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U.S. Nuclear Regulatory Commission
ATTN: Rulemakings and Adjudications Staff
Washington, DC 20555-0001

Re: RIN 3150-A126

The American Association of Physicists in Medicine (AAPM)' appreciates the opportunity to
provide comments on RIN 3150-AI26 draft rule language for proposed changes to 10 CFR
§35.40 and §35.3045 related to medical events in brachytherapy The first notification of the
proposed changes was issued February 7, 2008 and revision 1 February 21, 2008. AAPM
requested an extension of the comment perlod to allow for a more expansive review of the
proposed changes in a separate comment.

Representatives of the AAPM were present during the Advisory Committee on Medical Uses of
Isotopes (ACMUI) meeting in which the proposed changes were discussed and presented. Our
review of revision 1, dated February 21, 2008 indicates that the proposed changes do not appear
consistent with the changes recommended by the ACMUL

AAPM offers the following specxﬁc comments:

1. RIN 3150-AI26 states: “The goal of this rulemaking is to better define medical events
arising from permanent implant brachytherapy procedures. The proposed amendments
will change the criteria for defining a medical event for permanent implant brachytherapy
from dose based to activity based, will add a requirement to report as a medical event any
administration requiring a written directive if a written directive was not prepared, and
will make certain administrative and clarification changes.” However, the proposed
changes go beyond permanent implant brachytherapy procedures.

Specifically, we feel that the language in §35.3045(a) places an unnecessary burden on
both licensees and NRC. Draft language classifies the failure to complete a written
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directive as a medical event. We support the concept of written directives and understand
their importance. However, the mere fact of not completing a written directive does not
elevate to the severity of a medical event. NRC should recognize that a summary of
medical events must be periodically reported to Congress. Inclusion of such minor
violations would add unneeded bulk to this summary, potentially rendering it useless, as
significant medical errors could easily be lost in the mix.

2. For permanent implant brachytherapy, it is indeed vital that the Authorized User record
the information required in §35.40(b)(6)(i) and (ii). However, as written, no flexibility is
- given to the Authorized User to modify the written directive as need during the
procedure. It is not uncommon for a prostate to be significantly larger or smaller than
measured pre-operatively. In such cases, the total implanted source strength would
necessarily be different from that indicated in the pre-treatment written directive.

3. The limitation of §35.40(b)(6) is exemplified by §35.3045(a)(2)(i), wherein total source
strength implanted in the treatment site differing from the pre-implantation written
directive by 20 percent or more is defined as a medical event. Again, clinical realities
may dictate an appropriate deviation by 20% or more from the pre-implantation written
directive. AAPM recommends adding language explicitly allowing for the modification
of the pre-implantation written directive as required by the authorized user.

4. Section 35.3045 titled: “Report and notification of a medical event” should be explicitly
divided into separate sections. Section 1 should address medical event definition as it
applies to unsealed material and section 2 should be limited to permanent implant
brachytherapy. As drafted, it appears that the two are intermixed. For example, §35.3045
(a) (1) states that this does not apply to permanent implant brachytherapy, however
§35.3045 (a) (1) (ii) (A) states “. . . or the wrong radionuclide for a brachytherapy
procedure” and §35.3045 (a) (1) (ii) (B) both include “. . . or by use of the wrong
applicator in a brachytherapy procedure”.

This section should be rewritten and provided for comment.

AAPM is prepared to discuss these comments with NRC staff. If you have questions, please
contact Lynne Fairobent, AAPM’s Manager of Legislative and Regulatory Affairs at
lynne@aapm.org or 301-209-3364.

Sincerely,

Douglas E. Pfeiffer, MS, DABR

Chair .
AAPM’s Government and Regulatory Affairs Committee
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re: RIN 3150-Al26 _
The American Association of Physicists in Medicine (AAPM) appreciates the

opportunity to comment on RIN 3150-Al26 draft rule language for proposed changes to

10 CFR §35.40 and §35.3045 related to medical events in brachytherapy. The first

notification of the proposed changes was issued February 7, 2008 and revision 1 ~

February 21, 2008. However, AAPM feels that five days to review proposed rule

language, even at a preliminary stage, is unacceptable and an extension should be
~ provided. :

- AAPM intends to file detailed comments in the next week regardless whether an
extension is granted.

AttaChments

Action v
Note: If you wish to print your comment, please click the "Print" button.
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Secy

From: . Carol Gallagher
Sent: * Wednesday, March 05, 2008 8:52 AM
To: Secy
Subject: FW: AAPM comments on permanent implant brachytherapy
- Attachments: request extension brachytherapy comments.pdf; permanent implants_comments_2-28-08.pdf
Van,

Please docket the second attachment to this e-mail.

Carol

From: Lynne Fairobent [mailto:lynne@aapm.org]

Sent: Tuesday, March 04, 2008 5:43 PM

To: Carol Gallagher; Cynthia Flannery; Edward Lohr

Subject: AAPM comments on permanent implant brachytherapy

Dear All:

Cindy Flannery said the attached comments were not received due to a glitéh in the system.
Lynne

Lynne A. Fairobent

Legislative and Regulatory Affalrs Manager.

AAPM

One Physics Ellipse, College Park, MD 20740- 3846
phone: 301-209-3364 fax: 301-209-0862
email: lynne@aapm.org

AAPM - Celebrating 50 years | 1958 - 2008
“Honoring the Past...Celebrating the present...
Preparing for the future
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