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Dr. Shirley Ann Jackson, Chairman
U.S. Nuclear Regulatory Commission
One White Flint North
11555 Rockville Pike
Rockville, MD 20852-2738

Dear Chairman Jackson:

I understand that the Nuclear Regulatory Commission (NRC) is undergoing a process of revising
its regulations to be more risk-based and performance oriented. The part of this process that is of
concern to m involves revision of 10 CFR Pait 3 i, which applies to the medical use of
radioisotopes. While I support the direction in which the commission is moving, some of my
constituents in the radiology community are concerned about the trend that is reflected in early
drafts of the revisions of part 35 relating to the training and experience necessary to become
licensed to use radioisotopes diagnostically.

The record of safe usage of radioisotopes compiled over many years under NRC Licensure is a
very good one. I am concerned that, with the severe ieductions in required training and
experience under 10 CFR Part 35.100, 200 and 300 that are being considered, this record of safe
usage will end and more incidents that jeopardize patient care will occur.

I urge you, as leader of the Commission, to consider carefully the implications of the proposal that
the NRC staff is preparing for your approval. We believe that patient care would best be served if
the training and experience requirements were revised and recommended in comments submitted
to the NRC staff by the American College of Radiology (copy attached). It would be unfortunate
to move too far in a direction that jeopardizes patients in the name of a more forward looking
regulatory process.

Thank your for your attention to this matter. I look forward to hearing from you.

Very Truly Yours,

Loretta Sanchez
Member of Congress
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MQSA Reauthorization

ISSUE

The Mammography Quality Standards Act (MQSA) of 1992 will need to be
reauthorized this year. The ACR supports reauthorization of this important law with
amendments to enhance the quality for the early detection of breast cancer nationwide.

ACTION REQUESTED

Please ask your Representative and Senators to:

Support MQSA reauthorization legislation that will enhance the quality and cost-
effectiveness of this national standard for mammography facilities. The ACR
believes that amendments to MQSA should include:

+ Demonstration projects to improve the quality, reduce duplication of effort,
and advance the cost-effectiveness of mammography facility inspections.

t Technical changes to preserve the integrity and quality of the clinical image
review process.

t Providing directly to every patient a summary of the radiologist's findings
from the mammogram in terms easily understood by a lay person.

BACKGROUND

Since enactment of the Mammography Quality Assurance Standards Act (MQSA) in
1992, women in the U.S. have gained confidence in the providers of their
mammograms, through the knowledge that mammography facilities were being
certified in accordance with federal standards. The successful collaboration of
radiologists, mammography facility operators, and federal and state regulators, which
was carefully designed into the law, has produced significant improvements in the
quality of mammograms nationwide. The federal standards are built on the ACR
Mammography Accreditation Program that was established in 1987.

Reauthorization of MQSA provides an opportuitity to review the Act's progress to date,
as well as the implications of the overall program. Issues raised during the initial
implementation process, during the public comment period, and at public meetings of
the National Mammography Quality Assurance Advisory Committee (NMQACC)
reflect concerns that the inspection program has not been implemented in the most
cost-effective way, taking into account past performance of facilities.
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To that end, it is recommended that FDA conduct demonstration projects that carefully
examine the relationship between the duration and/or frequency of on-site inspections
and the quality standards established in MQSA so that facilities are not subject to
inefficient, duplicative or excessive oversight. The projects should examine the
practices of facilities that demonstrate consistently high levels of performance on
annual on-site inspections. In addition, two technical changes are recommended to
strengthen the statute to assure the objectivity and quality of the review of clinical
images. We believe that these modifications will help to preserve the integrity of the
clinical image review process.

With regard to notification of mammography results, the Agency for Health Care Policy
Research (AHCPR) strongly recommended that both women and their referring
physicians be directly notified of the results of mammograms. Currently, under MQSA,
results are sent directly to women who are not referred by a primary care physician
(self-referral). However, an increasing number of mammography facilities have begun
to report both normal and abnormal findings directly to the woman, as well as her
referring physician. We recommend that all facilities be required to provide results in
lay language directly to all women after mammography so long as relationships with
referring physician are not disrupted.


