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“related medical specialty,” allows for
training in diagnostic radiology.

Comment: Some commenters believe
that to recognize radiation therapy and
nuclear medicine residency programs as
they now exist, the T&E criteria in
§ 35.390(a)(1) should be changed to
allow for a 2-year nuclear medicine
residency program as an alternative to a
3-year residency program in radiation
therapy.

Another commenter indicated that the
requirement for a 3-year residency
should be removed from § 35.390
because it is inappropriate for the NRC
to specify training requirements related
to the practice of medicine.

Response: The NRC agrees that the
requirement for residency programs to
be 3 years in duration should be
removed from § 35.390. In the final rule,
this section no longer refers to the
duration of residency programs.

Comment: Two commenters requested
that the requirements in § 35.390 be
changed to permit individuals trained in
radiation oncology residency programs
to use unsealed sources under § 35.300.
The totality of all work experience
possessed by individuals who have
completed an accredited residency
program in radiation oncology should
be considered. The rule should exempt
these individuals from requirements in
§35.390(b)(1)(ii) because radiation
oncologists have unique experience that
qualifies them to perform therapeutic
procedures using unsealed sources.
Another commenter stated that the
American Board of Medical Specialties
(ABMS) certified nuclear medicine
physicians, radiologists, and radiation
oncologists have unique training,
experience, and examinations that go
well beyond the minimum requirements
of the alternate pathway. Therefore, the
NRC should only require in § 35.390
that any ABMS medical specialty board
meet the same minimal requirements
specified for the alternate pathway in
proposed § 35.390(b)(1)(ii). The
commenter also suggested removal of
any additional requirements for an
ABMS board such as an examination,
and approval of ABMS boards based
upon their formal training and
examination procedures which would
be outlined by the boards in their
applications for approval.

Response: The NRC agrees that
physicians trained in radiation oncology
may have adequate T&E for certain
medical uses of unsealed byproduct
material for which a WD is required.
One pathway now exists (i.e., licensees
may apply for approval of physicians to
serve as AUs for use under § 35.300 via
the alternate pathway), which includes
a requirement for completion of a

residency program that includes 700
hours of training and experience in
basic radionuclide handling techniques,
applicable to the medical use of
unsealed byproduct material for which
a WD is required, as specified in
§35.390(b)(1). The NRC understands,
however, that there are classes of
physicians who may be well qualified
but do not meet the requirement for 700
hours of T&E for unsealed byproduct
material. For example, physicians who
meet the requirements for T&E for uses
under §§ 35.490 or 35.690 have a good
understanding of radiation which
applies to the use of sealed sources that
is common to the use of unsealed
sources. However, the NRC believes
that, because of the increased risk
associated with the use of unsealed
sources for which a WD is required, it
is essential to ensure that AUs have
adequate T&E for this use. Commenters
suggested removing requirements for
700 hours of T&E for uses under

§ 35.300, but that would remove
essential requirements for T&E for use of
unsealed byproduct material for which
a WD is required. Therefore, the NRC
has included a new § 35.396 in the final
rule to provide a pathway for becoming
a AU for uses of byproduct material
under § 35.300, for individuals who may
have acquired adequate T&E other than
that specified in § 35.390 and other
sections of Subpart E. This new
§35.396, “Training for the parenteral
administration of unsealed byproduct
material for which a written directive is
required,” specifies requirements for
T&E that relate to the use of unsealed
byproduct material for which a WD is
required. These requirements were
modeled after the requirements in other
sections of Subpart E and include 80
hours of T&E specific to the use of
unsealed sources and experience with at
least three cases involving parenteral
administration of byproduct material for
which a WD is required. Section 35.396
allows for individuals to take credit for
T&E associated with other medical uses
of byproduct material that may be
applicable to the uses of unsealed
byproduct material, e.g., individuals
who are certified by boards who meet
the requirements of §§ 35.490 or 35.690
for the use of sealed sources. The NRC
believes that this new section will
provide the flexibility needed to allow
individuals, who do not meet other
requirements in Subpart E, to serve as
AUs for parenteral administration of
byproduct material for which a WD is
required while ensuring adequacy of
T&E for these uses to be safe.

Comment: One commenter stated that
§35.390(b)(1)(ii)(G) deals with the

therapeutic administration of certain
unsealed sources orally and by
parenteral administration, i.e., by way of
the intestines. The commenter stated
that, because radiopharmaceutical
therapies are now delivered by a variety
of routes, the term ““parenteral
administration” should be changed to
“administration by any route.”

Response: The NRC believes that the
hazards and precautions associated with
parenteral administrations of unsealed
byproduct material are significantly
different from those associated with oral
administrations and that the
requirements in § 35.390(b)(1)(ii)(G) are
sufficiently broad as to cover the various
uses for which a WD is required.
Therefore, the NRC has retained
requirements for experience with both
oral and parenteral administrations for
which a WD is required. The NRC also
notes that the medical use of byproduct
material under § 35.300 is not limited to
“therapeutic” administrations, but
applies to uses for which a WD is
required (see § 35.40 for related
requirements).

Comment: The ACMUI recommended
removing the requirement for work
experience with elution of generators
and measuring, testing, and processing
of eluates for preparation of
radiolabeled drugs in
§ 35.390(b)(1)(ii)(F). The ACMUI
believes that it is not necessary to
require all users of byproduct material,
under § 35.300, to have experience with
elution of generators and, further, that it
is sufficient to require, in
§ 35.390(b)(1)(ii)(C), work experience
with safely preparing patient or human
research dosages. However, the ACMUI
recommended that the requirement for
elution of generators be retained for
training in the use of byproduct material
for individuals who may become AUs
under provisions of § 35.290(b) by virtue
of having been approved as an AU
under § 35.390. A conforming change
was recommended for § 35.100(b) for
those AUs who qualify to prepare
dosages if they meet the requirements in
§35.390, and in [revised] § 35.290(c)(2)
for requirements for preceptors who
meet the requirements of § 35.390.

Response: The NRC agrees with the
recommendation of the ACMUI to
remove the requirement for elution of
generators and eluates in
§35.390(b)(1)(i1)(F) because this should
not be required for AUs who do not
need to use generators for uses of
byproduct material under § 35.300 and
because there is a requirement for safely
preparing dosages in
§ 35.390(b)(1)(ii)(C). This change was
made in the final rule along with
conforming changes to retain the
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requirement for this experience in
§§ 35.100(b), 35.200(b) and 35.290(b).

Comment: One commenter stated that
the Accreditation Council for Graduate
Medical Education (ACGME) was
incorrectly referred to as the
“Accreditation Council on Medical
Education.”

Response: References to the ACGME
have been corrected in the discussion of
changes to §§35.390, 35.490, and
35.690.

Section 35.392—Training for The Oral
Administration of Sodium Iodide I-131
Requiring a Written Directive in
Quantities Less Than or Equal to 1.22
Gigabecquerels (33 Millicuries)

Comment: One commenter suggested
that there should be a grandfathering
clause in § 35.392 to allow AUs who
were permitted to perform diagnostic
total body imaging scans, previously
under § 35.200, when the scans were
classified as ““diagnostic” and
“therapeutic” rather than as procedures
for which WD is required, to continue
to perform these procedures.

Response: Section 35.57(b) provides
that experienced AUs, identified on a
license or permit, are not required to
comply with the training requirements
in Subparts D through H to continue
performing those medical uses for
which they were authorized before
October 24, 2002 (the effective date of
the current regulations). This provides
the “grandfathering” requested by the
commenter.

Subpart H of Part 35—Photon Emitting
Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic
Radiosurgery Units

Section 35.690—Training for Use of
Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic
Radiosurgery Units

Comment: One commenter stated that
AUs should be required to be
neurosurgeons for use of gamma
stereotactic radiosurgery treatments
because a neurosurgeon is the only
trained physician who has the
knowledge unique to understanding the
neuroanatomy of the brain. The
commenter also suggested other changes
to regulations, including a
recommendation that the NRC require
that WDs for gamma stereotactic
radiosurgery be signed by both a treating
neurosurgeon and radiation oncologist
and that a neurosurgeon should be
required to be physically present during
treatments involving the gamma unit,
with the radiation oncologist also
present during the initiation of
treatment.

Response: The NRC believes that it
would be an unwarranted intrusion into
the practice of medicine to specify that
only neurosurgeons may serve as AUs
for the use of byproduct material in
stereotactic radiosurgery. The NRC
believes that sufficient protections are
included in Subpart H of Part 35 and
other applicable sections of 10 CFR Part
35 to ensure that licensees develop
safety procedures and training to ensure
safety. They include several
requirements for safe use of byproduct
material specific to high dose rate units
in § 35.615(a)—(g) as well as
requirements for the physical presence
of an authorized user and authorized
medical physicist (in § 35.615(f)(3)).

Part IV—Implementation by Agreement
States—Timing and Compatibility

Issue 1: Should Agreement States
establish the requirements to conform
with this proposed rule by October 24,
2005, or should they follow the normal
process and be given a full 3 years to
develop a compatible rule?

Comment: Agreement State
commenters were generally in
agreement that they should have 3 years
to adopt the final rule. One commenter
stated that there is not a basis for
considering emergency action, and that
time is needed to allow for States to
develop implementation procedures as
well as revising their regulations.
Another commenter noted that a
requirement to adopt the final rule by
October 25, 2005, would result in that
State not meeting Compatibility B
requirements.

Other commenters indicated that it
may take a full 3 years for some
Agreement States to adopt comparable
regulations, but they should be urged to
do so as soon as practical, and the
compatibility level for these regulations
should remain as compatibility B. One
commenter states that Agreement States
can and should meet the October 24,
2005, deadline for developing a
compatible rule. The commenter
believes there is much confusion and
misunderstanding on the part of
applicants seeking AU status as they
have one [or more] sets of requirements
in Agreement States and another in non-
Agreement States. In some States, these
changes will require legislative action
and the process needs to be started
immediately to achieve compliance
with the NRC’s requirements. The
commenter opposed this delay in the
final implementation, indicating that
extension of the deadline is quite
unreasonable and unnecessary.

Response: The NRC acknowledges
that the adoption of the final rule may
take legislative action in some

Agreement States and that some
legislative cycles are up to 2 years in
length. To allow adequate time for all
Agreement States to adopt the final rule,
and help avoid transboundary issues
relating to differing standards between
States, the NRC has determined that 3
years will be allowed for adoption of
this Compatibility B final rule.

