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H.6 Expression of results

The obtained data is meant to generate information to improve knowledge on the correlation of texture
characteristics, performance and safety.

Based on the average roughness measurement on the finished device, the surface can be described by
the following:

— smooth: less than 10 pm;

Non-active surgical implants —
Mammary implants — Particular
requirements

Implants chirurgicaux non actifs — Implants mammaires —
Exigences particuliéres

— microtextured: from 10 pum to 50 pm; and
— macrotextured: over 50 pm.

NOTE The data resulting from the test at this point in time cannot be related to the performance or safety of
the device, but enough data points should be collected to have the ability to study such relation.
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1ISO14607:2018 Non-active surgical implants — Mammary implants

Note: TS-17-026.R; TS-17-029.R; Jones et al.(2018) Plast Reconstr Surg. 142:837-849; Atlan et al.(2018) Journal of the Mechanical Behavior of Biomedical Materials. 88:377-385; James et al. (2018) Aesth Plast Surg.
Doi:10.1007/s00266-018-1234-7

Establishment Labs. Data on File, TS-17-028.R Characterization of the B-Lite breast Implant Nov 2017; TS-18-029.R Motiva Implants Surface Characterization Oct 2018; TS-18-032.R

Surface Characterization of Competitors” Breast Implants.




Kyle et al (Mentor publication) — optimal cell response

Design:

N . e A 3D silicone matrix replicating the micro and nanoscale features of
o ADM was created.

journal homepage: www.clsevier.com/locate/ biomaterials

Development and functional evaluation of biomimetic slicone  (ff)cu e Human dermal fibroblasts were cultured on the surface and cellular
surfaces with hlerarchlca]_ ml'cro/nanQ—topographncal features .
e o e responses were compared to smooth and textured implant surfaces

Daniel J.T. Kyle *”°, Antonios Oikonomou °, Ernie Hill °, Ardeshir Bayat "

* Pastic and Recsnsiracrive Surgery Research, Menchestey nstinge of Bomchnalogy, University of Manchestes, Manchester, UK
* School of Camputer Scieace. Centre for Mesescionce and Naostechnolugy, The Unitversiy of Menchester, Maschester, UK
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L Introduction practice. The biomaterials industry i expected to be worth S58.1 M °
billion in 2014 3] as medical devices such a5 breast implants are OnC uslon.
Surgical implants provide a diverse variety of site-specific tissue Dbeing increasingly required, with 385813 breast augmentations)
replacements for 2 number of functions, which are available to the reconstructions (72X silicone implants) performed in the United
practising surgeon. Common examples in use today include breast States alone in 2013, up 2X from 2012 to 32X from 2000 (4|

e e L T e e e The topography of a micro/nano surface (such as
e e e e

SRNS NS S e s et Sen N e R i s SmoothSilk®/SilkSurface®) possesses features “that a cell is able to

autologous
replacements becomes perfected and available to routine clinical contracture formation remains the most common complication
associated with silicone mammury implants, with rates ranging

- wia sense, interact and respond to” which facilitates cell adaptation and
may significantly reduce the acute foreign body reaction to silicone.

2. Kyle aya evelopment and functional evaluation of biomimetic silicone surfaces with hierarchical micro/nano-topographical features demonstrates favourable in vitro foreign body
response of breast- derlved ﬂbroblasts Biomaterials. June 2015;52:88-102. doi: 10.1016/j.biomaterials.2015.02.003




Smooth Surface but high density of peaks ra

Peaks that function as contact points for cells attachment during the immune response

SmoothSilk ® /SilkSurface®
Average Roughness: 3.2 pm = 600 Nanometers
Density of Peaks: 25.820(Spd) (Peaks/cm?)
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Establishment Labs. Data on File, TS-18-029 Motiva Implants Surface Characterization Oct 2018.




