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Prospective and multicentric long-term proven safety data
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GC Aesthetics®

A Confident Choice for Life™

At GCA® we are dedicated to advancing the science of medical aesthetics and delivering
exceptional clinical, operational and commercial performance’ to be the partner
of choice for surgeons and patients across the globe.

With more than 40 years of experience and
3 million implants fitted? during the last 10
years®, GCA® is fully committed with surgeons
and patients in more than 70 countries® with
systems in place to ensure the safety of our
products through pre-clinical testing, clinical
studies and excellent global post-market
surveillance®.

GCA® is A Confident Choice for Life™ supported
by a 10 -year clinical study® and the most
comprehensive breast implant portfolio
in the industry: different surfaces, gel
cohesiveness, fill and projection®.

This  brochure summarizes the evidence
to determine the long-term safety and
performance of GCA® breast implants.
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GCA® implants approved around the world*.
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*Only some of all regulatory bodies that our product complies with.



GCA® Worldwide presence

GCA® breast implants are made with the latest
generation NuSil® medical grade silicone
materials (shell, gel and patch). They are
designed, manufactured and sterilized to meet
the strictest requirements of the healthcare
industry and supported by Master files with the
US FDAL

Headquarters:
Dublin, Ireland
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Scotland | France

7 Direct Markets:

&

+70 Partners
from around the globe

2 State of the Art Manufacturing Sites:

Our products are 100% designed and

manufactured in Europe and produced at
our 1S013485:2016 certified facilities in France
and the United Kingdom. GCA® implants are
continually monitored and verified, meaning
our products fulfill all standards required for
medical devices in Europe and by the health
authorities worldwide®.

. Direct Markets

. Partners

UK | Spain | France | Germany | Italy | Colombia | Brazil
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GCA® Breast Implants

At GC Aesthetics® we are committed and focused on women’s breast health. We want

to develop best in class solutions serving customers with safety and care.

GCA® offers breast implants with traditional smooth, smooth opaque, micro-textured

and macro-texture surface roughness' according to 1ISO14607:2018.
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Five-year Safety Data for Eurosilicone’s Round
and Anatomical Silicone Gel Breast Implants
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Key information

10-year GCAP Safety Data’

Prospective and multicentric clinical study

Round and anatomical
breast implants

Over 500
women enrolled

423 patients primary
103 patients revision surgery

A large 10-Year
clinical study

.‘@

Almost 1,000
round and anatomical implants
were monitored for 10 years
in a prospective clinical study.

17 centers

Multicentric study
conducted in France

Complications were recorded at 3 months and annually thereafter for 10 years.

Well-recognized Kaplan-Meier (KM) method was used to analyse key complications.
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A large 10 year Prospective
& Multicentric Clinical Study’

~1.000 Breast Implants

3 ®E

Methods Results Discussion Conclusions
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Rupture Re-Intervention Capsular Contracture
(Grade Ill or IV only on the Baker Scale)

Low Low Low
3.8% 13.3% 16.5%
All cohorts auan:i:;at?t,ion All cohorts

31.6%

Primary
reconstruction

* Study conducted with GCA® breast implants: Round Collection™ and The Matrix™.
+ GC Aesthetics®: Implant rupture was diagnosed by surgeon examination only (Not MRI cohort).



G

Silicone gel-filled breast implants have been commercially available for decades
and are the most commonly used devices in aesthetic and reconstructive breast
surgery.

Recent challenges in the industry have plastic surgeons and patients expecting devices with long-
term data. Over 500 patients were recruited in various clinical studies to prove long term safety and
performance of GCA® implants® in a 10 year prospective & multicentric clinical study cumulative risk®.

Complications
Infection Seroma

0.6%  0.2%

All cohorts All cohorts

Autoimmune Disease BIA-ALCL

No No

reported cases reported cases
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A Confident Choice for Life™

GCA® 10-year clinical study concludes that there is sufficient evidence to
determine the long-term safety and performance’ of GCA® breast implants®.

According to Kaplan-Meier 10-year cumulative risk estimates for primary augmentation
cohort, GCA® implants have low reported rates of rupture, re-intervention and
capsular contracture® (Grade Ill or IV only on the Baker Scale).

