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P4HB Scaffold ¢ Disclaimer The above discussion points are in the context of the general literature, and not indicative of results from a head-to-head study.

Intended Use GalaFLEX® scaffold is intended for use, as an adjunct to sutures, for the reinforcement and repair of soft tissue where weakness exists and

D i Scove r th e N eXt G e n e ra t i O n Of where the addition of a reinforcing material is needed to obtain the desired surgical result in patients undergoing breast surgery. The GalaFLEX® scaffold is

designed to be used in patients undergoing soft tissue repair and reinforcement in medically necessary breast surgery procedures where the existing soft
tissue is deficient to support the surgical repair. Examples of such breast surgery applications include reduction mammoplasty and breast revision surgery

Soft Tissue Regeneration in Breast Su rgery to correct a medical condiion. GelaPLEX® scaffold may slso be Used n cosmelc breastprocedures

Important Safety Information: Possible complications include infection, seroma, pain or swelling, scaffold migration, wound dehiscence, haemorrhage, adhesions,

GalaFLEX® scaffold is a biologicatly derived surgical scaffold that provides inmediate mechanical support haematoma, inflammation, extrusion and recurrence of the soft tissue defect. Device manufacture involves exposure to tetracycline hydrochloride and kanamycin

to th ir site O th f . tely 24 ths GalaFLEX® bi b b d id sulfate; the safety and product use for patients with hypersensitivities to these antibiotics is unknown. The safety and effectiveness of GalaFLEX® scaffold in neural

Q € lrepa\r S‘l €. ) Ver tne course or approximatety - montns, ) ala ‘Oa' Sor' san encouralgesl rapi tissue and in cardiovascular tissue has not been established. The safety and effectiveness of GalaFLEX® scaffold in paediatric use has not been established.

tissue integration into the macropores of the monofilament design, strengthening tissue and resulting in a Placement of the scaffold in direct contact with bowel or viscera is not recommended. Because GalaFLEX® scaffold is fully bioresorbable, it should not be used in 3
neotissue plane that is 3-4 times stronger than native tissue *1*1° GalaFLEX® scaffold is designed to support. e e . S e e e
repair, elevate and reinforce soft tissue in the breast during Surgicat prOCedUI’eSl’4 such as: Consult the GalaFLEX® Instructions for Use for complete prescribing information; including its indications for use, warnings and precautions.
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Bioabsorbable GalaFLEX® scaffold support outcomes over time on an Augmentation Mastopexy

-} : Y A\ GalaFLEX®: Available Sizes and Shapes \
Shape Product Code Size (cm) Tepha, Inc.
CE0206 5x15 99 Hayden Avenue, Suite 360
Lexington, MA 02421, USA.
CE0208 5.0 x 20.0

www.galateasurgicalinternational.com
CE0408 10 x 20 contact-international@galateasurgical.com

CE0608 15.0 x 20.0
Pre-OP 2 Years 5 Years ° ° 0
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GalaFLEX.

P4HB Scaffold g’

Inside and Out

@ Strong

¢ Designed specifically for strength retention throughout the critical wound
healing period.**¢

e Rapid tissue regeneration resulting in a new tissue plane approximately 3-4
times the strength of the native tissue as demonstrated in pre-clinical

GalaFLEX® encourages
new tissue ingrowth and regeneration

Strength and Beauty

e Provides a lattice for new tissue ingrowth.*®

@ Biologically Derived

e As the scaffold bioabsorbs, the new ingrown tissue provides strength to the repair site.”

Before
Implantation

What is PAHB?

