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MEMORANDUM
TO: Senator Margaret M. Craven, Chair; Representative Richard R.

Farnsworth, Chair; and Members of the Joint Standing Committee on
Health and Human Services

FROM: Mary C. Mayhew, Commissioner %ﬂ/ %

SUBJECT: LD 1886 Resolve Work Group Final Report

Per L.D 1886 Resolve Directing Review of Strategies to Improve Communication
between Patients and Physicians, the designated Work Group convened to address the
issue of breast cancer screening in women with dense breast tissue. The Work Group
reviewed breast imaging standards, the federal mammography Quality Standards Act, and
breast imaging reporting requirements and their impact on reporting of screening
mammography results when dense breast tissue is noted by the interpreting physician.
The Work Group had a full discussion of issues associated with early detection breast
cancer screening options for women with dense breast tissue, with viewpoints from both
the patient and health care provider presented. In response to LD 1886 Resolve’s
directive, the Work Group developed recommended strategies for improving the dialogue
between patients and the ordering provider when the screening mammogram
demonstrates dense breast tissue.

Enclosed is the Work Group’s Final Report that is required to be submitted to the
Joint Standing Committee on Health and Human Services.

LD 1886 Resolve Work Group members appreciated the opportunity to discuss
the topic of dense breast tissue, and to make recommendations for improved patient-
provider communications that will promote the early detection of breast cancer in Maine
women.
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STATE OF MAINE

IN THE YEAR OF OUR LORD
TWO THOUSAND AND TWELVE

H.P. 1394 - L.D. 1886

Resolve, Directing Review of Strategies To Improve Communication

between Patients and Physicians

Sec. 1. Review and report. Resolved: That the Department of Health and Human Services,
Maine Center for Disease Control and Prevention, referred to in this section as "the center,” in
conjunction with the Maine Medical Association, shall convene a work group to review and
report on strategies to improve the dialogue between patients and physicians regarding breast
density and breast imaging options. The center shall invite the participation in the work group of
representatives of the Maine Osteopathic Association, the Maine Radiological Society, the
Density Education National Survivors' Efforts, the Maine Breast Nurse Network, Spectrum
Medical Group, a small independent radiographic provider, other radiographic practice groups
and hospital-employed radiologists, the Maine Breast Cancer Coalition, the Maine Cancer
Consortium, Are You Dense, Inc., the Maine Cancer Foundation, the American Cancer Society
and Susan G. Komen for the Cure. The work group shall review breast imaging standards, the
federal Mammography Quality Standards Act and breast imaging results protocols and
recommend strategies to improve the dialogue between patients and physicians regarding breast
density and breast imaging options. The work group shall convene no later than September 1,
2012, and the center shall submit a report with recommendations of the work group by December
7, 2012 to the joint standing committee of the Legislature having jurisdiction over health and
human services matters. The center shall perform the work required by this resolve within

existing resources.




LD 1886 Resolve Work Group:

Co-Chair
Dr. Sheila Pinette
Director of the Maine CDC DHHS

Co-Chair

Dr. John Benson, FACR, Mt. Desert Island Hospital
Maine Radiologic Society

Work Group Representing Organizations:

American Cancer Society - New England Division
Hilary Schneider, Director of Government Relations and Advocacy
Cheryl Tucker, State Vice President of Health Initiatives

Are You Dense Advocacy, Inc.
JoAnn Pushkin — Founder, DENSE NY, Executive Director — Are You Dense Advocacy, Inc.
(Density Education National Survivors® Effort)

DENSE — Density Education National Survivors’ Efforts
Nancy M. Cappello, Ph.D. — President and Founder — Are you Dense Inc.

Maine Breast Cancer Coalition
Pamela Sirois, President

Maine Breast Nurse Network
Elaine Chambers, RN MS, Member, Breast/Osteoporosis Center, Eastern Maine Medical Center

Maine Cancer Consortium
Eileen McDonald, Chair

Maine Cancer Foundation
Tara Hill, Executive Director

Maine DENSE — Density Education National Survivors” Efforts
Barbara Deschenes

Maine Medical Association
Jessa Barnard, Esq. - Associate General Counsel

Maine Osteopathic Association
Angela Westhoff, Executive Director

Maine Radiological Society
Jeffrey A. Young, MD — President



Spectrum Medical Group
Elizabeth Pietras, MD - Division Director, Breast Imaging, Maine Medical Center
Cameron R. Saber, MD, JD, Breast Imaging Specialist, Southern Maine Medical Center
Amy R. Harrow, MD, Section Head, Woman’s Center, Eastern Maine Medical Center
Ann Robinson, Preti Flaherty Beliveau & Pachios, LLP

