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As of September 10, 2024, all mammog- risks for breast cancer, and your individual + “There are scattered areas of fi-

raphy facilities in the United States must situation.”* The FDA anticipates these broglandular density.”
inform a patient after their mammo- notifications will contribute to reduced )

. . « » . + “The breasts are heterogeneous-
gram if their breasts are “dense” or “not breast cancer mortality and lower .

» . ) ly dense, which may obscure
dense”.! For those with dense breasts, treatment costs. 1 .

. . . small masses.

patients must also receive the following And, the September 2024, updated
information: “Dense tissue makes it both reporting requirements, for the first - “The breasts are extremely dense,
harder to find breast cancer on a mam- time also specify that density reporting which lowers the sensitivity
mogram and raises the risk of developing to referring providers must include an of mammography.”
breast cancer. Your breast tissue is dense. assessment of breast density classified as
In some people with dense tissue, other one of four categories:!
imaging tests in addition to a mammo- (Note that in July 2025, the FDA also is-
gram may help find cancers. Talk to your * “The breasts are almost sued alternative phrasing to be used in pro-
healthcare provider about breast density, entirely fatty.” vider reports of unilateral mammograms.?)

C. Heterogeneously Dense D. Extremely Dense

How a cancer would show on a mammogram by density category

Of the four density categories, the last two (image), heterogeneously dense and extremely dense, are
considered “dense breasts.”! Patients may be surprised to learn the limitations of mammograms in dense
breasts; a “normal” or “negative” mammogram report for patients with dense breasts doesn’t not reliably
mean cancer isn’t present. In fact, in patients with extremely dense breasts, mammograms will miss about
40% of cancers present.®
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When a patient with dense
breasts asks about other imaging
tests, are you ready to be a
resource?

Health providers should be prepared
to answer patient questions about the
screening and risk implications of dense
tissue and/or provide resources on the
topic. Supplemental screening consid-
erations should include assessment of
the patient’s breast density, other risk
factors, patient preference, and availabil-
ity of imaging.* A lifetime risk of at least
20% is considered “high risk” and most
current national breast cancer screen-
ing guidelines address women at high
risk.* However, even without formal risk
assessment, health care providers can
identify patients who do meet criteria for
supplemental screening. For instance,
women with dense breasts and even
one other risk factor, like family history,
frequently meet high-risk screening
guideline criteria with an estimated
lifetime risk of at least 20%. Further,
both the National Comprehensive Care
Network (NCCN) and the European
Society of Breast Imaging (EUSOBI) now
recommend MRI screening for women
with extremely dense breasts and no
other risk factors.**

Who Needs More Screening?

Guidelines vary by medical society
and the DenseBreast-info.org Medical
Advisory Board has developed a helpful
screening decision support tool, “Who
Needs More Screening?”. Based on the
best available evidence, the flowchart
details supplemental screening consider-
ations to optimize cancer detection.
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Screening Decision Support Tool A8

Risk assessment,®
possible genetic testing
by age 25

NO

Do any of the following apply?° « Before age 25, no

. . . N " screenin
Disease-causing genetic variant identified® 9

Risk assessment shows lifetime risk > 20% + Age 25-29: MRI only®
History of chest XRT by age 30, at least 8 years prior 0 AQeG30+E3 Annttal
PHBC and dense breasts or diagnosis by age 507 MRI® plus DBT

NO

S-yr Begin annual
Age 35-39 Gail risk DBT" at age 35
21.7%'

NO

At least NO Begin DBT" at age 40 [consider starting
DBT"10 years prior to age of diagnosis

age 40 of close relative(s) but not < age 30]

YES

Obtain baseline DBT"

Assess breast density
(visually or quantitatively).
Are the breasts dense
(heterogeneously or

extremely dense)?

Annual DBT" and, if extremely dense,
add MRI®Y; if heterogeneously dense,
consider adding MRI®¢

Reassess risks, density periodically

Annual DBT"; reassess risks
periodically Stop MRI by age 75 or by individual decision

Stop screening when life expectancy is less than 10 years

Revised 8/12/25, © 2015 - 2025, DenseBreast-info, Inc. ALL RIGHTS RESERVED

NOTE: This flow chart represents the consensus opinion of our medical reviewers based on available
evidence. The proposed strategy is relatively aggressive, designed to optimize cancer detection.
Every technology may not be available at every site. Other guidelines may recommend a later start or
different screening frequency.

This is not intended to be a substitute for medical advice from a physician or to create a standard of
care for health care providers.

Abbreviations used: MRI = magnetic resonance imaging; DBT = digital breast tomosynthesis;
PHBC = personal history of breast cancer; dx = diagnosed; XRT = radiation therapy; yr = year;
yrs = years
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- To begin the screening process,
the American College of Radiology
breast cancer screening guidelines
recommend that all women undergo
breast cancer risk assessment (with
models based on family history
such as Tyrer-Cuzick or CanRisk),
and possible genetic testing by age
25, particularly Black women and
those of Ashkenazi Jewish descent.
Risk assessment at 25 can identify
patients at “high risk” who need
earlier and more intensive screening
than a mammogram.’