P4HB belongs to a large ] , s -
group of naturally =

e By 52 weeks the new ingrown tissue is approximately 2.4 mm thick and provides a
majoritiy of strength to the repair site.?

o Proprietary fermentation process designed and optimized to provide
a biocompatible product that when combined with all other features
encourages the patient’'s natural healing response. >

occurring biopolymers,

known as polyhydrox- « P4HB devices have been tested in pre-clinical and clinical studies studies.* By providing a lattice for tissue regeneration,
i 18, *  Maintai 70% of i hat12 ks in vivo.? . . . .
ﬁ;ano?te? (PHAS). to ensure safety and effectiveness aintains >70% of its strength at 12 weeks In vivo GalaFLEX® encourages cells to migrate into its pores, allowing stronger,
s exist in nature as O . . ¥, . .
» More than 4 million patients worldwide have had P4HB i organized collagen to build and healthy blood vessels to form. '

energy reserves in devices implanted.t

GalaFLEX® scaffold is

a Macroporous,
monofilament,
bicabsorbable scaffold.?

Long-Term Repair Strength

in a Preclinical Model®
(per Deeken, Matthews et al.)

:3) Monofilament After

Implantation

microorganisms and can

be stored and utilized G = GalaFLEX® scaffold « Human Tissue Specimen e Images shown at 100x magnification

when needed. In
contrast to other
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polymers used today for
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is biologically derived | 250 - of New \Human Breast - e i
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: : 3,15 a’l = 2 Required Strength —_
PAHB has a unique set of improve the healing response. i so < ;
properties, particularly in * With less surface area, monofilament scaffolds have fewer recesses 2 o " g G -
S that bacteria can use as a haven from the body’'s natural defense S ‘ , ‘ = . i 2N =
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When comparing SEM images of Galatea Scaffolds and other resorbable o plane.2

materials, the open pores, smooth surface and monofilament structure

medical devices, such as

Arrows denote new collagen formation Arrows denote new blood vessels

polyglycolide (PGA) and
polylactide (PLA), which

are inherently stiffer

of Galatea Scaffolds are clearly visible.

By 6 Weeks:
New tissue with abundant mature collagen
(as indicated by positive type | collagen staining) and vascularization
(as shown by positive CD31 and smooth muscle actin stains) has quickly integrated into the scaffold.
By 7 Months:

A fully integrated tissue plane of primarily type | collagen throughout the scaffold
indicates collagen maturation and soft tissue regeneration
(minimal inflammatory response with no evidence of encapsulation).!

materials. The properties
of P4HB make it possible
to produce high strength o Naturally bioabsorbs, leaving behind only strong, healthy tissue to support

i 212
the surgical outcome. The newly formed tissue is

pliable and provides
strength and support to
the elevated tissue.'

biomaterial, without

sacrificing elasticity, to o Gradually and predictably bioabsorbs over the course of approximately 18-24 months.*?

yield st.romg, pl@bte GalaFLEX® Scaffold TIGR™ Mesh VICRYL™ Mesh « Eliminated from the body as carbon dioxide and water primarily by the process of
monofilament fibers. hydrolysis.***
Monofilament Multifilament
derived from P4HB SEM Photo, 20x
SEM Photo, 20x

Multifilament , ‘ . , 5
SEM Photo, 20x e No polymer metabolites remain after the degradation process is complete.

History
of P4AHB

Products

1980s

Researchers at MIT developed a
recombinant system to produce
Polyhydroxyalkanoates (PHAS) in
microorganisms.

1990s

Researchers at Metabolix further
developed recombinant systems for
the industrial production of PHAs.

In 1998, Tepha, Inc. was incorporated
to pursue the medical applications
of PHAs.

2007 /2008

The first P4AHB medical devices:

TephaFLEX® Suture & Mesh
received FDA clearance.

2009 / 2010

Tepha partnered with B. Braun Medical
who received the CE Mark for the
P4HB device: MonoMax® Suture.
MonoMax® Suture was the first
commercial launch of a PAHB

device in Europe and the US.

2011

TephaFLEX® Mesh received FDA clearance
for soft tissue reinforcement in Plastic
Surgery and was first used for Plastic
Surgery.

Tepha partnered with Tornier® and
commercially launched: BioFiber™ for
soft tissue reinforcement in the US.