Comment: One commenter stated that
obstacles to obtaining licensure in
individual States discourage
endocrinologists from providing
treatment with I-131 when, in fact,
endocrinologists, with their broad base
of experience and training in all forms
of thyroid disease and access to various
forms of thyroid testing, are in the best
position to judge the timing and
appropriateness of radioiodine
treatment.

Response: Current regulations, in
§§35.392 and 35.394, include
requirements that are specifically
intended to enable endocrinologists
(and other physicians) to obtain
authorized user status for oral
administration of sodium iodide I-131
for which a written directive is required.
The requirements include 80 hours of
classroom and laboratory training in
subjects applicable to this usage plus
work experience covering procedures
important to this usage, including
administering dosages to at least 3
patients or human research subjects.
Preceptor statements required in the
regulations can be completed by users
authorized under these sections. The
revised rule maintains these provisions.
Because requirements for T&E are
designated as compatibility category B,
Agreement States must establish
requirements that are essentially
identical to NRC’s.

Comment: One commenter suggested
that the NRC enforce the compatibility
requirements for Agreement States to
comply with the requirements for T&E,
published in the revised 10 CFR Part 35
on April 24, 2002, by October 25, 2005.
The issues in the proposed rule are
limited and do not affect the core of the
training and experience requirements.
The commenter indicated that progress
on implementing compatibility in the
Agreement States has been very slow. In
some States, the regulatory changes
must be implemented by legislative
action, and the process should be
started immediately to achieve
compliance with the Federal mandate.
Further delay in the adoption of the T&E
requirements will inject added
uncertainty into the process and delay
unnecessarily the final resolution of the
T&E issue.

Response: The NRC disagrees with the
commenter’s assertion that the
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amendments proposed do not affect
“core” requirements for T&E. Changes
between current regulations and the
final rule are substantial and Agreement
States will need time to adopt the
regulations, as noted in the commenter’s
observation that, in some States,
legislative action will be required to
adopt revised requirements for T&E.
Therefore the NRC is allowing the full
three years for adoption of the final rule.

Issue 2: Additional issues relating to
implementation by Agreement States:
Consistency of requirements.

Comment: Three commenters
indicated that the regulations on T&E
should remain classified as
Compatibility B.

Response: The NRC has not changed
its compatibility designation for
requirements for T&E in the final rule;
they remain classified as Compatibility
B.

Comment: Some Agreement State
commenters stated that T&E
requirements are designated as
Compatibility B because of
transboundary issues. However,
consistency will not be ensured unless
a minimum number of classroom hours
are specified for AUs in §§ 35.190,
35.290, and 35.390, and for nuclear
pharmacists in § 35.55. Each Agreement
State will either accept whatever is
submitted by an applicant or will
designate a minimum number of hours
that will be accepted. In either situation,
inconsistency will exist.

Response: The NRC’s designation of
requirements for T&E as Compatibility B
is intended to establish uniformity
regarding requirements to ensure
consistency of requirements for T&E
between Agreement States and between
the NRC and Agreement States. The
NRC agrees with the assertion of the
Agreement States that a specification for
a minimum number of hours of
classroom and laboratory training will
promote consistency of regulations
between Agreement States, and between
the NRC and Agreement States when
applied to the alternate pathway.
However, this requirement need not be
added to requirements for recognition of
specialty board certifications to ensure
consistency. For these reasons and those
discussed in Part II, Issue 1, of the
Summary of Public Comments,
requirements for a minimum number of
hours of classroom and laboratory
training have been included in
§§35.55(b)(1)(i), 35.190(c)(1),
35.290(c)(1), and 35.390(b)(1) of the
final rule. These amendments to the
regulations will also help ensure that
Agreement States maintain
Compatibility B status of their
regulations for T&E.

Comment: A commenter for OAS
indicated that, in response to a poll,
some Agreement State commenters
argued against categorizing
requirements for T&E as Compatibility
B. Comments included the argument
that this has diminished safety for
certain uses of byproduct material, e.g.,
for oral administrations of I-131 under
§§35.392 and 35.394. One commenter
also noted that a national standard for
T&E makes sense because some States
use the T&E evaluation of other
licensing jurisdictions as part or all of
their review of qualifications of
applicants to become AUs. One
commenter noted, however, that some
Agreement States have, in the past,
disagreed with the NRC’s requirements
for T&E and have effectively licensed
users with differing qualifications, and
recommended a change of designation
for T&E regulations to Compatibility C.

Response: The issue of adequacy of
T&E for oral administration of I-131
sodium iodide was thoroughly reviewed
by the NRC in the SUPPLEMENTARY
INFORMATION when the current
regulations for medical use of byproduct
material were developed for the revision
of 10 CFR Part 35, published on April
24, 2002 (67 FR 20249). This analysis
included a careful consideration to
numerous public comments in relation
to adequacy of T&E. Many of the issues
raised by the commenters to justify a
redesignation of T&E requirements as
Compatibility C were also given
considerable review during the
development of the current regulations
and the conclusion was reached that the
assignment of the specific compatibility
categories to the requirements in the
current regulations was necessary to
assure that byproduct material is used
with a uniform level of radiation safety
nationwide. Therefore, a basis for
redesignation of Compatibility is
unnecessary. Further discussion of the
Compatibility designation for
requirements for T&E appears above.

V. Summary of Final Revisions

Section 35.2—Definitions

The definition of “preceptor” is
changed from ‘“Preceptor means an
individual who provides or directs the
training and experience * * *.” to read
“Preceptor means an individual who
provides, directs, or verifies training
and experience * * *.” The definition
of “Radiation Safety Officer” is changed
to include individuals who qualify as
RSOs by meeting the new requirements
in § 35.50(c)(1).

Section 35.8—Information Collection
Requirements: OMB Approval

This section is amended to
incorporate a conforming change related
to the addition of § 35.396 to Subpart E
of Part 35. The information collection
related to this new section is noted in
paragraph (b) by the addition of
“§35.396” to the list of sections
appearing therein.

Section 35.10—Implementation

This section is amended to
incorporate a conforming change
necessitated by the amendment of other
sections. Paragraph (b) is amended to
require implementation, on or before
October 25, 2005, of §§35.50(a) and (e),
35.51(a) and (c), 35.55(a), 35.55(b)(1)(i),
35.190(a), 35.190(c)(1), 35.290(a),
35.290(c)(1), 35.390(a), 35.390(b)(1),
35.392(a), 35.394(a), 35.396(a),
35.396(c), 35.490(a), 35.590(a) and (c),
and 35.690(a) and (c) and the
requirement, in § 35.14(a), to provide a
copy of written attestations to the
Commission.

Section 35.13—License Amendments

This section is amended to
incorporate conforming changes
necessitated by amendments of other
sections. Paragraph (b)(3) is amended to
reference requirements for training
specific for types of use specified in
new § 35.51(c).

Section 35.14—Notifications

This section is amended to add a
requirement to paragraph (a) to submit
a copy of a written attestation, signed by
a preceptor, in addition to a copy of the
board certification now required in this
paragraph. The section is also amended
to require licensees to provide
verification of completion of relevant
training for individuals permitted to
work as authorized individuals under

§ 34.13(b)(4).

Section 35.50—Training for Radiation
Safety Officer

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification to
be recognized by the Commission or an
Agreement State. Instead of requiring
that the certification process include the
same criteria as the alternate pathway
(§ 35.50(b) in the current regulations),
paragraph (a) is amended to provide
separate requirements for a specialty
board’s certification process. This
includes a requirement to pass an
examination, administered by
diplomates of the specialty board, that
evaluates knowledge and competency in
areas that are important to functioning
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as an RSO. Requirements for training are
changed to add requirements for a
bachelor’s or graduate degree from an
accredited college or university in
physical science, engineering, or
biological science with a minimum of
20 college credits in physical science.
Training requirements also include a
minimum of 5 years of professional
experience in health physics, including
at least 3 years in applied health physics
(graduate training could be substituted
for up to 2 years of experience).
Paragraph (a) is amended to include a
statement that the names of recognized
board certifications will be posted on
the NRC’s web page. The requirement
for obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certifications. This requirement appears
in paragraph (d) and applies to
individuals for both the certification
and alternate pathways. New paragraphs
(a)(2) and (c)(1) are added that specify
requirements for medical physicists to
serve as RSOs. The term ‘““classroom and
laboratory training” is substituted for
the word ““didactic” in paragraph
(b)(1)(i) to be consistent with usage in
other sections. A new paragraph (e) is
added to require training in radiation
safety, regulatory issues, and emergency
procedures for the types of use for
which a licensee seeks authorization.
Paragraph (e) applies to all pathways.
The requirement for a “written
certification,” signed by a preceptor, is
changed to a requirement for a “written
attestation,” signed by a preceptor, in
paragraph (d).

Section 35.51—Training for an
Authorized Medical Physicist

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification to
be recognized by the Commission or an
Agreement State. Instead of requiring
that the certification process include the
same criteria as the alternate pathway,
paragraph (a) is amended to provide
separate requirements for a specialty
board’s certification process. This
process includes a requirement to pass
an examination, administered by
diplomates of the specialty board, that
evaluates knowledge and competency in
areas that are important to functioning
as a medical physicist. Paragraph (a) is
also amended to include a statement
that the names of recognized board
certifications will be posted on the
NRC’s web page. The requirement for
obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certifications and now applies to each

individual seeking approval as an AMP
via either the certification or alternate
pathway and is added to paragraph (a).
A new paragraph (c) is added to require
training related to the type of use for
which authorization is sought that
includes “hands on” device operation,
safety procedures, clinical use, and
operation of a treatment planning
system. Paragraph (c) applies to the
certification and alternate pathways. In
addition, for the alternate pathway
(paragraph (b)(1)), the acceptable areas
of concentration for degrees are
expanded, and a requirement that the
degree be from an accredited college or
university is added. Paragraph (b)(1) is
also amended to list the specific areas
for which the individual needs to have
training and work experience, instead of
referring to other sections of 10 CFR Part
35, and allows for the T&E to be
received in clinical radiation facilities
that provide high-energy, external beam
therapy with photons and electrons
with energies greater than or equal to 1
million electron volts and
brachytherapy services. The term
“written certification” in paragraph
(b)(2) is changed to ‘“written
attestation.”