SmoothSilk®/SilkSurface® has more peaks than valleys

Peaks that function as contact points for cells attachment during the immune response
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Skewness parameter comparison of different breast implants available in the
market, measured with uSurf Mobile non-contact profilometer. Results Property of

Positive Skewness (more peaks than valleys)
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Surfaces and Immune Response Results Presentation-University of Manchester 2016” file.
Research results presentation to Establishment Labs by Ph.D. Ardeshir Bayat Professor at the Uné'versity of Manchester.
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BL6 Mice Pilot at Langer Lab at MIT

Low Inflammatory Response

SmoothSilk® /SilkSurface® ameliorates fibrosis in B6 mice
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Masson’s Trichrome

Histological analysis of the tissue capsule surrounding the
SmoothSilk® /SilkSurface® and Smooth tiny implants with two
different staining techniques.
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Atlan et al (Allergan publication) — 12 implant surfaces evaluated

Jourmal of the Mechanical Behavior of Biomedical Materials 88 (201€) 377-385

Comtents lists available at Sciencelvirect

Journal of the Mechanical Behavior of
Biomedical Materials

journal homepage: ww.elseviercomilocat efmbbm

Table 2
Texture surface area from anterior and posterior of the shell of each breast
implant surface texture determined by X-ray computed tomography.

Breast implant surface texture impacts host tissue response

Michael Atlan®, Gina Nuti®, Hongpeng Wang®, Sherri Decker”, TracyAnn Perry”™”
* APHP Hopital Teron, Univer sité Phore of Morie Corie Pt VI, Mailre de confdonce des Uhinmbés Prtiden. Hospitalier, 4 roe de lo Chine, 75000 Parti, France

Mean (5D} texture surface Mean %o greater

* Allerjan ple, 2525 upore D, Irvine, CA, USA

area (mm”) texture surface area
ARTICLEINFO ABSTRACT than flat surface”
J—— Backgroamd: Surface terare of a breast implant influences dame response and nki mardy device perirmance Imp lant texrure Anterior Posterior Anterior
Bt fusplames characerizing differences among available sunfice ®Tmres & imporans for predicring and oprimizing perfor-
oty oz d wamply mance.
Sessy G mazawny

Mevhods: Smmning eeron microscopy (SEM) and Xaay eomputed mmography (CTHmaging were med D
churacrerie the topography and sorface area of 12 onique breasr implan ¢ surfies wrmres fom saven different
mamfacowes. Samples of $ese surface tewnwres were implaned in ras, and tissoe response was analyzed
histologieally. In separaw experiments, the frce required © separate host tisme from the implin surface
=xmre was sed 6 2 menswre of demme adherence

Readrr SEM imaging of e mp and cross secrion of the implant shells showed $hat She exrwres difiered qua-
lrarively in evenness of the sarfice, prasence of pores, sizeand o pmness of the po ms, and the depeh of maxmring.

Sepfu e
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Allergan Smooth” 85 (4)
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assthetic auame. Howsver, the physical dharacteristics of an implant
may influence clinical and shauld be comsidered during
the selection pracess. This & particulardy true for implant surface tex
ture, which plays a key role in shaping breast tisue nespanse {Harvey
et al, 20130,

Fallawing implantation, the hest thsue recognizes the brest im
plant device = a foreign body and inftistes @ immne Tepanse St

= Comesponding aathor.

lagen fibers and adherence of the tissue to the deviee (Barr et al, 2009
Harvey etal, 2013; Valencia Lazcano et al, 2013). A smooth silicone
implant leads o formation of 2 nonadherent dense camule with highly
aligned and organized callagen fbers (Brohim et al, 1992; Duning
et al, 2018). However, when a device with a textured surface & im
plantesd, tisue ingrowsh into the tevture surfacs e disrupt the align
ment of the surmunding capsule, which has been amacisted with lawer

E-meil addre ses drmichaelatlangpgmail com (M. Aslan), Nuri Gin aggAllergan com (G. Mud), Wang Hongpeng@illermn com (H. Wang),
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5D, standard deviation.
* Gurface area of a flat surface texture is 79mm?® for a 10-mm diameter disk.
b The inside of the shell is not flat and contributes to the overall surface area.

