent amehdment of 10 CFR

35.75, cited above, substitute’ 2 dose-based limit for patient release (rather than an activity- e
based limit) that may provide medical use licensees greater flexibility in determining when

~ patients may be released from their control.

Finally, Statement 2 of the MPS is consistent with recent Federal legislation (specifically
applicable to- FDA), which is to be construed so as not to “limit or interfere with the authority of a .
health care practitioner to prescribe or administer any legally mar'keted device to a patient for
any condition or disease within a Iegitim.ate health care practitioner-patient relationship.” (There
are certain exceptions to this mandate, which do not chénge any existing prohibition on the
promotion of unapproved uses of legally marketed devices.) “Food and Drug Administration

Modernization Act of 1997,” Pub. L. No. 105-115, sec. 906, 111 Stat. 2296 (1 997).

Issue 2: Is the NRC the appropriate body to be involved in medical judgments affecting

patients?

Comment. According to one commenter, the NRC is not the right body to intrude into
medical judgments affecting patients becausé NRC'’s experience in thjs area is extremely -
~ limited.
.Response. As discussed above énd noted’in Statément 2, the Commission’s policy is
- riot to intrude into medical judgements affecting patients, except as necessary t0 provide for the

radiétion safety of workers and the general public.

14



acceptable levels of achieving radiation safety. NRC reviewed industry and professional
standards in developing and implementing Part 35 and the guidance doeument (NUREG 1556,
Volume 9). For example, sorhe provisions in 16 CFR Part 35 allow medical lice_nsees_ the,
flexibility to meet the performance standards refiected in the rule.

Consnderatlon of industry and professional standards as part of NRC'’s policy to achieve
radlatlon safety in medical use of byproduct material conforms to the Commnsssons”s Strateglc X
Plan* that encourages “industry to develop codes, standards, and guides that can be endorsed
by the NRC and carried out by industry.” This strategy is to mcrease the mvolvement of
licensees and others in the NRC regulatory development process, based on the concepts in the
“National Technology Transfer and Advancement Act of 1995" (the NTTAA), Pub. L. No.104-
113, 110 Stat. 775 (1995). Section 12(d) of the NTTAA requires “all Federal agencies and
departments to use technical standards that are developed or adopted by voluntary consensus
bodies ... as a means to carry out policy objectives or activities, ‘except when use of such
~ standards,’ is inconsistent with applicable law or otherwise impractical.”

Not all “medical ‘industry and professional standards” would meet the definition of
“technical standards” in Section 12(d)(4) of the NTTAA (“performance-based or design-specific
technical specifications and related management systems practices”). Nevertheless, as
indicated above, in regulating medical use of byproduct material, the Commission endorses the
concept in Section 12 (a) of the'NTTAA, of “emphasizing, where possible, the ese of standards

developed by private, consensus organizations.”

Issue 2: Should NRC consider task group reports of the American Association of

Physicists in Medicine (AAPM) for developing approaches for achieving radiation safety?

-

* Page 10, NUREG-1614, Vol. 1, “Strategic Plan, Fiscal Year 1997 - Fiscal Year 2002"
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Commént. A commenter pointed out that, in defining acceptable approaches for.
achieving radiation safety, NRC should consider the task grdup reports of the AAPM, which are
" the latest standards of practice for medical physicists.
F»’ésponse. The Commission agrees that AAPM standards of practice for professionals
involved in the use.of certain byproduct material modalities and for radiation safety équipment
should be considered as part of NRC’s risk-informed and performance-based approaches to
regulating the medical use of byproduct material. The Commission acknowiedges that these
aﬁd other standards of practice are often voluntary and, as such, medical professionals are not
required to follow them. Therefore, where appropria’s,e;hjl_RC folcused_: Part 35 on performance ' i
objectives to be achieved by Iiéensees and is allowir‘\:gj;’i}censees to select among the various
performance standards to meet the objective of the regulation. This provides licensees
significant flexibility in designing its radiation protection program. For example, in developing
the final rule for the therapeuﬁc uses of sealed sources, the NRC consulted several AAPM |
reports, including the reports from Task Groups 40, 56, and 59, and Report No. 54, — ﬁfﬁ“":‘?
In addition to the AAPM, other gréups and societies set ﬁrofessional radiation safety‘anﬁd i,,.g,;r
‘ practice standards for medical use. NRC plans to review such standards fof possible use in

developing regulatory positions, (e.g., National Council on Radiation Protection and

Measurements, Health Physics Society, and Society of Nuclear Medicine).

Issue 3: Does the existence of professional standards mean that NRC reguiation is

unnecessary?

Comment. Several commenters expressed the opihion that NRC regulations were
unnecessary. They believe that NRC should not-make regulations or license conditions out of
“industry or professional standards, because that reduces flexibility (i.e., regulations cannot

evolve as quickly and easily as professional standards). In their opinion, NRC should recognize
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[7590-01-P]

NUCLEAR REGULATORY COMMISSION

Medical Use of Byproduct Material; Policy Statement, Revision 4

AGENCY: Nuclear Regulatory Commission.
ACTION: Final policy statement; revision.

SUMMARY: The Nuclear Regulatory Commission (NRC) is revising its 1979 policy ste_atement
on the medic_:al use of byproduct material. Thes;e' revisions are one component of the
Commission’s overall program for révising its regulatory frafnework for medical use, including
its regulations that govern the medical use of byproduét material. The overall goals of this |
program are to focus NRC regulation of medical use on those medical procedures that pose the
higheét risk and to structure its regulations to be risk-informed and more performance-based,.
consistent with NRC's “Strategic Plan for Fiscal Year 1997- Fiscal <(ear 2002.” The policy
informs NRC licensees, other Federal and State agencies, and the public of the Commissioqu’s

general intentions in regulating the medical use of byproduct material.

EFFECTIVE DATE: [Insert date of publication in the Federal Register.]