Section 35.55—Training for an
Authorized Nuclear Pharmacist

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification to
be recognized by the Commission or an
Agreement State. Instead of requiring
that the certification process include the
same criteria as the alternate pathway,
paragraph (a) is amended to provide
separate requirements for a specialty
board’s certification process. This
certification process includes a
requirement to pass an examination,
administered by diplomates of the
specialty board, that evaluates
knowledge and competency in areas
that are important to functioning as an
ANP. Paragraph (a) is also amended to
include a statement that the names of
recognized board certifications will be
posted on the NRC’s web page. The
requirement for didactic training in
paragraph (b)(1)(i) is changed to specify
that 200 hours of the 700 hours of
training required under paragraph (b)(1)
must be classroom and laboratory
training; the term “classroom and
laboratory training” is substituted for
the word “didactic” to be consistent
with usage in other sections. The
requirement for obtaining a preceptor
statement is removed from the
requirements for recognition of specialty
board certifications and now applies to
each individual seeking approval as an

AMP and is referenced in paragraph (a).
The term ‘“written certification” in
paragraph (b)(2) is changed to “written
attestation.”

Section 35.57—Training for
Experienced Radiation Safety Officer,
Teletherapy or Medical Physicist,
Authorized Medical Physicist,
Authorized User, Nuclear Pharmacist,
and Authorized Nuclear Pharmacist

This section is amended by adding
two paragraphs, (a)(2) and (b)(2), to
provide that (1) individuals identified as
RSO’s, AMPs or ANPs on a Commission
or Agreement State license or permit,
after the effective date (October 24,
2002) of the current requirements in
Subpart B, and before the effective date
of this final rule, may continue to serve
in these positions; and (2) physicians,
dentists or podiatrists identified as AUs
on a Commission or Agreement State
license or permit, who perform only
those medical uses for which they were
authorized between October 24, 2002,
and the effective date of this final rule,
need not comply with the training
requirements of Subparts D through H.

Section 35.75—Release of Individuals
Containing Unsealed Byproduct
Material or Implants Containing
Byproduct Material

Paragraph (a) is amended to remove
“(draft)” from footnote 1.

Section 35.100—Use of Unsealed
Byproduct Material for Uptake, Dilution,
and Excretion Studies for Which a
Written Directive Is Not Required

A conforming change is made in
§ 35.100(b)(2) to add, and thereby retain,
a requirement, formerly incorporated by
reference to § 35.390(b)(1)(ii)(F), for
work experience with elution of
generators and the measuring, testing,
and preparation of labeled radioactive
drugs for those individuals who qualify
for preparation of dosages for use under
§ 35.100 as AUs approved under
§ 35.390. The addition is accomplished
by adding a reference to
§35.290(c)(1)(i1)(G) in § 35.100(b).

Section 35.190—Training for Uptake,
Dilution, and Excretion Studies

Paragraph (a) is amended to modify
the requirements that must be met as
part of a specialty board certification
process for the specialty board’s
certification to be recognized by the
Commission or an Agreement State for
uses under § 35.190. A requirement is
added that candidates must pass an
examination administered by
diplomates of the specialty board. The
requirement for obtaining a preceptor
statement is removed from the
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requirements for recognition of specialty
board certifications and now applies to
each individual seeking approval as an
AU under § 35.100 and is referenced in
paragraph (a). Paragraph (a) is also
amended to include a statement that the
names of recognized board certifications
will be posted on the NRC’s web page.
The introductory text of paragraph (c)(1)
is amended to provide that a minimum
of 8 hours of the 60 of training and
experience, required in this paragraph,
must be classroom and laboratory
training. Paragraph (a)(1) is amended to
clarify that this requirement does not
apply to the certification pathway. The
introductory text of paragraph
(c)(1)(i1)(B) is amended to reflect that
the work experience must include
performing quality control procedures
on instruments used to determine the
activity of dosages, a change from
requiring only the calibration of these
instruments. The term “written
certification” is changed to ““written
attestation” in paragraph (c)(2).

Section 35.200—Use of Unsealed
Byproduct Material for Imaging and
Localization Studies for Which a
Written Directive Is Not Required

A conforming change is made in
§§ 35.200(b) to add, and thereby retain,
a requirement, formerly incorporated by
reference to § 35.390(b)(1)(ii)(F), for
work experience with elution of
generators and the measuring, testing,
and preparation of labeled radioactive
drugs, for those individuals who qualify
for use under § 35.200 as AUs approved
under § 35.390. The addition is
accomplished by adding a reference to
§35.290(c)(1)(i1)(G) in § 35.200(b)(2).

Section 35.290—Training for Imaging
and Localization Studies

Paragraph (a) is amended to modify
the requirements that must be met as
part of a specialty board certification
process for the specialty board’s
certification to be recognized by the
Commission or an Agreement State for
uses under § 35.290. A requirement is
added that candidates must pass an
examination administered by
diplomates of the specialty board. The
requirement for obtaining a preceptor
statement is removed from the
requirements for recognition of specialty
board certifications and now applies to
each individual seeking approval as an
AU under § 35.200. Paragraph (a) is also
amended to include a statement that the
names of recognized board certifications
will be posted on the NRC’s web page.
The introductory text of paragraph (c)(1)
is amended to provide that a minimum
of 80 hours of the 700 hours of training
and experience, required in this

paragraph, must be classroom and
laboratory training. Paragraph (a)(1) is
amended to clarify that this requirement
does not apply to the certification
pathway. Paragraph (c)(1)(ii)(B) is
amended to reflect that the work
experience must include performing
quality control procedures on
instruments used to determine the
activity of dosages, a change from
requiring only the calibration of these
instruments. The term “written
certification” is changed to “written
attestation” in paragraph (c)(2). A
conforming change is made in
§§35.290(b) and 35.290(c)(1)(ii) to add a
requirement for work experience with
elution of generators and the measuring,
testing, and preparation of labeled
radioactive drugs for those individuals
who qualify for use under § 35.290 as
AUs approved under § 35.390. These
requirements are also applicable to
individuals serving as preceptors under
§35.290(c)(2).

Section 35.390—Training for Use of
Unsealed Byproduct Material for Which
a Written Directive Is Required

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification
process to be recognized by the
Commission or an Agreement State for
uses under § 35.390. Instead of requiring
that the certification process include the
same criteria as the alternate pathway,
paragraph (a) is amended to provide
separate requirements for a specialty
board’s certification process. The
requirement for experience with
administration of dosages in paragraph
(b)(1)(ii)(G) is no longer included in
requirements for recognition of board
certifications, but is retained as a
requirement for individuals to become
AUs for uses for which a WD is required
by adding a reference, in paragraph (a),
to paragraph (b)(1)(ii)(G). In paragraph
(a)(1), the training and experience
required for the certification pathway is
changed to include a requirement that
individuals complete residency training
in a radiation therapy, nuclear
medicine, or a related medical specialty
training program approved by the
Residency Review Committee of the
Accreditation Council for Graduate
Medical Education, the Royal College of
Physicians and Surgeons of Canada, or
the Committee on Post-Graduate
Training of the American Osteopathic
Association. A requirement is added
that candidates must pass an
examination administered by
diplomates of the specialty board.
Paragraph (a) is also amended to include
a statement that the names of recognized

board certifications will be posted on
the NRC’s web page. The requirement
for obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certifications and now applies to each
individual seeking approval as an AU
under § 35.390 and is referenced in
paragraph (a). The introductory text of
paragraph (b)(1) is amended to provide
that a minimum of 200 hours of the 700
hours of training and experience,
required in this paragraph, must be
classroom and laboratory training.
Paragraph (b)(1)(ii)(B) is amended to
reflect that the work experience must
include performing quality control
procedures on instruments used to
determine the activity of dosages, a
change from requiring only the
calibration of these instruments.
Paragraphs (b)(1)(ii)(G)(1), (3) and (4) are
amended to revise requirements for
work experience involving parenteral
administration of dosages, clarifying
them to indicate that the experience is
to be with cases for which written
directives are required. Paragraph (a)(2)
is amended to clarify that candidates
must pass an examination that tests
knowledge and competence in use of
unsealed byproduct material for which
a WD is required. Paragraph (b)(1)(ii)(F)
is removed to eliminate the requirement
for work experience with elution of
generators and the measuring, testing,
and processing of eluates for preparing
labeled radioactive drugs. The term
“written certification” in paragraph
(b)(2) is changed to “written
attestation.”

Section 35.392—Training for the Oral
Administration of Sodium Iodide I-131
Requiring a Written Directive in
Quantities Less Than or Equal to 1.22
Gigabecquerels (33 Millicuries)

Paragraph (a) is amended to include a
statement that the names of recognized
board certifications will be posted on
the NRC’s web page. The requirement
for obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certifications and now applies to each
individual seeking approval as an AU
under § 35.392 and is referenced in
paragraph (a). Paragraph (c)(2)(ii) is
amended to reflect that the work
experience must include performing
quality control procedures on
instruments used to determine the
activity of dosages, a change from
requiring only the calibration of these
instruments. The term “written
certification” in paragraph (c)(3) is
changed to “written attestation.”
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Section 35.394—Training for the Oral
Administration of Sodium Iodide I-131
Requiring a Written Directive in
Quantities Greater Than 1.22
Gigabecquerels (33 Millicuries)

Paragraph (a) is amended to include a
statement that the names of recognized
board certifications will be posted on
the NRC’s web page. The requirement
for obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certification processes and now applies
to each individual seeking approval as
an AU under § 35.392 and is referenced
in paragraph (a). Paragraph (c)(2)(ii) is
amended to reflect that the work
experience must include performing
quality control procedures on
instruments used to determine the
activity of dosages, a change from
requiring only the calibration of these
instruments. The term ‘““written
certification” in paragraph (c)(3) is
changed to “written attestation.”

Section 35.396—Training for the
Parenteral Administration of Unsealed
Byproduct Material Requiring a Written
Directive

A new § 35.396 is added to Subpart E.
The section establishes T&E
requirements applicable to AUs for the
parenteral administration of unsealed
byproduct material for which a written
directive is required. The following
individuals may serve as AUs under this
section if they meet specified T&E
requirements—

e Under paragraph (a), AUs under
§35.390 or, before October 24, 2005,

§ 35.930 for uses listed in

§§ 35.390(b)(1)(ii)(G)(3) and
35.390(b)(1)(ii)(G)(4), or equivalent
Agreement State requirements.

e Under paragraph (b), AUs for uses
under §§ 35.400 or 35.600 or, before
October 24, 2005, §§ 35.940 or 35.960,
or equivalent Agreement State
requirements.

e Under paragraph (c), physicians
certified by a medical specialty board
whose certification process has been
recognized by the Commission or an
Agreement State under §§ 35.400 or
35.600 or, before October 24, 2005,
§§35.940 or 35.960.