State Representative Meredith Strang Burgess
Maine House District 108

State Representative Terry Hayes (LD 1886 Sponsor)
Assistant Minority Leader
Maine House District 94

Maine Affiliate of Susan G. Komen for the Cure
Regina Rooney, Community Outreach Manager

Western Maine Health/ Stephens Memorial Hospital
Gregory J Hardy, M.D. Medical Staff President

Work Group Meeting Schedule:
1. July 19, 2012 1:00 - 3:30pm See Appendix A for Meeting Minutes

2. August2,2012  1:00-3:30pm See Appendix B for Meeting Minutes
3. October 11, 2012 7:00 — 9:00am Consensus on Final Report Language
4,

Goal of Work Group:

To improve exchange of information between patient and provider related to the issue of breast
tissue density to allow women to be informed consumers of health care regarding the selection of
early detection screening options for breast cancer.

Summary of Associated Factors Reviewed by Work Group:

According to the Maine Center for Disease Control, 1100 Maine women were diagnosed with
breast cancer and 184 women died from breast cancer in 2007 (Maine Annual Cancer Report
2011 and 2012, Maine Cancer Registry). Maine’s numbers are improving: 1091 women were
diagnosed in 2008 and 1077 women were diagnosed in 2009. The death rate for breast cancer is
also decreasing in Maine, as are death rates for all of the “screenable” cancers (breast, cervical
and colorectal cancer). “Screening” refers to tests and exams used to find a disease, such as
cancer, in people who do not have any symptoms. Prevention of cervical and colorectal cancer
can result from regular screening tests. However, breast cancer is not preventable, and early
detection of the disease is critical to our efforts to maximize treatment outcomes and quality of
life, while minimizing treatment costs. The decrease in breast cancer mortality is a major
medical success and is due in large part to the earlier detection of breast cancer through
mammographic screening




The American Cancer Society, American College of Radiology, Society of Breast Imaging and
American College of Obstetricians and Gynecologists, among others, recommend that all women
have yearly mammograms beginning age 40. Being female, is the main risk factor for
developing breast cancer. In addition, a woman’s risk for developing breast cancer increases
with age. Other risks that contribute to a woman’s risk for developing breast cancer include:
genetics, family and/or personal history of breast cancer, race, ethnicity, and density of breast
tissue.

Breasts are made up of a mixture of fibrous and glandular tissue and fatty tissue. Dense breast
tissue is a common finding, found in more than one-half of women younger than 50 years and in
nearly one-third of women older than 50 years. Women with denser breast tissue (as seen on a
mammogram) have more glandular tissue and less fatty tissue. Breast density is visually
determined by the radiologist who reads a mammogram. Breast tissue categorized as
“heterogeneously dense” or “extremely dense” contribute to “radiologic masking” or hiding of a
tumor, on a mammogram. Due to known limitations of mammography, and an increase in breast
cancer awareness, there is an increasing demand for improved breast cancer detection by both
the medical community and the general public.

In 1992, the U.S. Congress enacted the Mammography Quality Standards Act (MQSA) to ensure
that all women have access to quality mammography for the detection of breast cancer in its
earliest, most treatable stages. Congress charged the U.S. Food and Drug Administration (FDA)
with developing and implementing MQSA regulations. In 1995, FDA began enforcing MQSA
when it initiated an inspection program. FDA has issued several amendments to the
comprehensive final regulations over the years.

MQSA requires that all mammography facilities be: accredited by an approved body; certified by
the U.S. Department of Health and Human Services (HHS), and; inspected by the HHS, or a state
agency acting on behalf of the HHS. The FDA has approved the American College of Radiology
as an accrediting body for both screen-film and designated full-field digital mammography
systems. In Maine, mammographic facilities are inspected annually by the DHHS/Maine CDC
Radiation Control Program for compliance with the Mammography Quality Standards Act.
There are currently 58 diagnostic mammographic facilities in the state that have been inspected
and certified as complying with the provisions of the Mammography Quality Standards Act.

Related to the reporting of mammography results, MQSA requires:

1. The interpreting physician must prepare a written report containing the results of each
examination. This written report, signed by the interpreting physician, must be provided to
the patient’s health care provider (referring provider) within 30 days of the examination date.