2012 / 2013

Tepha partnered with Bard/Davol®

to commercially launch the P4HB
device: Phasix™ mesh for Hernia Repair
in the US.

Galatea Surgical, Inc.® became a wholly
owned subsidiary of Tepha, Inc. to focus
on plastic and reconstructive surgery.

2014 / 2015

Tepha P4HB devices achieved
milestone of treating 1 million patients
globally, with over 1,000 aesthetic
plastic surgery patients.

Galatea Surgical received CE Mark

for use of GalaFLEX® scaffold in
breast surgery.

2016 / 2017

Galatea Surgical received
FDA Clearance as the first
and only 3-Dimensional
scaffolds designed for plastic
and reconstructive surgery.



: The Gala ® Family of Scaffolds is intended for use, as an
Intended Use: The GalaFLEX® Family of Scaffolds is intended f
o\ S adjunct to sutures, for the reinforcement and repair of soft tissue where weakness
P4HB Scaffold ¢ ip exists and where the addition of a reinforcing material is needed to obtain the
h . desired surgical result in patients undergoing breast surgery. The GalaFLEX® Family
of Scaffolds is designed to be used in patients undergoing soft tissue repair and
reinforcement in Medically necessary breast surgery procedures where the
existing soft tissue is deficient to support the surgical repair. Examples of such
breast surgery applications include reduction mammoplasty and breast revision
surgery to correct a medical condition. The GalaFLEX® Family of Scaffolds may
also be used in cosmetic breast procedures.

Important Safety Information: Possible complications include infection,
seroma, pain or swelling, scaffold migration, wound dehiscence, haemorrhage,
adhesions, haematoma, inflammation, extrusion and recurrence of the soft tissue
defect. Device manufacture involves exposure to tetracycline hydrochloride and
kanamycin sulfate; the safety and product use for patients with hypersensitivities to
these antibiotics is unknown. The safety and effectiveness of GalaFLEX® scaffold
in neural tissue and in cardiovascular tissue has not been established. The safety
and effectiveness of GalaFLEX® scaffold in paediatric use has not been
established. Placement of the scaffold in direct contact with bowel or viscera is not
recommended. Because GalaFLEX® scaffold is fully bioresorbable, it should not
be used in repairs where permanent support from the scaffold is required

Consult the GalaFLEX® Instructions for Use for complete prescribing
information; including its indications for use, warnings and precautions.
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What is GalaFLEX®?

CalaFLEX® is a temporary, absorbable scaffold used to strengthen,
stabilize and support weakened soft tissue. It was designed to
provide support immediately after breast surgery, which alows
your body to heal and create a healthy new tissue plane of
primarily mature collagen.

CalaFLEX® scaffolds are made from a biologically derived polymer
known as poly-4-hydroxybutyrate (P4HB™,), which breaks down
over time into CO2 and H20, a process similar to absorbable
stitches. This means that your body knows how to metabolize and
completely absorb the scaffold safely and naturally.

GalaFLEX® scaffolds are offered in a variety of shapes for use in
breast surgery procedures. Each GalaFLEX® scaffold is selected
by your surgeon specific to your body's shape and needs.

GalaFLE;

0
P4HB Scaffold ¢

For more information about reinforcing your breast procedure with a
GalaFLEX scaffold, please contact us at;
contact-international@galateasurgical.com
Tepha, Inc. 99 Hayden Avenue Suite 360 Lexington, MA 02421, USA

™, Internal Bra Support
&/ Beyond the procedure

The information contained in this brochure is intended for INTERNATIONAL Health
Care Professionals. Patients, please refer to your physician for information

GalaFLEX

P4HB Scaffold ¢

O © 0 0

Maintenance of Strong Bioabsorbable Predictable
Ptosis Correction Performance Image is not inten represent thé proceduralresult
Galatea Surgical© 2022. All Rights Reserved. 500138 Rev C

www.galateasurgicalinternational.com




How Does
GalaFLEX® Work?

