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11 July 2019
Dear Clinicians,

Today the Australian Therapeutic Goods Administration (TGA) announced its proposal to suspend a
number of textured breast implants and expanders, which includes all MENTOR® SILTEX®
Microtextured Breast Implants and Expanders. A full list of the Mentor products included in the
notice appear in the appendix of this letter. The TGA also announced its proposal to cancel the
licence and issue a recall of another manufacturer’s textured implants. The regulatory
announcement follows the TGA’s formal review of textured breast implants available in Australia
and their connection to Breast Implant Associated Anaplastic Large Cell Lymphoma (BIA-ALCL).

It is important to understand that the proposed suspensions are proposed and that no decision has
been made to suspend MENTOR® products at this time. The TGA also affirmed that because BIA-
ALCL is rare, experts do not recommend preventative removal of breast implants where there are no
problems with the implant. Until a decision is made by the TGA, all Mentor products will remain
available for use in Australia.

We understand this announcement may raise some questions and concerns from you and your
patients. Nothing is more important to Mentor than the health and safety of the women who
choose our breast implants and expanders. We would like to assure you that Mentor adheres to the
highest standards of quality, and the safety and clinical performance of MENTOR® Breast Implants is
supported by long-term clinical data, including three, 10-year, prospective clinical trials.%>3 Current
literature, and real world evidence, concludes that the risk of developing BIA-ALCL differs between

different textured devices and has been shown to be rare with MENTOR® Breast
ImpIants.4'5'6'7'8'9'1°'11'12

If the TGA decides to move forward with a suspension of our devices, they have confirmed that the
suspension will be for a period of 6 months to allow sufficient time for TGA to review additional data
and detailed information from around the world regarding the performance and safety of MENTOR®
SILTEX® textured devices. We have been working with the TGA throughout their review process and
will be providing them additional data and detailed information which affirms the safety of our
MENTOR® SILTEX® Microtextured Breast Implants and Expanders to help clarify any concerns they
may have prior to them making a decision.
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While MENTOR® Breast Implants have a low rate of BIA-ALCL, and there are zero cases of BIA-ALCL
associated with our MENTOR® SILTEX® Expanders, it remains a concern we take seriously. We closely
monitor reports of BIA-ALCL through clinical studies, international registries and post market
surveillance activities and continue to work with industry groups, physicians, scientists and health
authorities to enhance our understanding of the associated risks and causes of this type of
lymphoma. We will continue to provide you with transparent and balanced information so that you
and your patients can evaluate the benefits and risks associated with breast implants. As a reminder,
we have communication tools we created for you to provide to your patients and to guide you in
your conversations with them. These include a two-page brochure which discusses the common
complications and BIA-ALCL, patient educational brochures, and product insert data sheets.

If you have questions or would like to discuss further, please don’t hesitate to reach out to one of us.
For Medical Information Requests (MIR) please contact Dr Lydia Arrogante directly on (02) 9815
4115,

Regards
Michael Tesoriero Lydia Arrogante BSc MD
Mentor Sales & Marketing Manager Senior Medical Advisor
Johnson & Johnson Medical Australia & New Johnson & Johnson Medical Australia & New
Zealand Zealand
Mobile: 0418 298 489 Ph: (02) 9815 4115
Email: mtesorie@its.jnj.com Email: larrogan@its.jnj.com
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APPENDIX

The TGA has informed MENTOR® of a “Notice of Proposal to Suspend” (Notice) for a period of six (6)
months relating to the following products:

e MENTORSILTEX® Cohesive | / 354-4400 (ARTG 110588)

MENTOR® SILTEX” CPG 334-1304 (ARTG 110589)

MENTOR’ SILTEX® Contour Profile Becker 35 Expander 324-1305 (ARTG 110592)
MENTOR’ SILTEX® Round Becker 25 Expander 354-8000 (ARTG 130678)
MENTOR® SILTEX" Cohesive Il / 324-4350 (ARTG 119809)

e (CPX4 Breast Tissue Expander (ARTG 226977)

e CPX4 Breast Tissue Expander with Suture Tabs (ARTG 226982)
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