CuffMend Rotator Cuff
Augmentation System

Surgical Technique
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CuffMend™ Rotator Cuff
Augmentation System

Providing an efficient, simple approach to augmenting partial- and full-
thickness rotator cuff tears, the CuffMend system incorporates either A
ArthroFlex® dermal allograft for supplemental strength,"? or autograft

biceps. Insert the graft using the graft spreader and then securely : . j.J
fixate the graft using FiberStitch RC implants, for medial fixation “' '(‘
and Knotless PushLock® anchors for lateral bony fixation. Scientific (“

literature has demonstrated that rotator cuff augmentation with

acellular dermal graft can improve healing and reduce retear rates.?

ArthroFLEX® Dermal Allograft

ArthroFlex dermal allograft is a biohospitable acellular
dermal allograft intended for supplemental support and
covering for soft-tissue repair."34

LifeNet Health’s patented and validated Matracell®
decellularization process renders the ArthroFlex

dermal allograft acellular without compromising its
biomechanical or biochemical properties.>* Matracell
technology removes donor DNA from the dermal matrix,
while retaining its native growth factors, collagen, and
elastin.®>® Matracell technology is validated to remove
>97% of donor DNA and cellular content.?

ArthroFlex dermal allograft is treated with Preservon®, a
proprietary and patented preservation technology that

allows the graft to be fully hydrated at room temperature.®

The SpeedFLEX™ implant builds upon the established
ArthroFlex technology, increasing the convenience by
offering presutured variations of the implant.
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> ArthroFlex demonstrated decreased retear rates and
improved patient-reported outcome scores after 1
and 2 years?

> ArthroFlex dermal allograft provides supplemental
support and protects the repair*

> Biomechanical testing has shown that ArthroFlex
dermal allograft provides high ultimate load and suture
retention strength®#

> In a histologic analysis, ArthroFlex dermal allograft
demonstrated the ability to remodel and integrate with
host tissue after implantation®

> ArthroFlex dermal allograft is available in various precut
sizes for use in augmentation

N

ArtrhrorLex

Removing DNA and cellular components
allows host cells to readily infiltrate and
proliferate®

>97% DNA and Cellular
Content Removed

Provides a strong, biohospitable collagen
scaffold that allows host cellular and vascular
ingrowth®

Intact Acellular
Extracellular Matrix

Excellent handling; ready to use; room

CanEeiEe temperature storage (15-30 °C)’

Retains endogenous growth factors, elastin,

Intact Extracellular Matrix matrikines, cytokines, and collagens®
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Autograft Tissue Compression System ' "
| /
> The Autograft Tissue Compression System is designed to create a graft ¥\\</ —\g/?
using autologous tissue, such as biceps tendon. The graft can be used for ees 43
CuffMend™ rotator cuff augmentation. —\/E\
%///f . -xg}
> The Autograft Tissue Compression System consists of a press and / )

disposable plates. Holes in the plates can be used to help suture the graft. /

> For details on preparing the graft, see pages 25-26.

FiberStitch™ RC Implant

The FiberStitch RC implant 1.5, curved or straight, with two polyester implants and 2-0 FiberWire® sutures provides a
suture-based solution to quickly and securely attach the medial edge of the graft to the rotator cuff tendon.

> Delivery device uses single-handed operation to deliver > 1.5 mm needle easily penetrates through the graft and
two soft suture implants delivers a low-profile implant
> Implant features two polyester suture implants > Integrated depth stop for safe insertion

connected with a continuous 2-0 FiberWire suture ) . . . .
> Available in options to create either a mattress stitch or

> Implants can be delivered through varying graft simple stitch
thicknesses, including 1 mm, 2 mm, or 3 mm ArthroFlex®
dermal allografts

CuffMend Graft Spreader 3.5 mm Self-Punching PushLock®

re Anchor
The CuffMend graft spreader provides a straightforward Suture cho

approach to introducing a graft and positioning it over the

S ) N The self-punching PushLock suture anchor
repair site for final fixation.

provides efficient tensioning and knotless fixation
> Low-profile design to simplify inserting the graft into the of the graft construct.

subacromial space . e R . .
> Simplified and familiar insertion technique

> Articulating arm effortlessly positions the graft over
) g. yp 9 > PEEK self-punching eyelet simplifies insertion
the repair site
> Visualize and adjust suture tension prior to
anchor insertion to prevent overtensioning of the

graft construct

-o—l -

> Versatile design for insertion through the lateral or
posterior portals

CuffMend Implant System
This convenient kit contains all the implants needed to
perform the CuffMend technique.