Results that may empower surgeons & patients
to feel confident and secure in their journey

PRIMARY
AUGMENTATION GCA®® ALLERGAN®  SIENTRA’ MENTOR® MOTIVA POLYTECH SILIMED
COHORT

PARAGEL™(ES)*  NATRELLE™  HSC™HSC+™ MEMORY GEL™ o o o
f'\@f'\

LARGE PROSPECTIVE

STUDY AVAILABLE

* Study conducted with GCA® breast implants: Round Collection™ and The Matrix™.

+ GC Aesthetics® Implant rupture was diagnosed by surgeon examination only (Not MRI cohort).
« Not head to head studies. Based on comparison of key complications.

« Thethird party trademarks used herein are trademarks of respective owners.
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Proven Safety Performance
and Clinical Effectiveness

GCA® has more than 40 years commitment to safety and excellent global post-
market surveillance and clinical data'. GCA® has collaborated with the medical
community to develop new and exciting high quality products to meet both the
surgeon and patients need.

The outcomes of our 10 years data® has confirmed:

« Re-intervention and rupture rates are low.

« Capsular contracture (Grade lll or IV only on the Baker Scale) rates are low and comparable to
results obtained by competitors.

GCA® is committed to invest in clinical studies for new products and to continue to be a reliable
partner for surgeons and patients.

GCA Comtort Plus™ Warranty

All GCA® Breast Implants are covered by the GCA Comfort Plus™ Warranty, a
comprehensive lifetime warranty’. GC Aesthetics® is so confident and proud of the
proven quality and long-term safety” of our products that we back them with one of the
most comprehensive warranty on the market which includes:

« The lifetime replacement of implants in case of rupture and capsular contracture? (Grade Ill or IV
only on the Baker Scale).

« Reoperation reimbursement in the rare event of BIA-ALCL and free of charge implant replacement®.

« No time limitation, it is available for the lifetime of the patient?.

&
<C GCAComfort™
Warranty”

To learn more about the GCA Comfort Plus™ Warranty visit:
gcaesthetics.com/comfort-plus-warranty

* Study conducted with GCA® breast implants: Round Collection™ and The Matrix™.



GCA Academy™

We are proud to organize continuous medical education throughout a surgeon career delivering
the latest trends and procedures presented at our global GCA Academy™ events.

Find out more about the GCA Academy™ at:
gcaacademy.com



GC Aesthetics’

GC Aesthetics®
A Confident Choice for Life™

Global Consolidated Aesthetics Limited, registered in For more information about our products
Ireland with number 450181. Registered of'flc.e: Suite please visit: gcaesthetics.com

601, Q House, Furze Road, Sandyford Industrial Estate, - )

Dublin 18, Ireland. or email: info@gcaesthetics.com
© 2021 GC Aesthetics® A50-292.

GC Aesthetics® is a registered trademark @ o 0 o

of Global Consolidated Aesthetics Limited.

References:

Data on file, GC Aesthetics®, 2021.

Data on file, GC Aesthetics®, 2020.

Data on file, GC Aesthetics®, Countries Sales Report, 2021.
Data on file, GC Aesthetics®, GCA catalogue, 2021.

Duteille F, et al. Ten-Year Safety Data for Eurosilicone’s Round and Anatomical Silicone Gel Breast Implants. Aesthet Surg J Open Forum.

2019;1(2):0jz012. Published 2019 Apr 27.

6. SpearSL,etal. Allergan Silicone Breast Implant U.S. Core Clinical Study Group. Natrelle round silicone breast implants: Core Study results
at 10 years. Plast Reconstr Surg. 2014;133(6):1354-1361. doi:10.1097/PRS.000000000000002.

7. Stevens WG. et al. Ten-year Core Study Data for Sientra’s Food and Drug Administration-Approved Round and Shaped Breast Implants
with Cohesive Silicone Gel. Plast Reconstr Surg. 2018;141(4S Sientra Shaped and Round Cohesive Gel Implants):7S-19S. doi:10.1097/
PRS.0000000000004350.

8. CaplinDA,etal. MemoryGelBreastImplants: Final Safety and Efficacy Results after 10 Years of Follow-Up. Plast Reconstr Surg. 2021;147(3):556

566. doi:10.1097/PRS.0000000000007635.

P> BN =



