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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Helth Service

Faod and Drug Admieisimalion
1003 Mesy Hampshire Avcnuc
[noumest Comral Hoom W0 e GRG0
Silver Sprimg, MD 20057002

Arthrex, Ine,

% My, Sally Foust

Repulatory Affairs Project Manager

1370 Creekside Boulevard :

Naples, Florida 34108-1945 i T RN

Re: K101823
Trade/Device Name: Arthrex Swivelock Anchors
Repulation Mumber: 21 CFR 288,3040
Regulation Neme: Smooth or threaded metallic bone fixation fastener
Pegulatory Class: Class 11
Product Code: MAI, HWC
Dated: Januaty 5, 2011
Beceived: Jammey 6, 2011

Dhear M=, Foust:

We have reviewed your Section 510(k) premarket notification of inlent 1o marked the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed prodicate devices marketed in intersiate
commence priot to My 28, 1976, the enaciment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a promarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act inchude requirements for annual registration, listing of
devices, good menufacturing practice, labeling, and prohibitions against misbranding and
adulteration,

If your device is classified (see above) into either class IT (Special Controls) or class IT (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Reégulations, Title 21, Parts 300 to 898, In addition, FDA may
publish further anmouncements conceming your device in the Fedaral Repister,

Pleasc be advized that FDA's {ssuance of a subsiantial equivalence determination does not mean
that FDA has made a determination that your device complies with other re:quimnu of the Act
or any Federal statutes and regulations administered by other Federal apencies. You must
comply with all the Act’s requirements, including, but not limited to: registration end listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good memwifacturing practice requirements as set
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forth in the quality systems ((8) regulation (21 CFR Part 820); and if applicable, the ¢lectronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050,

If you desire specific advice for your device on our labeling regulation (21 CFR, Part 801), please
go to http-freww. fda.pov IFDA [Mcea/CLRHCDRHOMees uem1 1 5809 him for
the Cenler for Devices and Radiological Health’s (CDRH's) Offlee of Compliance. Also, ploase
note the regulation entitled, "Misbranding by refercace to premarket notification” (21CFR Part
BO7.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), pleasc go to

hittpe# wihviedicalDevicos! & defal for the CORIT's Office
of Surveillunce and Biometrice/Division of Postmarket Surveillance.

You may obtain other peneral information on your respensibilities under the Act from the
Divizion ol 8mall Manufacturers, International and Congumer Assistance at i1s toll-free number
{Eﬂl]} IEG-E-EEHI 4:1'{31]1} TRe-T100 or ul. its Internet sddress

Mark M Melkerson x 4
Director /
Division of Surgical, Orthopedic)

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Eadiolopgical Healih

Enclosore
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Indications for Use

S10(k) Number (if known):  KA01527 NLL T

Device Name: Arthrey Svivelock Apchory
Indications For Use:

The Arthret Sivelock Anghors are intended for Axation of suwhire (=1 timsiie) o boae
the shoulder, foovankle, knee, handfwrist, elbow. and hip in the following proeedunes:

Shoulder: Rotator Cdf Repairs, Bankar Repalr, SLAP Lesion Repal, Blceps
Temodzsis, AcromiesClevicular Sepurssion Bepady, Deltod Repeir, Capsalar
Shift or Capsulolibral Reconstrucion,

Footidnkle:  Litered Stabiliration, Medial Stebilbaion, Achilies Tendon Repair, [Hallx
Valpus Recorstruction, Mid-foo! Reconsimootion Mlecatarsal Ligoons
RepeinTendon Repair, Bonionecdomy,

Kmge; Medin! Collnteral Lignment Repair, Latrs! Collmhaal Ligamont Kepair,
Puieller Tendon Repalr, Poeerior Obligue Liganiem Repair, [iotibial Band
Tembdesis,

HandWrine:  Seapholunnie Lignovet Reoonstrustion, Uinar or Radial Cofutersl
Liigrmment Roconistruetion, Redial Colloterad Ligament Revonstruction.

Edtsow; Bieeps Tendon Resttachwsent, Tennis Clbow Repadc, Ulner or Radisl
Colistersl 1igament Reconstruction, Lawral Fpicondylits Repair,
Hip: Capeuler Repuir, scatabuler |abral repake

Presctiption Use ¥ ANDVOR Ower-The-Counter Use
(Per 21 CFR 801 Subpeat D} (21 CFR 807 Subpart )

(P1L.EASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE I NEEDED)

Cemourence of CDRI, Offos o Dovios Frajustion (DO
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