Features & Benefifs

Features Benefits

PLA # Safe resorbtion and mefabolization with minimal risk of inflammatary reaction
* Demaonstrated efficacy in reducing adhesion quantity and tenacity

Impermeable * aintains a physical barrier between opposing soft tissues
* Retains tensile strengih for 6-8 weeks ensuring tissue separation during the
critical wound healing period

SurgiWrdp)

Bioresorbable Adhesion Barrier Film

Repositionable in a wet environment o Easily repositioned if already In contact with anatomy

* Will not stick to surgical gloves or instruments

* Enables SurgiWrap™ to be placed precisely where it is needed, around different
anatomical structures and repairs

Can be cut, trimmed or folded

Transparent # Allows for constant visualization of the enfire surgical field, resulting in easy
intra-operative placement and repositioning of the product if needed

\Car.l be anchored in place with sutures, clips, or surgical tacks s Ensures the device does not migrate from the desired area of protection /

Praduct Ordering Information

g " MAST Catalog Number Description
200mm ™|
25201-01 50mm x 70mm % 0.02mm, Single (1) Pack
25501-01 50mm x 70mm x 0.05mm, Single (1) Pack
( ™
130mm | 25202-01 100mm x 120mm x 0.02mm, Single (1] Pack
25202-05 100mm * 120mm x 0.02mm, Five (5] Pack
25502-01 100mm x T30mm » 0.05mm, Singls (1) Pack
25502-05 100mm x 130mm x 0.05mm, Five (5) Pack
g = e 70rmm 25204-01 1230mm % 200mm x 0.02mm, Single (1) Pack
o
ﬂ E E 25204-08 130mm x 200mm x 0.02Zmm, Five (5) Pack
% 25504-01 130mm x 200mm x 0.05mm, Single (1] Pock
25504-05 130mm x 200mm x 0.05mm, Five (5] Pack
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prevents adhesion formation,
creates a surgical plane of dissection,
and reinforces soft tissue
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Bioresorbable Adhesion Barrier Film

Post-operative adhesions are an almost inevitable occumrence after most surgical procedures. They
are a major cause of morbidity and mortality, and cause considerable expenss to both healthcare
systems and society.

Surgical Challenge

Commanly, adhesion formation is a post-surgical sequelae of visceral tissue repair following surgical
abdominal/pelvic procedures. The clinical significance of postoperative adhesions is associated with
many complicafions including:

* Pelvic or Abdominal Pain?

= Ferfility Impairment in Women
* Bowel Obstructiont*s7

« Complication in Surgical Re-entry

23}

There is a substantfially high risk for patients undergoing secondary abdominal or pelvic re-operations
as adhesion formation resulting frem previous surgical procedures may complicate the re-eniry by:®%0

*» Extended operating fime due to surgical difficulties and adhesiolysis
* Substanticl blood loss

* Incidentalf/inadvertent enferotomies

* Entercutanescous fistulas

* Resection of damaged tissue

Similar reactions after surgery cccur over the entire bady. In the chest, re-operatfions are often made
more complicated by the need to dissect through scar fissue and adhesions that have formed
subsequent to the initial procedure. This may result in:

* Increased operating room time
* Increased nsk of injury to the patient because of impeding the identification of critical
anatomy, which may lead to catastrophic hemorrhaging during fhe procedure. ™™

Reoperative cardiac procedures are becoming increasingly commen, exposing more patients to the
hazards associated with postoperative pencardial and refrosternal adhnesions.'™

I

Device
Placement

Anatomy and Procedures Prone to Adhesions affer Surgery

= General Surgery - Laparctomy, Caolorectal surgery, Transplants, Liver Surgery, Adhesiolysis

= Gynecologic Surgery/Obstetrics - Infertility surgery, Myomectomy, C-Saction, Endometriosis
Urologic Surgery - Bladder Suspension, Transplant

Cardio Thoracic Surgery - Cpen heart surgery, Bypass-surgery, LVAD-procedures

= Reconstructive Surgery - Soft tissue repair

Surgical Solutions

In addition to good surgical technique and increasingly minimally invasive surgical procedures, placing
a physical barrier between opposing fissues fo control the in-growth of scar fissue and subsequently
confrol adhesions 15 an effective solution. Confrol of the sarly formation of adhesions in the area
adjacent to the bamer may prove advantageous where clear tissue planes may result in simplified
dissection and lowered risk to adjocent anatomy. 5o a temporary physical barrier will:

* Separate opposing soft tissues * Prevent formation of adhesions
= Creats a surgical dissection plane * Reinforce soff fissues

The Surgiwrap® Bioresorbable Adhesion Barmier Film is designed to reinforce soft tissues to faciitate
healing and to prevent adhesions of opposing tissues throughout the body. The SurgiWrap® fim
separates opposing tissues In order to prevent them from adhering to each other in regions
immediately adjocent to the film. The SurgiWrap® film aids fissue healing by acting as a temporary
support mechanism that holds soft fissues in place dunng the healing process.”

SurgiWrap® Bioresorbable Adhesion Barrier Film

* Sepdrate opposing tissues in order to prevent them from adhering to
each other in regicns immediately adjacent to the film.

* Alds fissue healing by acting as a femporary mechanism that supports
and holds soft fissues in place during the healing process.

* Actasa temporary physical barrier to:

o Separate opposing tfissues and prevent the in-growth of scar
tissues and the formation or reformation of adhesions
immediately adjacent fo the fim.

o Aid in re-operation procedures by promoting the formation of a surgical
dissection plane immediately adjaocent to the film.

o Reinforce soft fissues where weakness exists or o be used whenaver temporary
wound suppart is required.

What s It2

SurgiWrap® Bioresorbable Adhesion Bamer Film's polymer material is fabricated from essentially the
same lactic acid molecular buillding blocks that occur naturally in the human body. The polymers;
which resuit from lactic acid derivatives, are generally referred to as PLA or polylactide. The
Surgiwrap® Bioresorbable Adhesion Bamier Film is made from an amorphous bioresorbable
copolymer 70:30 Poly(L-lactide-co-D.L-lactide).

How Does It Work?
The degradation of polylactide polymer (PLA) occursin two phases:

« Water penetrates the implant and severs the polymer chains nto smaller units
* Individval loactide molecules are metabolzed in the liver into CO, and H,;O and
excreted or exhaled

The 0.02mm and 0.05mm films retain significant tensile strength (grecfer than 80% and 100%.
respectively) for the initial 8 weeks, and decreases in a controlled fashion through 24 weeks of
aging (see Figure 1). Independent laboratory testing determined that the SurgiWrap® Bioresorbable
Adhesion Barrier Film was capable of maintoining an impermeakble barrier throughout the critical
healing period, which has been described as several hours for adhesion formations ™% and up
to & weeks for reinforcing weak fissues."

/ Strength Retention of SurgiWrap® Bioresorbable Adhesion Barrier Film \
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FIGURE 1.

Strength retention of the 0.05mm (Bue) and 0.02mm (red) SurgiWrap® Bioresorhable Adhesion Barrier Fiim
over time. Both film configurations show significant mechanical strength throughout the critical healing
period (fight blue).

* See reshue fioaws for uss foe oppeovso mickc orbions.




