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Anika is the global leader in the design, development, manufacturing, and
commercialization of hyaluronic acid (HA) innovations. In partnership with clinicians,
our sole focus is dedicated to delivering and advancing osteoarthritis (OA) pain
management and orthopedic regenerative solutions. At our core is a passion to
deliver a differentiated portfolio that improves patient outcomes around the world.
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Composition & Design

Integrity Implant

Material

3&% 80% Hyaff, 20% PET

n  Edges
W
'\ \; « Lock stitch construction
/N /g with laser-cut edge
* Thick, blue borders for
orientation

Structure

Flexible knitted structure
provides additional:

e Tensile/shear strength

e Tearresistance

e Suture retention strength

Dimensions
* Available in four sizes:
e 20x25mm
o 25x30mm
o 25x60mm
e 40x60mm

e 0.75mm nominal thickness



















Competitive Information

Competitive Cross-Reference Chart
Overlay Only

Type 1 Type 1

Material HYAFF® +PET Type 1 Collagen Collagen + Collagen + Ag::m::r
PDLLA PLLA
High Implant — =
Strength P I I P P

Streamlined
Delivery System P P
(including tendon &

bone fixation implants)

Regenerative P * P P P k%
Biology I
* Indicates improved cellular response in internal studies as compared to REGENETEN

**Surgeon perception of mixed clinical results, higher failure rates and tissue limitations like
strength and propensity to stretch (SmartTrak 2023)







Reimbursement continued

KNEE
Quad Tendon
Code Description ASC Indicator
27385 Suture of quadriceps or hamstring muscle rupture; primary A2
Suture of quadriceps or hamstring muscle rupture; secondary reconstruction,
27386 ; . X A2
including fascial or tendon graft
27899 Unlisted procedure, leg or ankle Not paid
Patellar Tendon
Code Description ASC Indicator
27380 Suture of infrapatellar tendon; primary A2
Suture of infrapatellar tendon; secondary reconstruction, including fascial or tendon
27381 J8
graft
27418 Anterior tibial tubercleplasty (eg, Maquet type procedure) G2
27899 Unlisted procedure, leg or ankle Not paid
FOOT & ANKLE
Achilles
Code Description ASC Indicator
27650 Repair, primary, open or percutaneous, ruptured Achilles tendon A2
Repair, primary, open or percutaneous, ruptured Achilles tendon; with graft
27652 . - Jj8
(includes obtaining graft)
27654 Repair, secondary, Achilles tendon, with or without graft J8
27899 Unlisted procedure, leg or ankle Not paid
Peroneal Tendon
Code Description ASC Indicator
28200 Repair, tendon, flexor, foot; primary or secondary, without free graft, each tendon A2
Repair, tendon, flexor, foot; secondary with free graft, each tendon (includes
28202 o J8
obtaining graft)
27899 Unlisted procedure, leg or ankle Not paid

The reimbursement information provided is for educational/informational purposes only and should not be construed as authoritative. It is solely the provider's responsibility to determine
the proper medical products and services to be provided to individual patients, and to report the procedures and codes, if any, that most appropriately describe the products or services
rendered. Anika does not promise or guarantee coverage or payment by Medicare or any other payers by providing this information. The information does not constitute legal advice

and no warranty regarding the completeness or accuracy of the information is made or implied. The information provided is subject to change without notice as reimbursement laws,
regulations, rules and policies change frequently. Providers must seek advice from Medicare and/or other specific payers to obtain the most accurate, current and appropriate

information related to pre-authorization, coverage, billing and reimbursement. Anika specifically disclaims and rejects any liability or responsibility for any actions or

consequences resulting from the use of this information. CPT codes and descriptors are copyrighted by the American Medical Association




Instructions For Use

Integrity Implant

DESCRIPTION

The Integrity Implant is designed to provide an augmentation

layer over an injured tendon. The implant is a knitted porous mesh
comprised of a single composite layer of resorbable Hyaff-11
multifilament fibers and non-absorbable polyethylene terephthalate
(PET) fibers. The implant is easy-to-handle, pliable, nonfriable, and
porous in both the dry and hydrated state.

HOW SUPPLIED

The Integrity Implant is provided sterile, for single use only, in
multiple sizes in a thermoformed tray with peelable lid and outer
polymer packaging. DO NOT use if package is damaged or if labeling
isincomplete orillegible.

INTENDED USE
The Integrity Implant is a medical device intended for the
management and protection of tendon injuries.

INDICATIONS FOR USE

The Integrity Implant is intended for the management and protection
of tendon injuries in which there has been no substantial loss of
tendon tissue.

CONTRAINDICATIONS

The Integrity Implant is not designed, sold, or intended for use except
as described in the indications for use and is contraindicated in the
following situations:

« To replace damaged tendon or to reinforce the strength of any
tendon repair.

¢ Use in the presence of infection.

« Conditions which would limit the patient’s ability or willingness
to restrict activities or follow direction during the healing period.

« For patients with hypersensitivity to the product components.

Contraindications may be relative or absolute and must be carefully
weighed against the patient’s entire evaluation

WARNINGS
¢ Discard any open, unused product.
< Do not use after the expiration date.
¢ |tis the surgeon’s responsibility to be familiar with the
appropriate surgical techniques prior to the use of this device.
« Do not attempt to trim or otherwise modify the Integrity Implant
prior to implantation.

PRECAUTIONS
e Should be used immediately after opening of the pouch. Do not
store the product in the tray once the pouch is opened.
« Prior to use, inspect the device to ensure it is not damaged. Do
not use a damaged device.
* Hazards associated with reuse of this device include, but are not
limited to, patient infection and/or device malfunction.

Integrity” implant System

* The Integrity Implant should not be applied until bleeding and
infection are controlled.