4. Atlan et al. Breast implant surface texture impacts host tissue response. Journal of the Mechanical Behavior of Biomedical Materials. Dec 2018;88:377-385.d0i:10.1016/j.jmbbm.2018.08.035



SilkSurface®/SmoothSilk® - same surface area as traditional smooth

M. Adan et al. Journal of the Mechanical Behavior of Biomedical Materials 88 (2018) 377-385
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Fig. 7. Classification of implant textures based on texture surface area. SEM images of the cross section of each implant texture are organized into categories
according to the magnitude of the texture surface area measured from the anterior of the shell by X-ray computed tomography.

4. Atlan et al. Breast implant surface texture impacts host tissue response. Journal of the Mechanical Behavior of Biomedical Materials. Dec 2018;88:377-385.d0i:10.1016/].jmbbm.2018.08.035




Atlan et al. — Tissue Adherence (peak force removal)
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Fig. 6. Mean * SD adherence force required to separate the tissue capsule from the implant surface assessed 6 weeks after implantation of the different surface
textures in Sprague-Dawley rats. N = B for each texture. Means that do not share a letter are significantly different (P = 0.05).

4. Atlan et al. Breast implant surface texture impacts host tissue response. Journal of the Mechanical Behavior of Biomedical Materials. Dec 2018;88:377-385.d0i:10.1016/].jmbbm.2018.08.035




Jones et al — PRS Publication (Anand Deva)
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The Functional Influence of Breast Implant
Outer Shell Morphology on Bacterial
Attachment and Growth
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Table 2. Raw Surface Area Calculation and Three-
Dimensional-to-Two-Dimensional Surface Area Ratio

for Each Implant Type
3D Surface Area SD-to-2T)

(Ffrom 1.4 x 1.4-mm Surface
Implant Type square) (mm?®) Area Ratio®
Silimed polyurethane 79 20.8
Eurosilicone textured 15 3.0
Allergan Biocell 12 3.2
Polytech POLY 19 3.2
Nagor Nagotex 10 2.8
Menior SI'i:IEY 2 1 L)
Mobva VelvetSurface 4.3 1.2
Stentra Smooth 41 1.1
Motiva SilkSurface 3.9 1.1
Allergan Smooth 3.9 1.0
Mentor Smooth 3.8 1.0

v 'ES] ournal.com E37

1), three-dimensional; 21, two-dimensional.
*Normalized o Mentor Smooth.
tRepresents available surface area after exclusion of internal cavities.

5. Jones et al. The functional influence of breast implant outer shell morphology on bacterial attachment and growth. Plast Reconstr Surg. 2018;142(4):837-849. doi: 10.1097/PRS.0000000000004801




SmoothSilk® & VelvetSurface® = Surface Type 1 (Minimal)

Volume 142, Number 4 ¢ Implant Functional Surface Classification

R APTY

H R Motiva

Polyurethane

Salt Loss

Salt Loss

Fig. 8.Implant surface classification relating manufacturing method, surface area, and surface roughness.

Process iocel isati | int
e (B|9<':e I/ Vulcanisation (Nagotex) mprinting | Smooth/Nano
Eurosilicone)
Surface Area High Intermediate | Intermediate Low Low Minimal
Roughness High Intermediate Low Low Low Minimal
| SURFACE TYPE 4 3 3 2 2 1

Implant surfaces in the
Type 1 (minimal) group
classification (including
SmoothSilk®/SilkSurface®)
showed lower bacterial
attachment and biofilm
formation than implant
surfaces in all other
groups, due to the lower
surface area / roughness.

5. Jones et al. The functional influence of breast implant outer shell morphology on bacterial attachment and growth. Plast Reconstr Surg. 2018;142(4):837-849. doi: 10.1097/PRS.0000000000004801
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Bacterial Adhesion and Biofilm Formation on Textured Breast

Implant Shell Materials

Garth A. James' + Lawra Boeghi' - John Hancock® » Lisa Bowersock’ «

Albert Parker! - Brian M. Kinney"
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Abstract

Background Baceral bofilms have been implicsied with
breazt implant complications including capaular contrac-
mre and anaplastic large-cell lymphoma The actual
mechanisms for either are stll under active investigation
and are not clear. Due to thelr incrested srface asea,
implants with exwred srfaces may harbor greater biofilm
kads than those with smooth surfaces

