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With MQSA’s focus on providing
breast density information to patients
and healthcare providers, Hologic
highlights key solutions that can help
find invasive cancers, increase clinical
confidence, and allow for greater
operational efficiencies.?*5°
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MQSA COMMENTS

Report to include classification to
healthcare provider:

(A) The breasts are almost entirely fatty.

(B) There are scattered areas of
fibroglandular density.

(C) The breasts are heterogeneously
dense, which may obscure small
masses.

(D) The breasts are extremely dense,
which lowers the sensitivity of
mammography.’

Quantra® 2.2 Breast Density Assessment
Software removes subjectivity and
automates breast density assessment
(based on BI-RADS 5th edition).

“..for some patients there may be some
degree of variability in the determination
of breast density due to interobserver
and intra-observer variability”...”there have
been advancements in technology (e.g.,
density classification software devices)
that may help mitigate such variability in
assessment.”

Provide breast density assessment to
patients and HCPs; categorizing breasts as
“dense” or “not dense” and include a written

lay summary:.'

The Genius® 3D Mammography™ exam
is the only mammogram that's FDA
approved as superior for women with
dense breasts.*??
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MAMMOGRAPHY EXAM @

“Breast tissue density is an important factor in
mammography, both because of the masking
effect of dense tissue, which limits the
sensitivity of mammography”...“and because
density is an independent risk factor for the
development of breast cancer.”

“Poor quality images or inaccurate
interpretations can lead to a false
positive diagnosis when normal tissue
is misinterpreted as abnormal. This
could lead to needless anxiety for the
patient, costly additional testing, and
unnecessary biopsies.”

Hologic Clarity® HD has the fastest’© and
highest-resolution 3D™ images in the industry.*
2x the resolution of the standard 3D™ images.

C-View™ Intelligent 2D®
standard resolution high resolution

“Mammogram is among the most difficult
radiographic images to interpret”..“The
mammogram must be of high quality for
accurate image interpretation (Government
Accountability Office (GAQO)).!



