Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN 2 9 2007

Arthrex, Inc.
%o Ms. Mariela Cabarcas

Regulatory Affairs Associate
1370 Creekside Boulevard
MNaples, Florida 34108-1945

Re: KOTILTY
TradeDevice Mame: Arthrex Bio-Composite Suture Anchors
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: Class [1
Product Code: HWC, MBI, JDR, MAI
Dated: June 5, 2007
Received: June 6, 2007

Dear Ms, Cabarcas:

We have reviewed yvour Section 310(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
fior uge stated in the enclosure) to legally marketed predicate devices marketed in intersiate
commerce prior 10 May 28, 1976, the enactment date of the Medical Device Amendimenis. v id
dewvices that have been reclassified in accordance wath the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application {PMA).
Yon may, therefore. market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

[f your device 1s classified (see above) into either class I1 (Special Controls) or class [T (PMA), it

may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning vour device in the Federal Register.

Please be advised that FDDA s issuance of 2 substantisl ecuvalence determination does nol mean
that FI3A has made a determination that your device complies with other requirements of the Act
or anv Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including. but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sl
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as deseribed in your Section 310(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for vour device and thus, permits your device
to proceed to the market.

If vou desire specific adviee for your device on our labeling regulation (21 CFR Part 801}, please
contact the Office of Compliance at (2407 276-0120. Also, please note the regulation entitled,
“Misbranding by reference to premarket notification” (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, Intemational and Consumer Assistance at toll-free number (800) 638-2041 or
240-276-31 50 or the Intermet address hup:'www. fda pov/edrh/industry/support/index. himl.

Sincerely }'nurs r'-.:-.'f"

.!.‘L”
f P m ’ f '
Mark M. Mclkcrscln
Director
Division of General, Restorative
and Neurological Devices
Diffiee of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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AttwlCS speciey SA0YK): Arfive Fic-Compoe 5 Ancon

1 Indications for Use Form

Indications for Use

510(k) Number: Ko iy v 7
Device Name:  Athrex Bio-Composite Corkscrew

The Arthrex Bio-Composite Corkscrew is intended for fixation of suture (soft
tissue) to bone in the shoulder, foot'ankde, knee, handiwrist, elbow, and pelvis in, but
not limited to, the following procedures:

Shoulder:  Rotator Cuff Repairs, Bankart Repair, SLAP Lesion Repair, Biceps
Tencdesig, Acromic-Clavicular Separation Repar, Deltoild Repar,
Capsular Shift or Capsulolabral Reconstruction.

Foot/Ankle:  Lateral Stabilization, Medial Stabilization, Achilles Tendon Repair,
Halluz Valgus Reconsinuction, Mid-faot reconstruction, Metatarsal
Ligameant RepairTendon Repair, Bunionectomy.

Knea: Anterior Cruciate Ligament Repair, Medial Collateral Ligament Repair,
Lateral Collateral Ligament Repair, Patallar Tendon Repair, Posterior
Calique Ligament Repair, licfibial Band Tenodesis.

HandWrist: Scapholunate Ligament Reconstruction, Uinar or Radial Collateral
Ligament Reconstruction, Radial Collateral Ligament Reconstnuction.

Elbraias Biceps Tendon Reattachment, Tennis Elbow Repair, Uinar or Radial
collateral Ligament Recorsiruction, Lateral Epicondylitis Repair.
Pelvis: Eladder Neck Suspension for female unnary incontinence due to

urethral hypermability or intrinsic sphincier deficiency.

= ﬂr"n
Prescriplion Use _ X _ ANDIOR  Over-The-Counter Use v’
(Per 21 CFR 801 Subpar D) {21 CFR &)1 Subpart &)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)
of CORH, Office of Device Evaluaton (ODE)
-'I PAGFJ of 3

Dmsmu Sign-0ff)
Division of General, Restorative,
and Neurological Devices

arzﬁlbuﬂ] | |q’}

S101k) "mn




I i A

ActtwiiC EPECIAL S0 Artrey o Composie Sotue Archors

Indications for Use

510(K) Number. KT ?
Device Name: Arthrex Bio-Composite PushlLock™

The Arthrex Bio-Composite PushLock™ ig intended for fication of suture (soft
tissue) to bone in the shoulder, footfankle, knee, handiwrist, elbow, and pelvis in
the following procedures;

Showfder:  Rotator Cuff Repairs, Bankart Repair, SLAF Lesion Repair, Biceps
Tenodesis, Acromic-Clavicular Separation Repair, Deltoid Repair,
Capsular Shift or Capsulolabral Recorstruction.