During surgery, your surgeon will place the GalaFLEX® scaffold internal
bra under your tissue . The unique knit pattern of the scaffold
encourages rapid cellular infiltration and the formation of new collagen'?
which is a key component of healthy skin tissue. This newly formed
tissue is pliable yet provides strength, support and stability to the elevated
tissue.* After 18-24 months, the scaffold is essentially completely
absorbed and eliminated from the body as water and carbon dioxide
through natural physiologic pathways? No polymer metabolites remain
after the degradation process is complete. The collagen tissue that

remains is 3-4 times the original tissue strength.?#

Be GalaSTRONG

The GalaFLEX® Family of Scaffolds are used in patients who need
additional support because of weakened or deficient soft tissue, in breast
surgery procedures. The GalaFLEX® Family of Scaffolds are used in
breast procedures such as reduction mammoplasty, augmentation and

revision surgeries.

GalaFLEX®
Scaffold Integration

1Year
15-2
A new healthy tissue plane Years
3 -'4 Flme§ stronger (than the The scaffold
original tissue remains as the absorption
scaffold absorbs.?* plc
process is
essentially
1Month complete?*
Healthy cells grow into
the scaffold**

7 Months
Mature collagen is prevalent
and provides reinforcement to
the elevated tissue.**
D.O.P
Date of procedure. Actual results may vary

The Issue With Tissue

As we age so does our skin. After the age of 20, our skin loses about 1%
of its collagen each year® This gradual loss of collagen is what causes
skin to become thinner and less elastic, resulting in natural sagging and
wrinkles. There are many factors that can accelerate this effect,

including:

Pregnancy @

Gravity Smoking

y Sun & UV exposure

Previous surgery
(Scars only heal to 80%
of their initial strength)”

©)

Weight loss

Menopause

(Causing an annual decrease
of over 1% of skin thickness R
and 2% of collagen)® Diet

In most Breast surgery procedures, compromised and/or weakened
soft tissue is tightened. Unfortunately, the tissue itself will not be stronger
and gravity may once again cause tissue to droop or sag. This is why
many surgeons choose to use a soft tissue support scaffold like
GalaFLEX®. Not only does it provide internal breast support to newly
lifted and tightened tissue immediately after surgery, but it also allows

soft tissue to heal stronger?

Why Soft Tissue
Support Matters

Clinical studies show that within 10 years following surgery, between
32% - 48% of patients undergo a second surgery to revise their initial
surgical results'**? The most frequent reason for revisionary surgery
among aesthetic implant patients was the development of ptosis (42%)

or sagging of the tissue.

How Do | Know
If GalaFLEX®
Is Right For Me?

Patients seeking to strengthen and stabilize weakened tissue during
breast surgery may be candidates for GalaFLEX® scaffold.

Please consult your surgeon to discuss if GalaFLEX® scaffold may
be right for you

Here are some questions you may want to discuss with your surgeon:

- How would you describe the quality of my breast tissue?

- Do I have risk factors for weakened breast tissue?

- Will my tissue alone provide enough strength and support?
- Does my tissue need additional soft tissue support?

- Do I need a GalaFLEX® Internal Bra™?

GalaFLEX® scaffold is designed to lift, reinforce
and repair soft tissue where weakness exists in
breast surgery.

GalaFLEX® scaffold internal bra provides soft
tissue support for cosmetic breast procedures.

Clinically proven

- Comprehensive portfolio of biocompatibility testing reviewed
by FDA and Notified Body during regulatory approval process
for P4HB products.*®

- Produced by a safe biological fermentation process, standard
in pharmaceutical production.*> Not of animal origin, Not
synthetic.

- P4HB devices implanted in more than 4 million patients
worldwide.!