Merhods Biofilm formation on the outer surface makerial
was compared using implants with various surface areas
and  roughness,  including Mawelle™  (Smoot),
SmocthSilk™ SilkSuface™ (S1k), VelvetSurface ™ (Vel-
vel), Si Ilea‘”, and Biocell®. The roughness and surface aes
of each material were assesed using non-contact pro-
filometry. Bacterial sttschment (2 h) and biofilm formation
{24 hy were evaluated for Sraphyleoorus epide midis,
Pz 1 g and K iex pricke mii over nine
independent experiments using a CDC biofilm reactor and
viable plaie counts (WPCs) as well as confocal scanning
lser microscopy. VPCs of the textured implanis were
compared relative to the Smooth implant

Results Surface sress increased with oughness and were
smilar among the three least rough implants { Smooth, Silk,

= Brian M. Kinney
i @6ri sk ineymd mm
Garth A James
Ehmes@ montnaedy

! Cemter for Riofilm Engineering, Montma St Universty,
36 Barnard Hall, Bozeman, MT 59717, USA

?  Esblishment Labs, Sant Parbam, CA USA

* Keck Schoal of Medicine, Division of Plsic Samgery,
University of Scuthern Califwmia, Beverly Hilks, CA 90212,
USA

Published anline: (1 Oxtaber 2018

and Velvert) and among the roughest implants (Siltex and
Biecell). Overall, VPC indicated there was sgnificandy
more bacterial anachment and biofilm formation on the
Silex and Biocell implants than the Sik or Velver
implants, although there were differences between gpecies
and time points. CSLM confirmed the formaton of thicker
biofilms on the implans with mooagher surface texures
Comelusion This in vitre study confirmed that implant
arfaces with rougher textwre, resubing in more surface
area, harbored greater biofilm loads than those with
smoother surfaces.

Ne Level Amigned This joumsal requires that awhors
msipn a level of evidence w each submbsion to which
Evidence-Based Medicine rankings are applicable. This
excludes Review Anicles, Book Reviews, and mamscripts
fat concern Basic Science, Amimal Studies Cadaver
Siudies, and Experimental Studies. For a full description of
these Evidence-Based Medicine ratings, please refer to the
Table of Contents or the cnline Instructions to Authors
www springer.com 266,

Keywords Bacteris - Atachment - Biofilm - Breas
implant - Silicone - Texure - Contraciure - ALCL

Introduction

Bacterial Wofilms have been implicaied with breast implant
complications including capsular contracture [1-4], dou-
ble-capaule formation [5), and breast implani-associated
anaplastic  large-cell lymphoma (BI-ALCL) [6). The
reduction of capsular contracture and ALCL using steps o
reduce the inroduction of bacteria during surgery provided
indirect evidence of the role of bacera in these conditions
[7). Due to their inoremed swrface anea, implnts with

£ Springer

James et al. (ESTA Publication): Bacterial Adhesion & Biofilm Formation

—
=
=
= R B

Surface area (mm2)

3 3

Roughness (um)

8

=%
=
L T S R s I =

=

Smooth Silk Velet Siltex Biocell

mm Surface area —8—[oughness
Fig. 1 Surface metrology results for the breast implant surfaces
evaluated in this study. The two least rough surfaces (Silk and Velvet)

had similar surface areas as did the two most rough surfaces (Siltex
and Biocell)

5. James, G. et al. Bacterial adhesion and Biofilm formation on textured breast implant shell materials. Aesth Plast Surg. Oct 2018. doi:10.1007/s00266-018-1234-7




Negative values for SmoothSilk ®/SilkSurface® indicate less R
attachment/biotilm formation than smooth

p < 0.001
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Fig. 2 Summary log difference from smooth data for 8. epidermidis indicate less attachment/hiofilm formation than Smooth. Overall, the

(a), P. aeruginosa (b), and R. pickeitii (c). Error bars indicate + s- Biocell and Siltex textures had greater differences from Smooth [i.e.,
tandard deviation from the mean. Positive values indicate maore maore attached bacteria (2 h) and biofilm formation (24 h)] than the
attachment/biofilm formation than Smooth, while negative values Silk and Velvet textures

