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Dear Dr. Heike Gustke:

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
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Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education 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. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson -S

Mark Melkerson

Director

Division of Orthopedic Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure
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Device Mame

Voartdy d Wiist Fusion System

Indications for Lse (Dascribe)

The Stryker Varids 2 Wrist Fusion Systemn is indicated for wrist arthrodesis and fization of fractures in patients with wrist
arthritis or fractures of other small bones ofthe carpus.
Spedfic indications include

= Post-traumatic arthritiz of the joints of the wrist

= Fheumatoid wrist deformities requining restoration

= Complex carmpal instability

= Post-septic arthritis of the wrist

= Devere unretnitting wrist pain related to motion

* Brachial plesus nerve palsies

= Tumor resection

= Spastic deformities

Type of Use (Sekct one or folh, as gopicaiie)
@EF‘rea:riptinn Uz {FPart 21 CFR 801 Subpart O) |:| Cwer-The-Counter Use {21 CFR 801 Subpart )

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies anly to requirements of the Papersork Reduction Act of 1894
D0 HOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BEL OWL.*

The hurden time for this collection of information iz estimated to average 75 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate ar any other aspect
of this information collection, including sugaestions far reducing this borden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Faperwork Reduction Act (PRA) Staff
PRASt SR e his gov

“An agency ey hot concuct ar sponsar, ahd g person s hat reguired ta reapond to, & calection of
information uniess | dispiavs & currente valc OB number.”

FORM FDA 3881 (8/14) Page1of 1 P bbby Samom [ 445600 B
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6 510(k) Summary

Proprietary Name: VariAx 2 Wrist Fusion System
Common Name: Bone Plates
Regulation Description: Single/multiple component metallic bone fixation appliances

and accessories

Regulation Number: 21 CFR 888.3030

Product Code: HRS (Plate, Fixation, Bone)
Device Class: Class I

Sponsor: Stryker Trauma AG

Bohnackerweg 1

2545 Selzach / Switzerland

Contact Person: Dr. Heike Gustke
Regulatory Affairs Specialist
Prof.-Kuentscher-Str. 1-5
24232 Schoenkirchen / Germany
heike.gustke @stryker.com
Phone: +49 4348 702 637
Fax: +49 4348 702 8637

Date Prepared: April 29, 2015

Description

This Traditional 510(k) submission is being supplied to the U.S. FDA to provide authorization to
market the new VariAx 2 Wrist Fusion System.

VariAx 2 Wrist Fusion System is a fixation device that consists of plates with different design
(standard bend, short bend, and straight) manufactured from Commercially Pure Titanium Grade
2 (ASTM F67). The plates will be available sterile and non-sterile. VariAx 2 Wrist Fusion
System will be used with locking and non-locking screws (2.3mm, 2.4mm, 2.7 and 3.5mm)

previously cleared in K040022 (Stryker® Leibinger Universal Distal Radius System), K073527
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(VariAx™ Elbow System), K080667 (VariAx™ Distal Radius Torx Screws), and K140769
(VariAx 2 System). VariAx 2 Wrist Fusion System will be used with new and existing
instruments previously cleared in K101056 (VariAx Elbow System), K130009 (VariAx 2
Compression Plating System), and K140769 (VariAx 2 System).

Intended Use
The Stryker VariAx 2 Wrist Fusion System is indicated for wrist arthrodesis and fixation of

fractures in patients with wrist arthritis of fractures of other small bones of the carpus.

Indications for Use
The Stryker VariAx 2 Wrist Fusion System is indicated for wrist arthrodesis and fixation of
fractures in patients with wrist arthritis or fractures of other small bones of the carpus.
Specific indications include:

e Post-traumatic arthritis of the joints of the wrist

e Rheumatoid wrist deformities requiring restoration

e Complex carpal instability

e Post-septic arthritis of the wrist

e Severe unremitting wrist pain related to motion

¢ Brachial plexus nerve palsies

¢ Tumor resection

e Spastic deformities

Summary of Technologies
Device comparison demonstrated that VariAx 2 Wrist Fusion System is substantially equivalent
to the Synthes Wrist Fusion Plates (KO00558) in regards to intended use, material, design, and

operational principles.

Non-Clinical Test
Non-clinical laboratory testing was performed on the worst case subject plates to determine
substantial equivalence. Mechanical testing was performed with compliance to ASTM F382-14

‘Standard specification and test method for metallic bone plates’. Testing demonstrated that
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VariAx 2 Wrist Fusion System is equivalent in mechanical performance to the predicate device,
the Synthes Wrist Fusion Plates (K000558).
The following testing was performed:

¢ Dynamic Cantilever Bending Testing (fatigue strength)

Clinical Testing

Clinical testing was not required for this submission.
Conclusion

The VariAx 2 Wrist Fusion System is substantially equivalent to the predicate device identified

in this premarket notification.

Page 39 of 167


John.Caver
Typewritten Text
K151178 page 3 of 3