- P4HB extensively researched with more than 60 clinical and
scientific publications.t

- GalaFLEX® does not interfere with diagnostic mammograms or

ultrasound techniques.®
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Image is not intended to represent the procedural result

The Galatea
Family of Scaffolds

Strengthen and Stabilize Tissue in Breast Surgery

e Biologically Derived

Monofilament

3-Dimensional options



Strengthen and Stabilize
Tissue in Breast Surgery

GalaFLEX

. . N P4HB Scaffold ¢

| Y " i
BIOABSORBABLE + 4 MILLION EASY PLACEMENT

The first and only shaped bioabsorbable Patients have been implanted Provides easier placement and
scaffold designed to fit and uplift the with P4HB devices! reduced procedure time!
body's natural shape!

é
¢ L
HYDROLYSIS 3-4 x STRONGER THICK TISSUE

Eliminated from the body as CO2 and H20O Resulting in tissue 3-4 times stronger By 52 weeks the new ingrown tissue is
primarily by the process of hydrolysis* than native tissue®* approximately 2.4 mm thick and provides
a majority of strength to the repair site%3

Intended Use

The Galatea Family of Scaffolds is intended for use, as an adjunct to sutures, for the reinforce-
ment and repair of soft tissue where weakness exists and where the addition of a reinforcing The GalaFLEX® Family of Scaffolds offers you a full
material is needed to obtain the desired surgical result in patients undergoing breast surgery portfolio of sizes for each patient's surgical needs

The Galatea Family of Scaffolds is designed to be used in patients undergoing soft tissue repair

and reinforcement in medically necessary breast surgery procedures where the existing soft ®
tissue is deficient to support the surgical repair. Examples of such breast surgery GalaFLEX® Scaffold

applications include reduction mammoplasty and breast revision surgery to correct a medical m
condition. The Galatea Family of Scaffolds may also be used in cosmetic breast procedures

CE0206 5x15
Important Safety Information: D CE0208 5x20
Possible complications include infection, seroma, pain or swelling, scaffold migration, wound CE0408 1020

dehiscence, haemorrhage, adhesions, haematoma, inflammation, extrusion and recurrence of CE0608 15x 20

GalaFLEX 3D™ Scaffold

the soft tissue defect. Device manufacture involves exposure to tetracycline hydrochloride and
kanamycin sulfate; the safety and product use for patients with hypersensitivities to these

antibiotics is unknown. The safety and effectiveness of GalaFLEX® scaffold in neural tissue and in P -
cardiovascular tissue has not been established. The safety and effectiveness of GalaFLEX®
scaffold in paediatric use has not been established. Placement of the scaffold in direct contact

with bowel or viscera is not recommended. Because GalaFLEX® scaffold is fully bioresorbable, it CESHO1 1 5.3x155

should not be used in repairs where permanent support from the scaffold is required ‘
m CESHO3 1 64 x 185

CESHO5 1 75x21.0

Consult Instructions for Use for complete prescribing information;
including indications for use, warnings and precautions.

For more information on elevating your surgical procedure GalaFLEX 3DR™ Scaffold
with the Galatea Family of Scaffolds, please contact our team.

Data on file at Tepha CEFRO1 1 53x 155
2. Preclinical data on file at Tepha oval
3. Deeken, Corey R., and Brent D. Matthews. “Characterization of the
Mechanical Strength,Resorption Properties, and Histologic Characteristics lt CEFRO3 1 64 x 18.5
of a Fully Absorbable Material (Poly-4-Hydroxybutyrate—PHASIX Mesh) in a
Porcine Model of Hernia Repair.” ISRN surgery, 2013
4. "Chapter 7: Poly-4-hydroxybutyrate (P4HB) in Biomedical Applications and CEFRO5 1 75x21.0
Tissue Engineering."Biodegradable Polymers Volume 2, by Kai Guo and
David Martin, 2015 Nova Science Publishers, Inc, 2015

large | Medium | Small .

Large Medium Small .

Tepha, Inc www.galateasurgicalinternational.com
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