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Date Summary Prepared July 30, 2013

Manufacturer/Distributor/Sponsor Arthrex, Inc.

1370 Creekside Boulevard

Naples, FL 34108-1945 USA

510(k) Contact Leon Brown 1I, Ph.D.

Regulatory Affairs Specialist

Arthrex, Inc.

1370 Creekside Boulevard

Naples, FL 34108-1945 USA

Telephone: 239/643.5553, ext. 2028

Fax: 239/598.5508

Email: Leon.Brown@Arthrex.com

Trade Name Arth rex SpeedCinch

Common Name Fastener, fixation, nondegradable soft tissue

Product Code -Classification Name M BI - Fastener, Fixation, Nondegradable, Soft Tissue

GAT - Sutu re, Nonabsorba ble, Syntheti c, Polyethyle ne

CFR 21 CFR 878.5000: Nonabsorbable poly(ethylene
terephthalate) surgical suture

21 CFR 888.3040: Smooth or threaded metallic bone
fixation fastener

Predcat Deice K073149: Arthrex M eniscal Cinch

Purpose of Submission This special 510(k) premarket notification is submitted to

obtain clearance for the Arthrex SpeedCinch.

Device Description The Arthrex SpeedCinch is an implantable suture
retention device which consists of implants and an
implant delivery mechanism. The implants are composed
of PEEK OptimaO (polyetheretherketone) anchors and
FiberWire (Polyethylene/Polyester) suture offered in #2-0
size. The implant delivery mechanism is a handheld
manual surgical instrument with trigger for implant
delivery.
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intended use The Arthrex SpeedCinch is an implantable suture
retention device which facilitates percutaneous or
endoscopic soft tissue repairs, including the repair of
meniscal tears.

Substantial Equivalence Summary Based on the intended use, technological characteristics

and comparison to the predicate device, Arthrex, Inc. has
determined that the proposed Arthrex SpeedCinch is
substantially equivalent to the currently marketed
predicate device, Arthrex Meniscal Cinch (K073149).

The Arthrex SpeedCinch is an implantable suture
retention device which consists of implants and an
implant delivery mechanism. The proposed device
implant has a smaller diameter than the predicate device
for lower profile anchoring. Mechanical testing data
demonstrates that the tensile strength (pull out strength)
and cyclic displacement of the proposed Arthrex
SpeedCinch device are substantially equivalent to or
better than the tensile strength and cyclic displacement
of the predicate device. The implant materials and
general function of the implant are the same as the
predicate device.

The implant delivery mechanism of the proposed device
has been modified for ascetics and to move the implant
delivery trigger from being a thumb trigger to being a
forefinger trigger for ergonomic ease of use. A nose
cover depth stop was added. A downward slant nose
option was added to accommodate physician preference.

Any differences between the Arthrex Speed Cinch and the
predicate are considered minor and do not raise
questions concerning safety and effectiveness.
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% Mr. Leon Brown 11, Ph .D.
Regulatory Affairs Specialist
1370 Creekside Boulevard
Naples. Florida 34108-1945

Re: K 132043
Tradle/Device Name: Arthrex SpeedChwhh
Regulation Number: 21 CFR 878.5000
Regulation Namne: Nonabsorbable poiy (ethylene terephthialate) Surgical suture
Regulatory Class.: Class 11
Product Code: GAlT, M13l
Dated: .1Uly 9, 20 13
Received: July 17, 2013j

Dear Mr. Brown:

We have reviewed your Section 5 10(k) premarket notificat ion of intent to mnarket the device
referenced above and have determined the device is substantially equivalent1 (for the indications
for use stated in the enclosure) 10 legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drugo.
and Cosmetic Act (Act) that do not require approval of a prennarket approval application (PMA).
You may, thereflore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act incltide requirements for annual registration, listing of
devices, good mlanufacturing practice, labeling, and prohibitions against misbranding and
aduilteration. Please note: C DRI-! does not evaluate infobrmation related to contract l iabi lit)'
warranties. We remind you; however, that device labeling, must be truthful and not mnisleading.

If yotur device is classified (see above) into either class 11 (Special Controls) or class IlI (PMA), it
May be Subject to additional controls. Existing miajor regulations affctingf y'our device can be
found in the Code of Federal Regoulations. Tritle 2 1. Parts 800 to 898. In addition: FDA may
publish fturther announcements concerning1 your device in the Federal Recister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mecan
that FDA has made a determination that y'our device complies with other requirements of the Act
or any, Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's reqtiireiients. including. btit not Iiniited to: registration and listing (2 1

CFR Part 807); labeling (2 1 CFR P)art 80 1); medical device reporting (reporting ofimedical

device-related adverse events) (2 1 CFR 803); good manuthecturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 ofthie Act): 21 CER 1000-1050.

If Noll desire specific advice For your device onl our labeling reguilation (2 1 CFR Part 801 ), please
contact the Div"is ion of Small Manl Ll lhctu rers. International and Co nsumecr Assistance at its toll -
free nunber (800) 638-204 1 or (30 1) 796-7 100 or at its Internet address
httuo:/www.'dnL. tov/Med ical Devi ces/ReOU rcesilrYOU/ ndUlst rv/dclfallt .ht nl. Also, please note
the regulation entitled, "Misbranding by reference to preinarket notification" (21 CER Part
807.97). For questions regarding the reporting of adverse events under thle MDR regulation (2!
CER Part 803). plcase go to

http//ww~fa~ev/Mdicl~eice/Saltv/enota~oblm/d muI thtmfor the CDRI- s 0Office
of Surveillance and B iomectrics/Eivision of Posiniarket Surveillance.

.You may obtain othecr general i n formation On your responsibilIitIies tinder the Act fromn thle
Division of Small M ant1i licturers, International and Consumer Assistance at its toll-frece mnber
(800) 638-2041 or (301) 796-7100 or at its Inrternet address
hlttp://xvv. fda.uov/Med icalI Devi ces/ResourI-ceSlb0You/lind LuLstrv/de fl It.h1tIl.

Sincerely yours.

Mark N. Melkerson -S
Mark N. Melkerson
Acting Director
Division of'Surgical Devices
Office of Device Evaltuation
Center for Devices and

Radiological Health

Enclosure



2.5 INDICATIONS FOR USE

Indications for Use

510(k) Number (if known):'

K13 2043

Device Name:

Arthrex SpeedCinch

Indications For Use:

The Arthrex SpeedCinch is an implantable suture retention device which
facilitates percutaneous or endoscopic soft tissue repairs, including the

repair of meniscal tears.

Prescription Use _/_ AND/OR Over-The-Counter Use __

(Per 21 CFR 801 Subpart D) (21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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David Krause -S
(Division Sign-Off)

Division of*Surgical Devices

5 10(k) Number: K 132043