The specified requirements for AUs
under § 35.396 are as follows:

e T&E specific to the use specified in
paragraphs (d)(1) and (d)(2), including
80 hours of classroom and laboratory
training that includes topics and
experience necessary for the safe use of
unsealed byproduct material for
parenteral administrations for which a
written directive is required, and;

e Preceptor statements as specified in
paragraph (d)(3).

Section 35.490—Training for Use of
Manual Brachytherapy Sources

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification
processes to be recognized by the
Commission or an Agreement State.
Instead of requiring that the certification
process include the same criteria as the
alternate pathway, paragraph (a)
provides separate requirements for a
specialty board’s certification process.
In paragraph (a)(1), the training and
experience required for the certification
pathway is changed to include a
requirement that individuals complete a
minimum of 3 years of residency
training in a radiation oncology program
approved by the Residency Review
Committee of the Accreditation Council
for Graduate Medical Education, the
Royal College of Physicians and
Surgeons of Canada, or the Committee
on Post-Graduate Training of the
American Osteopathic Association. A
requirement is added that candidates
must pass an examination administered
by diplomates of the specialty board.
Paragraph (a) is also amended to include
a statement that the names of recognized
board certifications will be posted on
the NRC’s web page. The requirement
for obtaining a preceptor statement is
removed from the requirements for
recognition of specialty board
certification processes and now applies
to each individual seeking approval as
an AU under § 35.490 and is referenced
in paragraph (a). The term “written
certification” is changed to “written
attestation” in the requirements for
preceptor attestation in paragraph (b)(3).
Paragraph (b)(2) is amended to include
the Royal College of Physicians and
Surgeons of Canada in the listing of
organizations that can provide approval
of the formal training program.

Section 35.491—Training for
Ophthalmic Use of Strontium-90

Paragraph (b)(3) is amended to change
the term “written certification” to
“written attestation.”

Section 35.590—Training for Use of
Sealed Sources for Diagnosis

Paragraph (a) is also amended to
include a statement that the names of
recognized board certifications will be
posted on the NRC’s web page.
Paragraph (c) was added and applies to
both the certification and the alternate
pathways. This revision separates the
requirement for training in the use of
the device for the uses requested from
the requirement for 8 hours of classroom

and laboratory training in basic
radionuclide handling techniques.

Section 35.690—Training for Use of
Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic
Radiosurgery Units

This section is amended to modify the
requirements that must be met as part of
a specialty board certification process
for the specialty board’s certification
processes to be recognized by the
Commission or an Agreement State for
uses under § 35.600. Instead of requiring
that the certification process include the
same criteria as the alternate pathway,
paragraph (a) is amended to provide
separate requirements for a specialty
board’s certification process. Paragraph
(a) is also amended to include a
statement that the names of recognized
board certifications will be posted on
the NRC’s web page. In paragraph (a)(1)
the training and experience required for
the certification pathway is changed to
include a requirement that individuals
complete a minimum of 3 years of
residency training in a radiation therapy
program approved by the Residency
Review Committee of the Accreditation
Council for Graduate Medical
Education, the Royal College of
Physicians and Surgeons of Canada, or
the Committee on Post-Graduate
Training of the American Osteopathic
Association. A requirement is added, in
paragraph (a)(2), that candidates must
pass an examination administered by
diplomates of the specialty board. The
requirement for obtaining a preceptor
statement is removed from the
requirements for recognition of specialty
board certifications and now applies to
each individual seeking approval as an
AU under § 35.690. Additionally, for the
alternate pathway, paragraph (b)(2) is
amended to include the Royal College of
Physicians and Surgeons of Canada in
the listing of organizations that can
provide approval of the formal training
program. The requirement for
experience in ‘“radiation oncology” in
paragraph (b)(2) is changed to require
experience in ‘“‘radiation therapy.” The
term ““written certification” is changed
to “written attestation” in the
requirements for preceptor attestation in
paragraph (b)(3). A new paragraph (c) is
added to require training in device
operation, safety procedures, and
clinical use for the type(s) of use for
which approval as an AU is sought.
Paragraph (c) applies to all pathways.

Section 35.980—Training for an
Authorized Nuclear Pharmacist

Paragraph (b)(2) is amended to change
the term ““written certification” to
“written attestation,” a conforming
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change made to maintain consistency
with other subparts of 10 CFR Part 35.

VI. Agreement State Compatibility

Under the “Policy Statement on
Adequacy and Compatibility of
Agreement State Programs’’ approved by
the Commission on June 30, 1997, and
published in the Federal Register on
September 3, 1997 (62 FR 46517), this
final rule is a matter of compatibility
between NRC and the Agreement States,
thereby providing consistency among
Agreement State and NRC requirements.
The Compatibility classifications for
sections amended in the final rule are
unchanged. The new § 35.396 is
classified as Compatibility Category B.
A summary of compatibility
classifications for amended sections in
the final rule appears below.

Compatibility: Section.

Compatibility Category B: § 35.2,
Definitions: Preceptor, radiation safety
officer; §§ 35.50, 35.51, 35.55, 35.57,
35.190, 35.290, 35.390, 35.392, 35.394,
35.396, 35.490, 35.491, 35.590, 35.690.

Compeatibility Category C: §§35.11,
35.75(a).

Compatibility Category H&S:
§§35.100, 35.200.

Compatibility Category D: §§ 35.8,
35.10, 35.13, 35.14, 35.980.

A Compatibility Category B
designation means the requirement has
significant direct transboundary
implications. Compatibility Category B
designated Agreement State
requirements should be essentially
identical to those of NRC.

A Compatibility Category C
designation means the essential
objectives of this section should be
adopted by the State to avoid conflicts,
duplications, or gaps. The manner in
which the essential objectives are
addressed need not be the same as NRC,
provided the essential objectives are
met.

A Compatibility Category H&S
designation means program elements
are not required for purposes of
compatibility; however, they do have
particular health and safety significance.
The State should adopt the essential
objectives of such program elements to
maintain an adequate program.

A Compatibility Category D
designation means that the essential
objectives of the section are not required
for purposes of compatibility and do not
need to be adopted by the Agreement
States.

VII. Implementation

The revised regulations in 10 CFR
Part 35 become effective on April 29,
2005. The Commission provides, by
amendments to § 35.10(b), that licensees

will have until October 24, 2005, to
comply with the training requirements
for authorized users, authorized medical
physicists, authorized nuclear
pharmacists, and Radiation Safety
Officers. During this period, licensees
will have the option of complying with
either requirements of Subpart J, the
expiration of which was extended by a
separate rulemaking to October 24, 2005
(69 FR 55736, September 16, 2004), or
the requirements in Subparts B and D
through H of Part 35. The transition
period will allow additional time for
other specialty boards to seek NRC
recognition of certifications as provided
in §§35.50(a), 35.51(a), 35.55(a),
35.190(a), 35.290(a), 35.390(a),
35.392(a), 35.394(a), 35.490(a),
35.590(a), and 35.690(a). The transition
period will also allow individuals from
Agreement States time to satisfy the
training requirements to work in NRC
jurisdictions. The Commission also
provides, by amendment to § 35.57, that
individuals who have been named on
existing Commission or Agreement State
licenses and permits, between the
October 24, 2002 (the effective date of
current requirements for T&E, revised
on April 24, 2002) and the effective date
of this final rule, are exempt from the
new requirements in Subparts D
through H. The effect of this change to
the regulations is to “grandfather” those
individuals named on an existing
Commission or Agreement State license
or permit, for those use(s) for which
they have been approved to serve as an
RSO, AMP, ANP, or AU.

VIII. Voluntary Consensus Standards

The National Technology Transfer Act
of 1995 (Pub. L. 104-113) requires that
Federal agencies use technical standards
that are developed or adopted by
voluntary consensus standards bodies
unless the use of such a standard is
inconsistent with applicable law or
otherwise impractical. In this final rule,
the NRC is modifying the training and
experience requirements for radiation
safety officers, authorized medical
physicists, authorized nuclear
pharmacists, or authorized users. This
action does not constitute the
establishment of a standard that
establishes generally applicable
requirements.

IX. Finding of No Significant
Environmental Impact: Environmental
Assessment

The Commission has determined
under the National Environmental
Policy Act of 1969, as amended, and the
Commission’s regulations in Subpart A
of 10 CFR Part 51, that this rule is not
a major Federal action significantly

affecting the quality of the human
environment. Therefore, an
environmental impact statement is not
required. The environmental assessment
is presented below.

Introduction

The NRC is amending its regulations
governing the medical use of byproduct
material to change its requirements for
recognition of specialty boards whose
certification may be used to demonstrate
the adequacy of the training and
experience of individuals to serve as
radiation safety officers (RSOs),
authorized medical physicists (AMPs),
authorized nuclear pharmacists (ANPs),
or authorized users (AUs). The final rule
also revises requirements for
demonstrating the adequacy of training
and experience for pathways other than
the board certification pathway. This
rulemaking is necessary to address the
training and experience issue for
recognition of specialty board
certifications.

The Final Action

This action amends the Commission’s
regulations governing the medical use of
byproduct material (10 CFR Part 35).
The final rule changes the requirements
for recognition of specialty boards
whose certification may be used to
demonstrate the adequacy of the
training and experience of individuals
to serve as an RSO, AMP, ANP, or AU.
This action also amends certain
requirements for the training and
experience of individuals who do not
choose the board certification pathway.

During its revision of 10 CFR Part 35,
the Commission became aware that, as
a result of the changes to its training and
experience requirements, specialty
board certifications recognized by the
NRC under the former regulations no
longer would be qualified for
recognition, and that this could result in
a shortage of authorized individuals. As
a temporary measure to address this
issue, the Commission reinserted
Subpart J to Part 35 into the final rule
which was published in the Federal
Register on April 24, 2002 (67 FR
20249). Subpart J to Part 35 was
effective for a 2-year transition period,
which would have expired on October
24, 2004. This action addresses the issue
relating to recognition of board
certifications after expiration of Subpart
J on October 24, 2005.

Need for the Action

This rulemaking is needed to address
the training and experience issue for
recognition of certifications of specialty
boards by the NRC for approval of
individuals to serve as RSOs, AMPs,



16360

Federal Register/Vol. 70, No. 60/ Wednesday, March 30, 2005/Rules and Regulations

ANPs, or AUs. Without this rulemaking,
the issue of board recognition would not
be addressed. Subpart J to Part 35
expires on October 24, 2005, and
without this rulemaking, there could be
a potential shortage of individuals
authorized to perform medical
procedures involving the use of
byproduct material.

