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~ Suture Passer

. Reliably paéé and frétrie\)e #2 ULTRABRAID® Lightweight,'maneuverable'héndle 'is‘\COhtour,e'd -
- Suture and MAGNUMWIRE® Suture, in one for a firm grip, supporting dexterity.

easy motion, through a single portal. f ,;
Y. mouon uen gep « Simple to load, manipulate and

 Sturdy construction feels as durableand manage sutures. -

reliable as non-disposable options. _ .
7 e « Disposable design ensures a fresh,

Frgonomically designed for one-handed, ~ sharpftip for every procedure.




Operating instructions

1. Loading the needle - slide needle through rear opening,
ensure that needle hook is seated into distal slot.

2. Operating the jaw — open jaw by depressing button on
handle; close jaw by depressing loop on handle.

smith&nephew
TRUEPASS

A The performance you want. Suture Passer

. Loading the suture — form a suture loop, leavi . o

Muw-ox_smm_”m 2" L; Position _oo_uﬁo<m~_ mc_wcqm loading slot Hjm _1@ —_ m U_ —.:«\ <OC mxnmﬁw—”
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Successful procedures are
accomplished with skilled hands :
and dependable instruments.

Designed specifically for rotator cuft proc cedures, the TRUEPASS
Suture Passer offers surgeons the reliability and performance
synonymous with our legendary line of jm:a instrumentation.
Simple, one-handed operation and precise control over jaw
positioning can help your procedures run smooihly, and
simultaneous suiure passing and refrieval makes the suture

sulure passing and Resr-nandie
retrieval functions smoothly with
intuitive one-handed operation

Front loading slot
— enables quick and easy loading of suture

aids smooth passage

passing siep technically easier. through lissue, protecting
the needte and helping \
:ﬂg vy pass and retrieve #2 ULTRABRAID” to prevent breakage \
uture or ULTRATAPE, in one easy motion”

simple to load, operate and manage s ation

loop

QEUS

Innovative design allows for tissue manipulation and ol acion com

. . . . . elivers an_mm controt
suture passage through cuff tissue, up to 10 mm in thickness over jaw positioning and
tensioning/grasping enhances the user
experience, feels
comiortable in
the hand

Ergonormically designed for one-handed operafion and
optimal maneuverability

1. Posttion on rotator cuff tendon at 2. Squeeze rear handle to deploy needle and pass sufure. Release rear handle fo 3. Depress forward button fo disengage 4. Remove captured suture by pulling
desired site and close jaws. refract needle, leaving suture loop passed through tendon. jaw (suture is refained by seli-capture suture loop upward and out fo the right,
door) and remove device from joint space. ing self-capture door and allowing
suture to exit through side window.

Ordering Information

TRUEPASS Suture Passer
Reference # Description
V 72208797 TRUEPASS Suture Passer, Self-Capture For more information, contact your mmmmm representative
72203792 TRUEPASS Suture Passer, Standard o1 visit mgmﬁ 3@@3@5 com.
72203793 TRUEPASS Disposable Needles {box of 5}
Smith & Nephew, Inc. www.smith-nephew.com
150 Minuteman Road T +1978 7491000
Andover, MA 1810 US Customer Service: +1 800 343 5717 T i ] E :
USA Intemational Customer Service: +1 978 749 1140 “Trademark of Smith & Nephew. Certain marks Reg.US Patent and Trademark Office. ©2013 Smith & Nephew. Al rights reserved. Printed in USA. 01077V] 12/13
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Enhance accessibility

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 knees'?®

FAST-FIX FLEX Curved FAST-FIX FLEX Reverse Curved

p

3y, e

" 'Needle bend up to 35° Needle bend up to -22°
oodo, D0lima p&/en}'/? I8°% . prevevstng 000olg palimma
e / R T

/))ii( Shaft bend up to 80° Shaft bend up to -80°
~ ~ « ¢f ¢ © « N
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Bend tool does not provide measurement. Maximum bend degree was established by benchtop testing.




English Instructions for Use Deutsch

FAST-FDC FLEX 2 Barin e nedl ptoa EAST-FIX

a.  Rernove device from joint space. -
I

M@ﬁESQc@ﬁ, R@ p@lﬁ [1'9 SVS'TL’,@W}} b. Press and slide depth limiter button to expose ﬂ\u”; “ H’W}Sﬁ dl@ S\/St@ fﬁﬁ

needle a minimum of 16mrm.