+ For women ages 25-29 at high risk,
annual screening MRI (or con-
trast-enhanced mammography
(CEM) or molecular breast imaging
(MBI) or ultrasound if these are
not an option), is recommended,
with the addition of mammography
beginning at age 30.°

+ Women aged 35-39 who are not
determined to be at “high risk”
but with a 5-year Gail risk assess-
ment score 1.7% or greater, should
have annual 3D mammograms
(tomosynthesis) beginning at age 35.%

» For women 40 and over not at high
risk but with dense breasts and so
at inherently “elevated or increased
risk”, an annual 3D mammogram if
the woman is extremely dense and
MRI (or CEM, MBI or ultrasound if
these are not an option).* Women
40 or over with heterogeneously
dense breasts should have annual
3D mammograms and screening
MRI should be considered.”*

« Patient risk should be reassessed
every 1-2 years as personal/family
history may change, and lifetime
risk decreases with increasing age.*

Contrast-enhanced methods like MRI
or CEM provide the greatest increase in
cancer detection.* Research supports
the effectiveness of MRI in women with
dense breasts even after 3 D mammo-
grams.” CEM may be a low-cost alternative
to MRI — and is suggested in NCCN
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Average Number of Cancers Found by Breast Screening Test*

M Average number of cancers found for every 1,000 women who get a 2D or 3D mammaogram ("mammo"

M Average additional number of cancers found after a mammo

2DMammo |
3D Mammo** [
Mammo + Ultrasound |
Mammo + Molecular Breast Imaging |
Mammo + Contrast Enhancement |
Mammo + Magnetic Resonance Imaging [

0 2 4 6 8 10 12 14 16 18 20
Average number of cancers found

* This table shows cancer detection rates the first time the test is given in women with dense breasts.

** A 3D mammo combines 2D mammo images plus additional images.

© DenseBreast-info.org

guidelines for women who cannot have an
MRI®. CEM is currently only FDA-approved
for diagnostic breast imaging’ and centers
performing screening CEM typically

bill for a diagnostic mammogram plus a
charge for the iodinated contrast.

Patient preferences, state insurance
laws and insurance coverage issues
should be considered, and a prescription
is usually required from the referring
provider. According to legislative analysis
by DenseBreast-info.org, 36 states and the
District of Columbia have enacted laws
for expanded coverage of breast imaging
after a mammogram. The laws vary
from state to state (details by state can
be found at DenseBreast-info.org’s “State
law and Insurance Map”)."* Addition-
ally, several types of insurer plans are
exempt from state insurance laws, such
as self-funded plans, out-of-state plans,
and federal plans like Medicare, VHA,
and Tricare.! A federal bill has been
introduced, the Find It Early Act (Fin-
dItEarlyAct.org), that would close those
loopholes and ensure all health insur-
ance plans cover supplemental screen-
ing and diagnostic breast imaging with
no out-of-pocket costs for women with
dense breasts or at higher risk for breast
cancer.”” The bill has been re-introduced
in this session of congress but has not yet
passed into law."?

In the table above'?, the blue bar shows
the average number of additional cancers
found for every 1,000 women with dense
breasts who get mammography (2D or
3D) and then supplemental imaging.

The maroon bar represents the average
additional number of cancers found, by
modality, if the patient is sent for addi-
tional screening after the mammogram.
As detailed, adding ultrasound to mam-
mography increases cancer detection by
2 cancers/thousand women screened.
Adding MBI to mammography detects an
additional 6 cancers/thousand women
screened. Adding CEM to mammography
detects an additional 10 cancers/thousand
women screened but can also replace
mammography as the low-energy image
mimics a standard mammogram. And
MRI detects an additional 13 cancers per
thousand women screened.

With the relatively recent FDA mandat-
ed dense breast reporting requirements,
every health provider involved with a
woman’s breast screening should be pre-
pared to answer questions about dense
breasts, risk, and supplemental screen-
ing.! To improve the early detection of
breast cancer and ensure personalized
care, it is suggested that imaging centers
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implement formal protocols that include
evaluation of patient risk factors (in-
cluding breast density), patient need for
supplemental imaging and best practices
for communication with referring provid-
ers to facilitate imaging orders. And, still
needed is a federal insurance mandate,
like the Find It Early Act described above,
that would help provide “imaging equity”
to all patients by removing potential
financial barriers to supplemental imag-
ing. Until we can prevent breast cancer
entirely, finding it early — when most
treatable and survivable, is an alternative
we should all strive for.

Footnotes

A) Modified from Berg WA, Rafferty EA,
Friedewald SM, Hruska CB, Rahbar H. Screen-
ing Algorithms in Dense Breasts: AJR Expert
Panel Narrative Review. AJR Am J Roentgenol.
2021;216(2):275-294 and National Comprehensive
Cancer Network. NCCN Guidelines. Breast cancer
screening and diagnosis v.2.2025, March 20, 2025

B) For cancer detection by modality, see Dense-
Breast-info.org (Technology Tab/Table: Summary
of Cancer Detection by Screening Method).

C) Using risk models largely dependent on family
history, such as the Tyrer Cuzick (IBIS), BOADICEA
(CanRisk), or BRCAPRO models, but NOT the Gail
model; see DenseBreast-Info.org (Health Profes-
sional Tab/Risk Models).

D) Women with LCIS (lobular carcinoma in situ) or
ADH (atypical ductal hyperplasia) should consider
supplemental surveillance with MRI, especially if
other risk factors are present.

E) Age to start screening MRI varies by genetic
variant. See Risk Models Table (Health Profession-
al Tab/Risk Models).

F) Others with PHBC should strongly consider
supplemental screening with MRI, especially if
other risk factors are present.

G) For those who qualify for but cannot have MRI,
consider contrast-enhanced mammography (CEM)
or molecular breast imaging (MBI) if over age 30.
If not possible, consider screening ultrasound
(US). For women age 25-29 who meet criteria for
screening MRI but who are unable to have it,
including pregnant women (any age), consid-

er screening US.

H) If DBT is not available, use 2D full-field digi-
tal mammography.

1) https://berisktool.cancer.gov/

]) No frequency is specified.
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