Alternatives to This Action

An alternative to this final rule would
be to take no action. Subpart J to Part
35 would expire on October 24, 2005.
The no-action alternative is not favored
because the issues related to training
and experience, as they relate to NRC’s
recognition of specialty boards, would
not be resolved, and this could result in
a shortage of RSOs, AMPs, ANPs, and
AUs.

Environmental Impacts of the Final
Action

The NRC prepared an environmental
assessment as part of the development
of the Part 35 final rule published in the
Federal Register on April 24, 2002 (67
FR 20249). The conclusion from this
environmental assessment was that the
10 CFR Part 35 amendments would have
no significant impact on the public and
the environment. Specifically,
pertaining to the training and
experience requirements, the
environmental assessment stated: “The
amendments to the training and
experience requirements in 10 CFR Part
35 focus on knowledge and experience
that is integral to radiation safety. These
changes are expected to have no
significant impact on public health and
safety, occupational health and safety,
and the environment.” The NRC finds
that the conclusion is still valid for the
revisions to the training and experience
requirements in this final rule. The
revisions also focus on the knowledge
and experience that is integral to
radiation safety. The amendments to 10
CFR Part 35 are expected to have no
significant impact on the public health
and safety, occupational health and
safety, and the environment.

Agencies and Persons Consulted and
Sources Used

The environmental assessment for the
final 10 CFR Part 35 rulemaking (67 FR
20249; April 24, 2002), was used in the
preparation of this environmental
assessment. The draft environmental
assessment was sent to Agreement
States and the Advisory Committee on
the Medical Use of Isotopes for review
and comment. The NRC staff has
determined that this final action will
not affect listed species or critical
habitat. Therefore, no further

consultation is required under Section 7
of the Endangered Species Act (16
U.S.C. 1531 ef seq.). The NRC staff has
determined that this action is not the
type of activity that has potential to
cause effects on historic properties.
Therefore, no further consultation is
required under Section 106 of the
National Historic Preservation Act (16
U.S.C. 470 et seq.).

Finding of No Significant Impact

Based on the foregoing environmental
assessment, the NRC concludes that this
rulemaking will not have a significant
effect on the quality of the human
environment. Therefore, the NRC has
determined that an environmental
impact statement is not necessary for
this rulemaking.

The determination of this
environmental assessment is that there
will be no significant impact to the
public from this action.

X. Paperwork Reduction Act Statement

This final rule contains new or
amended information collection
requirements that are subject to the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). These requirements
were approved by the Office of
Management and Budget, approval
numbers 3150—0010 and 3150-0120.

The burden to the public for these
information collections is estimated to
average 1.4 hours per response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the information collection.
Send comments on any aspect of these
information collections, including
suggestions for reducing the burden, to
the Records and FOIA/Privacy Services
Branch (T-5 F52), U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001, or by Internet
electronic mail to
INFOCOLLECTS@NRC.GOV; and to the
Desk Officer, Office of Information and
Regulatory Affairs, NEOB-10202,
(3150-0010/3150—0120), Office of
Management and Budget, Washington,
DC 20503.

Public Protection Notification

The NRC may not conduct or sponsor,
and a person is not required to respond
to, a request for information or an
information collection requirement
unless the requesting document
displays a currently valid OMB control
number.

XI. Regulatory Analysis

The Commission has prepared a
regulatory analysis on this regulation.

The analysis examines the costs and
benefits of the alternatives considered
by the Commission. The analysis is
available for inspection in the NRC
Public Document Room, 11555
Rockville Pike, Rockville, MD. Single
copies of the regulatory analysis are
available from Roger W. Broseus, Office
of Nuclear Material Safety and
Safeguards, telephone (301) 415-7608,
e-mail RWB@nrc.gov.

XII. Regulatory Flexibility Certification

In accordance with the Regulatory
Flexibility Act of 1980 (5 U.S.C. 605(b)),
the NRC certifies that this rule will not
have a significant economic impact on
a substantial number of small entities.
This final rule amends the regulations
governing the medical use of byproduct
material to change its requirements for
recognition of specialty boards whose
certification may be used to demonstrate
the adequacy of the training and
experience of individuals to serve as
radiation safety officers, authorized
medical physicists, authorized nuclear
pharmacists, or authorized users. This
rule also revises the requirements for
demonstrating the adequacy of training
and experience of individuals who do
not choose pathways other than the
board certification pathway. This rule
will have no burden or economic impact
on licensees because it does not add
new requirements; it provides a revision
to an existing option. Therefore, it does
not fall within the scope of the
definition of ““small entities” set forth in
the Regulatory Flexibility Act or the
Small Business Size Standards set out in
regulations issued by the Small
Business Administration at 10 CFR Part
121.

XIII. Backfit Analysis

The Commission has determined that
a backfit analysis is not required for this
final rule because these amendments do
not include any provisions that would
require backfits as defined in 10 CFR
Chapter 1.

XIV. Small Business Regulatory
Enforcement Fairness Act

In accordance with the Small
Business Regulatory Enforcement
Fairness Act of 1996, the NRC has
determined that this action is not a
major rule and has verified this
determination with the Office of
Information and Regulatory Affairs of
OMB.

List of Subjects in 10 CFR Part 35

Byproduct material, Criminal
penalties, Drugs, Health facilities,
Health professions, Medical devices,
Nuclear materials, Occupational safety
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and health, Radiation protection,
Reporting and recordkeeping
requirements.

m For the reasons set out in the preamble
and under the authority of the Atomic
Energy Act of 1954, as amended; the
Energy Reorganization Act of 1974, as
amended; and 5 U.S.C. 552 and 553; the
NRC is adopting the following
amendments to 10 CFR Part 35.

PART 35—MEDICAL USE OF
BYPRODUCT MATERIAL

m 1. The authority citation for Part 35
continues to read as follows:

Authority: Secs. 81, 161, 182, 183, 68 Stat.
935, 948, 953, 954, as amended (42 U.S.C.
2111, 2201, 2232, 2233); sec. 201, 88 Stat.
1242, as amended (42 U.S.C. 5841); Sec.
1704, 112 Stat. 2750 (44 U.S.C. 3504 note).

m 2.In § 35.2, the definition “Radiation
Safety Officer” is amended by
republishing the introductory text and
revising paragraph (1) of the definition,
and the definition of “Preceptor” is
revised to read as follows:

§35.2 Definitions.
* * * * *

Preceptor means an individual who
provides, directs, or verifies training
and experience required for an
individual to become an authorized
user, an authorized medical physicist,
an authorized nuclear pharmacist, or a
Radiation Safety Officer.

* * * * *

Radiation Safety Officer means an
individual who—

(1) Meets the requirements in
§§35.50(a) or (c)(1) and 35.59; or, before
October 24, 2005, §§ 35.900(a) and
35.59; or

* * * * *

m 3. In § 35.8, paragraph (b) is revised to
read as follows:

§35.8 Information collection
requirements: OMB approval.
* * * * *

(b) The approved information
collection requirements contained in
this part appear in §§ 35.6, 35.12, 35.13,
35.14, 35.19, 35.24, 35.26, 35.27, 35.40,
35.41, 35.50, 35.51, 35.55, 35.60, 35.61,
35.63, 35.67, 35.69, 35.70, 35.75, 35.80,
35.92, 35.190, 35.204, 35.290, 35.310,
35.315, 35.390, 35.392, 35.394, 35.396,
35.404, 35.406, 35.410, 35.415, 35.432,
35.433, 35.490, 35.491, 35.590, 35.604,
35.605, 35.610, 35.615, 35.630, 35.632,
35.633, 35.635, 35.642, 35.643, 35.645,
35.647, 35.652, 35.655, 35.690, 35.900,
35.910, 35.920, 35.930, 35.940, 35.950,
35.960, 35.961, 35.980, 35.981, 35.1000,
35.2024, 35.2026, 35.2040, 35.2041,
35.2060, 35.2061, 35.2063, 35.2067,

35.2070, 35.2075, 35.2080, 35.2092,
35.2204, 35.2310, 35.2404, 35.2406,
35.2432, 35.2433, 35.2605, 35.2610,
35.2630, 35.2632, 35.2642, 35.2643,
35.2645, 35.2647, 35.2652, 35.2655,
35.3045, 35.3047 and 35.3067.

* * * * *

m 4.In § 35.10, paragraph (b) is revised
to read as follows:

§35.10 Implementation.

(b) A licensee shall implement the
training requirements in §§ 35.50(a) and
(e), 35.51(a) and (c), 35.55(a) and
(b)(1)(1), 35.59, 35.190(a) and (c)(1),
35.290(a) and (c)(1), 35.390(a) and (b)(1),
35.392(a), 35.394(a), 35.396(b) and (c),
35.490(a), 35.590(a), and 35.690(a) and
(c) on or before October 25, 2005. A
licensee shall implement the
requirement in § 35.14(a) to provide to
the Commission a copy of written
attestation(s), signed by a preceptor, on
or before October 25, 2005.

* * * * *

m 5. In § 35.13, paragraphs (b)(1) and
(b)(3) are revised to read as follows:

§35.13 License amendments.
* * * * *

(b) * % %

(1) For an authorized user, an
individual who meets the requirements
in §§35.59 and 35.190(a), 35.290(a),
35.390(a), 35.392(a), 35.394(a),
35.490(a), 35.590(a), 35.690(a),
35.910(a), 35.920(a), 35.930(a) and
35.390(b)(1)(ii)(G), 35.392, 35.394,
35.940(a), 35.950(a), or 35.960(a) and
35.690(c);
* * * * *

(3) For an authorized medical
physicist, an individual who meets the
requirements in §§ 35.59 and 35.51(a)
and (c); or §§35.59 and 35.961(a) or (b);

* * * * *

m 6. In § 35.14, paragraph (a) is revised
to read as follows:

§35.14 Notifications.

(a) A licensee shall provide the
Commission a copy of the board
certification and the written
attestation(s), signed by a preceptor, the
Commission or Agreement State license,
the permit issued by a Commission
master material licensee, the permit
issued by a Commission or Agreement
State licensee of broad scope, or the
permit issued by a Commission master
material license broad scope permittee
for each individual no later than 30 days
after the date that the licensee permits
the individual to work as an authorized
user, an authorized nuclear pharmacist,
or an authorized medical physicist,
under § 35.13(b). For individuals

permitted to work under § 35.13(b)(4),
within the same 30 day time frame, the
licensee shall also provide, as
appropriate, verification of completion
of;

(1) Any additional case experience
required in § 35.390(b)(1)(ii)(G) for an
authorized user under § 35.300;

(2) Any additional training required
in § 35.690(c) for an authorized user
under § 35.600; and

(3) Any additional training required
in § 35.51(c) for an authorized medical
physicist.

