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510(K) SUMMARY

This 510(k) summary of safety and effectiveness information, provided on the following pages, is
being submitted in accordance with the requirements of 21 CFR 807.92.

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS

APPLICANT: CorNeat Vision, Ltd.
4 Hasheizaf st. Raanana, Israel 4366411

OFFICIAL CORRESPONDENT: Dr. Gilad Litvin
Chief Medical Officer

+972 50-351-4057
gilad@corneat.com

DATE SUMMARY PREPARED: June 2, 2023

TRADE/MODEL NAME: CorNeat EverPatch

CoMMON NAME: Prosthesis, eyelid spacer/graft, polymer
DEVICE CLASSIFICATION / 21 CFR 886.3130, Class Il

CoDE QWU

PREDICATE DEVICE: KeraSys Bioengineered Lamellar Patch Graft

K090078 (May 8, 2009)

REFERENCE DEVICES: Neuro-Patch K960470 (May 10, 1996);

PowerFlow™ Implantable Apheresis IV Port with 9.6
Fr. ChronoFlex™ Catheter K163001 (April 17, 2017)

DEVICE DESCRIPTION

The CorNeat EverPatch is a synthetic, tissue-integrating surgical matrix made of non-degradable
polymer fibers. The EverPatch includes 6 bio-stitching holes which are intended to anchor the
device by facilitating direct conjunctival adhesion to the sclera thus supporting its bio-integration.
The holes at each corner can also be used to suture the device to the sclera.

INDICATIONS FOR USE

The CorNeat EverPatch is intended for implantation to reinforce sclera and aid the physical
reconstruction of the ocular surface.

TECHNOLOGICAL CHARACTERISTICS COMPARISON
Both the subject device and predicate are intended to reinforce sclera and aid the physical
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reconstruction of the ocular surface. The subject and predicate devices are based on the following
same technological elements: Intended use, placement technique and anatomical site, sterility,
packaging, sterilization, and biocompatibility.

The differences between the subject device and cited predicate include:

e Dimensions: The CorNeat EverPatch is slightly thinner and smaller than the predicate
device, the thickness is similar for its intended use. The CorNeat EverPatch is sized to be
used as supplied and should not be trimmed.

e Materials: The CorNeat EverPatch is comprised of aromatic poly(carbonate-urethane)
which differs from the material used in the predicate. EverPatch material has demonstrated
biocompatibility from testing conducted per ISO 10993-1 as the predicate device. Non-
degradable, bio durable polymers have been used in the following reference devices for
other applications for long-term intravascular catheters (K163001) and dura substitute in
neurological procedures (K960470).

The following table shows a comparison of the technological characteristics between the CorNeat
EverPatch and the cited predicate.
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TABLE 1

TECHNOLOGICAL COMPARISON OF THE CORNEAT EVERPATCH TO THE PREDICATE DEVICE

CorNeat EverPatch

KeraSys Bioengineering Lamellar Patch

Characteristic (Subject Device) Graft K090078 Comparison
(Predicate Device)

Manufacturer CorNeat Vision, Ltd. I0P, Inc. N/A

Regulation/Product Code 21 CFR 886.3130; QWU, Prosthesis, Eyelid | 21 CFR 886.3130; NXM, Prosthesis, Eyelid N/A
Spacer/Graft, polymer Spacer/Graft

Intended use To reinforce sclera and aid the physical To reinforce sclera and aid the physical Same
reconstruction of the ocular surface. reconstruction of the ocular surface.

Target Population Patients undergoing ocular surgery in need | Patients undergoing ocular surgery in need Same
of scleral reinforcement of scleral reinforcement

Indications for use The EverPatch is intended for implantation | The KeraSys Bioengineered Lamellar Patch Same
to reinforce sclera and aid the physical Graft is intended for implantation to
reconstruction of the ocular surface. reinforce sclera and aid the physical

reconstruction of the ocular surface.
Anatomical Sites Ocular Surface Ocular Surface Same
Use Environment Surgical (Rx Only) Surgical (Rx Only) Same

Characteristics

Material

Aromatic Polycarbonate urethane

Processed porcine submucosa

Different but
not raising
different
guestions of
safety and
effectiveness

Supplied

Sterile

Sterile

Same

Sterilization Method

Ethylene Oxide

Ethylene Oxide

Same

Recommended Usage

Single Use

Single Use

Same

Physical Dimensions

0.5 cm x 0.65 cm with 100 microns
thickness

1 cm x 1.5 cm with 150 microns thickness
(hydrated)

Different but
not raising
different
questions of
safety and
effectiveness
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CorNeat EverPatch

KeraSys Bioengineering Lamellar Patch

Fundamental Technology

to reinforce sclera and aid the physical
reconstruction of the ocular surface.

to reinforce sclera and aid the physical
reconstruction of the ocular surface.

Characteristic (Subject Device) Graft K090078 Comparison
) (Predicate Device)
Prefabricated material of fixed dimensions Prefabricated material of fixed dimensions Same

Fundamental Technology

The CorNeat EverPatch is sized to be

The device can be trimmed to size.

Different but

Prescription or OTC

used as supplied and should not be not raising
trimmed. questions of
safety and
effectiveness.
Fundamental Technology The device can be sutured in place without | The device can be sutured in place without Same
cheese-wiring. cheese-wiring.
Treatment Plan Rx Only Rx Only Same
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PERFORMANCE DATA

Bench Testing

Biocompatibility evaluations were completed per ISO 10993 Biological Evaluation of Medical
Devices Part 1: Evaluation and Testing for externally communicating, blood contacting, permanent
devices and FDA Guidance Use of International Standard 1SO 10993-1, “Biological evaluation of
medical devices — Part 1: Evaluation and testing within a risk management process. The
following were evaluated:

e Cytotoxicity

e Maximization Sensitization

e Ocular Irritation

e Acute Systemic Toxicity

e Pyrogenicity

e Implantation 13 weeks

e Chemical Characterization

e Subacute/ Sub-chronic Toxicity
e Subacute/ Chronic Toxicity

e Genotoxicity

Verification and validation tests have been performed in accordance with Design Controls as per
21 CFR 8820.30.

The following tests were performed:

e Dimensional Analysis

e Cheese-wiring

e Mechanical properties

e Sterilization

e Packaging Validation

e Shelf-life

e Pyrogenicity — Bacterial Endotoxin Test (LAL)
e Ocular implantation animal study

Clinical Performance Evaluation

Clinical data is not required to demonstrate substantial equivalence.

CONCLUSION

The subject device, CorNeat EverPatch, has the same intended use as the cited predicate device.
Testing performed on the subject device demonstrates the device meets the requirements and is
substantially equivalent to the predicate.



