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Friday, 24 March 2017
Notice Regarding FDA Update on BIA-ALCL
Dear Clinicians,

By now you may have seen the U.S. Food and Drug Administration (FDA) update on reported
cases of Breast Implant Associated - Anaplastic Large Cell Lymphoma (BIA-ALCL). We continue
to work with industry groups, physician scientists and health authorities globally to better
understand the associated risks and causes of BIA-ALCL. As a result of continued research we
have updated our Evidence Based Perspective and in response to requests from our customers
we’ve developed a Patient Information Brochure for your use. Below is a summary of key
messages for your reference:

The number of reported cases suggests the risk of developing ALCL is extremely rare

. The U.S. Food and Drug Administration (FDA) reported that they had received a total of
359 medical device reports (MDRs) of BIA-ALCL." However, the FDA cautioned that the
MDR system may contain incomplete, inaccurate, untimely, unverified, biased, under-
reported or duplicate reporting of events.!

. The FDA had previously estimated that there were 5-10 million women with breast
implants worldwide.23

. The French and Australian health authorities agree that BIA-ALCL remains rare
compared to the number of breast implant procedures.4>

. There are currently no confirmed cases of BIA-ALCL in patients whose implant history
included only smooth implants.®

. The FDA does not recommend the removal of implants in asymptomatic patients with no
identifiable abnormalities.!

We stand behind the safety and efficacy of both our textured and smooth breast implants

. The newest generation of MemoryShape® Breast Implants is textured to reduce
movement of the implant. Textured implants have other benefits in reducing
complications, such as capsular contracture, which may occur more frequently than BIA-
ALCL and may require reoperation under general anesthesia.”

. Recent scientific and health authority data regarding diagnosed cases of BIA-ALCL has
consistently shown a low representation of MENTOR® SILTEX® “microtextured” Breast
Implants.46.8.9,10,11

MENTOR® Breast Implants have been chosen by surgeons for millions of patients worldwide for
over 30 years. Patient safety is Mentor’s top priority, and our FDA-approved implant products
are supported by several 10-year clinical studies.



Where to go for more information

Mentor continues to closely monitor reports of and information about BIA-ALCL. Mentor fully
supports the U.S. Food and Drug Administration’s (FDA) efforts to gather additional data and
study ALCL in patients with breast implants.

The American Society of Plastic Surgeons (ASPS), the American Society for Aesthetic Plastic
Surgery (ASAPS), The Plastic Surgery Foundation (PSF), the International Society of Aesthetic
Plastic Surgery (ISAPS) and FDA continue to surveil the scientific evidence in relation to BIA-
ALCL and provide recommendations to their members and patients.!.12.13.14.15,16 More
information can be found at:

. ASPS: www.plasticsurgery.org/alcl

. ASAPS: www.surgery.org/professionals

. PSF: www.thepsf.org/research/clinical-impact/profile.htm

. FDA: www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/
. ImplantsandProsthetics/Breastimplants/ucm239995.htm

. ISAPS: www.isaps.org

Best regards,

John W. Canady, M.S., M.D., D. Sc. (hon), FACS, FAAP

Vice President and Franchise Medical Lead
Cardiovascular & Specialty Solutions (CSS) Group
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