* * * * *

m 7.In § 35.50, paragraph (a), the
introductory text of paragraph (b)(1)(i),
paragraphs (b)(1)(ii)(G), and (c) are
revised, paragraph (b)(2) is removed and
reserved, and paragraphs (d) and (e) are
added to read as follows:

§35.50 Training for Radiation Safety
Officer.
* * * * *

(a) Is certified by a specialty board
whose certification process has been
recognized by the Commission or an
Agreement State and who meets the
requirements in paragraphs (d) and (e)
of this section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1)(i) Hold a bachelor’s or graduate
degree from an accredited college or
university in physical science or
engineering or biological science with a
minimum of 20 college credits in
physical science;

(ii) Have 5 or more years of
professional experience in health
physics (graduate training may be
substituted for no more than 2 years of
the required experience) including at
least 3 years in applied health physics;
and

(iii) Pass an examination administered
by diplomates of the specialty board,
which evaluates knowledge and
competence in radiation physics and
instrumentation, radiation protection,
mathematics pertaining to the use and
measurement of radioactivity, radiation
biology, and radiation dosimetry; or

(2)(1) Hold a master’s or doctor’s
degree in physics, medical physics,
other physical science, engineering, or
applied mathematics from an accredited
college or university;

(ii) Have 2 years of full-time practical
training and/or supervised experience
in medical physics—

(A) Under the supervision of a
medical physicist who is certified in



16362

Federal Register/Vol. 70, No. 60/ Wednesday, March 30, 2005/Rules and Regulations

medical physics by a specialty board
recognized by the Commission or an
Agreement State; or

(B) In clinical nuclear medicine
facilities providing diagnostic and/or
therapeutic services under the direction
of physicians who meet the
requirements for authorized users in
§§35.290, 35.390, or, before October 24,
2005, §§ 35.920, or 35.930; and

(iii) Pass an examination,
administered by diplomates of the
specialty board, that assesses knowledge
and competence in clinical diagnostic
radiological or nuclear medicine
physics and in radiation safety; or

(b)* * *

(1) * *x %

(i) 200 hours of classroom and
laboratory training in the following
areas-(ii) * * *

(G) Disposing of byproduct material;
or
* * * * *

(c)(1) Is a medical physicist who has
been certified by a specialty board
whose certification process has been
recognized by the Commission or an
Agreement State under § 35.51(a) and
has experience in radiation safety for
similar types of use of byproduct
material for which the licensee is
seeking the approval of the individual
as Radiation Safety Officer and who
meets the requirements in paragraphs
(d) and (e) of this section; or

(2) Is an authorized user, authorized
medical physicist, or authorized nuclear
pharmacist identified on the licensee’s
license and has experience with the
radiation safety aspects of similar types
of use of byproduct material for which
the individual has Radiation Safety
Officer responsibilities; and,

(d) Has obtained written attestation,
signed by a preceptor Radiation Safety
Officer, that the individual has
satisfactorily completed the
requirements in paragraph (e) and in
paragraphs (a)(1)(i) and (a)(1)(ii) or
(a)(2)(i) and (a)(2)(ii) or (b)(1) or (c)(1) of
this section, and has achieved a level of
radiation safety knowledge sufficient to
function independently as a Radiation
Safety Officer for a medical use licensee;
and

(e) Has training in the radiation safety,
regulatory issues, and emergency
procedures for the types of use for
which a licensee seeks approval. This
training requirement may be satisfied by
completing training that is supervised
by a Radiation Safety Officer, authorized
medical physicist, authorized nuclear
pharmacist, or authorized user, as
appropriate, who is authorized for the
type(s) of use for which the licensee is
seeking approval.

m 8.In § 35.51, paragraphs (a) and (b) are
revised, and paragraph (c) is added to
read as follows:

§35.51 Training for an authorized medical
physicist.
* * * * *

(a) Is certified by a specialty board
whose certification process has been
recognized by the Commission or an
Agreement State and who meets the
requirements in paragraphs (b)(2) and
(c) of this section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Hold a master’s or doctor’s degree
in physics, medical physics, other
physical science, engineering, or
applied mathematics from an accredited
college or university;

(2) Have 2 years of full-time practical
training and/or supervised experience
in medical physics—

(i) Under the supervision of a medical
physicist who is certified in medical
physics by a specialty board recognized
by the Commission or an Agreement
State; or

(ii) In clinical radiation facilities
providing high-energy, external beam
therapy (photons and electrons with
energies greater than or equal to 1
million electron volts) and
brachytherapy services under the
direction of physicians who meet the
requirements for authorized users in
§§35.490 or 35.690, or, before October
24, 2005, authorized users who meet the
requirements in §§ 35.940 or 35.960;
and

(3) Pass an examination, administered
by diplomates of the specialty board,
that assesses knowledge and
competence in clinical radiation
therapy, radiation safety, calibration,
quality assurance, and treatment
planning for external beam therapy,
brachytherapy, and stereotactic
radiosurgery; or

(b)(1) Holds a master’s or doctor’s
degree in physics, medical physics,
other physical science, engineering, or
applied mathematics from an accredited
college or university; and has completed
1 year of full-time training in medical
physics and an additional year of full-
time work experience under the
supervision of an individual who meets
the requirements for an authorized
medical physicist for the type(s) of use
for which the individual is seeking
authorization. This training and work
experience must be conducted in
clinical radiation facilities that provide

high-energy, external beam therapy
(photons and electrons with energies
greater than or equal to 1 million
electron volts) and brachytherapy
services and must include:

(i) Performing sealed source leak tests
and inventories;

(ii) Performing decay corrections;

(iii) Performing full calibration and
periodic spot checks of external beam
treatment units, stereotactic
radiosurgery units, and remote
afterloading units as applicable; and

(iv) Conducting radiation surveys
around external beam treatment units,
stereotactic radiosurgery units, and
remote afterloading units as applicable;
and

(2) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraphs (c) and (a)(1) and (2), or
(b)(1) and (c) of this section, and has
achieved a level of competency
sufficient to function independently as
an authorized medical physicist for each
type of therapeutic medical unit for
which the individual is requesting
authorized medical physicist status. The
written attestation must be signed by a
preceptor authorized medical physicist
who meets the requirements in § 35.51,
or, before October 24, 2005, § 35.961, or
equivalent Agreement State
requirements for an authorized medical
physicist for each type of therapeutic
medical unit for which the individual is
requesting authorized medical physicist
status; and

(c) Has training for the type(s) of use
for which authorization is sought that
includes hands-on device operation,
safety procedures, clinical use, and the
operation of a treatment planning
system. This training requirement may
be satisfied by satisfactorily completing
either a training program provided by
the vendor or by training supervised by
an authorized medical physicist
authorized for the type(s) of use for
which the individual is seeking
authorization.

m 9. In § 35.55, paragraphs (a), (b)(1)(i)
introductory text, and (b)(2) are revised
to read as follows:

§35.55 Training for an authorized nuclear
pharmacist.
* * * * *

(a) Is certified by a specialty board
whose certification process has been
recognized by the Commission or an
Agreement State and who meets the
requirements in paragraph (b)(2) of this
section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
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certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Have graduated from a pharmacy
program accredited by the American
Council on Pharmaceutical Education
(ACPE) or have passed the Foreign
Pharmacy Graduate Examination
Committee (FPGEC) examination;

(2) Hold a current, active license to
practice pharmacy;

(3) Provide evidence of having
acquired at least 4000 hours of training/
experience in nuclear pharmacy
practice. Academic training may be
substituted for no more than 2000 hours
of the required training and experience;
and

(4) Pass an examination in nuclear
pharmacy administered by diplomates
of the specialty board, that assesses
knowledge and competency in
procurement, compounding, quality
assurance, dispensing, distribution,
health and safety, radiation safety,
provision of information and
consultation, monitoring patient
outcomes, research and development; or

(b) * * *

(1) * Kk %

(i) 200 hours of classroom and
laboratory training in the following
areas—

* * * * *

(2) Has obtained written attestation,
signed by a preceptor authorized
nuclear pharmacist, that the individual
has satisfactorily completed the
requirements in paragraphs (a)(1), (a)(2),
and (a)(3) or (b)(1) of this section and
has achieved a level of competency
sufficient to function independently as
an authorized nuclear pharmacist.

m 10. Section 35.57 is revised to read as
follows:

§35.57 Training for experienced Radiation
Safety Officer, teletherapy or medical
physicist, authorized medical physicist,
authorized user, nuclear pharmacist, and
authorized nuclear pharmacist.

(a)(1) An individual identified as a
Radiation Safety Officer, a teletherapy
or medical physicist, or a nuclear
pharmacist on a Commission or
Agreement State license or a permit
issued by a Commission or Agreement
State broad scope licensee or master
material license permit or by a master
material license permittee of broad
scope before October 24, 2002, need not
comply with the training requirements

of §§35.50, 35.51, or 35.55, respectively.

(2) An individual identified as a
Radiation Safety Officer, an authorized
medical physicist, or an authorized
nuclear pharmacist on a Commission or
Agreement State license or a permit
issued by a Commission or Agreement

State broad scope licensee or master
material license permit or by a master
material license permittee of broad
scope between October 24, 2002 and
April 29, 2005 need not comply with
the training requirements of §§ 35.50,
35.51, or 35.55, respectively.

(b)(1) Physicians, dentists, or
podiatrists identified as authorized
users for the medical use of byproduct
material on a license issued by the
Commission or Agreement State, a
permit issued by a Commission master
material licensee, a permit issued by a
Commission or Agreement State broad
scope licensee, or a permit issued by a
Commission master material license
broad scope permittee before October
24, 2002, who perform only those
medical uses for which they were
authorized on that date need not comply
with the training requirements of
Subparts D through H of this part.

(2) Physicians, dentists, or podiatrists
identified as authorized users for the
medical use of byproduct material on a
license issued by the Commission or
Agreement State, a permit issued by a
Commission master material licensee, a
permit issued by a Commission or
Agreement State broad scope licensee,
or a permit issued by a Commission
master material license broad scope
permittee who perform only those
medical uses for which they were
authorized between October 24, 2002
and April 29, 2005, need not comply
with the training requirements of
Subparts D through H of this part.