On August 6, 1997 (62 FR 42219-42220), NRC published a document in the Federal
Register, “Medical Use of Byproduct Material: Issues and Request for Public input,” describing
NRC’s detailed, four-year examination of the issues surrounding its medical use program. This
process started with a 1993 internal senior management review; continued with a 1996
independent external review by the National Academy of Sciences (NAS), Institute of Medicine
(IOM); and cuiminated in NRC'’s Strétegic Assessment and Rebaselining Project (SA). Since
that Federal Register notice was issued, NRC conducted an exhaustive and public review of the
medical use program. Specifically, in 1997 and 1998, NRC'’s current and future role in
regulating the medical use of bypro,duc;t material Was discussed at meefings of the Advisory
Committee on Medical Uses of Radioisotopes' (ACMUI) and the Organization of Agreement
* States (OAS), and with various professional societies and government agencies. During this
period, the NRC staff also presented four alternative versions of the 1979 Medical Policy
Statement (MPS) to participants at NRC sponsored workshops ahd public meetings. These
workshops and public meetings aiso included discussions on the major areas fhat were being
considered for revision in 10 CFR Part 35, “Medical Use of Byproduct Material.”

On August 13, 1998 (63 FR 43580), a proposed revision to the MPS was pub!ished in
- the Federal Register for a 90 day public comment period. This comment period was later
extended 30 days, to December 16, 1998, (63-FR 64829; November 23, 1998) to allow
additional time for public, stakeholder, and State comme%ln addition, to allow for wide
participation in the process, NRC discussed the proposed revision of the MPS with interésted
individuals and organizations at 3 public méetings during the comment period (i.., _;Saﬁ

' %3]

Francisco, California, on August 19 and 20, 1998; Kansas City, Missouri,qSeptember 16 and 17,

o) ,
1998; andXRockville, Maryland,AOctober 21 and 22, 1998).

'The ACMUI advises the Commiséion on regulating and licensing uses of radionuclides
in medicine.



161i. authorizes the Commission to “prescribe such regulations or orders as it may deem
necessary” to “(3) govern any activity authorized pursuant to this Act, including standards and
restrictions govérning the design, location, and operation of facilities used in the conduct of
such activities, in order to protect health and minimize danger to life or property” [42 U.S.C.
2201(1) (emphasis added)].

The Commission is bound by statute to regulate byproduct material (as well as source
and special nuclear material) to “protect health and minimize danger to life.” T_his statutory
standard applies to the myriad of uses of byproduct material, including not only medical use, but
also, for example, radiography and irradiators. However, the Commission is not bound by the
limitation in section 104.a. of the AEA; whiéh is often mistakenly cited for the proposition that, in
regulating the medical use of byproduct material, the AEA réquires that the Commission
“impose the minimum amount of regulation consistent with its obligations under this Act to
promote the common defense and security and to protect health and safety of the public” @2
U.S.C. 2134(a)l. Th_is “minimum regulation” limitation does not apply to the medical use of
byproduct material which falls within NRC’s broad standard-setting authority in sections 81 and
161. Section 104.a., on its face, applies only to medical therapy licenses for “utilization
facilities” (e.g., reactors) and “special nuclear material.” This “minimum regulation” directive
does not govern the Commission’s regulation of the medical use of byproduct material.

For the mbst part, the regulations to carry out the broad statutory scheme for byproduct
materials are set forth in 10 CFR Parts 30 through 39. 'In addition, the public and occupational
dose limits in‘ 10 CFR Part 20, “Standards for Protection Against Radiation,” apply whether the
use of byproduct material is for medical or other purposes. However, the scope of Part 20 as
stated in§_ec:tion 20.1002 is that, “[t]he limits in this part do not apply to doses due . . . to any
medical administration the individual haé received or due to voluntary participation in medical
research programs.” The Commission has clarified that “the medical administration of radiation

or radioactive materials to any individual, even an individual not supposed to receive a medical
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administration, is regulated by the NRC’s provisions governing the medical use of byp'roduct

material rather than by the dose limits in the NRC’s regulations concerning standards for

- protection against radiation” (“Medical Administration of Radiation and Radioactive Materials,”

60 FR 48623; September 20, 1995). Thus, the Commission believes that “an administration to
any individual is and should be subject to the regulations in Part 35” (60 FR 48623).

The provisions of Part 30, “Rules of General 'Applicability to Domestic Licensing of
Byproduct Material” “are in additioﬁ to . . . other requirements in this chapter” (Section 30.2).
This section requires that “any conflict between the general requirements in Part 30 and the
| specific requirements in another part” are governed by those specific requirements
(Section 30.2). The regulations in Part 35 are designed “to provide for the protection of the

public health and safety” and reflect the broad statutory standard in the AEA, discussed above

(Section 35.1). The Commission has determined that, as a matter of policy, “the patient . . . as

well as the general pUblic .. . are all members of the public to be protected by NRC” (44 FR

8242, at 8244).
IV. Discussion of Public Comments

As previously noted, NRC received 42 comments on the proposed revision to the MPS,
taken from 10 Ieﬁe}s that were submitted and the transcripts of the 3 public meetinge. NRC |
received verbal comments on the proposed.MPS (63 FR 43580; August 13, 1998) from
stakeholders (e.g., physiciaﬁs, medical physicists, nuclear medicine fechnologists, and radiation
safety professional;ifduring the public meetings that were held in August, September, and .
October 1998); Stakehoiders also submitted written comments to NRC in response to that

Federal Register document.

X



the radiation safety of patients. NRC regulations are predicated on the assﬁmption that
properly trained and ad'equately informed physicians will make decisions that are in the best
interests of their patients. Moreover, there is nothing in the Commission’s regulatory approach
to medical use regulation that would in any way modify the legal rules governing malpractice

suits arising out of the medical use of byproduct material.
Issue 2: Should the MPS be revised more frequently?

Comment. A commenter noted that the proposed revision is an improvement over the
1979 MPS; howéver,’ the commenter recommended that the NRC review the MPS more
frequently (e.g., evéry 10 years). | |

Response. How often the Commission reviews and/or revises the MPS depends on a
variety of factors. These fact_ors may be internal, such as the need for a change in the focus of
NRC'’s regulations, as well as external factors such as technological developmenté. NRC
believes that a set interval to review the MPS would not provide the flexibility needed to respond
io the many factors which méy influence a decision to revise this policy. For example, this
revision of the MPS coincides with the NRC's detailed examination of its medical use program
which started in 1993 and includes issuance of the Commission’s 1997 Strategic Plan (NUREG-

1614, Vol. 1).
Issue 3: Is the MPS being revised to justify the new Part 35?

