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Subject: Docket ID NRC-2008-0175; 10 CFR Part 35 Medical Use
Regulations

Dear Dr. Jackzo:

The Certification Board of Nuclear Cardiology (CBNC) was established in 1996
to support optimal patient care and enhancement of the field through a
certification program that promotes quality, professionalism and practice-
based learning and improvement. Since its inception, the CBNC has certified
more than 8,000 nuclear cardiology practitioners. CBNC appreciates the
opportunity to offer comments in response the NRC's request published in the
Federal Register on May 20, 2011.

Except where extracted below for emphasis or clarification, CBNC supports
the changes proposed by the NRC in its May 16, 2011 Draft Proposed
Preliminary Language document.

35.65: Authorization for Calibration, Transmission and Reference Sources.

a. CBNC is concerned that the proposed language intending to clarify
that individual sources may not be combined to create an activity
greater than the nominal activity of any single source may cause
problems for those using SPECT or PET scanners. These scanners may
have multiple gadolinium or germanium sources. Further, aggregate
sources are important when "old" and "new" sources are on site
during end of life trade out. CBNC urges that language adopted
recognize these issues.

Dawn M. Edgerton, MA
Chief Executive Officer

b. CBNC supports the proposed changes to move transmission sources
that are used on patients or human research projects to Subpart G;
see suggested language below (in red):

S 35.590 Training for use of sealed sources and medical devices for
diagnosis.

Except as provided in § 35.57, the licensee shall require the
authorized user of a diagnostic sealed source for use in a device
authorized under § 35.500 to be a physician, dentist, or podiatrist
who-

(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); e4
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(b) Is an authorized user under §§ 35.290, 35.390, or equivalent Agreement State requirements;
or

(bc) 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-d) Has completed training in the use of the device for the uses requested.

35.290: Training for Imaging and Localization Studies.
CBNC supports the proposed amendment to 35.290 which would allow an authorized nuclear
pharmacist who meets the requirements in §§ 35.55 or 35.57 to supervise work experience for
paragraph (c)(1)(ii)(G) of 35.290.

With regard to the other areas published in the May 20, 2011 Federal Register and discussed during
the NRC Public Workshops held in New York and Houston in June and August 2011 respectively, CBNC
submits the following comments:

Amending Preceptor Attestation Requirements.
The NRC has proposed changes to preceptor attestation requirements. CBNC is commenting by
pathway below; however, in all cases, should a requirement be kept, CBNC supports a revision in the
current attestation text from "the individual has achieved a level of competence to function
independently" to "the individual has received the requisite training and experience in order to fulfill
the radiation safety-related duties required by the license."

As pertains to the pathways:

a. CBNC does not oppose language that eliminates the attestation requirement for recognized
boards so long as the boards are permitted to enact more rigorous criteria.

b. CBNC does not oppose a revision that would eliminate the requirement for individuals certified
by a recognized board to submit a preceptor attestation.

c. CBNC does not support relaxing the requirement for an attestation for individuals applying for
AU status through the alternate pathway.

i. CBNC does not support a change that would allow residency program directorsrepresenting consensus of residency program faculties to attest for applicants.

d. CBNC supports a revision that would allow relaxation of the preceptor attestation requirement
for individuals grandfathered under the Ritenour Petition resolution.

i. CBNC supports language that would amend 10 CFR 35.57 to recognize all diplomates
that were certified by boards named in Subpart J before October 2005.

e. CBNC does not support a national radiation safety exam. CBNC strongly believes that the
existing processes of recognized boards are adequate and appropriate to ensure public safety.
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Revise Part 35 to Allow Assistant/Associate RSOs on a License.
CBNC supports an amendment that would allow assistant/associate RSOs to be listed on a license.
Retatedly, CBNC is in support of allowing AUs to serve as RSO on a license for modalities in which they are
trained. CBNC is in favor of the revision to relieve the shortage of RSOs and to permit listing of
individuals with expertise in certain uses of medical byproduct.

Require Molybdenum Breakthrough Tests after Each Elution and Require Reporting of Failed
Molybdenum Breakthrough Tests.

a. CBNC supports a revision that includes language requiring licensees to follow manufacturer
recommendations for all U.S. Food and Drug Administration (FDA) approved
radiopharmaceuticals. As this statement pertains to molybdenum, it requires measuring the
molybdenum-99 concentration of each generator elution.

b. CBNC does not support reporting of failed breakthrough tests to NRC. CBNC supports adherence
to current requirements which call for reporting to the manufacturer who must then report to
the FDA.

CBNC appreciates this opportunity to comment on the proposed expanded rulemaking changes to 10 CFR
Part 35. We would be pleased to address any questions or concerns.

Sincerely,

Robert J. Gropler, MD
President
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Van,

Attached for docketing is a comment from Robert Gropler on the Part 35 draft rule language (76 FR 29171)
published on May 20, 2011.

Thanks,
Carol
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