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_/(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —WO66-G609
Silver Spring, MD 20993-0002

BioPro, Incorporated

% Engineering Consulting Services, Incorporated

Mr. Al Lippincott

Medical Engineer and Consultant

3150 East 200" Street - 0CT 3 0 2012
Prior Lake, Minnesota 55372

Re: K121973
Trade/Device Name: BioPro Hemi-Edge Toe System
Regulation Number: 21 CFR 888.3730
Regulation Name: Toe joint phalangeal (hemi-toe) polymer prosthesis
Regulatory Class: Class II
Product Code: KWD
Dated: October 10, 2012
Received: October 18, 2012

Dear Mr. Lippincott:

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 premarket 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 include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH 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 II (Special Controls) or class I1I (PMA), it
may be subject to 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 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 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 requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours

(fL @L

"

Mark N. Melkerson \ /0

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) NUMBER: K121973
DEVICE NAME: BioPro Hemi-Edge Toe System

A press fit implant for arthritic degradation of the metatarso-phalangeal joint that has resulted
in disabling pain, limited motion and loss of the normal ambulatory function of the forefoot.

Degenerative arthritis

Rheumetoid arthritis

Bunion deformity associated with arthritis of the metatarsal-phalangeal joint

A titanium version is available for use only in patients susceptible to nickel chromium

allergies.

The BioPro Hemi-Edge Toe System is not intended for spin'al use.

Prescription Use  XXXXXXXXX AND/OR Over-The-Counter-Use

(Per 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft}
Division of Surgical, Orthopedic,
and Restorative Devices

510(k) Number __ Y 1L qX 3
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FDASHome? Medical Devices? Databases

510(k)|Registration & Listing®|Adverse Events®|Recalis’?|PMA"|Classification 2| Standards!?
CFR Title 21"4|Radiation-Emitting Products'5{X-Ray Assembler’®|Madsun Reports!7|CLIATE|ITPLCT®

New Search Back To Search Resuits
Device Classification Name Prosthesis, Toe, Hemi-, Phalangeai2®
510(K) Number K121973
Model 19538,19539,19540,19541,19542,19815,19816,19817,19818,19819
Device Name BIOPRO HEMI-EDGE TOE SYSTEM
Applicant BIOPRO, INC.

3150 E. 200th St
Prior Lake, MN 55372

Contact Al Lippincott
Regulation Number 888.373021
Classification Product Code KWD?2
Date Received 07/05/2012
Decision Date 10/30/2012
Decision Substantially Equivalent (SE)
Classification Advisory Committee Orthopedic
Review Advisory Committee Orthopedic
Type Traditional
Reviewed By Third Party No
Expedited Review Na
Combination Product No
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=40200
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http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain
http://www.addthis.com/bookmark.php

http://www .fda.gov/default.htm
http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
/scripts/cdrh/devicesatfda/index.cfm
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../cfMAUDE/TextSearch.cfm
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