Comment. Several commenters noted that the current MPS was adequate for effective
regulation in safeguarding public health and safety in radiation protection and should not be
revised, but simply understood and implemented as originally intended. Several other opinions

were stated more strongly. Speciﬁcally,‘_ﬁzéﬁNRC hés never paid meaningful attention to the

9



Issue 4: Should NRC regulation of the medical use of byproduct material be based on

Section 104 of the Atomic Energy Act?
’ : #

Comment. A commenter disagreed with NRC'’s interpretation that section ;I 04 of the
AEA applies only to special nuclear material. In the commentér’s opinion, NRC medical use
regula_tio:f should be based on secﬁon 104 of the AEA.

Response. NRC's principal authority for regulating medical use of byproduct material is
at Sections 81, 162, and 183 of the AEA. As previously discussed under Section IlI,
“Rationale”, NRC regulation of byproduct material is not bound by the limitation in section
104.a. of the AEA, that refers to minimal fegulation of reactor facilities ér special nuclear

material used for medical therapy.

Comments on Statements 1, 2, 3, and 4 of the MPS

Statement 1 NRC will continue to regulate the uses of radionuclides in medicine
as necessary to provide for the radiation safety of workers and the

general public.
Issue 1: Should the MPS refer to “radionuclides” or to “byproduct materials?”

Comment. Severalvcommenters noted that Statement 1 made reference to uses of
radionuclides in medicine. They indicated that NRC only has the statutory authority to regulate
byproduct material. | |

Response. The Comrﬁission believes that the general term “radionuclide” is appropriate
for a general statement of policy such as the MPS. The latter is intended to inform the public,

NRC licensees, and other Federal and State agencies of the Commission’s general intentions
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Issue 1: Does this statement provide justification for NRC to interfere in the treatment of

patients?

- Comment. One commenter was concerned that Statement 2 continues to justify NRC

interference in the treatment of patients. According to the comment, there is no supporting data

that clearly demonstrates that unsealed byproduct material, when used by qualified authorized
users to treat-patienté, has harmed workers or the public.

Response. Statement 2 does not provide justification for NRC to“interfere’?n the medical
tréatment of .patients. The modifiéations to this statement express the Commission’s policy not
to ihtrude (rather than “minimizing” intrusion as set forth;(tphe 1979 MPS) into judgments |
affecting patients except to provide for the radiation safety 6f workers and the general public.
Providing for the radiation safety of the public and workers is essentiél for the Commissionto
carry out its statutory mandate. When this protection involves a degree of regulation of medical
judgments affecting patients, the NRC may find it necessary to intrude, to a certain extent, into
medical judgments affecting patients.

For example, the release from a hospital of a patient who has been administered
radioactive materials has long been considered a matter of regulatory concern to protect

“members of the public, not just a matter of medical judgment (“Criteria for the Release of
individuals Administered RadioactiVe Material,” 62 FR 4120; January 29, 1'997). From a
hedical point of view, it may be appropriate for a physician to release from a hospitél a patiént
who has been administered radioa.ctive. materials. However, the patient release criteria in NRC
regulations may require h'ospital confinement of ihat patient if his or her release could result in a
dose to other individuals that exceeds the dose-based limit stated in 10 CFR 35.75(a).

In recent years, the Commission has moved away from a more rigid scheme of medical

use regulation, which at one time, for example, restricted the uses of therapeutic and certain

diagnostic radioactive drugs to the indicated procedures that had been approved by the FDA

13
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(44 FR 8242; February 9, 1979). Commission regulations no longer prohibit authorized user
physicians from using diagnostic or therapeutic radioactive drugs containing byproduct material
for indications or methods of administration that are not listed in the FDA-approved package
insert. In addition, Comhission regulations now pérmit medical use licensees and cohmercial
nuclear pharmacies to depart from the manufacturer's instructions for preparing radioactive
'_drugs using radionuclide generators and reagent kits. The recent amendment of 10 CFR
35.75, cited above, subs;titutis a dose-based limit for patient release (rather than an activity-
based limit) that may provide medical use licensees greater flexibility in deterrﬁining when
patients may be released from their control.

‘ Finaily, Statement 2 of the MPS is consistent with recent Federal legislation (specifically
applicable to FDA), which is to be construed so as not to “Iifnit or interfere with the authority of a
health care practitioner to prescribe or administer any legally marketed device to a patient for

- any condition or disease within a legitimate health care practitioner-patiént relationship.” (There
~are certain exceptions to this mandate, which do not change any existing pr_ohibition on the
promotion of unapproved uses of legally marketed devibes.) “Food and Drug Administration

. Modernization Act of 1997,” Pub. L. No. 105-115, sec. 906, 11_1 Stat. 2296 (1997).

Issue 2: Is the NRC the appropriate body to be involved in medical judgments affecting

patients? |

Comment. Acéordihg to one commenter, the NRC is not the right body to intrude into
medical judgments affecting patients because NRC'’s experience in th_is area is extremely
limited. | |

Response. As discussed above and noted in Statement 2, the Commission’s policy is
not to intrude into medical judgements affecting patients, except as necesséry to provide for the

radiation safety of workers and the general public.
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-acceptable levels of achieving radiation safety. NRC reviewed industry and professional
standards in developing and implementing Part 35 and the guidance document (NUREG 1556,
Volume 9). For example, some provisions in 10 CFR Part 35 allow medical licensees the
flexibility to meet the perfdrmance standards refiected in the rule.

Consideration of industry and professioﬁal standards as part of NRC'’s policy to achieve
radiation safety in medical use of byproduct material conforms to the Commiss.i hy's Strategic
Plan* that encourages “industry to develop codes, standards, and guides that can be endorsed
by the NRC and carried out by industry.” This strategy is to increase the involvemént'of
licensees and others in the NRC regulatqry development process, based on the concepts in the

-“National Technology Transfer and Advancement Act of 1995" (the‘NTTAA), Pub. L. No.104-
113, 110 Stat. 775 (1 995)'. Section. 12(d) of the NTTAA reqhires “all Federal agencies and
departments to use technical standards that are developed or adopted by voluntary consensus
bodies ... as a means to carry out policy objectives or activities, ‘except when use of such
standards,’ is inconsistent with applicable law or otherwise impractical.”