Device D@S@ﬂptl@ﬂ c. (Toadjust distal curvature) Insert needle fully into E’W@duﬂv‘{tb@g@hr@ibung
The FAST-FIX Meniscal Repair System consists of an the channel of the bend tool and bend the needle Das FAST-FIX All-Inside System besteht

all-inside meniscal repair device, a slotted delivery cannula to the desired curvature. fur die All-Inside Meniskusreparatur, eine

and a bend tool. Each device includes two non-absorbable WARNING: Only use the bend tool provided in Einbringkanile und einem Biegewerkzeu
polymer implants, pre-tied with #2-0 non-absorbable the carton with the needle. enthilt zwei nicht resorbierbare Polyrne
suture and preloaded into a needle delivery system. - bereits mit nicht resorbierbarerm Mahtm.

armiert und in ein nadelbasiertes Einbrie
sind. Die verstelibare Tiefenpenetrations
ist auf ca. 16 rmm von der Nadelspitze ei

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.

ist in Schritten von 4 mm zwischen 12 7
verstelibar.

How Supplied

The systern is supplied sterile and is for SINGLE USE
ONLY. The package contains the following: (1) Single
use delivery needle assembly preloaded with (2) PEEK-
OPTIMA™ (polyetheretherketone) implants pre-tied
with #2-0 non-absorbable suture made of uncoated
ultrahigh-molecular-weight polyethylene fiber braided with
polyprapylene monofitament fiber, (1) Single use FAST-FIX

Das Systern wird steril geliefert unc ist i
EINMALIGEN GEBRAUCH bestimmt. Die
die folgenden Artikel: Eine (1) Einweg-Eir
Baugruppe, die bereits mit zwei (2) Imple
PEEK-OPTIMA® (Polyetheretherketon) b

FLEX Slotted Delivery Cannula, and (1) Single use Bend Tool,)  Figure 3. Arrow 1 indicates the needle being fully inserted wieclerum bereits mit nicht resorbierbarc
- in the bend tool. Arrow 2 ingiic:at.es where the surgeon should Starke 2-0 aus mit Polypropylen-Monofi
Intended Users apply force when bending the neecle. verflochtener unbeschichteter Polyethy
The FAST-FIX FLEX Meniscal Repair Systern is intended d. (Toadjust proximal curvature) Insert needie into UItE?ijh?r molarer Masse armiert sind €
to be used by healthcare professionals in accordance proximal bend feature and bend the needle to the FLEX geschlitzte Etfwweng:nbrmgkanule
with these instructions for use. The use environment is desired curvature. Einweg-Biegewerlzeug,
an operating room. 2 N the " i . e § IR S,
& g WARN_]NG. Do not bencll %hc_ needle along area V@ﬁf,. 3@h@i @ /\ﬂ\l\:’@“d@ﬁ'
inclicated by black retaining tube. 3 o

Intended Use B Das FAST-FIX FLEX Ali-Inside Sys
e, durch redizinisch sonal g

vorliegenden Gebt sarwveisung best

Anwendungsumgebung i Operatior

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

VYerwendungszweaeck

Das FAST-FIX FLEX All-Inside System ist
als Fadenhalteimplantat zur Erleichterur
oder endoskopischen Zingriffen an Weic
bestimmt.

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 transplant procedures.

Contraindications Figure 2. The black retaining tube indicates the area that indikationen

. should not be adjusted for proximal curvature. Das FAST-FIX FLEX All-inside System ist
bei Meniskusreparaturen. Allograft-Trans

zur Veranke s il R

Allograf - otrTET

pathological conditions in the soft tissue that would
prevent secure fixation of the device. e. Introduce device into joint space again,
using step 1.

Known hypersensitivity to the implant material.

Where material sensitivity is suspected, appropriate 3. Deploy the first implant (T1). ‘

tests shoalld be made and sensitivity ruled out prior to a For a horizontal or vertical repalr, place the needie Kontraindikationen

implantation. tip in the desired location for T1 and puncture the . Pathologische Zustande des Weicht:
meniscus across the repair site to the preset depth. eine sichere Fixation des Irnplantats

