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EndoFast Reliant System

Applicant's Name: Endogun Medical Systems
12 Haplada St.
South Industrial Park
Kiryat Shmona 11013
ISRAEL
Tel (972)4-681-8801
Fax (972)4-681-8806

Contact Person: Yoram Levy, Qsite
31 Haavoda St.
Binyamina, Israel 30500
Tel (972)4-638-8837; Fax (972)4-638-0510
Yoramnqsitemed.com

Product Name: EndoFast Reliant

Common Name: Minimal invasive fastening device with surgical polymeric
Mesh

Classification: KOG and GCI (Endoscope and accessories), FTL (Mesh,
Surgical Polymeric)
21 CFR 876.1500, 21 CFR 878.3300
Class: II

Device Description: The EndoFast Reliant System is a sterile, single use system
consisting of the following components:

* A stainless steel Fixation Device
preloaded with the Spider Fastener. The
Fixation Device is provided with a safety pin
that prevents inadvertent deployment of the
Spider Fastener.

a Surgical Mesh; Polypropylene mono-
filament Mesh

a A stainless steel Extraction Device; provided for easy removal
of the Spider Fastener when needed under direct vision.

Endogun's EndoFast Reliant System is used to attach or reinforce
tissues by fastening them with Spider Fasteners. These Fasteners



will attach a suitably designed mesh onto the tissue to ensure
fixation between two tissues.
The devices are preloaded for single use.
The EndoFast Reliant System is supplied sterilized and ready for
use upon removal from its packaging.
The Fixation Device is provided with a
safety pin that prevents inadvertent
deployment of the Spider Fastener.

Intended Use: The EndoFast Reliant System is indicated for fixation of
surgical mesh to tissues for tissue reinforcement during
minimally invasive procedures

Predicate Device: The predicate device for the Fixation Device is: A & A Tacker
Endoscopic Stapler (K003949).
The predicate device for the surgical Mesh is AMS Large Pore
Polypropylene Mesh (K033636).

Performance Data

The Fixation Device and Fastener were tested for Insertion force, Fatigue testing,
Dynamic grip strength, Retraction in response to different tension forces, Rigidity tests,
Cyclic loading, Fatigue testing for durability and integrity of the Fastener, Anterior
Fixation, Pullout strength, Reliability tests, Fastener spread, Ergonomics and Sterility.
The Extraction Device was tested for its reliability.
The mesh was tested according to the FDA "Guidance for the Preparation of Premarket
Notification Application for a Surgical Mesh". The following performance tests were
performed on the mesh: Anterior Fixation, Sterility, Thickness, Weave characteristics,
Pore size, Mesh density, Tensile strength, Pullout strength, Burst strength, Tear
resistance, Fatigue and Flexibility.
Results of this testing indicate that the EndoFast Reliant System is substantially
equivalent to the predicate devices.

Performance Testing - animal

A series of animals were implanted with the EndoFast device in order to evaluate the
safety and effectiveness of using the EndoFast Reliant as a tissue reinforcing system.
Altogether five different experiments were conducted using 4 sheep (2 before sacrifice)
and a pig as an animal model. Two of the sheep studies included two months of follow-
up. Following animal sacrifice, the pathological effects on tissues were assessed by
histological examination.

The animal study established the safety and efficacy of using the EndoFast Reliant as a
tissue reinforcing system. Specially, this study demonstrated that the EndoFast Reliant
device is safe for its intended use, it is easy to introduce, the insertion procedure is
simple, fast and the anchoring is effective.



Comparison with Predicate Devices:
The EndoFast System provides an approximation of soft tissues and fixation of surgical
mesh to tissues similar to the cleared A & A Tacker Endoscopic Stapler (K003949)
except for some differences in the insertion technique and the structure. The EndoFast's
Mesh is substantially equivalent to AMS Large Pore Polypropylene Mesh (K033636).
The performance and differences were tested for safety and efficacy.
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