Not all “medical industry and vprofessional sfandards” would meet the definition of
“technical standards” in Section 12(d)(4) of the NTTAA (“performance-based or design-specific
technical specificaﬁons and related management systems practices”). Nevertheless, as
indicated above, in regulating medical use Qf byproduct material, the Commission endorses the
concept in Section 12 (a) of the NTTAA, of “emphasizing, where possible, the usé of standérds

developed by private, consensus organizations.”

Issue 2: Should NRC consider task group reports of the American Association of

Physicists in Medicine (AAPM) for developing approaches for achieving radiation safety?

4 Page 10, NUREG-1614, Vol. 1, “Strategic Plan, Fiscal Year 1997 - Fiscal Year 2002"
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Comment. A commenter pointed out that, in defining acceptable approaches for
a;:hieving radiation safety, NRC should consider the task group reports of the AAPM, which are
the latest standards of practice for medical physicists.

Response. The Commission agrees that AAPM standards of practice for professionals
involved in the use of certain bybroduct material modalities and for radiation safety equipment
should be considered as part of NRC’s risk-informed and performance-based approaches to
regulating the medical use of byproduct méterial. The Commission acknowiedges‘that these

‘and other standards of practice are often voluntary and, as such, medical professionals are not
required to follow them. Therefore, where approp_riatg‘NRC foqused Part 35 on performance X
objectives to be achieved by licensees and is allowing)licensees to select among the various
performance standards to meet the objective of the regulatibn. This provides licensees

significant flexibility in designing its radiation protection program. For example, in developing

- the final rule for the therapeutic uses of sealed sources, the NRC consulted several AAPM

reports, including the reports from Taék Groups 40, 56, and 59, and Repoﬂ% X

Citien) Lreleisle FEed) an) aras) Corercsl) 40 Lligp ripbel
In addition to the AAPM, other groups and societies set professional radiation safety and

practice standards for medical use. NRC plans to review such standards for possible use in
developing regulatory positions, (e.g., National Council on Radiation Protection and

Measurements, Health Physics Society, and Society of Nuclear Medicine).

Issue 3: Does the existence of professional standards mean that NRC regulation is

unnecessary?

Comment. Several commenters expressed the opinion that NRC regulations were
unnecessary. They believe that NRC should not make regulations or license conditions out of
industry or professional standards, because that reduces ﬂexibili'tyv (i.e., regulations cannot

evolve as quickly and easily as professional standards). in their opinion, NRC should recognize
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published protocol that was accepted by a nationally recognized body in order to meet the
p_en‘ormance objectives of these regulations. This approach is consistent with the
Commission’s goal to develop performance-based regulations. The Commission believes this
approach provides significant flexibility for medical use licensees to design Ibeff radiation
protecﬁon programs that, when fully implemented, maintain radiation exposures to workers, -

patients, and the public to levels that are as low as are reasonably achievable.

day of , 2000.

Dated at Rockville, Maryland, this

For the Nuclear Regulatory Commission.

Annette L. Vietti-Cook,
Secretary of the Commission.
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[7590-01-P]

NUCLEAR REGULATORY COMMISSION

Medical Use of Byproduct Material; Policy Statement, Revision

AGENCY: Nuclear Regulatory Commission.
ACTION: Final policy statement; revision.

SUMMARY: The Nuélear Regulatory Commission (NRC) is revising its 1979 policy statement

on the medical use of byproduct material. These revisions are one component of the

Commission’s overall program for revising its regulatory framework for medical use, including

its regulations that govern the medical use of byproduct material. The overall goals of this

program are to focus NRC regulation of medical use on those medical procedures that pose the
_highest risk and to structure its regulations to be risk-informed and more performance-based,

consistent with NRC’s “Strategic Plan for Fiscal Year 1997- Fiscal Year 2002.” The policy

informs NRC licensees, other Federal and State agencies, and the public of the Commissionf’s /

general intentions in regulating the medical use of byproduct material.

EFFECTIVE DATE: [Insert date of publication in the Federal Register.]



On August 6, 1997 (62 FR 42219-42220), NRC published a document iln the Federal
Register, “Medical Use of Byproduct Material: Issues and Request for Pﬁblib Input,” describing
NRC’s detailed, four-year examination of the issues surrounding its medical use program. This
process started with a 1993 internal senior management review; continued with a 1996
independent external review by the National Academy of SciencesI(NAsgglnstitute of Medicine | /
(IOM); and culminated in NRC'’s Strategic Assessment and‘ Rebaselining Project (SA). Since
that Federal Register notice was issued, NRC conducted-an exhaustive and public review of the
medical use program. Specifically, in 1997 and 1998, NRC's current and future role in
regulating the medical use of byproduct material was discussed at meetings of the Advisory
Committee on Medical Uses of Radioisotopes’ (ACMUI) and the Organization of Agreement
States (OAS), and with various professional societies‘3 and gov‘;ernmen't agencies. During this
period, the NRC staff also presented four alterr:;&/:,\ve:iz:s of the 1979 Medical Policy /
Statement (MPS) to participants at NRC sponsored workshops and public meetings. These
workshops and public meetings also included discussions oh the major areas that were being
considered for revision in 10 CFR Part 35; “Medical Use of Byproduct Material.”

On August 13, 1998 (63 FR 43580), a proposed revision to the MPS was published in
the Federal Register for a 90 day public comment period. This comment period was later
extended 30 days, to December 16, 1998, (63 FR 64829; November 23, 1998) to allow

e

participation in the process, NRC discussed the proposed revision of the MPS with interested

_ § .
additional time for public, stakeholder, and State commenti\ In addition, to allow for wide

individuals and organizations at 3 public meetings during the comment period (i@, San v
SN '

Francisco, California, on August 19 and 20, 1998; Kansas City, Missouri,’\September 16 and 17, v/

an ' .‘}

1998; and @ Rockville, Maryland, October 21 and 22, 1998).

'The ACMUI advises the Commission on regulating and licensing uses of radionuclides
in medicine.