Warnings

. r For allograft transplants Bekannte Uberem jchic
'Q 130 not use‘n’ pac.lﬁagi:.ls dama}ged. ?o not use it y vertical technique place ( i the s loc.:amon Implantatmateri Verdach
5/ the produf:t sterilization barrier or its packaging is and puncture the needle into the outer meniscal sollten vor der Implantati
compromised. fragment to the preset depth. durchgefuhrt und ¢
Contents are sterile unless package is opened or b, Leave the needie in position and push the werden.
damaged. DO NOT RESTERILIZE. For single use only. deptoyment slider forward until a click is heard to \ . .
. T Y NN FERSGE
Discard any open, unused product. Do not use after deploy T1. Warnhinweise
the expiration date. WARNING: Do not push the deployment Bei beschadigter Packung nicht
. The device is supplied sterile, and is for SINGLE USE slider twice or the second implant will deploy GE verwenden, wenn die Sterilisatio
ONLY. Do not clean, resterilize, or reuse the device, prematurely. ~~ produlcts oder seine Verpackung
as this rmay damage or compromise the performance a. 1 o i ant (T2). e . .
resulting i?\l produgt malfungtion, failure},)or patient A r:)eploy Che‘scfoﬁd implant 1 Q)L . . Defrlnhe%lt ist ‘su-:u i, es SP' den:w, dxc
injury. Cleaning, resterilization, or reuse of the a. Sloww retract the nee_»dklc out of the meniscus, gedffnet oder bgschacth. NICHT Ft
keeping the needle within arthroscopic view. Nur zum einmaligen Gebrauch. Ent:

device may also expose the patient to the risk of
transmitting infectious diseases.

For allograft transplantation insert the ne ile jedes offene, unbenutzte Produlkt. |

. o - ) approximately 4-5mm from T1 and puncture the Verfallsdaturn verwenden.
’ ltthI: ;hersourﬁzf::in?:{‘::i:’:iy t‘::e ]ii‘:’;gi:s";“é? n(:zedl(:z 1=nto>tihe outer meniscal fragment to the bas Proculc wird steril geliefert un
D opriete sHTgeRt Aues priartetEe preset depth. DEN EINMALIGEN GEBRAUCH bes
" ) . WARNING: Do not push the deployment slider prodult darf nicht gereinigt, rester
Read these instructions completely prior to use. until the needie is fully penetrated through the wiederverwendet werden, da dies
+ Only bend the needle with the provided bend tool. meniscus to the preset depth or T2 will deploy ’ oder Leistungseinbuféen mit darau:
. Do not bend the needle along area indicated by blacl prematurely. 3 u . Fehtfunkiionen oder Ausfallerschel

ider all the way forward until & clickis . des Produkts oder Vertetzungen de

retaining tube. . Push the

o T * <1 U 2 Zine Raoi <rerili
Excessive bending of the delivery needle may heard to deploy T2, S 5 an !L?‘Q[ﬁ 8O3 ¥q {/t}[l](r:grl\(/i?\?\/c[n“czil!i;otljlzgtlg?ghﬁirs‘l;
male it difficult or impossible to deliver the 5. Remove the device from the knee.  $/4378n ¢l 20w auch dem Risiko einer Ubertragung
T1 and T2 implants, s pull the free end of the suture to advanice the (G Krankheiten aussetzen, .
If resistance is encountered during deptoyment, a P retied sliding knot reapproximating tissue. . £sliegt in der Verantwortung des ¢
new delivery device may be needed. Note: If too much resistance is encountered advancing dem Einsatz dieses Gerdts mit den
Do not push the deployment slider twice or the the knot, use the NOVOCUT? Suture Manager. Operationstechniken vertraut zu
implants will deploy prematurely. 6. Repeat as necessary to complete the procedure, . Lesen Sie diese Anleitung vor der V

.+ Do not push the deployment slider until the needle is Note: The implants and attached suture will remain in vollstdndig durch.

fully penetrated through the meniscus to the preset the tissue for fixation or closure. . Verwenden Sie zum Biegen der Nac

depth or T1 and T2 will deploy prematurely. beiliegende Biegewerkzeug,

CAUTION: After use, this device may be a potential
+ The patient should be warned of surgical risks, and biohazard/ sharps hazard and should be handied - Biegen Sie die Nadet nicht in dern P
rade aware of possible adverse events. in accordance with accepted medical prasce and das schwarze Halterohr angegeber

. The patient should be warned that the device does applicable local and national requirements. Refer . Wean die Einbrinonacel 70 arark o6
e
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FAST-FIX® FLEX

FAST-FIX 360

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

Improved Performance*

MEAN OF THE REPAIR STRENGTH , ; - MEARN CYCLIC DISPLACEMENT
AFTER 1000 CYCL ‘ 2 AFTER 1000 CYCLES?

