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Trade Device Name: Bio-Composite Sutere Anchors, Expansion of lndications to ineludc
Hip

Regulation Number: 21 CFR 8883040

Regulation Name: Smooth or threaded metallic bone fixation fastencr

Repulatory Class: 11

Product Code; MAL HWC

Dated: Janvary 20, 2009

Recetved: Januoary 21, 2000

Dear Ms. HoR:

We have reviewed your Section $1Ok) premarket notification of mtent to market the device
referenced above and have determaned the device is substantially equivalent (for the indications
for use stated in the enclosere) to legally marketed predicate devices marketed in interstate
cominerce pror o May 28, 1970, the enactment date of the Medical Device Amendmenls, or to
devices that have been reclassified in accordance with the provesions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA),
You may, therefore, market the device, subject to the general controls provigions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manultaciutng practice, labeling, and prohibitions agamst misbranding and
adulteration.

If your device 1s ¢lassified (see above) into either class 11 (Special Controls) or class THH{PMA), 1
may be subject to such additional controls, Existing major regulations affecting vour device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish funher anpouncements concerming vour device in the Federal Register.

Please be advised that FDAs issuance of a substantial couivalence determination does nol mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations sdministersd by other Federal sgencics. You must
comply with all the Act’s requirements, inclading, but not limited to: registration and hsting (21
CFR Part 807); labeling (21 CFR Part 801 ); pood manufacturing practice requirements as set
forth in the quality systems (Q8) regulation {21 CFR Part 820); and if applicable, the clectrome
product radiation control provisions (Sections 53 1-342 of the Act); 21 CFR 1000-1050.
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This letter will allow you o begin marketing your deviee as described in your Scetion 510(k}
premarket notification. The FDA finding of substantial equivalence of vour device 1o a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the markct.

If you desire specitic advice for your device on our labeling regulation (21 CFR Parl 8013, pleasc
contact the Center for Devices and Radiological Health's (CDRH's) Office of Compliance at
{240 276-0120. Also, please note the regulation entitled, “Misbranding by reference to
premarket notification” (21 CFR Pant 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reponting of device adverse events
(Medical Device Reporting (MDR)), plesse contact the Division of Surveil lance Systems

it {240} 276-3464. 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 (300} 638-2041 or (240) 276-31 50 or the Internet address

hipe/frwow fida, i ind T

Simcerely vours,

Mude ¥ Hyllyr_

Mark N MMelkerson

Director

ivision of General, Restorative
anid Mowrological Devices

Office of Device Evaluation

Center for Deviees and
Radiological Health

Enclosure
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Indications for Use

S10(k) Number- Elo

Deviee Name: Anthrex Bio-Composite Pushlock?™

The Arthrex Bio-Composite PushLock™ is intended for fixation of suture (=0l tisgue) to
bone in the shoulder, feotiankle, knee, hand/wrist, elbow, hip, and pelvis in the following

procedures:

Shoudder: Rotstor Cuff Repairs, Bankart Repair, SLAP Lesion R.opair, Bieps Tenodesis,
Acromio-Clavieular Separstion Repair, Deltoid Repair, Capsular Shift ar
Capeulolabral Rosenstruction.

Footidnkie: Lateral Stabilization, Medial Stabilization, Achilles Tendon Repair, Hallox
Valgus Reconstructbon, Mid-foot Reconstruction, Metatarsal L imanent
RepainTendon Repair, Bunioneciomy.

Krap; Medial Collatern]l Ligament Repair, Lateral Collateral Ligaroent Ripair,
Puteliar Tendom Repair, Posterior Oblique Ligament Repair, Miatibial Band
Tenodesis.

HundWrist:  Scapholunate Ligament Reconstruction, Ulnar or Radial Collateral Ligamens
Reconstruction. Radial Collatera) Ligament Reconstraction

Elhoe: Biceps Tencdon Reatinchment, Tennis Elbow Repair, Ulnar or Radial
Collateral Ligament Reconstroction, Lateral Epicondylitis Repair.

Pelvis: Bladder MNeck Suspension for female uringry incontinence due to urethral
hypermahility or intrinsic sphincier deficiency.

Hip: Capsular Repair, acetabular labral repair.

Prescription Use X ANIMOR Over-The-Cownter Use
{Per 21 CFR 801 Subpart 15 (21 CFR BOL Subpore )

. (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
[ weEDED)
Wiy = Concurrence of COREL Offiee of Device Evaluation (CDF)

. b AR PAGE 2 of 3
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3 Indications for Use Form

Indications for Use

stogg Number: KOS 2810
Deviee Mame: Arthrex Bio-Composite Corkserew®

The Arthrex Bio-Composite Corlscrew is imended for fixation of sutare (soft tissus) to bone
i the shoulder, foot'ankle, hip, knee, handiwrisi, efbow, and pelvis in, bt not limited [y, th
follovading procedures:

Showlder: Rottor Culf Repairs, Bankart Repair. SLAP Lesion Repair, Riceps Tenodess,
Acromio-Clavicular Separation Repair, Dettoid Repair, Capsular Shift or
Capsulolabral Reconstruction.