NRC received 42 specific comments on the‘ proposed MPS from various organizations
and individuals. These comments were extracted from the transcripts of the 3 public meetings
and the 10 written comment letters submitted in response to the Federal Register document.
Additional details about the comments are provided in Section IV, “Discussion of Public
Comments.” These comments were similar to the comments that were discussed in the
August 13, 1998 (63 FR 43582-43583), Federal Register. Based on NRC’s consideration of all
the comments, no changes to the proposed MPS are being made. (See the final statements

that appear in Section i, below.)
Il. Statement of General Policy

This NRC policy statement informs NRC licensees, other Federal and State agencies,
and the public of the Commission’s general intentions regarding the regulation of the medical
use of byproduct material. The current revisioﬁ of 10 CFR Part 35 is based on this statement of
NR(;C {Jolicy. The Commission expects that future NRC rulemaking actiVities in the medical area
andjn:;Ler#e%thith,other ffderal and State agencies will follow this statement of policy. This
NRC policy promote; t'he:}?sk-informed approach to regulation of byproduct material.

The following is the final Medical Use Policy Statement to guide NRC’s future regulation

of the medical use of byproduct material.

1. NRC will continue to regulate the uses of radionuclides in medicine as necessary to
provide for the radiation safety of workers and the general public.
2. NRC will not intrude into medical judgments affecting patients, except as necessary to

provide for the radiation safety of wbrkers and the general public.



AT
- 161). authorizes the Commission to “prescribe such regulations or orders as it may deem ‘/
necessary” to “(3) govern ény activity authorized pursuant to this Act, including standards and
restrictions governing the design, location, and operation of facilities used in the conduct of
such activities, in order to protect health and minimize danger to life or property” [42 U.S.C.
2201(]) (emphasis added)].

The Commission is bound by statute to regulate byproduct material (as well as source
and special nuclear material) to “protect health and minimize danger to life.” This statutory
standard applies to the myriad of uses of byproduct material, including not only medical use, but
also, for example, radiography and irradiators. However, the Commission is not bound by the
limitation in section 104.a. of the AEA, which is often mistakenly cited for the proposition that, in
regulating the medical use of byproduct»material, the AEA requires that the Commission
“‘impose the minimum amount of regulation consistent with its obligations under this Act to
promote the common defense and security and to protect health and safety of the public” [‘§42 /
U.S.C. 2134(a)]. This “minimum regulation” limitation does not apply to the medical use of
byproduct material which falls within NRC'’s broad standard-setting authority in sectjons 81 and
161. Section 104.a., on its face, applies only to medical therapy licenses for “utilization
facilities” (e.g.,’reactors) and “special nucieér material.” This “minimum regulation” directive
does not govern the Commission’s regulation of the medical use of byproduct material.

For the most part, the regulations to carry out the broad statutory scheme for byproduct
materials are set forth in 10 CFR Parts 30 through 39. In addition, the public and occupational
dose limits in 10 CFR Part 20, “Standards for Protection Against Radiation,” apply whether the
use of byproduct material is for medical or other purposes. However, the scope of Part 20 as
stated in gection 20.1002 is that, “[t]he limits in this part do not apply to doses due . . . to any /
medical administration the individual has received or due to voluntéry participation in medical
research programs.” The Commission has clarified that “the medical administration of radiation

or radioactive materials to any individual, even an individual not supposed to receive a medical



- administration, is regulated by the NRC’s provisions governing the medical use of byproduct
material rather than by the dose limits in the NRC'’s regulations concerning standards for
protection against radiation” (“Medical Administration of Radiation and Radioactive Materials,”
60 FR 48623; September 20, 1995). Thus, the Commission believes that “an administration to
any individual is and should be subject to the regulations in Part 35" (60 FR 48623).

The provisions of Part 30, “Rules of General Appl.icability to Domestic Licensing of
Byproduct Material” “are in addition to . . . other requirements in this chapter” (Section 30.2).
This section requires that “any conflict between the general requirements in Part 30 and the
specific requirerﬁents in another part” are governed by those specific requirements
(Section 30.2). The regulations in Part 35 are designed “to provide for the protection of the
public heaith and safety” and reflect the broad statutory standard in the AEA, discussed above
(Section 35.1). The Commission has determined that, as a matter of policy, “the patient . . . as
well as the general public . . . are all members of the public to be protected by NRC” (44 FR

8242, at 8244).
V. Discussion of Public Comments

As previously noted, NRC received 42 cggﬂr:ents on the proposed revision to the MPS,
taken from 10 letters that were submitted and{the transcripts of the 3 public meetings. NRC
received verbal comments on the proposed MPS (63 FR 43580; August 13, 1998) from
stakeholders (e.g., physiciahs, medical physicists, nuclear medicine technologists, and radiation
safety professionalsjduring the public meetings that were held in AugUét, September, and

October 1998{ Stakeholders also submitted written comments to NRC in response to that

Federal Register document.
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NRC has reviewed all comments, identified the issues raised by the commenters, and
~combined comments where appropriate. The following discussion includes these issues, the

combined comments, and the NRC responses to these combined comments.
General Comments
Issue 1: Absent harm, what is the purpose of NRC regulation?

Comment. A commenter stated that only physicians can determine what is unnecessary
radiation exposure to patients. This commenter cited the “Rationale” portion of the August 13,
1998 (63 FR 43584) document about the responsibility of NRC to regulate actual medical use of
byproduct material from the standpoint of reducing unnecessary radiation exposures.

According to the commenteb? “If the patient exposure is unnecessary and harm is done, then
the physician may be guilty of malpractice (monetary awards, civil penalties, possible loss of
medical license, etc.). NRC regulations won’t prevent malpractice and NRC penalties are the
least of the guilty physician’s worries. If the patient exposure is unnecessary but no harm is
done, then the physician may be still guilty of fraud (billing for unnecessary r;rocedures). But if
no harm is done, what is the purpose of NRC regulation?” |

Response. The purpose of NRC regulation of the medical use of byproduct material is
to reduce unnecessary radiation exposure to patients, workers, and the public. Protection of
patient radiation safety is an overall goal in regulating the medical use of bypréduct material.
The focus of NRC regulation to protect the patient’s health and safety is primarily to ensure that
the authorized user physician’s directions are followed as they pertain to the administration of
the radiation or radionuclide, rather than to 'other, non-radiation related aspects of the
administration. Although the 'Commissio.n recognizes thét physicians have primary

responsibility for the protectionv of their patients, NRC also has a necessary role with respect to
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the radiation safety of patients. NRC regulations are predicated on the assumption that
properly trained and adequately informed physicians will make decisions that are in the best
interests of their patients. Moreover, there is nothing in the Commission’s regulatory approach
to medical use regulation that would in any way modify the legal rules governing malpractice

suits arising out of the medical use of byproduct material.
Issue 2: Should the MPS be revised more frequently?