120 ‘ 6
100 o 5
80 : 4

Repair Mean
strength displacement
(N) 60 (mm)
40 2
20 1
FAST-FIX FAST-FIX FAST-FIX FAST-FIX
FLEX 360 FLEX 360

~20%

stronger™’

27%

less displacement™
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1 EX Curved with Bend Teot anc

e Curved with Bend Tool ¢

72250007

220008
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Fast-Fix Flex menisko susiuvimo Sistema
Prietaiso apibldinimas

Fast-Fix Flex menisko susiuvimo sitema susideda i$ viskas-viduje menisko siuvimo prietaiso, lovelétos
jvedimo kaniulés ir lenkimo isntrumento. Kiekvienas prietaisas turi du nesirezorbuojandius implantus, i3
anksto paruosta skystantj mazga su #2-0 nesirezorbuojanéiu sidlu, kurie yra uZtaisyti vienkartiniame jvedimo
instrumente. Reguliuojamas penetracijos gylio ribotuvas yra u?taisytas apytikriai 16 mm nuo adatos galiuko.
Jis gali bati reguliuojamas kas 4 mm tarp 12 mm ir 20 mm.

Kaip pateikiamas

2. L/ _/7 Sistema pateikiama sterili ir yra tik vienkartinio naudojimo. Pakuotéje yra Sie komponentai: (1) vienkartiniio
e naudojimo jvedimo instrumentas, uZtaisytas s\u/(z) PEEK-OPTIMA (Polieterketono) implantais, i anksto
paruoéti su # 2-0 nesirezorbuojanciu sialu,_pagamintu i$ ultra auk$tos molekulinés masés polietileno pluo3to

, su jpintu polipropileno monofilamentiniu pluodtu, (1) vienkartinio naudojimo Fast-Fix Fiex lovelétos jvedimo
EW kaniulés ir (1) vienkartinio naudojimo lenkimo instrumento.

i) - & b4 P4
5. L(‘ SSuis anksto paruostu slystanciu mazgu
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NO NVOCU T
Suture Manager

Suture management simplified

The NOVOCUT Suture Manager enables surgeons
to tighten knots and cut suture with unique design

features to simplify the knot-tying process.

Side loading Access

Low profile allows
pushing directly on
the knot.

Capture suture
without threading
the needle.

Consistent
tails

Suture tails
minimize risk-of

cutting the knot.

U\\N&LQS,
&"A’i sm@,,f)a ;)v))
’W\CC* \ f‘immw@

mi&fm /U o

Suture
management

May limit the need
for other devices.

Sean or click the
QRto watch the
i : animation

To learn more, visit AliTearsAliRepairs.com All Tears All Repalrs 1

5%
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Suture Manager

Suture management simplified

The NOVOCUT Suture Manager enables surgeons to tighten
knots and cut suture with unique design features to simplify
the knot-tying process.

Side Loading
Capture suture without threading the needle

Access
Low profile allows pushing directly on the knot

Consistent Tails

Suture tails designed to minimize risk of cutting the knot

Suture Management
May limit the need for other devices




i Instructions for Use

English

INOVOCUT®

| Suture Manager
[ ErEmE R] @

| Device Description

| The Smith+Nephew Disposable NOVOCUT® Suture
« Manager is designed te push knots in size 2-0or0

i suture created during arthroscopic surgery, cut the
i resulting suture tails, and retrieve of manage suture
. arthroscopically.

'How Supplied !
" The device is provided STERILE for SINGLE USE ONLY.
" Intended Users

The NOVOCUT Suture Manager is intended for use by
health care professionals In accordance with these
instructions for use.

Duty to Inform Patients

Before starting the operation, the physician has the duty
to inform the patient about the details of the surgical
procedure, contraindications, risk factors, and possible
side effects. This package insert has been designed to
provide the required information. The operating surgeon
should document all information given to the patient in

writing.

intended Use

The device is intended for use during arthroscopic
surgery.

_Indications for Use........
i The device is indicated for use duting arthroscopic”
surgery.

_Contraindications
None known.

A Warnings

@ Do not use if package is damaged. Do not use if
: the product sterilization barrier or its packaging is
compromised.

Contents are sterile unless package Is opened or

damaged. DO NOT RESTERILIZE, For single use only.

Discard any open unused product. Do not use after the

expiration date,

Do not force the device into tight Joint spaces.

