FAST-FIX FLEX enables all-zone all-inside
meniscal repair to treat tears previously
not accessible™-3

FAST-FIX®FLEX

Meniscal Repair System

pared to predicate device
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Description Per carton

FAST-FIX? FLEX Meniscal Repalr System

FAST-FIX FLEX Reverse Curved Needle Inserter (requires also 72205324
or 72205325)

CTX-C001 NOVOCUT Suture Manager o 1

1014550 Diamond Rasp 90° - 1

FAST-FIX FLEX Curved with Bending
Tool and Slotted Cannula Set

NOVOCUT Suture Manager
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FAST-FIX" FLEX
Meniscal Repair System

Instructions for Use

English Suomi Polski
bunrapcku Deutsch Portugués
hrvatski EAAnViKG Romana
éesky magyar Slovensky
Dansk ltaliano slovenscéina
Nederlands Latviesu Esparol
Eesti Lietuviy Svenska
Francais Norsk Tirkce
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FAST-FIX" FLEX
eniscal Repair System
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Device Description

The FAST-FIX FLEX Meniscal Repair System consists of an
all-inside meniscal repair device, a slotted delivery cannula
and a bend tool. Each device includes two non-absorbable
polymer implants, pre-tied with #2-0 non-absorbable suture
and preloaded into a needle delivery system. The adjustable
depth penetration limiter is preset to approximately 16mm
from the tip of the needle. It can be adjusted in 4mm
increments between 12mm and 20mm.

Performance Characteristics

The implant-suture construct can be deployed vertically or
horizontally on either side of the meniscus and reduced by
the pre-tied self-sliding knot.
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How Supplied .y pctucke o \%N@t
The system is supphed stenle and is for SINGLE USE ONLY.

Contents

The contents are supplied in one of two configurations:

(1) Single use delivery needle assembly preloaded with (2)
PEEK (polyetheretherketone) implants pre-tied with #2-0
non-absorbable suture made of Uncoated Utrahigh=rotecttar-

weight polyethylene fiber bralded with polypropylene
monoﬂlamentﬂber

OR
The same single use delivery needle assembly with provided

accessories: (1) Single use FAST-FIX FLEX Slotted Delivery
Cannula, and (1) Single use Bend Tool

Materials
Implants: 100% Polyetheretherketone

Delivery Needle Assembly: Stainless steel needle,
Nitinol actuator, Polyether block amide depth tube, ABS
(acrylonitrile-butadiene-styrene) and polycarbonate handle.

Suture: Uncoated ultrahigh-molecular weight polyethylene
fiber braided with polypropylene monofilament fiber

Cannula: Stainless steel

Bend Tool: ABS (acrylonitrile-butadiene-styrene)
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Rev. C INSTRUCTIONS FOR USE
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Intended Users

The FAST-FIX FLEX Meniscal Repair System is intended
to be used by healthcare professionals in accordance
with these instructions for use. The use environment is
a professional healthcare facility.

Intended Use

The FAST-FIX FLEX Meniscal Repair Systern is intended for
use as a suture retention device to facilitate percutaneous or
endoscopic soft tissue procedures.

Indications for Use

The FAST-FIX FLEX Meniscal Repair System is indicated for
use in meniscal repairs, allograft transplant procedures, and
anchoring the allograft to the meniscal rim during allograft
transplantation procedures.

Contraindications

Pathological conditions in the soft tissue that would
prevent secure fixation of the device.

Known hypersensitivity to the implant material. Where
material sensitivity is suspected, appropriate tests should
be made and sensitivity ruled out prior to implantation.

Target Patient Groups

The patient population is comprised of adult patients for
whorm meniscal repairs, allograft transplant procedures, and
anchoring the allograft to the meniscal rim during allograft
transplantation procedures is determined to be necessary by
the healthcare professional.

Expected Clinical Benefits

Meniscal tears repaired with FAST-FIX FLEX lead to an
improvermnent in clinical outcornes from pre-operative
baseline scores.

Meniscal allograft transplantations (MAT) conducted with
FAST-FIX FLEX lead to an improvement in clinical outcomes
from pre-operative baseline scores.
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29205324 5/;51:]15[ le FLEX Curved with Bend Tool and Slotted ) e
29906325 ;g;:;ﬂl;{!é;ll;r[;fl?“\/msc Curved with Bend Tool and
CIX(;OOi NOVOCUT® Suture Manager
Accessories
015186 Meniscal Depth Probe, reusable
.614.‘349 45¢ Diarnond Rasp, reusable
014550 Q0° Diamond Rasp, reusable
7210877 Slotted Cannula, reusable
7209950 Suture Threaders, sterile, box of 16 |
COBLATION?®
72290105 WEREWOLF? COBLATION Systern
72290007 WEREWOLF Wired Foat Pedal
72290008 WEREWOLF Wireless Foot Pedal
72290037 FLOW 507 COBLATION Wand
DYONICS® PLATINUM Blades
7220% 29 DYONICS PLATINUM FLYER® Shaver Blade

ot e available in all mar
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NOVOSTITCH" PRO

Menizeal Regrair System

NOYOCU

Suture Manager

MENISCAL RQOT

Repair Systern

MENISCAL STITCHER

Repair System

DYONICS:
PLATINUM

Curved Blades

\ . MENISCUS oW 50
MENDER Il prae

Repair System
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FAST-FIX® FLEX provides access to the posterior zone as well as the
mid-body and anterior third of the meniscus, which has been shown
to account for more than 40% of meniscal tears in stable adult kneegh?®
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FLEX Beverse Curved
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> of a cannula and is
designed to easily enter and
exit the knee joint

rmay provide visibil
the white meniscus
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serves as a guick reference for
edle depth penetration

FAST-FIX FLEX
Curved + Bend Tool
P T———

FAST-FIX FL
Curved + Bend Tool
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FAST-FIX® FLEX
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FAST-FIX 360

“with the capsule

In-line implants and a 17 gauge needle create a 25% smaller ~20% less contact’
needle insertion area™ but ~20% stronger

Improved Performance®

Repaly Mean
ﬁn;:)gth 50 displacoment
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SmlthNephewC
[REF] 410828 70205324

(EBT]* 8t 2088622
(1} FAST-FIX® FLEX Curved Inserter, Bender, Cannula Set

Gekrimmtes Selzinstrument, Bieger, Kantlenset Ensemble
comprenant disposilif d'insertion courbe, cintreuse et canule »
Inseritore curvo, piegatrice, set con cannula ¢ Gebogen
plaatsingsinstrument, buiger, canuleset » Juego de canula,
curvadora y posicionador curvado » Bejt sattinstrument,
bojare, kanylset + Buet innselningsinstrumenl, beyer,
kanylesett » Kavisfi Yerleslirici, Bikict, Kanol Set] » Kuprag
coaywytag, epyahelo Kapwne, oer Kdvouhag ¢ Insersor cuvo,
arqueador, conjunto de canulas » Buet indfarer, bukker,
kanyleszet

Rasomorl (MY
SERLE Teo)
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Si
Smith & hephew, Inc. GmbH, Alemannensirasse 14,
i 150 Minuleman Road 78532 Tuttiingen, Germony
Andover, MA 01810 USh .
T+1978 7491000 # F 1.1 978 749 1108

T Customer Senvice +1 300 343 5717 %{;
o i This product may be covered by one or more U.S. patents, See

smith-nephew.com/patents for detals. internot Use Cnly
“Trodemark(s) of Smith & Nephow, E03VS5AD; 1
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