Comment. A commenter noted that the proposed révision is an improvement over the
1979 MPS; however, the commenter recommended that the NRC review the MPS more
frequently (e.g., every 10 years).

Response. How often the Commission reviews and/or revises the MPS dependsona
variety of factors. These factors may be internal, such as the need for a change in the focus of
NRC'’s regulations, as-weﬂ—@a; externaljﬁaaerrs such as technological developments. NRC
believes that a set interval to review the MPS would not provide the flexibility needed to respond
to the many factors which may influence a decision to revise this policy. For example, this
revision of the MPS coincides with the NRC’s detailed examination of its medical use program |
which started in 1993 and includes issuance of the Commission’s 1997 Strategic Plan (NUREG-

1614, Vol. 1).
Issue 3: Is the MPS being revised to justify the new Part 35?7

Comment. Several commenters noted that the current MPS was adequate for effective
regulation in safeguarding public health and safety in radiation protection and should not be
revised, but simply understood and implemented as originally intended. Several other opinions

one  coo manlar  S¥sdog
were stated more strongly. Specifically,i,‘that NRC has never paid meaningful attention to the

9
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| MPS because most existing provisions of Part 35 do not “pass muster” under the MPS,
particularly as they apply to physicians conducting nuciear medicine procedures. Another
commenter’s opinion was that the proposgd MPS wés a step backward and the MPS is being
revised to justify the proposed rule.

Response. The Commission agrees that the 1979 MPS was adequate. However,
based on the Commission’s recent review of its regulatory framework for medical use of
byproduct material, these revisions are being made to emphasize a risk-informed regulatory
approach. The Commission strongly disagrees with the commenters’ opinions that the medical
use regulations in Part 35 were promulgated without considering the 1979 MPS. In point of
fact, all Part 35 rulemaking activities have been issued after ensuring compatibility with the
1979 MPS.

After the Commission initiated the review process in 1993, the policy and the rule were
revised in parallel in order to achieve a consistent regulatory framework for medical use of
byproduct material. As stated before in response to other comments and explanations of the
background for this matter, the Commission’s Strategic Assessment in 1997 inéluded a
decision to consider developing ;:\ i;i-informed, performance-based approach. In the process,
the thrée-part 1979 MPS was revised into a four-part MPS with re-arranged statements to
clarify NRC's policy.

The revised MPS was published for public comment in the Federal Register (63 FR
43580 - 43586; August 13, 1998) and was discussed at meetings with stakeholders and
Agreement States. Discussions with stakeholders were meaningful and beneficial, and
addressed substantive issues from the-medical community (e.g., patient safety, perceived NRC
intrusion into the practice of medicine, and regulatory relief for diagnostic nuclear medicine).

No new issues were identified during the pljblic comment period and NRC has not revised the

MPS any further.
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Issue 4: Should NRC regulation of the medical use of byproduct material be based on

Section 104 of the Atomic Energy Act?

Cbmment. A commenter disagreed with NRC’s interpretation that section104 of the
AEA applies only to special nuclear material. In the cqmmenter’s opinion, NRC medical use
regulatiori should be based on sec;tion 104 of the AEA. /

Response. NRC'’s principal authority for regulating medical use of byproduct material is

g, 183 s o v
at Sections 81, teé,{ T\?nd 183 of the AEA. As previously discussed under Section Ill,
“Rationale”, NRC rergﬁlation of byproduct material is not bound by the limitation in section
104.a. of the AEA, that refers to minimal regulation of reactor facilities or special nuclear
méterial:used fc_)r medical therapy.

Comments on Statements 1, 2, 3, and 4 of the MPS

Statement 1 NRC will continue to regulate the uses of radionuclides in medicine
as necessary to provide for the radiation safety of workers and the

general pubilic.
Issue 1: Should the MPS refer to “radionuclides” or to “byproduct materials?”

Comment. Several commenters noted that Statement 1 made reference to uses of
radionuclides in medicine. They indicated that NRC only has the statutory authority to regulate
byproduct material.

Response. The Commission believés that the general term “radionuclide” is appropriate

.for a general statement of policy such as the MPS. The latter is intended to inform the public,

NRC licensees, and other Federal and State agencies of the Commission’s general intentions
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~ Issue 1: Does this statement provide justification for NRC to interfere in the treatment of

patients?

Comment. One commenter was concerned that Statement 2.continues to justify ‘NRC
interference in the treatment of patients. According to the comment, there is no supporting dataA
that clearly demonstrates that unsealed byproduct material, when used by qualified authorized
users to treat patients, has harmed workers or the pubilic.

“

Response. Statement 2 does not provide justification for NRC to“inten‘ere in the medical /
treatment of patients. The modifications to this statement express the Commission’s policy not
to intrude (rat_her than “minimizing” intrusion as set forth gn the 1979 MPS) into judgments /
affecting patients except to provide for the radiation safety of workers and the general public.
Providing for the radiation safety of the public and workers is essential for the Commission to
carry out its statutory mandate. When this protection involves a degree of regulation of medical

judgments affecting patients, the NRC may find it necessary to intrude, to a certain extent, into

v? asd sials have

medical judgments affecting patients. o wh o radion:
For example, the release from a hospital of a patient wito kas been administered "/
racioactive-materfals hasv long been considered a matter of regulatory concern to protect
members of the public, not just a matter of medical judgment (“Criteria for the Release of
Individuals Administered Radioactive Material,” 62 FR 4120; January 29, 1997). From é
medlcil point‘ 3f vi'evgr/,f Lt,ma.-}(ébﬁ gg&roggﬂe for a physician to release from a hospital a patient
do whem r2dicae
who has been administered radieastive-materials. However, the patient release criteria in NRC
regulations may require hospital confinement of that patient if his or her release could result in a
dose to other individuals that exceeds the dose-based limit stated in 10 CFR 35.75(a).
In recent years, the Commission has moved away from a more rigid scheme of medical

use regulation, which at one time, for example, restricted the uses of therapeutic and certain

diagnostic radioactive drugs to the indicated procedures that had been approved by the FDA
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(44 FR 8242; February 9, 1979). Commission regulations no longer prohibit authbrized user
physicians from using diagnostic or therapeutic radioactive drugs containing byproduct material
for indications or methods of administration that are not listed in the FDA-approved package
insert. In addition, Commission regulations now permit medical use licensees and commercial
nuclear pharmacies to depart from the manufacturer’s instructions for preparing radioactive
drugs using radionuclide generators and reagent kits. The recent amendment of 10 CFR

d

35.75, cited above, substituteAa dose-based limit for patient release (rather than an activity-
based limit) that may provide medical use licensees greater flexibility in determining when o
patients may be released from their control.