> AR-19043 is ideal for use with the presutured
SpeedFLEX implant

> AR-19042 is ideal for use with the Autograft Tissue
Compression System or ArthroFlex dermal allograft
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Lateral Approach for CuffMend™

Rotator Cuff Augmentation

Portal Placement

Lateral Portal

Use a spinal needle to create a lateral working portal for
placement of a 10 mm PassPort Button™ cannula. It is very
important to make the portal as parallel as possible to
the surface of the rotator cuff, resulting in a lateral portal
location that will be more inferior compared to a standard
lateral working portal.

31Tmm

Optional Inferior Anterolateral Portal

An auxiliary inferior anterolateral portal may also
be created to introduce the graft spreader into the
subacromial space.

23 mm

N

—

Graft Sizing

Insert the empty graft spreader into the subacromial
space, and roll the wheel forward to deploy. The arm
of the graft spreader from the tip to the first bend

is approximately 31 mm. Use this measurement as

a reference for choosing the appropriately sized
ArthroFlex® or SpeedFLEX™ graft.




Graft Preparation for Lateral Approach With ArthroFLEX® Human Dermal Allograft

| Note: If using a SpeedFLEX™ implant, skip to step 5.
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Using a Scorpion™ SL suture passer, place a 0.9 mm TigerLink™ SutureTape and a 0.9 mm FiberLink™ SutureTape into the
lateral corners (L) of the ArthroFlex dermal allograft in a cinch stitch configuration. Prepare the medial corners (M) of the
graft by passing a #0 FiberWire® suture in a simple pass configuration.

Alternatively, the ArthroFlex graft can be prepared in the 4-layer Autograft Tissue Compression System plates. For full
details, refer to pages 25-26.
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Using the Megaloader, pass the #0 FiberWire® sutures from the medial aspect of the ArthroFlex” or SpeedFLEX™ graft

into the suture channels at the distal end of the graft spreader (a, b). Take care to cleat the medial sutures on the inside
cleats on the opposite side of the spreader arm they were passed through. This creates a crisscross pattern that eases
passage through the 10 mm PassPort Button™ cannula and retains tension on the graft.

Pass the lateral TigerLink™/FiberLink™ SutureTapes under the arms of the spreader and attach them to the outside
cleats (c, d) on the corresponding side of the graft spreader handle.

Note: Do not pass the lateral link sutures through the lateral holes on the graft spreader arms as this will complicate
removal after graft insertion.
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Graft Delivery

Once the graft is loaded onto the graft spreader, retract the articulating arm by sliding the button toward the handle.

Introduce the retracted graft spreader through the lateral PassPort Button™ cannula. Once completely introduced
into the subacromial space, open the articulating arm by sliding the button on the handle toward the tip of the device,
spreading the graft over the desired location on the rotator cuff. Note that the left arm of the graft spreader is the
articulating arm, and the right arm is fixed.

| Note: The graft spreader will fit best through a 10 mm diameter PassPort Button cannula or larger.
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Medial Graft Fixation

| Note: If using FiberStitch™ RC, simple, skip to page 13.

Introduce the FiberStitch RC 1.5 device into the subacromial space, targeting the medial edge of the graft.

| Optional: A cannula or portal skid may be used to help with introduction of the device (top-left).

Insert the delivery needle through the graft and cuff until the depth

stop is flush with the graft, taking care to not prematurely deploy the

implant. Once the device is in the desired location, roll the deployment

wheel backward until a hard stop is felt and an audible click is heard.

This will deploy the first implant. Roll the wheel forward until a hard

stop is felt and an audible click is heard. This will confirm the first

implant has been deployed. If there is resistance to moving the wheel Forward, second
during deployment, the needle may be against a bony surface. Try to Ve
move it slightly to free up space for the implant to deploy. 5

Backward, first
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While keeping the tip of the device in the subacromial space, remove the delivery needle from the graft and move it to
the desired location for the second implant, creating a mattress stitch. Advance the needle through the graft and cuff
again. Once the device is in the desired location, roll the deployment wheel backward until a hard stop is felt and an
audible click is heard. This will deploy the second implant. Roll the wheel forward until a hard stop is felt and an audible
click is heard. This will confirm the second implant has been deployed.

Once both implants are deployed and the inserter is removed from the subacromial space, pinch all the sutures and
gently pull to set the implants.
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A suture loop and single suture will be visible outside the shoulder. Insert a probe or similar device through the loop and
pull the loop of suture to reduce the suture spanning the two implants.