Excessive pushing, twisting or levering may cause

: breakage. ; .

.+ Donot usethe Smith+Nephew NOVOCUT Suture .

! " Manager for any purpose other than its intended use.

. Minimize joint movement while the instrument is in
place. ) o

et

. Precautions

Federal Law (USA) restricts this device to sale-by or
. =% on the order of a physician.

© . This device should be used only by physicians with a
thorough understanding of arthroscopic procedures.
The device is provided STERILE for SINGLE USE ONLY.
This product is for single use only. it has not been
designed to be reused or resteritized. Reprocessing
may lead to changes in material characteristics such

as corrosicn and dulled edges which may impact the
strength of the device and compromise performance.
Reprocessing of single-use devices can also cause
cross contamination leading to patient infections.
These risks may potentially affect patient safety. )
Failure to keep the post limb taut with the NOVOCUT
Suture Manager coaxialto «thevposblimb,or‘using»the, :
NOVOCUT Suture Manager to past-point the knot, may

~ansa sutre Frossimes

3.4

S éa/péu; Loading Lever -
Lﬁilide laterally to load suture

Instructions for Use

Read the Instructions for Use in its entirety prior to use of
the device.

25
3 wioptaotas
myptukas.
d45

Cutting Lever -
advance to cut suture

Loading window .
S
Knot Pushing

1. Create the desired knotin the appropriate set of
arthroscopically-placed sutures.

5. Position the NOVOCUT Suture Manager on the post
limb of the suture, proxirmal to the knot by sliding
the loading lever and setting the suture limb into the
window. Once the suture limb is within the loading
window, release the loading lever to secure the
NOVOCUT Suture Manager on the suture.

3. Use the NOVOCUT Suture Manager to facilitate knot
advancernent by simultanecusly pulling on the post
limb and pushing the NOVOCUT Suture Manager
against the knot until the knot reaches its intended
position, During this step, keep the post limb taut with
the NOVOCUT Suture Manager coaxial to the post
limb, and do.not.past-point withthe NQVOCUT Suture
Manager. s
CAUTION: Failure to keep the post limb taut with the
NOVOCUT Suture Manager coaxial to the post limb, or *
using the NOVOCUT Suture Manager to past-point the
knot, may cause suture fraying.

4. Once the initial knot is secure, additional throws can
be advanced by holding both suture limbs in one hand
and using the NOVOCUT Suture Manager. to push each
throw until it reaches the previously advanced knot.

Suture Cutting

1. Once the desired number of thiows have been placed
and advanced to form a tight knot, the limbs of the
suture can be cut. Load both suture limbs into the
window of the NOVOCUT Suture Manager and then
advance the device until the tip is against the knot.

2. Advance the cutting lever forward, Once the cutting
fever is fully advanced, pull the suture limbs proximally to
cutithe loaded suture imbs..: e

Suture Retrieval

1. Sutures may be retrieved intra-articularly by advancing
the NOVOCUT Suture Manager to the targeted suture
imb and then sliding the loading lever to open the
window.

2. Slide the tip of the NOVOCUT Suture Manager around
the targeted suture imb and release the loading lever
to secure the suture. With the suture fimb secured, the
suture may be retrieved from the knee, -

Storage

Store in a cool, dry area.

For Further Information

For further information on the medical devices, the
information presented herein, or assistance in returning
product contact Customer Service at +1 800 343 5717.
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I eniscus Repair: Al Inside @@gﬁd
product code Description 28
AST-F\X° FLEX Memscal Repavr System
72205324 - NFAST-FIX FLEX Curved W\th Bendmg Tool and Slotted Cannula Set 1
72205325___ o FAST-FIX FLEX Reverse Curved with Bendmg Tool land Slotted Cannula Set 1
, 72205676 o FAST- FIX. FLEX Curved Needle lnserter (requires @ also 72205324 or 72205325) 1

FAST-FIX 'FLEX Reverse Curved Needle Inserter (requires also 72205324

ST GTERS. e o '
NOVOCUT° Suture Manager

CTX-CO01 NOVOCUT Suture Manager , 1
FAST—FIX lnstruments

015 186 ) _Menrscal Depth Probe 1

7210977 Slotted Cannula ) 1

014549 Dlamond Rasp 45° 1

014550 ,Dlamond Rasp 90° 1

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

NOVOCUT Suture Manager

FAST-FIX FLEX Curved
and FAST-FIX FLEX
Reverse Curved

sports Medicine product catalogue
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