» Application of the Integrity Implant does not modify the
postoperative treatment. The surgeon must determine motion
and strength requirements according to standard practice.

POSSIBLE ADVERSE EFFECTS
The following are potential adverse events that may occur from the
surgical procedure or complications with the device:

 Allergic Reaction

* Infection

e Pain

MRI SAFETY INFORMATION
The Integrity Implant is MRI Safe.

INSTRUCTIONS FOR USE

1. Follow standard procedures for treatment of the injured tendon.

2. Determine the tendon width in millimeters (mm) using a suitable
measuring instrument.

3. Select an Integrity Implant size that is appropriate for the
intended anatomy.

4. Place the implant over the tendon in the desired location to
augment the tendon repair.

5. Secure the Integrity Implant to the tendon or tendon/bone by
applying fixation at least 2 mm from the outer edge. If using
Integrity Bone Staple, apply approximately 4mm from the edge
of the Implant. Ensure that the implant is in good contact with
the tendon.

6. Close the incision in standard fashion.

STORAGE

* Keepdry.

e Store in a cool and dry place at room temperature.

* Avoid temperatures more than 104°F (40°C).

e Quter package includes a temperature indicator. Do not use if
central circle of the indicator on the product appears red.
In the event of a temperature breach, the indicator window will
turn from white to red.

Products may not be available in all markets. Product availability is
subject to the regulatory clearance in individual markets.

Please contact your local representative if you have any questions
about product availability in your area.

Please refer to the electronic IFU for the most recent and full
version. https:/www.anikaifu.com/

IFU: AML-3000153 REV-G









Instructions For Use continued

Deployment Skid Cannula Access Tool

DESCRIPTION

The Deployment Skid Cannula Access Tool (Skid) is a reuseable
surgical stainless steel cannula access tool, designed to facilitate
passage of delivery instruments and implants through commercially
available non-rigid arthroscopic cannulas. The device is a semi-
circular partial tube that can be inserted into the proximal opening
of a cannula to open or bypass fluid control valves so that Anika
instruments and implants can pass more easily into the arthroscopic
surgical site. The Skid is rounded and blunted distally to avoid
damage to the cannula and valves. These instruments are designed
for repeated use, with proper care and handling.

INSTRUCTIONS FOR USE

Prior to surgery, confirm that the Skid easily passes through the
non-rigid cannula to be used, as individual manufacturers valve
configurations vary. The Skid is to be used with non-rigid cannulas
with an inner diameter of 10mm or larger.

Introduce Skid into distal opening of non-rigid cannula. Advance
slowly allowing the distal tip of the Skid to center on valve construct.
Continue advancing to dilate and open valve. Fluid flow out of

the cannula will temporarily increase as valve is opened. Pass
instruments and implants through the passage created by the Skid.
Remove Skid to allow valve elements to return to their normal
functional position. Skid may be utilized in a handle-superior or
handle-inferior orientation, per surgeon preference. Arthroscopic
visibility may be enhanced in the handle-inferior orientation.

WARNINGS AND PRECAUTIONS

This product is provided NON-STERILE. The product must be
properly cleaned and sterilized before each use. Remove and discard
any plastic shipping materials before cleaning and sterilizing the
instruments. The surgeon shall be thoroughly familiar with the
implants, instruments, and surgical technique prior to performing the
procedure. The Skid should be regularly inspected for any signs of
wear or damage.

CLEANING

Cleaning the Skid by hand rather than by mechanical cleaning will
prolong the life of the instrument. Clean all surfaces and crevices,
of all debris, using a soft bristle brush or cleaning stylet. Remove
all traces of blood or other residues immediately. Do not allow
these to dry. The Skid should be cleaned while submerged in warm
water with an appropriate neutral pH detergent. Always follow the
manufacturer’s instructions when preparing and using detergents.
Do not use steel brushes as they can accelerate wear and corrosion
of the instrument. Rinse instrument thoroughly with distilled water.
Dry instrument immediately after cleaning.

STERILIZATION

Recommended parameters for steam sterilization are as follows:
Cycle Temperature Minimum Exposure Time
Vacuum 270°F/132°C 4 minutes

Recommended dry time is 30 minutes.

Parameters may vary based on manufacturer, installation, or
maintenance of sterilization equipment. On-going testing must
be performed by the user to confirm inactivation of all forms of
microorganisms.

The Skid should be processed in double wrapped configuration using
an FDA (or applicable regulatory agency) cleared sterilization wrap.
Sterilizing in liquid solutions is not recommended.

Do not sterilize at temperatures greater than 275° F/ 135° C.

Note: Anika does not define the maximum number of uses
appropriate for reusable instruments. The useful life of these devices
depends on many factors, including the method and duration of each
use and handling between uses. Careful inspection and functional
test of the instrument before use is the best method of determining
the end of useful life.

Products may not be available in all markets. Product availability is
subject to the regulatory clearance in individual markets.

Please contact your local representative if you have any questions
about product availability in your area.

Please refer to the electronic IFU for the most recent and full
version. https:/www.anikaifu.com/

IFU: AML-3000184 REV-A




FDA Clearan ce Integrity Implant
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F DA C I earance Integrity Bone Staple Fixation System
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F DA C I earance Integrity Tissue Tack Fixation System
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Anika Therapeutics, Inc.
32 Wiggins Ave., Bedford, MA 01730
1-888-721-1600 | customerservice@anika.com

www.anika.com | Anika. Restore Active Living.” | Stay Active®

This document and information is intended for markets where regulatory approval has been granted

Anika, Integrity, Hyaff, Stay Active, and Restore Active Living are trademarks of Anika Therapeutics, Inc.

All other trademarks are the property of their respective owners.
©2025 Anika Therapeutics, Inc. All rights reserved.
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