2. The facility must send a written summary of the mammography report to the patient in terms
easily understandable by a lay person (i.e., Lay Letter) within 30 days of the examination
date. As an approved accrediting body, The American College of Radiology has developed
and posted on the ACR website a variety of Sample Lay Report Letters that would meet



MQSA reporting standards  Attached as Appendix C is a copy of the ACR’s sample Lay
Letter if the mammogram is normal and demonstrates dense breast tissue.
[http://www.acr.org/Quality-Safety/Accreditation/Mammographvy/Lay-Letters].

Studies continue to demonstrate the positive impact of patient and physician engagement as it
relates to improved patient care and lowering of health care costs. However, success is only
achieved when both the patient and physician are fully engaged. As required under the FDA’s
MQSA regulations, all women receive a Lay Letter containing information about the findings of
their mammogram. Women can direct questions about the mammogram findings as reported in
the Lay Letter to their ordering provider. In general, the “ordering provider” is the woman’s
primary care provider (i.e. physician, physician-extender, nurse practitioner, etc.) or her
obstetrician/gynecologist. At this time, there are no specific recommendations on lowering
breast cancer risk for women with dense breasts. There are no special breast cancer screening
tests recommended for women with dense breasts. Woman are encouraged to stay actively
involved in the management of their breast health by having an annual mammogram starting at
age 40, and talking to their health care provider about individual and family risk factors for
breast cancer, and which breast cancer screening tests are right for them.

Work Group Definitions:

“Dense breast tissue” is defined as breast composition classified as heterogeneously dense or
extremely dense [American College of Radiology BI-RADS breast composition reporting
categories].

“Lay Letter” is defined as the MQSA-required mammography report sent to every patient who
receives a mammogram that is prepared by the interpreting physician and written in terms easily
understood by a lay person.

Work Group Points Of Asreement:

1. Dense breast tissue is very common and is not abnormal.

2. Women who have dense breast tissue do have an elevated risk of developing breast cancer.

3. For women with dense breast tissue, mammograms are still the primary screening tool and
secondary screening may be needed in certain situations.

4. Evidence-based best practices for secondary screening options for women with dense breast

tissue continue to evolve.
5. Current practice of informing women with dense breast tissue of these facts is inconsistent.
6. Women with dense breast tissue should be informed of these facts.

Work Group Member Concern:
Member American Cancer Society — New England Division participated in the Work Group:
has a neutral position on the issue, and does not support or sign onto the recommendations
contained in the report.




Work Group Recommended Strategies:

L,

Understanding that the ordering provider has the responsibility of communication with their
patients regarding the findings of the mammogram, the Work Group recommends Maine
CDC and the medical community initiate educational opportunities with local ordering
providers regarding dense breast tissue and to discuss the current science associated with
screening and follow-up methods appropriate for women with dense breast tissue.

. Recommends Maine radiologists expand their current mammography report issued to the

ordering provider by adding the following or similar language if a woman has dense breast
tissue (heterogeneously dense or extremely dense):

According to recent literature, dense breast tissue composition
may be an increased or independent risk facior for malignancy.
Consider secondary screening modalities if appropriate.

. Recommends Maine radiologists modify the mammography Lay Letter to notify and inform

patients if their mammogram demonstrates dense breast tissue. The American College of
Radiology’s Sample Lay Letter for Negative or Benign Finding(s) can be utilized or adapted -
to inform patients about dense beast tissue. Attached as Appendix C is a copy of the
American College of Radiology’s sample Lay Letter if the mammogram demonstrates dense
breast tissue.

. Recommends Maine radiologists notify the ordering provider if his/her patient is issued a

Lay Letter with notification her breast tissue is dense, by including a statement in the
mammography report which indicates a Lay Letter was sent to the patent informing her the
mammogram showed her breast tissue was dense. Further recommends that breast imaging
facilities send a sample copy of its current Lay Letter(s) to the offices of ordering providers
to ensure they are informed of the language contained in the Lay Letter(s).

. Recommends the ordering provider initiate a conversation with the patient about breast

cancer screening options when dense breast tissue is demonstrated on the mammogram.

. Recommends appropriate medical societies in Maine address the topic of breast cancer

screening options for women with dense breast tissue and other breast cancer risk factors at
annual meetings, and to offer continuing medical education opportunities for primary care
providers around the topic.