5. James, G. et al. Bacterial adhesion and Biofilm formation on textured breast implant shell materials. Aesth Plast Surg. Oct 2018. doi:10.1007/s00266-018-1234-7
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Fig. 3 CSLM images of S. epidermidis (a), P. acruginosa (b), and R. pickettii (c) biofilms after 24 h of growth on breast implant surfaces. For
all three species, more biofilm was observed on the Biocell and Siltex textures than the Silk and Velvet textures

5. James, G. et al. Bacterial adhesion and Biofilm formation on textured breast implant shell materials. Aesth Plast Surg. Oct 2018. doi:10.1007/s00266-018-1234-7
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Immunophenotypic characterization of
human T cells after in vitro exposure to
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Abstract

The most Z of sili by implants is capsular contracture (massive
scar formation around the implant). We postulate that capsular contracture is always a

sequel to inflammatory processes, with both innate and adaptive mmune par-
ticipating. In general, fibroblasts and macrophages have been used as cell types to evahuate

woe 0122108

Editor: Aanea Dt Napoli Unwversita gegli Sudi &
Roma La Sapenza [TALY

Received October 24,2017
Aecepted: January 18 2013
Published: Fedvuary 3. 2018

Copyright: © 2013 Cappedano et al This i an ogen
acosss article Gistribeted under the tems of the
Cengtres Commens Alibuie | cence. which
penmits unvestricted use. distribuion, and
PEOOBUCTON iN 3y Mediam, roviGsd P crgeal
auor and source are Credied.

Data Availability Statement. Al (et i e
‘wethin the papes and its Supportieg Informaticn
s

Funding: This project has been supported by
‘Estbiishement Lab, Costa Rica. The tunder had
£ role in study design. in the study design, dats

Compefing imterests: This project has ben
Supporiad by Estabiishement Lab, Costa Rica. This

iin vitro the bi of breast implant surfaces. Moreover, aiso T cells have been

found at the implant site at the initial stage of fibrous capsule formation. However, only few

studies have addressed the influence of surfaces with T-call

“The aim of the present study was to investigate the immune response of human peripheral
calls (PBMC) ially available siicone in vitro.

PBMC from healthy female bicod donors were cultured on each silicone surface for 4 days.

Proliferation and phenotype of cultured cells were assessed by flow cytometry. Cytokine lev-

els were determined by multiplex and real-time assay. We found that silicone surfaces do
not induce T-cell ion, nor do they i alter on of T cell subsets
(CD4, CD8, nalve, effector memory). Interestingly, cytokine profiling identified matrix spe-
cific differences, especially for IL-6 and TNF-a on certain surface topographies that could
lead to increased fibrosis.

Introduction

Breast with silicone y implants (SMI) is one of the most commaonly
performed procedures in sesthetic surgery [1]. According to the American Socety of Plastic
Surgeons (ASPS), officially more than 200.000 breast augmentations were performed in USA
alone in 2015 [2]. Interestingly, the International Society of Plastic and Regenerative Surgeons
(ISPRES) reported that in 2013, 1.7 million breast sugmentations were performed in the rest

PLOS ONE | hiips: o 0rey'10.137 1iousmsl scne 0162108
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Design:

e Human PBMCs (lymphocytes, monocytes and dendritic cells)
were cultured on ditferent implant surfaces

o Certain surface textures are more prone to causing an
inflammatory immune response.

e |Looking at whether the different surfaces could stimulate
IKmé)hocytes and cause activation of the T-cells (because BIA-

LCL is a T-cell disorder)

Results:

e Found minimal changes in cytokine expression

e Compared to other surfaces, SmoothSilk®/SilkSurface®,
VelvetSurface® and micropolyurethane foam surfaces showed
lower degree of inflammation (downregulation of TNFa and
IL-1B

e  Only SmoothSilk®/SilkSurface®, reduced TGF-B1 levels (TGF-
1B has anti inflammatory and profibrotic properties)

Further work required to understand the clinical significance
of these findings.