FootAnkle: Litera] Seshilization, Medial Stabilization, Achilles Tendon Fepair, Hillux
Valgue Recomswruetion, Mid food reconstruction, Metatarsal Ligamem
RepainTendon Repair, Bunionectomy,

Krege: Anterior Cruciate Ligament Repalr, Medial Collateral Ligamem Repair,
Lateral Collateral Lignment Hepair, Paeltar Tendon Fepair, Posterior
Oiblique Ligament Repair, Diotfhial Band Tenodesis.

HandWrist:  Scapholunate Ligament Reconstruction, Ulnar or Radial Collateral Ligament
Reconsruction, Radial Collazeral Ligament Reconstructzon,

Eifoun Biceps Tendon Restinchment, Tennis Elbow Repair, Ulnar or Budial
colfateral Ligament Fecorstroction, [aeral Epicondylizis Fepa,

Pelvig: Bladder Neck Swspension for female urinary incontience due to wethral
hypermobility or intrinsi; sphincter deficiency,

i Uapsular Repair, iscesnbular [Ebral repdr,

Prescription Use _ M ANDVOR  Owver-The-Courser Use Y
¢Per 21 CFR 800 Swhpart [ (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE OF ANOTHER PAGE. IF
NEEDEIN

Coneurrmes of CIRH, Offlce of Devies Evabuticn {007)
PALE | of 3
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Imilications for Use

S10(k) Number. OB ZK10
Device Name: Arthrex Bin-Composite Tak

The Arthrex Blo-Composite Tak™ is imended 1o be used for suture or tissne fiation in the
toot, ankle, knes, hip, hand, wrist, shoulder, eibow, and in sclect maxilloficial applications,
Specific indications are listed bebow and arc siee appropriate per patient needs:

Shpil:

Sholder:

Wi

Stabilization and fixation of oral cranic-maxl lofacial skeletal bone, mandible
and maxillofacial bones, Lateral Canthoplasty, Repair of Nasal Vestilular
Stenrsiz, Browr Lift, Temporomandibabar Joird (THI} pesonstruction, Soft
lissue attachment o the parietal temporal ridge, frontal zvgoms, mnd
pericorbizal bones of the skull,

Biceps Tendon Reattacloies, Ulnw o Radisl Collseral Ligament
Recorstraction,

Rotator Cuff Repairs, Bankart Repair, SLAP Lesion Repair, Biceps
Tenodesis, Acromio-Clavicular Scparation Repair, Dekoid Repair, Capsular
Shift aor Capsulolabral Recorstruction

Seapholunate Ligament Reconstruction, Carpal Ligament Recorstruction,
RepairReconsiruction of Collateral Ligaments, Repaie of Flexor and
Extersor Terwdons at the PP, DIP and MCP joinis for all digits, Driginal
Tendom Transfors.

Foot/Ankie: Lateral Stabifization, Medial Stabilization, Achilles I endon Repale, Metntarsal

Hrep:

Pelviz:

Hip:

Ligamssd Repair, Hallux Valgns Reconstruction, Digital Tendon Transfers,
id-foot recomstruction

Medial Collateral Ligament Repair, Lateral Collateral Ligament Repair,
Patelbar Tendon Repais, Posterior Oblique Ligament Repair, Tiotibizl Band
Tenodes ks,

Bladder Neck Suspension for female urinery incontinence due to urcthral
hypermability or intrinsic sphincter deficlency.

Capeular Repair, acetabular labsal rejuir,

Prescription Use_ X _ ANDVOR  Over-ThoCounter Use
(Per 28 CFR 80 Subgpart D} (21 CFR B0 Satpart )

{FLEASE DO NOT WRITE BELOW THIS LIVE-CONTINUE O ANOTHER PAGE [F
MEEDED

Concurrece of CORH, Office of Device Evalustion {00€]
PAGE 3 of3
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May 4, 2021

To Whom This May Concern:

In accordance with the regulatory criteria in 21 CFR 807.81(a)(3) and FDA’s Guidance Deciding When to Submit a 510(k) for
a Change to an Existing Device, the differences between the devices cleared via K082810 Arthrex Bio-Composite Suture
Anchors and the new devices (AR-8934BCST Suture Anchor, BioComposite SutureTak with 1.3 mm White/Blue SutureTape
with two Tapered Needles and AR-8934BCST-2 Suture Anchor, BioComposite SutureTak Double Loaded with one 0.9 mm
Whilte/Blue SutureTape and one 0.9 mm White SutureTape with four Tapered Needles) do not meet the threshold for
requiring a new premarket notification. Therefore, the new devices (AR-8934BCST Suture Anchor, BioComposite SutureTak
with 1.3 mm White/Blue SutureTape with two Tapered Needles and AR-8934BCST-2 Suture Anchor, BioComposite
SutureTak Double Loaded with one 0.9 mm Whilte/Blue SutureTape and one 0.9 mm White SutureTape with four Tapered
Needles) are considered cleared via K082810.

Sincerely,

Rebecca R. Homan
Senior Regulatory Affairs Specialist
Arthrex, Inc.

Arthrex Inc. « 1370 Creekside Boulevard ¢ Naples, Florida 34108-1945 « Tel: 800-933-7001 or 239-643-5553
Fax: 239-598-5534 « website: www.arthrex.com
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