6

Tension the single suture to reduce the suture loop. The implants are secured when the loop is reduced, creating a
mattress stitch configuration.
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Load the tail of the suture into the loading wire and pull the tab to load the knot pusher.

Advance the knot pusher toward the graft, keeping it parallel to the suture while maintaining tension on the suture. Be
careful not to cut the suture prematurely. Depress the plunger to cut the suture.

| Note: It is recommended to leave a few millimeters of suture tail before cutting.
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Repeat steps 1-8 to complete medial fixation on the opposite corner of the graft.

Alternative Option for Medial Fixation: FiberStitch™ RC Implant, Simple

The FiberStitch RC implant, simple is available in both
straight and curved options. This device creates a simple
stitch, placing one implant underneath the rotator cuff
and one implant on top of the graft.

If using the FiberStitch RC implant, simple, complete steps
1-2 as shown above. After deployment of the first implant,
retract the needle into the subacromial space, and deploy
the second anchor by rolling the wheel back and forth

a second time. Remove the inserter from the shoulder.
Tension the single suture to reduce the second implant on
top of the graft. A tension cutter can be used to provide
counter tension. Complete steps 7-9 as shown above.
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Graft Spreader Removal
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While holding the graft spreader in place, uncleat and remove the #0 FiberWire® sutures. Pull on one suture limb to
remove it from the graft and graft spreader. Repeat on the other side.

Note: It may be helpful to cut one limb of the FiberWire suture close to the PassPort Button™ cannula to reduce the
friction on the suture during removal.

" Phsgp,
“*3 (Y

Uncleat the remaining lateral sutures from the graft spreader handle. Retract the arm by sliding the button backwards,
and then carefully remove the graft spreader from the cannula.
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Lateral Graft Fixation

Load one of the lateral SutureTapes through the eyelet
of the 3.5 mm self-punching PushLock® anchor. Taking
care to avoid the existing lateral row anchors from the
SpeedBridge™ repair construct, introduce the PushLock
anchor through the lateral portal and insert the anchor.
Repeat this step for the remaining lateral anchor.

| Note: Take care to not overtension the suture and graft.

The CuffMend™ system can also be used over partial-
thickness rotator cuff tears.

Alternative option for Lateral Fixation: Knotless SwivelLock incorporation

If desired, the knotless mechanism from a lateral row
Knotless SwivelLock can be used for lateral fixation. If
this technique is preferred, do not cinch the FiberLink/
TigerLink SutureTapes when prepping the graft. Use the
links as a shuttle to bring the repair stitch through the
graft. Convert through the knotless mechanism. For best
results, it is important to make sure the graft is placed
medially enough to not cover the lateral row anchors, and
to make sure that the lateral row anchors are wider than
the graft to prevent bunching.
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Posterior Approach for CuffMend™

Rotator Cuff Augmentation

Portal Placement

A 10 mm or larger PassPort Button™ cannula can be placed posteriorly for introduction of the graft spreader. Another
PassPort Button cannula can be inserted laterally to be used for viewing, as well as for insertion of PushLock® anchors.

3Tmm

Graft Sizing

Insert the graft spreader

into the subacromial
space, and roll the
wheel forward to
deploy. The arm of the
graft spreader from the
tip to the first bend is
approximately 31 mm.
Use this approximate
measurement as a
reference for choosing
the appropriately sized
ArthroFlex" graft.

Suturing configuration shown
for right shoulder
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Graft Preparation for Posterior Approach With ArthroFLEX® Human
Dermal Allograft

Note: The SpeedFLEX™ implant is not currently available for the posterior approach. If using a SpeedFLEX implant,
sutures will need to be repositioned, and an additional #0 FiberWire® will be needed.
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Using a Scorpion™ suture passer, place a 0.9 mm TigerLink™ SutureTape and a 0.9 mm FiberLink™ SutureTape into the
lateral corners of the ArthroFlex dermal allograft in a cinch stitch configuration. Prepare the medial corners of the graft
by passing a #0 FiberWire® suture in a simple pass configuration.

Add an additional #0 FiberWire suture to the anterolateral corner of the graft.

Note: Orientation of the graft is different for a left shoulder case vs a right shoulder case.
The extra #0 FiberWire suture will always go into the anterolateral corner of the graft.

e < R

Left Shoulder Suture Configuration Right Shoulder Suture Configuration
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Graft Spreader Loading for Left Shoulder

1

Using the suture loader, load all the #0 FiberWire® sutures through the holes on the graft spreader (a, b, d).