7. Cappellano G, Ploner C, Lobenwein S, Sopper S, Hoertnagl P, Mayerl C, et al. Imnmunophenotypic characterization of human T cells after in vitro exposure to different silicone breast implant surfaces. PLoS ONE.
2018;13(2): e0192108. doi: 10.1371/journal.pone.0192108
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More than 310,000 breast augmentation surgeries were
performed in the United States in 2016, making it the
most commenly performed cosmetic surgical procedure.!
Silicone breast implants were used in 87% of those aug-
mentation procedures.’

Silicone gel-filled breast implants have been commer-
cially available for decades but were not approved by the
FDA until 2006 for use in all women over the age of 21.
Since their inception, silicone breast implants have evolved
significantly to improve safety and aesthetic outcomes.
Indeed, the use of breast implants is associated with a

variety of potential complications, such as hematoma,
seroma, infection, altered sensation, rupture, leakage,
and capsular contracture.® Poor aesthetic outcomes, such
as asymmetry, rippling, double capsules, rotation, and

D7s Chacdn Quirds and Chacén Bolafios are plastic surgeons and
DT Fassero 1s an anesthattst in [private practice in San Jose, Costa Rica.
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Reported loss of volume

0 (0%)

Symmastia

0 (0%)

Twinges

2 (6.3%)

ALCL, anaplastic large cell lymphoma. 2.

9. Chacon M, Chacédn M & Fassero J. Six-Year Prospective Outcomes of Primary Breast Augmentation with Nano-Surface Implants. Aesthet Surg J. Nov 2018; doi: 10.1093/as|/sjy196




Prospective Study: 10-year follow-up study of SmoothSilk®/SilkSurface®
Motiva Implants® on 35 patients with MRI assessment (6-year report).
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Establishment Labs 8 Year Post-Market Surveillance

Data collection to monitor the safety and effectiveness of Motiva Implants®.

Since the commercial launch of Sterile Silicone Breast Implants Motiva Implant Matrix® in October 2010, Establishment Labs® has placed
a total of 578,613 breast implants in the market, including Latin America, Europe, Middle East, Africa, and Asia-Pacific regions.

477 (0.082%) complaints have been reported to Establishment Labs® up to the end of September 2018 and 179 events
have been classified as clinically related.’

Motiva Implants® Clinical Complaints from October 2010 to September 2018

Complication Number of reported cases  Risk rates %
Capsular contracture 122~ <1%
Rupture after implantation (surgical damage)*™ 27 <1%
Infection 12 <1%
Early seroma (< 1 year) 6 <1%

< ,] % Undetermined & <1%
Others 5 <1%
Hematoma 1 <1%
Late seroma (> 1 year) 0 0%
Double capsule 0 0%
Breast implant associated anaplastic large cell - 0%
lymphoma (BIA-ALCL)
* 75 confirmed casss (Baker Grads lI/IV) and 47 unconfirmed casss | ** No reported casss of rupturs dus to devics failure

Ongoing post-market surveillance is important to us and we encourage reporting of all Motiva® product complaints:
https://motiva.health/support/

3. Establishment Labs Post-Market Surveillance Report Q3-2018



Time to onset for breast implant associated anaplastic large cell
lymphoma (BIA-ALCL)

e BREASTHE  Two ongoing, prospective, multicenter 10-year studies

Risk Factor Analysis for Capsular Contracture,
Malposition, and Late Seroma in Subjects
Receiving Natrelle 410 Form-Stable Silicone
Breast Implants

The cases of late seroma were nsufficient to
perform a risk factor analysis. All cases occurred
with submuscular device placement. No obvious
trends toward the development of late seroma
were observed in relation to subject age or body
mass index, device size, style, or incision site. Four
cases of breast implant-associated anaplastic large
cell lymphoma were reported. One case each was
reported in the augmentation, revision-augmenta-

Parridia McGuire, M.D. Background: Natrelle 410 silicone breast implants are approved in the Unie-

