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Susan R. Donovan, Chair

House Committee on Health and Human Services
State House

82 Smith St.

Providence, RI 02903

RE: H 7734 — An Act Relating to Health and Safety — Dense Breast Notification and Education
Dear Chair Donovan:

Please accept this letter concerning H 7734, legislation that would amend the notice requirement to
patients to follow the mandated US Food and Drug Administration (FDA) national reporting standards
following a mammogram. Although the Rhode Island Department of Health (RIDOH) applauds the intent
of this legislation, it proposes amendments (see attachment).

FDA'’s Division of Mammography Quality Standards is the federal government agency tasked with
oversight of the regulations/requirements of the Congressionally enacted Mammography Quality
Standards Act (MOSA). MOSA authorized the FDA to develop standards that would be enforced through
strict accreditation, certification, and inspection of equipment and personnel at mammography facilities.
Inspection and enforcement of federal requirements under MOSA are exclusively the domain of the FDA.
FDA'’s final rule regarding the new standards will be implemented no later than September 10, 2024. The
following link includes the new FDA rule and relevant information (https://www.fda.gov/radiation-
emitting-products/mammography-quality-standards-act-and-program/important-information-final-rule-
amend-mammography-quality-standards-act-mqsa).

RIDOH has already notified mammography facilities in Rhode Island about the new FDA rule. At that
time, all FDA MQSA4 inspections will be conducted with the expectation that these requirements are met.
The ambiguity and variance of the application of Rhode Island’s current requirements from facility to
facility have been, at times, challenging for facility administrators and physicians. FDA’s final rule
regarding breast density notification should provide clarity to this matter. Similarly, RIDOH’s proposed
amendments to H 7734 also provide clarity regarding dense breast notification by requiring facilities to
include the federally mandated reporting standard for language in the patient notification notice.

Thank you for the opportunity to comment on this legislation.

Sincerely,
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Utpala Bandy, MD, MPH
Interim Director

CC: The Honorable Members of the House Committee on Health and Human Services
The Honorable Rebecca M. Kislak
Nicole McCarty, Chief Legal Counsel
Lynne Urbani, Director of House Policy



H 7734 — RIDOH Proposed Amendments
(RIDOH’s proposed amendments are in green font)

It is enacted by the General Assembly as follows:

SECTION 1. Section 23-12.9-2 of the General Laws in Chapter 23-12.9 entitled "Dense
Breast Notification and Education"” is hereby amended to read as follows:

3 23-12.9-2. Public policy goals — Department of health.

() The department of health:-through-the Rhode Istand-Cancer Couneil, is authorized and
mandated to implement the following public health policy goals as they relate to dense breast
notification in Rhode Island. CemmencingonOctober1-2044aAll healthcare facilities that
perform mammography examinations shall include in the summary of the mammography report

to be provided to a patient by mail, electronically, or otherwise, information that identifies the

patient’s individual Bxe
System-established by-the American-College of Radiology breast density as mandated by the
U.S. Food and Drug Administration. H-the-{b) The facility determines-that-a-patient-has

nort-shall also




22 SECTION 2. This act shall take effect upon passage.