§35.75 [Amended]

m 11.In § 35.75, paragraph (a), footnote
1, remove ““(draft)”.

m 12.In § 35.100, paragraph (b)(2) is
revised to read as follows:

§35.100 Use of unsealed byproduct
material for uptake, dilution, and excretion
studies for which a written directive is not
required.

* * * * *

(b) * % %

(2) A physician who is an authorized
user and who meets the requirements
specified in §§ 35.290, or 35.390 and
35.290(c)(1)(ii)(G), or, before October 24,
2005, §35.920; or

* * * * *

m 13.In § 35.190, paragraphs (a), the
introductory text of (c)(1), (c)(1)(ii)(B)
and (c)(2) are revised to read as follows:

§35.190 Training for uptake, dilution, and
excretion studies.
* * * * *

(a) Is certified by a medical specialty
board whose certification process has
been recognized by the Commission or
an Agreement State and who meets the

requirements in paragraph (c)(2) of this
section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Complete 60 hours of training and
experience in basic radionuclide
handling techniques and radiation
safety applicable to the medical use of
unsealed byproduct material for uptake,
dilution, and excretion studies that
includes the topics listed in paragraphs
(c)(1)(1) and (c)(1)(ii) of this section; and

(2) Pass an examination, administered
by diplomates of the specialty board,
that assesses knowledge and
competence in radiation safety,
radionuclide handling, and quality
control; or
* * * * *

(C) * *x %

(1) Has completed 60 hours of training
and experience, including a minimum
of 8 hours of classroom and laboratory
training, in basic radionuclide handling
techniques applicable to the medical
use of unsealed byproduct material for
uptake, dilution, and excretion studies.
The training and experience must
include—

(il) L

(B) Performing quality control
procedures on instruments used to
determine the activity of dosages and
performing checks for proper operation

of survey meters;
* * * * *

(2) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in
§§35.190, 35.290, or 35.390, or, before
October 24, 2005, §§ 35.910, 35.920, or
35.930, or equivalent Agreement State
requirements, that the individual has
satisfactorily completed the
requirements in paragraph (a)(1) or
(c)(1) of this section and has achieved a
level of competency sufficient to
function independently as an
authorized user for the medical uses
authorized under § 35.100.

m 14. In § 35.200, paragraph (b)(2) is
revised to read as follows:

§35.200 Use of unsealed byproduct
material for imaging and localization
studies for which a written directive is not
required.

* * * * *

(b) L
(2) A physician who is an authorized

user and who meets the requirements
specified in §§ 35.290, or 35.390 and
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35.290(c)(1)(ii)(G), or, before October 24,
2005, § 35.920; or

* * * * *

m 15. In § 35.290, paragraphs (a), (b), the
introductory text of (c)(1) and (c)(1)(ii)
introductory text, (c)(1)(ii)(B), and (c)(2)
are revised to read as follows:

§35.290 Training for imaging and
localization studies.
* * * * *

(a) Is certified by a medical specialty
board whose certification process has
been recognized by the Commission or
an Agreement State and who meets the
requirements in paragraph (c)(2) of this
section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Complete 700 hours of training
and experience in basic radionuclide
handling techniques and radiation
safety applicable to the medical use of
unsealed byproduct material for uptake,
dilution, and excretion studies that
includes the topics listed in paragraphs
(c)(1)@) and (c)(1)(ii) of this section; and

(2) Pass an examination, administered
by diplomates of the specialty board,
which assesses knowledge and
competence in radiation safety,
radionuclide handling, and quality
control; or

(b) Is an authorized user under
§ 35.390 and meets the requirements in
§35.290(c)(1)(11)(G), or, before October
24, 2005, § 35.920, or equivalent
Agreement State requirements; or

(c)(1) Has completed 700 hours of
training and experience, including a
minimum of 80 hours of classroom and
laboratory training, in basic
radionuclide handling techniques
applicable to the medical use of
unsealed byproduct material for imaging
and localization studies. The training
and experience must include, at a
minimum—

* * * * *

(ii) Work experience, under the
supervision of an authorized user, who
meets the requirements in §§ 35.290, or
35.290(c)(1)(ii)(G) and 35.390, or, before
October 24, 2005, § 35.920, or
equivalent Agreement State

requirements, involving—
* * * * *

(B) Performing quality control
procedures on instruments used to
determine the activity of dosages and
performing checks for proper operation
of survey meters;

* * * * *

(2) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in
§§35.290 or 35.390 and
35.290(c)(1)(ii)(G), or, before October 24,
2005, § 35.920, or equivalent Agreement
State requirements, that the individual
has satisfactorily completed the
requirements in paragraph (a)(1) or
(c)(1) of this section and has achieved a
level of competency sufficient to
function independently as an
authorized user for the medical uses
authorized under §§ 35.100 and 35.200.
m 16. In § 35.390, paragraph (a), the
introductory text of paragraphs (b)(1)
and (b)(1)(ii) introductory text,
paragraphs (b)(1)(ii)(B), (b)(1)(ii)(G)(1),
(3) and (4), and (b)(2) are revised, and
paragraph (b)(1)(ii)(F) is removed and
reserved.

§35.390 Training for use of unsealed
byproduct material for which a written
directive is required.

(a) Is certified by a medical specialty
board whose certification process has
been recognized by the Commission or
an Agreement State and who meets the
requirements in paragraphs (b)(1)(ii)(G)
and (b)(2) of this section. (Specialty
boards whose certification processes
have been recognized by the
Commission or an Agreement State will
be posted on the NRC’s Web page.) To
be recognized, a specialty board shall
require all candidates for certification
to:

(1) Successfully complete residency
training in a radiation therapy or
nuclear medicine training program or a
program in a related medical specialty.
These residency training programs must
include 700 hours of training and
experience as described in paragraphs
(b)(1)(i) through (b)(1)(ii)(E) of this
section. Eligible training programs must
be approved by the Residency Review
Committee of the Accreditation Council
for Graduate Medical Education, the
Royal College of Physicians and
Surgeons of Canada, or the Committee
on Post-Graduate Training of the
American Osteopathic Association; and

(2) Pass an examination, administered
by diplomates of the specialty board,
which tests knowledge and competence
in radiation safety, radionuclide
handling, quality assurance, and clinical
use of unsealed byproduct material for
which a written directive is required; or

(b)(1) Has completed 700 hours of
training and experience, including a
minimum of 200 hours of classroom and
laboratory training, in basic
radionuclide handling techniques
applicable to the medical use of
unsealed byproduct material requiring a

written directive. The training and
experience must include—
* * * * *

(ii) Work experience, under the
supervision of an authorized user who
meets the requirements in § 35.390, or,
before October 24, 2005, § 35.930, or
equivalent Agreement State
requirements. A supervising authorized
user, who meets the requirements in
§ 35.390(b) or, before October 24, 2005,
§ 35.930(b), must also have experience
in administering dosages in the same
dosage category or categories (i.e.,
§35.390(b)(1)(i1)(G)) as the individual
requesting authorized user status. The
work experience must involve—

* * * * *

(B) Performing quality control
procedures on instruments used to
determine the activity of dosages, and
performing checks for proper operation
of survey meters;

* * * * *

(G) * *x %

(1) Oral administration of less than or
equal to 1.22 gigabecquerels (33
millicuries) of sodium iodide I-131, for
which a written directive is required;

* * * * *

(3) Parenteral administration of any
beta emitter or a photon-emitting
radionuclide with a photon energy less
than 150 keV, for which a written
directive is required; and/or

(4) Parenteral administration of any
other radionuclide, for which a written
directive is required; and

(2) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraphs (a)(1) and (b)(1)(ii)(G) or
(b)(1) of this section, and has achieved
a level of competency sufficient to
function independently as an
authorized user for the medical uses
authorized under § 35.300. The written
attestation must be signed by a
preceptor authorized user who meets
the requirements in § 35.390, or, before
October 24, 2005, § 35.930, or
equivalent Agreement State
requirements. The preceptor authorized
user, who meets the requirements in
§35.390(b), or, before October 24, 2005,
§ 35.930(b), must have experience in
administering dosages in the same
dosage category or categories (i.e.,

§ 35.390(b)(1)(ii)(G)) as the individual
requesting authorized user status.

m 17.In § 35.392, paragraphs (a), (c)(2)(ii)
and (c)(3) are revised to read as follows:

§35.392 Training for the oral
administration of sodium iodide 1-131
requiring a written directive in quantities
less than or equal to 1.22 gigabecquerels
(33 millicuries).

* * * * *
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(a) Is certified by a medical specialty
board whose certification process
includes all of the requirements in
paragraphs (c)(1) and (c)(2) of this
section and whose certification process
has been recognized by the Commission
or an Agreement State and who meets
the requirements in paragraph (c)(3) of
this section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.); or
* * * * *

(C) * x %

(2) * x %

(ii) Performing quality control
procedures on instruments used to
determine the activity of dosages and
performing checks for proper operation

of survey meters;
* * * * *

(3) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraphs (c)(1) and (c)(2) of this
section, and has achieved a level of
competency sufficient to function
independently as an authorized user for
medical uses authorized under § 35.300.
The written attestation must be signed
by a preceptor authorized user who
meets the requirements in §§ 35.390,
35.392, or 35.394, or, before October 24,
2005, §§35.930, 35.932, or 35.934, or
equivalent Agreement State
requirements. A preceptor authorized
user, who meets the requirement in
§ 35.390(b), must also have experience
in administering dosages as specified in
§35.390(b)(1)(ii)(G)(1) or (2).

m 18. In § 35.394, paragraphs (a), (c)(2)(ii)
and (c)(3) are revised to read as follows:

§35.394 Training for the oral
administration of sodium iodide 1-131
requiring a written directive in quantities
greater than 1.22 gigabecquerels (33
millicuries).