Neal R. Reisman, M.D., [.D. 4 = = e
. - ed States for breast augmentation, reconstruction, and revision.
Diane K. Murphy, MBA | pomods: In ovo ongoing, prospective, multicenter 10year studies, 17,656 sub-
5L Louis, Mo.; Houston, Tevas: and | jects received Natrelle 410 implants for augmentation {n= 5059), revision-aug-
Freine, Calif. mentation (n = 2632), reconstruction (r = 7502), or revision-reconstruction
(n = 2463). Capsular conuracire, implant malposition, and late seroma were
doci d. Cox prop hazrds ion analyses eval d potental
associations berween subject, implane-, and surgery-rel.aned factors and these
complications.
Results: Median follow-up was 4.1, 2.6, 2.1, and 2.3 years in the augmentation,
revision-augmenation, reconstruction, and revision-reconstruction cohorts, re-
spectively. Incidence of capsular contracure across cohorts ranged from 2.3
4.1 percent; malposition, 1.5 10 2.7 percent; and late seroma, 0.1 1o 0.2 percent.
Significant risk factors for capsular contracmre were subglandular implant
placement, periareclar incision site, and older device age in the augmenta-
tion cohont (fr< 0.0001), older subject age in the revision-augmenwtion cohort
(= 0.0001), and higher body mass index (p=0.0026) and no povidone-iodine . .
pocket irrigation (f = 0.0006) in the reconstruction cohort. Significant risk t =
factors for malposition were longer incision size in the augmentation cohore
(= 0.0003), capsulectomy at the time of implanaion in the reconstruction
cohort (= 0.0028), and implanmions performed in physicians’ offices versus
hospitals or standalone surgical facilities in both revision cohorts (< 0.0001).
The incidence of late seroma was oo low o perform risk factor analysis.
Conclusions: These data reaffirm the safety of Natrelle 410 implants. Knowl-
edge of risk factors for capsular contracture and implant malposition offers
guidance for reducing complications and optimizing outcomes.  { Plast. Re-
comsir Surg. 139: 1, 2017.)

cohorts. In these four subjects, breast implant-
associated anaplastic large cell lymphoma was
diagnosed from approximately 3.5 to 11.6 years

Average of
/.6 years, as

CLINICAL QUESTION/LEVEL OF EVIDENCE: Risk, IL . .
after implantation. early as 3.5 years

reast implants have been available for cos-  During this period, advances in shape, surface y . y

metic ion and postmastectomy  features, and composition have led to improved

breastreconstruction formore than S0 years.  safety and high levels of patient satisfaction.
. e . - The Natrelle 410 breast implant (Allergan ple, .
From Parkerest Plastic Su ; Baylor College of Medicine: . \ =z f—
and Allrga, Inc TgeTy ) e of D_ublm, ]n:Ja.nd,l isa Lcardrt?pshapcd. lf:xturcd. n = 1 7 ,656 S u bJ ects
Received for publication August 26, 2015; accepted August highly cohesive silicone gel implant designed to
4 2006 mimic the natural slope of the breast.'? It has a

Cofryright © 2016 The Author(s). Published by Wollers Kiu-
wer Healih, Inc. on behalf of the American Sociely of Plastic
Surgeons. Al vighis reseroed. This is an ofen-access article dis-

Biocell (Allergan) textured shell surface consist-
ing of irregularly arranged depressions with a
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augmentation (n = 5059), revision-augmentation (n = 2632)
reconstruction (n = 7502), revision-reconstruction (n = 2463)

1-9. Published online 2016 Dec 28. doi: 10.1097/PRS.0000000000002837
GRS




In Summary

e Motiva SmoothSilk® / SilkSurface ® surface is categorized as smooth with no
reported cases of BIA-ALCL to date

e Supported by ISO 14607:2018 standards and numerous recent publications

e There are different methodologies to measure surface area & roughness,
all of them position SmoothSilk® / SilkSurface ® in the same category as
traditional smooth

e This peculiar surface has demonstrated to be less inflammatory with low
capsular contracture rates reported

e Establishment Labs’ vision is to focus on patient safety by addressing both
high risk uncommon entities like BIA-ALCL as well as low risk common clinical
complications like capsular contracture