Recommends DHHS/Maine CDC website include the LD 1886 Resolve Work Group
recommendations, as well as links to evidence-based patient and provider resources and
medical references on the topic of breast cancer screening options for women with dense
breast tissue and other breast cancer risk factors.

Recommends the Maine Hospital Association educate all Maine hospitals about LD 1886
Resolve Work Group recommendations, and assess issues of breast cancer screening capacity
as appropriate.

Recommends LD 1886 Resolve Work Group issue a formal letter of recommendation to the
United States Food and Drug Administration supporting the federal Mammography Quality
Standards Act be revised to require reporting of dense breast tissue within the patient
mammogram Lay Letter.



10. Recommends Maine FDA Certitied Mammography Facilities report to a central entity, such

as the Maine CDC Radiation Control Program’s MQSA Inspectors, whether their
mammogram Lay Letter(s) contains information about dense breast tissue when breast
composition is reported as dense (heterogeneously dense or extremely dense).

11. Recommends Maine FDA Certified Mammography Facilities provide to the central entity a

sample copy of the Lay Letter issued to women with dense breasts.

Work Group Concerns:

1.

Proactive education with ordering providers is necessary and needed prior to implementing
the Lay Letters.
We cannot ensure every woman with dense breast tissue is notified of the density finding if
reporting is not mandated.
Medical community currently has not reached consensus on recommended follow-up testing
for a woman with dense tissue and a normal mammogram result. Notification of dense breast
tissue status in the absence of recommended follow-up testing may cause stress and
confusion for both the patient and ordering provider.
Concern about making reporting requirements for “dense breast tissue” suggests other
conditions represent less of a medical concern.
Concern for women with breast composition not classified as dense [American College of
Radiology BI-RADS breast composition reporting categories “almost entirely fatty”, or
“scattered areas of fibroglandular density”], and should their Lay Letter provide information
about breast composition and impact on screening mammography for breast cancer.
Evaluation strategies need to be developed to monitor improvement in patient/provider
communications regarding dense breast tissue.

H#HH#



Appendix A

Minutes LD 1886 Resolve Work Group

Meeting date July 19, 2012
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Appendix B

Minutes LD 1886 Resolve Work Group Meeting

Meeting date August 2, 2012
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Appendix C

American College of Radiology

Sample Lay Letter for Negative of Benign Finding(s)



Appendix C — Sample Lay Letters

Sample Lay Letter for Negative or Benign
Finding(s)
(to be used with BI-RADS® 1-2)

Name of Facility, Address and Phone Number
Name of Patient/ID
Date of Breast Imaging

Dear Patient:

We are pleased to let you know that the results of your recent [mammogram or breast
ultrasound or breast MRI] shows no sign of breast cancer.

Even though mammograms are the best method we have for early detection, not all
cancers are found with mammograms. If you feel a lump or have any other reasons for
concern, you should tell your health care provider.

[Optional, if the woman has dense breasts] The mammogram shows that your breast
tissue is dense. Dense breast tissue is very common and is not abnormal. But dense
breast tissue can make it harder to find cancer on a mammogram. Also, dense breast
tissue may increase your breast cancer risk. This information about the result of your
mammogram report is given to you to raise your awareness. Use this report when you
talk to your doctor about your own risks for breast cancer, which includes your family
history. At that time, ask your doctor if more screening tests might be useful, based on
your risk.

A report of your results was sent to: [referring healih care provider].

Your images will become part of your medical record at [facility name]. They will be on
file for your ongoing care. If, in the future, you change health care providers or go to a
different location for a mammogram, you should tell them where and when this
mammogram was done.
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Appendix C — Sample Lay Letters

Thank-you for allowing us to help meet your health care needs.

Sincerely,

Jane Smith, M.D.
Interpreting Radiologist

American Cancer Society Guidelines for
Early Breast Cancer Detection in Women without Symptoms

Mammogram: Yearly mammograms are recommended starting at age 40 and continuing for as long
as a woman is in good health.

Clinical breast exam: a clinical breast exam is recommended every 3 years for women in their 20s
and 30s and every year for women 40 and over.

Breast awareness and breast self-exam: Women should know how their breasts normally look and
feel and report any breast change promptly to their health care provider. Breast self-exam (BSE) is an
option for women starting in their 20s.

Breast MRI: Some women, because of their family history, a genetic tendency, or certain other factors,
should be screened with MRI in addition to mammography. (The number of women who fall into this
category is small: less than 2% of all the women in the US.) Talk with your doctor about your history
and whether you should have additional tests at an earlier age.
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