2

Cleat the #0 FiberWire sutures (a, b) in a crisscross pattern to the inside cleats of the graft spreader handle. Cleat the
#0 FiberWire suture from corner (d) into (d) on the same side of the graft spreader handle. Cleat both the FiberLink™ and
TigerLink™ SutureTapes into (c) on the graft spreader handle.
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Graft Spreader Loading for Right Shoulder

1

Using the suture loader, load all the #0 FiberWire® sutures through the holes on the graft spreader (a, b, c).

2

Cleat the #0 FiberWire sutures (a, b) in a crisscross pattern to the inside cleats of the graft spreader handle. Cleat the
#0 FiberWire suture from corner (c) into (c) on the same side of the graft spreader handle. Cleat both the FiberLink™ and
TigerLink™ SutureTapes into (d) on the graft spreader handle.
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Graft Delivery

1 2

Once the graft is loaded onto the graft spreader, retract Introduce the retracted graft spreader through the
the articulating arm by sliding the button backward. posterior PassPort Button™ cannula. Once completely

introduced into the subacromial space, open the
articulating arm by sliding the button on the handle
toward the tip of the device, spreading the graft over the
desired location on the rotator cuff.

Note: The graft spreader will only fit through a 10 mm
diameter PassPort Button cannula or larger.

Medial Graft Fixation

Fixate the medial edge of the graft using the FiberStitch RC 1.5 implant. For full details on its use, see pages 9-13.
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Graft Spreader Removal

1

While holding onto the graft spreader, uncleat the FiberLink™ SutureTape and TigerLink™ SutureTape. Retrieve the
sutures out of the lateral portal.

2

Uncleat the remaining sutures from the graft spreader handle (see inset). Retract the arm by sliding the button
backwards, and then carefully remove the graft spreader from the cannula.
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Lateral Graft Fixation

Load a lateral 0.9 mm FiberLink™ or TigerLink™ SutureTape through the eyelet of the 3.5 mm self-punching PushLock”
anchor. Taking care to avoid the existing lateral row anchors from the SpeedBridge" repair construct, introduce the
PushLock anchor through the lateral portal and insert the anchor. Repeat this step for the remaining lateral anchor.

| Note: Take care to not overtension the suture and graft.

The CuffMend™ system can also be used
over partial-thickness rotator cuff tears.
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Auto CuffMend™ Rotator Cuff Augmentation

(Biceps Smash)
Autograft Tissue Compression System

The Autograft Tissue Compression System is designed
to create a graft using autologous tissue, such as biceps
tendon. The graft can be used for CuffMend rotator

cuff augmentation.

This system, which is available in two different sizes,
consists of a press and disposable plates. Holes in

the plates can be used to help suture the graft. The
shorter plates (AR-19082) are designed for rotator cuff
augmentation, and produce a graft that is approximately
22 x 27 mm in size. For applications such as subscapularis
repair, where more biceps tendon may be harvested, the
longer plates (AR-19087) can be used to produce a larger
graft of approximately 24 x 48 mm.

Graft Preparation

Harvest the proximal biceps tendon. To maintain tenocyte
viability, do not use a radiofrequency ablation probe for
harvesting the tendon. The use of a mechanical cutting
device, such as arthroscopic scissors, is recommended.
Remove 1 cm from the labral attachment end of the
harvested tendon. Trim the remaining graft to the length
of the plate being used (27 mm or 48 mm).

3

Align the pins and place the top plate over the bottom plate.

AR-19082: 22 x 27 mm

AR-19087: 24 x 48 mm

2

Place the biceps tendon into the center of the bottom
plate’s recess to ensure even graft spreading during
compression.

4

Load the plates onto the press
and twist to lock in place. Turn
the press handle clockwise

until the indicator line is close

to MAX. Allow a minimum of

4 minutes of compression before
removing the plates.

Unscrew the press handle to
remove and separate the plates.
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Graft Preparation for Lateral Approach

V.

5

After removing from the press, maintain the graft in the
inner plates only for graft prep.

Repeat with the 0.9 mm links. The design of the plates
does allow for luggage tags to be created in the plates.
The suture can be cleated in the plates for easier
suture management.
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6

Using a needle driver, pass the #0 FiberWire" sutures with
curved needles through the graft. By passing down and
then back up, a mattress stitch can be created. Repeat

on the opposite corner. The suture can be cleated in the
plates to help with suture management.
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The graft is prepped and ready to be loaded onto the
graft spreader. If the surgeon is not yet ready for the graft,
the inner plates can be placed into the outer plates, and
placed back into the press with a little pressure to help
maintain the graft shape.



