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Date Prepared: May 3, 2011

Sponsor: Metasurg
16350 Park Ten Place, Suite 101
Houston, TX 77084

Company Contact: Joshua Scoff
Phone: (281) 398-5656
Fax: (281) 398-5660

Device Trade Name: Metasurg Subtalar Implant

Classification Name: Smooth & threaded metallic bone fixation fasteners (21
CFR 888.3040, Product Code HWC, Class 11)

Common Name: Subtalar Arthrorisis Implant

Substantial Equivalence: Documentation is provided which demonstrates the Metasurg
Subtalar Implant to be substantially equivalent to other legally
marketed devices.

Device Description: The Metasurg Subtalar Implant is a one-piece device made of
titanium intended to be implanted into the sinus tarsi of the foot.
The implant is offered in 5 sizes ranging from 8mm to 12mm in
diameter. The implant is used in the treatment of the talus
relative to the calcaneus.

Intended Usage: The Metasurg subtalar implant is indicated for use in the
treatment of the hyperpronated foot and stabilization of the
subtalarjoint. It is designed to block forward, downward and
medial displacement of the talus, thus allowing normal subtalar
joint motion but blocking excessive pronation and the resulting
sequela.

Indications include:
* Severe pronation
* Calcaneal valgus deformity
* Plantarfiexed talus
* Failed correction with long term orthotic treatment
* Congenital and painful flatfoot deformity
* Repair of tarsal coalitions
* Subtalar instability
* Posterior tibial tendon dysfunction
* Paralytic flat foot deformity

The Metasurg subtalar implants are intended for single use only.

Material: Titanium Alloy (Ti 6A1-4V ELI)
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4 DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug. Adiistratimo
10903 New Hamipshire Avenuie
Docujmnt Mail Center - \V066-0609
Silver Sprin. ND 20993-0002

N'! tasurg'
%1 Mr. 'Joshua Scott
16350 Park Ten Place
Suite 101 Te a 7 08

Re: K1 11265
Trade/Device Name: M/letasurIg Subtalar Implant
Regulation Number: 2 1 CER 888.3040
ReguLlation Name: Smooth or threaded metallic bonec fixation fastener
Regulatory Class: 11
product Code: HWC
Dated: July 19, 20 11
Received: July 20, 2011

Dear Mr. Scott:

We have reviewed Your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated in the enclosure) to 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, Drug,
and Cosmetic Act (Act) that do not require approval of a prernarket approval application (PN4A).
You 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. Please note: CDR-I does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (lPMA),
it may be Subject to additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations, Tritle 21. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mean
that FDA has made a determination that your device complies Wvith other requLiremenets of the Act
or any 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
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CFR Part 807); labeling (2 I CF FR Part 801); medical device reporting (reporting oftmedical
device-related adverse events) (2 1 CFR 803); good rnantifactUrinu, practice requL11-ireents as set
forth in the qual itx systems (QS) regulation (21 C FR Part 820); and if applicable, the electronic
product radiation Control pr-ovisions (Sections 53)1 -542 of the Act); 21 CE-R 1000-1050.
If you desire specific advice for' your device on our labeling reglation (2 1 CFR Part 801), please
g~o to hittp)://www. fda.Lov//-bouti l)A/Ccinter-sOffices/CD RH-/CD RIO fieCS/uicmI I 5809.h1tm for
the Center for Devices and Radiological Htealth's (CDRI-ls) Office of Compliance. Also, please
note the reCgulation entitled, ''Misbranditng by re fete ne to pricinarke t not iicat ion" (2 1C FR Pait
807.97). For questions regarding the reporting of adverse events Under the MDR regullation (2 1
CFR Part 803), please go to
hutt://w\wvw.I'fda.u~ov/M~edical Devices/Safetw/Reor-tal'ioblemi/defauhi~.lhtm fbr the CDR-1's Office
of'Surveillan1ce and Biomietrics/Division of Posimarket SUr-Ve U lance.

YOU may obtain other general in formiation on your responsi bili ties un1der the Act From the
Division of'Small Mano facturfers. International and Con)sumer Assistance at its to 1-free num~ber
(800) 638-2041 or (301) 796-7100 or at its Internet address
lttp://%vvwN.1'1a.cov/iMedicalDeviCeS/ReSOuitces'OIr oL/IlLlustr/(]etluIt.hIIm

Sincerely yours.

Mark N. Melkerson/'L
Director6-
Division Of Surgical, Orthopedic

and Restorative Devices
Off-ice of' Device Evaluation
Center for Devices and

Radiological H-ealth

Enclosure



Indications for Use

510(k) Number:~~~.) J 6

Device Name: Metasurg Subtalar Implant

Indications for Use:

The Metasurg subtalar implant is indicated for use in the treatment of the
hyperpronated foot and stabilization of the subtalar joint. It is designed to block
forward, downward and medial displacement of the talus, thus allowing normal
subtalar joint motion but blocking excessive pronation and the resulting sequela.

Indications include:
* Severe pronation
* Calcaneal valgus deformity
* Plantarfiexed talus
* Failed correction with long term orthotic treatment
* Congenital and painful flatfoot deformity

*Repair of tarsal coalitions
*Subtalar instability
*Posterior tibial tendon dysfunction
*Paralytic flat foot deformity

The Metasurg subtalar implants are intended for single use only.

Prescription Use 4AND/OR Over-The-Counter Use __

(Part 21 GFR 801 Subpart 0) (Part 21 CFR 801 Subpart C)

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

Concurrence of CDR ice of Device Evaluation (ODE)
(DivI'cen K..OfY)

Divisioin Of Surgical, Orthopedic,
and Restorative Devices
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