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

Dear Patient:

We wish to inform you that your recent mammogram does not show any signs
of breast cancer. However, 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.

Breast composition is described in one of four patterns of increasing density:
1. Almost entirely fat

2. Scattered densities

3. Heterogeneously dense

4. Extremely dense

Dense breast tissue is classified as having a breast composition score of either 3 or 4.

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. At that time, discuss with your doctor the potential need for additional screening
tests based on your risk.

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

Even though mammography is 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.

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.

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

Sincerely,
XX, M.D.

Interpreting Radiologist

Brief Statement

The Invenia ABUS is indicated as an adjunct to mammo@g;raphy or breast cancer screening in asymptomatic women for whom screening
mammography findings are normal or benign (BI-RADS™ Assessment Category 1 or 2), with dense breast parenchyma (BI-RADS
Composition/Density 3 or 4), and have not had previous clinical breast intervention. The device is intended to increase breast cancer
detection in the described patient population. The Invenia ABUS may also be used for diagnostic ultrasound imaging of the breast in
symptomatic women. See the device manual for detailed information, contraindications, warnings, precautions, potential adverse event.
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