Finally, Statement 2 of the MPS is consistent with recent Federal legislation (specifically
applicable to FDA), which is to be‘ construed so as not to “limit or interfere with the authority of a
health care practitioner to prescribe or administer any. legally marketed device to a patient for
any condition or disease within a legitimate health care practitioner-patient relationship.” (There
are certain exceptions to this mandate, which do not change any existing prohibition on the

promotion of unapproved uses of legally marketed devices.) “Food and Drug Administration

Modernization Act of 1997,” Pub. L. No. 105-115, sec. 906, 111 Stat. 2296 (1997).

Issue 2: Is the NRC the appropriate body to be involved in medical judgments affecting

patients?

Comment. According to one commenter, the NRC is not the right body to intrude into
medical judgments affecting patients because NRC’s experience in th_is area is extremely
limited.

Response. As discussed above and nofed in Statement 2, the Commission’s policy is
not to intrude into medical judgfments affecting patients, except as necessary to provide for the

radiation safety of workers and the general public.
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This comment does not account for the principle that “[t}he substantive area in which an
agency is deemed to be expert is determined by statute.” Massachusetts v. United States, 856
F.2d 378, 382 (1% Cir. 1988). See also, Commonwealth of Massachusetts v. NRC, 924 F.2d
311, 324 (D.C. Cir), cert. denied, 112 S. Ct. 275 (1991). The AEA commits to the NRC the duty
of regulating the use of radioactive byproduct materials, including radiopharmaceuticals, to |

protect public heaith and safety.

Issue 3: Should this statement include reference to providing for the radiation safety of

.workers and the general public?

Comment. Several commenters requested that Statement 2 be revised to read, as
follows, “NRC will not intrude into medical jungments.” They believed that the last phrase, “... /
except as necessary to provide for the radiation safety of workers and the general public,”
should be deleted. |

Response. The Commission does not agree that this statement should be revised as
indicated by the commenters because providing for the radiation safety of the public and
workers is essential for the Commission to carry out its statutory mandate. The final MPS
explicitly states that the Commission’s intention is not to intrude into medical judgments
affecting patients except to provide for the radiation safety of workers and the general public.
When this protection necessitates a degree of regulation of medical judgments affecting ‘

‘ do » ¢ordwn ar%-"‘%) /

patients, the NRC may find it necessary, as previously explained, to intrud3 into medical

judgments to protect the public and workers. |

Statement 3 NRC will, when justified by the risk to patients, regulate the
radiation safety of patients primarily to assure the use of

radionuclides is in accordance with the physician’s directions.
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radiation safety (44 FR 8243; February 9, 1979). NRC will continue to regulate the radiation
safety of patients when justified by the risk to patients, primarily to ensure that the authorized
user physician’s directions are followed. The Commission recognizes that physicians have
primary responsibility for the protection of their patients. However, NRC'’s role is also necessary

to ensure radiation safety of patients.

Issue 3: Does NRC regulation of the medical use of byproduct material duplicate FDA

regulation?

Comment. One commenter noted that any attempt by NRC to regulate the radiation
safety of patients would duplicate the efforts of the FDA and state boards of pharmacy and
medicine and, as such, would be an unwarranted intrdsion into the practice of medicine.

Response. The Commission disagrees with this comment. NRC is responsible for
'regulatihg the actual medical use of bybroduct material from the standpoint of reducing
unnecessary radiation exposures to the public, patients, and occupational workers. In general,
the FDA is responsible for assuring the safety, effectiveness, and proper labeling of medical
products (i.e., drugs, devices, and biologics). NRC routinely relies on prior FDA approval of
medical devices as an essential component of NRC's sealed source and device safety
evaluations. In a “Memorandum of Understanding;’ (MOU), effective August 26, 1993, NRC and
FDA coordinated existing NRC and FDA regulatory programs for these devices, drugs, and
products (58 FR 47300; September 8, 1993). |

NRC reguiation of the medical use of byproduct material does :o; ?gcp‘!l?ﬁtﬁ Jicensing by
State boards of pharmacy and medicine of pharmacists and physiciaas Ato practicé pharmacy or

medicine within their borders. NRC regulaﬁons rely on the licensure of these professionals by

a State (or Territory of the U.S., the District of Columbia, or Puerto Rico) to practice their
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medical standards of practice, and event databases maintained by NRC to determine where
oversight of lower-risk activities could be decreased. The Commission also examined whether
continuation, or even broadening, of the regulations governing higher-risk activities was
needed. In addition, throughout the development of the proposed. rule and associated MPS,
NRC held public workshops with early opportunities for comment from potentially affected
parties. These interactions included significant discussions on the risk associated with medical
uses of byproduct material.
Although a formal risk assessment was not performed, the Commission believes that
the risks associated with use of byproduct material in medicine have been adequately evaluated
and consndered Based on these considerations, the revised regulatory approach lga:ék- /7
sad mere it monce s pasad /
lnformed and significantly reduces regulatory burden in many areas. The Commission has
retained prescriptive regulatory requirements (e.g., in Part 35) only where it believes they are
necessary to ensure adequate protection of workers, patients, and the public. However, there
is nothing in the NRC’s regulations that prohibits the medical community or other stakeholders

from conducting an independent formal risk assessment of the medical use of byproduct

material and forwarding its analysis and recommendations for Commission consideration.

Issue 5: Should NRC be involved with prescriptions for the medical use of byproduct

material?

Comment. A commenter pointed out that NRC should not be involved with prescriptions
because the requirements for accurate delivery of prescriptions are covered under state
medical and pharmacy law. The commenter believes that written directives are not necessary
to ensure high confidence that the actual administration of radiation to the patient was intended

by the authorized user.
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Response. The Commission’s statutory authority to regulate the medical use of

~ byproduct material provides for NRC to have a role with respect to patient radiation safety.
Statemer)t 3 narrows the primary focus of NRC regulation of the radiation safety of patients,"
prfrﬁ'a'rﬂyf‘;g‘whether the physician’s directions for the administration of byproduct material are
followed. This regulatory role is in contrast to the broad regulation by a State board of
pharmacy or medicine of the general practice of those disciplines within its borders.