FoatiAnkle: Lateral Stabilization, Medial Stabilization, Achilles Tendon Repair,
Hallux Valgus Reconstruction, Mid-foot Raconstruction, Metatarsal
Ligament RepairTendon Repair, Bunioneciomy.

Knee: Medial Collateral Ligament Repair, Leteral Collateral Ligament
Repar, Falellar Tendon Repair, Posienor Chlique Ligament Repair,
[kotibézl Band Tencdesis.

HandWrist: Scapholunate Ligament Reconstruction, Ulnar or Radial Collateral
Ligament Reconstruction, Radial Coliateral Ligament Reconstruction.

Elbow: Biceps Tendon Reattechment, Tennis Blbow Repair, Ulnar or Radial
Collateral Ligament Reconstruction, Lateral Epicandylitis Repair,
Palvis: Bladder Meck Suspension for female urinary incomtinence due fo

urethral hypermobility or intringic sphincter deficiency.

Prescription Use X AND/OR  Over-The-Counter Use 4\..{ 'Ip‘

(Par 21 CFR 801 Subpart 0 (21 CFR BO1 Subpan C)
[PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CORH. Office of Device Evaluation (ODE)
PAGE Zof 3
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APSCE perial S0y Aress Bic-Composie Suben Anchers

indications for Use

510(k) Number Ke)il? ]
Device Name: Arthrex Bio-Composite Tak

The Arthrex Bio-Composite Tak™ is ~tended to be used for suture or lissus
fxation in the foct, ankle, knee, hand, wrist, shoulder, elbow, and in select
maxillcfacial applications. Spedfic indications are listed below and are size
appropriate per patizgnt needs

Shewt: Stabilization and fikatien of oral cranic-mandicfacial skeletal bone,
mandible and mandlofacial bones, Lateral Canthoplasty, Repair of
Masal Vestibular Stenosis, Brow Lift, Temporomandibular Joint (TM.J}
raconstruction, Soft tesus attachment to the parietal temporal ridge.,
frontal, zyaoma, and periporbital bones of the skull.

Efbow: Biceps Tendon Reattachment, Ulnar or Radial Collaeral Ligameant
Reconstruction.

Shouldear: Rotator Cuff Repairs, Bankart Repair, SLAP Lesian Repair, Biceps
Tenodesis, Acromio-Clavicular Separation Repair, Deltod Fapair,
Capsular Shift or Capsulolabral Recorstruction.

HandWrist: Scapholunate Ligament Reconstruction, Carpal Ligament
Reconsiruction, RepairReconstruction of Caollaters! Ligaments,
Repair of Flexor and Extensor Tendors at the PIP, DIP and MCP
joints for all digits, Digital Tendon Transfers.

Footidnkle  Lateral Stabilzabon, Medial Stabifization. Achilles Tendon Fepair,
Metatarsal Ligament Repair, Hallux Valgus Reconsiraction, Digital
Tendon Transfers, Mid-foot reconstnuchon.

Knee: Medial Colisteral Ligament Repair, Lateral Collateral Ligament

Repair, Patellar Tenden Repair, Posterior Obligue Ligament Repair,
lictibial Band Tanodesis.

Pelvis: Biadder Meck Suspension for female urinary ineontinence due to
urethral hypermability o irfrinsic sphncter daficiency.

Prescription Use _ X _ANDIOR Crver-The-Counter Use -'ur !

{Per 21 GFR 201 Subpant D) {21 CFR 801 Subpan C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE Cn ANOTHER PAGE IF
NEEDED)

Concurrenca of CORH, Office of Device: Evaluation (D0E)
PAGE 3083
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