* * * * *

(a) Is certified by a medical specialty
board whose certification process
includes all of the requirements in
paragraphs (c)(1) and (c)(2) of this
section, and whose certification has
been recognized by the Commission or
an Agreement State, and who meets the
requirements in paragraph (c)(3) of this
section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.); or
* * * * *

(c)* * *

(2)% %+
(ii

*
) Performing quality control
proced

ures on instruments used to

determine the activity of dosages and
performing checks for proper operation

of survey meters;
* * * * *

(3) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraphs (c)(1) and (c)(2) of this
section, and has achieved a level of
competency sufficient to function
independently as an authorized user for
medical uses authorized under § 35.300.
The written attestation must be signed
by a preceptor authorized user who
meets the requirements in §§ 35.390 or
35.394, or, before October 24, 2005,

§§ 35.930 or 35.934, or equivalent
Agreement State requirements. A
preceptor authorized user, who meets
the requirements in § 35.390(b), must
also have experience in administering
dosages as specified in
§35.390(b)(1)(i1)(G)(2).

m 19. Section 35.396 is added to read as
follows:

§35.396 Training for the parenteral
administration of unsealed byproduct
material requiring a written directive.

Except as provided in § 35.57, the
licensee shall require an authorized user
for the parenteral administration
requiring a written directive, to be a
physician who-(a) Is an authorized user
under § 35.390 or, before October 24,
2005, § 35.930 for uses listed in
§§ 35.390(b)(1)(ii)(G)(3) or
35.390(b)(1)(ii)(G)(4), or equivalent
Agreement State requirements; or

(b) Is an authorized user under
§§35.490 or 35.690, or, before October
24, 2005, §§ 35.940 or 35.960, or
equivalent Agreement State
requirements and who meets the
requirements in paragraph (d) of this
section; or

(c) Is certified by a medical specialty
board whose certification process has
been recognized by the Commission or
an Agreement State under §§ 35.490 or
35.690, or, before October 24, 2005,
§§35.940 or 35.960; and who meets the
requirements in paragraph (d) of this
section.

(d)(1) Has successfully completed 80
hours of classroom and laboratory
training, applicable to parenteral
administrations, for which a written
directive is required, of any beta emitter
or any photon-emitting radionuclide
with a photon energy less than 150 keV,
and/or parenteral administration of any
other radionuclide for which a written
directive is required. The training must
include—

(i) Radiation physics and
instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use
and measurement of radioactivity;

(iv) Chemistry of byproduct material
for medical use; and

(v) Radiation biology; and

(2) Has work experience, under the
supervision of an authorized user who
meets the requirements in §§ 35.390 or
35.396, or, before October 24, 2005,

§ 35.930, or equivalent Agreement State
requirements, in the parenteral
administration, for which a written
directive is required, of any beta emitter
or any photon-emitting radionuclide
with a photon energy less than 150 keV,
and/or parenteral administration of any
other radionuclide for which a written
directive is required. A supervising
authorized user who meets the
requirements in §§35.390 or 35.930
must have experience in administering
dosages as specified in

§§ 35.390(b)(1)(ii)(G)(3) and/or
35.390(b)(1)(i1)(G)(4). The work
experience must involve—

(i) Ordering, receiving, and unpacking
radioactive materials safely, and
performing the related radiation
SUrveys;

(ii) Performing quality control
procedures on instruments used to
determine the activity of dosages, and
performing checks for proper operation
of survey meters;

(iii) Calculating, measuring, and
safely preparing patient or human
research subject dosages;

(iv) Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material;

(v) Using procedures to contain
spilled byproduct material safely, and
using proper decontamination
procedures; and

(vi) Administering dosages to patients
or human research subjects, that include
at least 3 cases involving the parenteral
administration, for which a written
directive is required, of any beta emitter
or any photon-emitting radionuclide
with a photon energy less than 150 keV
and/or at least 3 cases involving the
parenteral administration of any other
radionuclide, for which a written
directive is required; and

(3) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraph (b) or (c) of this section, and
has achieved a level of competency
sufficient to function independently as
an authorized user for the parenteral
administration of unsealed byproduct
material requiring a written directive.
The written attestation must be signed
by a preceptor authorized user who
meets the requirements in §§ 35.390,
35.396, or, before October 24, 2005,
§35.930, or equivalent Agreement State
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requirements. A preceptor authorized
user, who meets the requirements in

§ 35.390, or, before October 24, 2005,

§ 35.930, must have experience in
administering dosages as specified in
§§35.390(b)(1)(i1)(G)(3) and/or
35.390(b)(1)(ii)(G)(4).

m 20. In § 35.490, paragraphs (a), (b)(2)
and (b)(3) are revised to read as follows:

§35.490 Training for use of manual
brachytherapy sources.
* * * * *

(a) Is certified by a medical specialty
board whose certification process has
been recognized by the Commission or
an Agreement State, and who meets the
requirements in paragraph (b)(3) of this
section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s Web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Successfully complete a minimum
of 3 years of residency training in a
radiation oncology program approved
by the Residency Review Committee of
the Accreditation Council for Graduate
Medical Education or the Royal College
of Physicians and Surgeons of Canada or
the Committee on Post-Graduate
Training of the American Osteopathic
Association; and

(2) Pass an examination, administered
by diplomates of the specialty board,
that tests knowledge and competence in
radiation safety, radionuclide handling,
treatment planning, quality assurance,
and clinical use of manual
brachytherapy; or

(b) EE

(2) Has completed 3 years of
supervised clinical experience in
radiation oncology, under an authorized
user who meets the requirements in
§ 35.490, or, before October 24, 2005,

§ 35.940, or equivalent Agreement State
requirements, as part of a formal
training program approved by the
Residency Review Committee for
Radiation Oncology of the Accreditation
Council for Graduate Medical Education
or the Royal College of Physicians and
Surgeons of Canada or the Committee
on Postdoctoral Training of the
American Osteopathic Association. This
experience may be obtained
concurrently with the supervised work
experience required by paragraph
(b)(1)(ii) of this section; and

(3) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in § 35.490,
or, before October 24, 2005, § 35.940, or
equivalent Agreement State
requirements, that the individual has

satisfactorily completed the
requirements in paragraphs (a)(1), or
(b)(1) and (b)(2) of this section and has
achieved a level of competency
sufficient to function independently as
an authorized user of manual
brachytherapy sources for the medical
uses authorized under § 35.400.

m 21.In § 35.491, paragraph (b)(3) is
revised to read as follows:

§35.491 Training for ophthalmic use of
strontium-90.
* * * * *

(b) * * %

(3) Has obtained written attestation,
signed by a preceptor authorized user
who meets the requirements in
§§35.490 or 35.491, or, before October
24,2005, §§ 35.940 or 35.941, or
equivalent Agreement State
requirements, that the individual has
satisfactorily completed the
requirements in paragraphs (a) and (b)
of this section and has achieved a level
of competency sufficient to function
independently as an authorized user of
strontium-90 for ophthalmic use.

m 22.In § 35.590, paragraphs (a) and (b)
are revised and paragraph (c) is added to
read as follows:

§35.590 Training for use of sealed
sources for diagnosis.
* * * * *

(a) Is certified by a specialty board
whose certification process includes all
of the requirements in paragraphs (b)
and (c) of this section and whose
certification has been recognized by the
Commission or an Agreement State.
(The names of board certifications
which have been recognized by the
Commission or an Agreement State will
be posted on the NRC’s Web page.); or

(b) Has completed 8 hours of
classroom and laboratory training in
basic radionuclide handling techniques
specifically applicable to the use of the
device. The training must include—

(1) Radiation physics and
instrumentation;

(2) Radiation protection;

(3) Mathematics pertaining to the use
and measurement of radioactivity; and

(4) Radiation biology; and

(c) Has completed training in the use
of the device for the uses requested.

m 23. In § 35.690, paragraphs (a), (b)(2)
and (b)(3) are revised, and paragraph (c)
is added to read as follows:

§35.690 Training for use of remote
afterloader units, teletherapy units, and
gamma stereotactic radiosurgery units.
* * * * *

(a) Is certified by a medical specialty

board whose certification process has
been recognized by the Commission or

an Agreement State and who meets the
requirements in paragraphs (b)(3) and
(c) of this section. (The names of board
certifications which have been
recognized by the Commission or an
Agreement State will be posted on the
NRC’s web page.) To have its
certification process recognized, a
specialty board shall require all
candidates for certification to:

(1) Successfully complete a minimum
of 3 years of residency training in a
radiation therapy program approved by
the Residency Review Committee of the
Accreditation Council for Graduate
Medical Education or the Royal College
of Physicians and Surgeons of Canada or
the Committee on Post-Graduate
Training of the American Osteopathic
Association; and

(2) Pass an examination, administered
by diplomates of the specialty board,
which tests knowledge and competence
in radiation safety, radionuclide
handling, treatment planning, quality
assurance, and clinical use of
stereotactic radiosurgery, remote
afterloaders and external beam therapy;
or

(b) * *x %

(2) Has completed 3 years of
supervised clinical experience in
radiation therapy, under an authorized
user who meets the requirements in
§ 35.690, or, before October 24, 2005,

§ 35.960, or equivalent Agreement State
requirements, as part of a formal
training program approved by the
Residency Review Committee for
Radiation Oncology of the Accreditation
Council for Graduate Medical Education
or the Royal College of Physicians and
Surgeons of Canada or the Committee
on Postdoctoral Training of the
American Osteopathic Association. This
experience may be obtained
concurrently with the supervised work
experience required by paragraph
(b)(1)(ii) of this section; and

(3) Has obtained written attestation
that the individual has satisfactorily
completed the requirements in
paragraphs (a)(1) or (b)(1) and (b)(2), and
(c) of this section, and has achieved a
level of competency sufficient to
function independently as an
authorized user of each type of
therapeutic medical unit for which the
individual is requesting authorized user
status. The written attestation must be
signed by a preceptor authorized user
who meets the requirements in § 35.690,
or, before October 24, 2005, § 35.960, or
equivalent Agreement State
requirements for an authorized user for
each type of therapeutic medical unit
for which the individual is requesting
authorized user status; and
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(c) Has received training in device
operation, safety procedures, and
clinical use for the type(s) of use for
which authorization is sought. This
training requirement may be satisfied by
satisfactory completion of a training
program provided by the vendor for new
users or by receiving training supervised
by an authorized user or authorized
medical physicist, as appropriate, who
is authorized for the type(s) of use for

which the individual is seeking
authorization.

m 24.In § 35.980, paragraph (b)(2) is
revised to read as follows:

§35.980 Training for an authorized nuclear
pharmacist.
* * * * *

(b) * * %

(2) Has obtained written attestation,
signed by a preceptor authorized
nuclear pharmacist, that the above
training has been satisfactorily

completed and that the individual has
achieved a level of competency
sufficient to independently operate a
nuclear pharmacy.

Dated at Rockville, Maryland, this 22nd
day of March, 2005.

For the Nuclear Regulatory Commission.
Annette Vietti-Cook,
Secretary of the Commission.
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