The Commission is not using the term “prescription” because it might typically include
aspects of the administration that are outside NRC’s purview. Instead, the term “written
directive” (as defined in Part 35) is used to specify the physician’s directions (i.e., the procedure
to be performed and the dose or dosage). This regulatory objective is currently reflected in

provisions of Part 35 requiring “high confidence” that byproduct material will be administered as

directed by an authorized user physician.

Statement 4 NRC, in developing a specific regulatory approach, will consider
industry and professional standards that define acceptabie

approaches of achieving radiation safety.

Issue 1: How should industry standards be used in regulating the medical use of

byproduct material?

Comment. According to several cdmmenters, the NRC ignores professional standards
and regulates as it pleases. In the commentérs’ opinions, NRC should accord industry and
professional stan‘dards the respect they deserve. They beIieye that if NRC in fact endorses
standards developed by private, consenéué .organizations, the revised MPS would be improved.

Response. The Commission believes that Statement 4 commits NRC to an approach for

regulation of medical use that considers both industry and professional standards that define

20
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acceptable levels of achieving radiation safety. NRC reviewed industry and professional
standards in developing and implementing Part 35 and the guidance document (NUREG 1556,

Volume 8). For example, some provisions in 10 CFR Part 35 allow medical licensees the
¥ owze Stemdsads ¥ natonidly Fecey i &l W)wia—.\ﬁgx> \/

ﬂexibilitylto meet the performance standards reflected in the rule.
Consideration of industry and professional standards as part of NRC’s policy to achieve
radiation safety in medical use of byproduct material conforms to the Commission§’s Strategic /

Plan* that encourages “industry to develop codes, standards and guides that can be endorsed
3 L r@@"i k! " i'%'*—l'c' 15 %—a Con a5 il o )névﬁ"'ﬁ-fév'%
by the NRC and carried out by industry.” Fais strategws—te-inerease-thfe—invelvemem-ef- o grem
?R?[“Bwrtw-‘( sm&wJ> " ,1: ulap g m_«,‘,;?.r;oﬂ MJ ?J,me/ Le #1o ,,',,,‘4,@: BEV N 58 9&7\th
sees.and- Sregtiateny , - ' i\the conceptsinthe 44

| “National Technology Transfer and Advancement Act of 1995" (the NTTAA), Pub. L. No.104-
113, 110 Stat. 775 (1995). Section 12(d) of the NTTAA requires “all Federal agencies and
‘departments to use technical standards that ére developed or adopted by voluntary consensus
bodies ... as a means to carry out policy objectives or activities, ‘except when use of such
standards,’ is inconsistent with applicable law or otherwise impractical.”

Not all “medical industry and professional standards” would meet the definition of
“technical standards” iﬁ Section 12(d)(4) of the NTTAA (“performance-based or design-specific
technical specifications and related management systems practices”). Nevertheless, as
indicated above, in regulating medical use of byproduct material, the Commission endorses the
concept in Section 12 (a) of the NTTAA, of “emphasizing, where pdssible, the use of standards

developed by private, consensus organizations.”

Issue 2: Should NRC consider task group reports of the American Association of

Physicists in Medicine (AAPM) for developing approaches for achieving radiation safety?

* Page 10, NUREG-1614, Vol. 1, “Strategic Plan, Fiscal Year 1997 - Fiscal Year 2002"
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Comment. A commenter pointed out that, in defining acceptabl_e approaches for
achieving radiation safety, NRC should consider the task group reports of the AAPM, which are
the latest standards of practice for medical physicists.

Response. The Commission agrees that AAPM standards of practice for professionals
involved in the use of certain byproduct material modalities and for radiation safety equipment
should be considered as part of NRC'’s risk-informed and performance-based approaches to -
regulating the medical use of byproduct material. The Commission acknowledges that these
and other standards of practice are often voluntary and, as such, medical professionals are not
required to follow them. Therefore, where appropriatejNRC.focuse.d Part 35 on performance /
objectives to be achieved by licensees and is allowing licensees to select among the various
performance standards to meet the objective of the regulation. This provides licensees
significant flexibility in designing its radiation ‘protection program. For example, in developing
the final rule for the therapeutic uses of sealed sources, the NRC consulted several AAPM
reports, including the reports from Task Groups 40, 56, and 59, and -Report No. 54.

_ In addition to the AAPM, other groups and societies set professional radiation safety and
practice standards for medical use, NRC plans to review such standards for possible use in ,
developing regulatory positionst%;g., National Council on Radiation Protection and /

Measurements, Health Physics Society, and Society of Nuclear Medicine).

Issue 3: Does the existence of professional standards mean that NRC regulation is

unnecessary?

Comment. Several commenters expressed the opinion that NRC regulations were
unnecessary. They believe that NRC should not make regulations or license conditions out of
industry or professional standards, because that reduces flexibility (i.e., regulations cannot

evolve as quickly and easily as professional standards). In their opinion, NRC shouid recognize
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published protocol that was accepted by a nationally recognized body in order to meet the

performance objectives of these regulations. This approach is consistent with the

m !r‘e
e

Commission’s goal to developbperformance-based regulations. The Commission believes this
approach provides significant flexibility for medical use licensees to design their radiation 7
protection programs that, when fully implemented, maintain radiation exposures to workers,

patiehts, and the public to levels that are as low as are reasonably achievable.

Dated at Rockville, Maryland, this ___. _ day of , 2000.

For the Nuclear Regulatory Commission.

Annette L. Vietti-Cook,
Secretary of the Commission.

24



NOTATION VOTE

RESPONSE SHEET

TO: Annette Vietti-Cook, Secretary
FROM: COMMISSIONER MERRIFIELD
SUBJECT: SECY-00-0113 - DRAFT FINAL POLICY STATEMENT ON

THE MEDICAL USE OF BYPRODUCT MATERIAL

Approved / Disapproved

Abstain ___

Not Participating

COMMENTS:

Entered on "STARS" Yes 1/ No



