BioPoly’

Partial Resurfacing Knee Implant

Instructions for Use

CAUTION - Investigational Device. Limited by Federal (or United States) law to
investigational use.

DEVICE DESCRIPTION

The BioPoly® Partial Resurfacing Knee Implant is a long term, surgically invasive
device for replacement of focal osteochondral defects in the knee ranging from 1.8 —
3.1 cm?

MATERIALS
The implant is made of BioPoly® material (ultra-high molecular weight polyethylene
and crosslinked hyaluronan) and titanium alloy (Ti-6Al-4V).

INTENDED USE
The BioPoly® Partial Resurfacing Knee Implant is intended for the replacement of
symptomatic severely abnormal (ICRS Grade 2, 3 or 4) chondral or osteochondral
focal lesions located in the weight bearing regions of the femoral condyle or in the
trochlear facets.

INDICATIONS FOR USE

The BioPoly® Partial Resurfacing Knee Implant is indicated for partial resurfacing in
the femoral condyle or trochlear facet when lesion size does not exceed 3.1 cm? and
is circumscribed by a 1.5 cm or 2.0 cm circle or 1.5 by 2.4 cm oval of normal or
nearly normal (ICRS Grade 0 or 1) cartilage. The overall cartlage depth must be
less than 4 mm when measured from the articulating surface. The implants are
indicated for use with or without bone cement. Subchondral bone quality must be
sufficient to secure the implant.

CONTRAINDICATIONS

. Body mass index = 35

. Generalized degenerative or autoimmune arthritis

. Gout

. Uncorrected chronic malalignment of the knee

. Uncorrected ligamentous instability

. Uncorrected mechanically symptomatic meniscal tear or total meniscectomy

. Kissing lesion on tibia or patella

. More than one implant required to accommodate lesion

. Allergy to titanium alloy (Ti-6Al-4V), ultra-high molecular weight polyethylene
(UHMWPE), or hyaluronic acid (HA)

. Use with opposing articulating tibial or patellar components

DIRECTIONS FOR USE

The BioPoly instrumentation must be used to ensure proper fit and alignment of the
implant. Refer to the appropriate surgical technique manual for specific instructions
on the use of the instruments and implantation of the prosthesis.

WARNINGS AND PRECAUTIONS

. The use of this device is limited by federal law to investigational use.

. Prior to use, the surgeon should thoroughly read and understand all aspects of
the surgical technique.

. This device is provided STERILE as a single use product. If sterile barrier is
broken or the packaging otherwise damaged, the device may not be
administered. Re-sterilization of the device is not permitted.
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. During removal of the device from the packaging, special care should be
taken to preserve the articulating surface finish.

. In case of damage to the implant, including scratches or indentations on the
articulating surface, bending of the fixation stem, or any other disfigurement,
the device may not be administered.

. Any alteration or modification to the device prior to the surgical implantation

is prohibited.

. Excessive insertion force can damage the articulating surface of the
implant.

. Implant articulation with non-cartilage or abnormal anatomic surface can

damage the implant.
. Do not reuse device. Risks of reuse include: damage to implant, loss of
performance, and infection.
. MR image quality may be compromised if the area of interest is in the same
ﬁ area or relatively close to the position of the device.

MRI SAFETY INFORMATION
A person with the BioPoly® Partial Resurfacing Knee Implant may be safely
scanned in an MR system under the following conditions. Failure to follow these
conditions may result in injury.

Device Name BioPoly Partial Resurfacing Knee Implant
Static Magnetic Field Strength (B,) |1.5T or 3.0T
Maximum Spatial Field Gradient 35 T/m (3,500 gauss/cm)

RF Excitation Circularly Polarized (CP)
RF Transmit Coil Type There are no Transmit Coil restrictions
Operating Mode Normal Operating Mode

60 minutes of continuous RF (a sequence or
back to back series/scan without breaks)
The presence of BioPoly’s Partial

MR Image Artifact Resurfacing Implants may produce an
image artifact.

The safety of this item during scanning has
Patient Characteristics not been proven if there is another implant
within 3 cm.