Ordering Information

CuffMend™ Rotator Cuff Augmentation Implant System AR-19043

> Two FiberStitch™ RC implant, curved (RC), w/ 2 polyester implants and
2-0 FiberWire® sutures

> Two 3.5 mm PushLock" anchors, biocomposite,
self-punching

> Graft spreader
> Megaloader
> Knot pusher/suture cutter w/ portal skid

CuffMend Rotator Cuff Augmentation Implant System AR-19042

> Two FiberStitch RC implant, curved (RC), w/ 2 polyester implants and
2-0 FiberWire sutures

> Two 3.5 mm PushLock anchors, biocomposite,
self-punching

> Graft spreader

> Megaloader

> Knot pusher/suture cutter w/ portal skid

> 4-layer autograft tissue compression system plates with sutures
> Three #0 FiberWire sutures, 38 in (blue)
> FiberLink™ SutureTape, 0.9 mm, w/ loop (white/blue)
> TigerLink™ SutureTape, 0.9 mm, w/ loop (white/black)

Implants

FiberStitch RC implant, straight (RC), w/ 2 polyester

implants and 2-0 FiberWire AR-190325
FiberStitch RC implant, curved (RC), w/ 2 polyester )
implants and 2-0 FiberWire AR-19032C
FiberStitch RC implant, simple curved (RC), w/ 2 polyester )
implants and 2-0 FiberWire AR-19033C
FiberStitch RC implant, simple straight (RC), w/ 2 AR-19033S

polyester implants and 2-0 FiberWire
AR-1926BCSP
AR-1926PSSP

3.5 mm PushLock anchors, biocomposite, self-punching

3.5 mm PushLock anchors, PEEK, self-punching

ArthroFLEX® Dermal Allograft

ArthroFlex dermal allograft, 20 mm x 25 mm % 1.0 mm,

decellularized dermis w/ Matracell” technology AFLEX402
ArthroFlex dermal allograft, 25 mm x 30 mm x 1.0 mm,

decellularized dermis w/ Matracell technology AFLEX403
ArthroFlex dermal allograft, 25 mm = 30 mm x 2.0 mm,

decellularized dermis w/ Matracell technology AFLEX202
ArthroFlex dermal allograft, 20 mm x 30 mm x 3.0 mm,

decellularized dermis w/ Matracell technology AFLEX352
SpeedFLEX® Implant

SpeedFlex implant, 20 x 25 x 1mm ABS-4402
SpeedFlex implant, 25 x 30 x 1 mm ABS-4403
SpeedFlex implant, 20 x 25 x 2 mm ABS-2202
SpeedFlex implant, 25 x 30 x 2 mm ABS-2203

Instrumentation and Graft Preparation

Knot pusher/suture cutter w/ portal skid AR-5845
Graft spreader AR-19007GS
FiberLink SutureTape, 0.9 mm w/ loop (white/blue) AR-7559
TigerLink SutureTape, 0.9 mm w/ loop (white/black) AR-7559T
#0 FiberWire suture, 38 in (blue) AR-7254
FastPass Scorpion™ SL suture passer AR-13999MF
HD Scorpion needle AR-13999HDN
FiberWire scissor AR-11796
Autograft Tissue Compression System

Instrument set, ATCS AR-19081S
Four-layer ATCS plate, single-use AR-19082
Compression plates, ATCS, single-use, 5/pack AR-19083
Compression plates, ATCS, long, single-use, 5/pack AR-19087

0 FiberLoop® suture, 20 in (blue), 76 mm straight needle AR-7253

w/ 7 mm loop

Cannulas and Cannula Accessories

AR-6592-10-20
AR-6592-10-30
AR-6592-10-40
AR-6592-10-50
AR-6592-10PI

PassPort Button™ cannula, 10 mm I.D. x 2 ¢cm
PassPort Button cannula, 10 mm I.D. x 3 ¢cm
PassPort Button cannula, 10 mm I.D. x 4 cm
PassPort Button cannula, 10 mm I.D. x 5 cm

10 mm PassPort Button inserter
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This description of technique is provided as an educational tool and clinical aid to assist properly licensed medical professionals in the usage of specific Arthrex products. As part of this professional
usage, the medical professional must use their professional judgment in making any final determinations in product usage and technique. In doing so, the medical professional should rely on their own
training and experience and should conduct a thorough review of pertinent medical literature and the product’s directions for use. Postoperative management is patient-specific and dependent on the
treating professional’s assessment. Individual results will vary and not all patients will experience the same postoperative activity level or outcomes.
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