Scan Duration

POSSIBLE ADVERSE EFFECTS
Possible surgical related complications could include but are not limited to
anesthesia related complications (i.e. nausea, paralysis, or death), skin
complications at the incision site (i.e. bruising, drainage), joint related
complications (i.e. swelling, crepitation, instability), intra-operative damage to
nerves, blood vessels, bone, or soft tissue, hematoma, blood loss, blood clots,
delayed wound healing, infection, prolonged rehabilitation and/or physical
therapy, subchondral bone fracture, revision surgery, and if cartilage
degeneration continues, joint replacement.
Potential device related complications include but are not limited to the following:
+ Joint damage and/or revision surgery resulting from:
« Breakage
« Dislodgement, loosening, or subsidence
« Osteolysis, Wear debris
« Long-term implant degradation (mechanical and/or chemical)
« Abrasion/damage to tibial or patellar cartilage in the ipsilateral compartment
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. Infection

. Material allergic reaction

. Material sensitivity reaction
. Metallosis

. Pain, catching, and/or locking due to improper implant placement
. Intra-operative damage to nerves, blood vessels, bone, or soft tissue during
defect preparation and/or implantation

STORAGE AND HANDLING

Store in a cool, dry place and in a manner that protects the integrity of the
packaging of the implant. Prior to use, inspect product packaging for signs of

damage and/or tampering.

PACKAGING AND STERILIZATION
The BioPoly® Partial Resurfacing Knee implant is provided sterile and for single

use.

. Do not use if the sterile packaging has been breached or damaged
. Do not attempt to re-sterilize the implant
. Do not use if the expiration date has elapsed

CAUTION

Federal (USA) law restricts this device to sale by or on the order of a physician.

DISPOSAL

After use, this product may be a potential biohazard. Handle and dispose in
accordance with accepted medical practice and applicable local, state, and

federal laws and regulations.

SYMBOLS GLOSSARY
Symbol |Standard Reference| Symbol Title Symbol Description
Indicates the medical device
d 1SO 15223-1;5.1.1  |Manufacturer manufacturer.
CJ I1SO 15223-1; Use by date Indicates the date after which the
- 5.1.4 Y medical device is not to be used.
Indicates the manufacturer's
ISO 15223-1;5.1.5  |Batch code batch code so that the batch or
lot can be identified.
Catalogue Indicates manufacturer's
REF I1SO 15223-1;5.1.6 9 catalogue number so that device
number X e
can be identified.
" Indicates a medical device that
STERILEED) ['SO 15223-1;52.3 | o200 BY ETOla peen sterilized using
ethylene oxide.
Do not use if Indicates a medical device that
ISO 15223-1; ackage is should not be used if the
5.2.8 P 9 package has been damaged or
damaged

opened.
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SYMBOLS GLOSSARY (CONTINUED)

Symbol Title

Symbol Description

Symbol |Standard Reference
® 1SO 15223-1;
5.4.2

Do not reuse

Indicates a medical device that is
intended for one use, or for use
on a single patient during a
single procedure.

1SO 15223-1;5.4.3

§o

Consult
instructions for
use

Indicates the need for the user to
consult the instructions for use.

A\

1SO 15223-1;5.4.4

Caution: Read all
warnings and
precautions in
instructions for
use

Indicates the need for the user to
consult the instructions for use
for important cautionary
information such as warnings
and precautions that cannot, for
a variety of reasons, be
presented on the medical device
itself.

ASTM F2503-23;
6.3.2

JAY

MR Conditional

Indicates a medical device that
has demonstrated safety in the
MR environment within defined
conditions.

R, Only

21 CFR; 801.109(b)

Prescription only

CAUTION: Federal (USA) law
restricts this device to sale by or
on the order of a physician.

REFERENCES

. 1ISO 15223-1: Medical devices — Symbols to be used with medical device
labels, labelling, and information to be supplied — Part 1: General

requirements
+ 21 CFR801: Labeling

. ASTM F2503-23: Marking Medical Devices and Other Items for Safety in
the Magnetic Resonance Environment

BioPoly’

www.biopolyortho.com

Provided by: BioPoly, LLC
7136 Gettysburg Pike

Fort Wayne, IN 46804 USA
Tel +1 (260) 999-6135

This product is covered by US Patent Nos. 9,216,085; 9,265,611; 9,526,619;

10,405,982; 10,575,954 and other patents pending.

BioPoly is a trademark of BioPoly, LLC.

Copyright 2026 BioPoly, LLC.

All rights reserved. Printed in the USA.
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