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Dear Mr. Vernon Hartdegen:

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 III (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 
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
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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/ResourcesforYou/Industry/default.htm.  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 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
Director
Division of Orthopedic Devices 
Office of Device Evaluation 
Center for Devices and

Radiological Health

Enclosure

for

Lori A. Wiggins -S
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5 – 510(k) Summary CrossCLIP™ Implant System 

Date of Submission 
 

September 25, 2014 

Official Contact/Address of 
Manufacturing Facility 

Vernon R Hartdegen 
Sr. Vice President of Operations 
OrthoDiscovery Group, LLC 
458 Distribution Parkway 
Collierville, TN 38017 
 
Phone: 901-221-8406 
Fax: N/A 
vhartdegen@crextremity.com 
 

Proprietary Name CrossCLIP™ Implant System 
Device Classification Name Staple, Fixation, Bone 
Product Code JDR 
Classification Reference 
 

21 CFR 888.3030 

Classification 
 

Class II 

Appropriate Classification Panel 87 - Orthopedic 
 
 

Predicate Devices 
 

K070031 – MemoMetal Memory Staples (MemoClip – EasyClip – 
For Fusion); MemoMetal Technologies  
 
K124045 – FuseForce Implant System; Solana Surgical, LLC 
 

Reason For Submission New Device 
 

 

Substantial Equivalence: 

The new device has the following similarities to the previously cleared predicate devices: 

o Same Operating Principle 
o Same Technology 
o Same Intended Use 

Design verification analysis was performed on the CrossCLIP™ Implant System as a result of the 
risk analysis and product requirements.  Results of the design verification activities met the 
required acceptance criteria.  In summary, the device described in this submission is 
substantially equivalent to the predicate device.  The subject device is similar in material, 
operating principle and intended use to both identified predicates.  The subject device primarily 
differs from the predicates in the manner of the attachment of the implant to the insertion 

  Page 19 of 21

K142727 page 1 of 3



 CONFIDENTIAL  

device/delivery instrument.  The predicate devices both rely on insertion/delivery 
instrumentation and techniques that requires the delivery instrument to attach underneath the 
bridge of the staple.  This prevents the staple from fully seating on the surface of the bone.  Due 
to this, once the staple is released from its inserter and the legs are allowed to converge, the 
staple must then undergo a final seating with an ancillary instrument.  The subject device 
implant is not held underneath the staple bridge rather the inserter engages the staple leg 
thereby allowing the implant to be fully seated on the bone prior to being released from the 
inserter/delivery instrument.  Both the subject and predicate devices have barbs on the internal 
surface of the staple legs to resist pullout.  In addition, certain sizes of the subject implant 
include a barb-like feature on the outside of the staple leg to resist pullout.  Neither of these 
differences adversely affect the safety of the device as demonstrated by the verification 
analysis.  The subject and predicate devices both utilize the same mechanism of action, i.e. the 
superelastic material property of nitinol, to generate compression between the staple legs.  The 
minor differences between the subject and predicate devices are insignificant in the safety and 
efficacy of the devices.  In summary, the subject device described in this submission is 
substantially equivalent to the predicate devices. 

 

Indications for Use: 

The CrossCLIP™ Implant System is indicated for hand and foot bone fragment osteotomy 
fixation and joint arthrodesis. 

 

Device Description: 

The CrossCLIP™ Implant System is manufactured from nickel titanium alloy (ASTM F2063-12 
Standard Specification for Wrought Nickel-Titanium Shape Memory Alloys for Medical Devices 
and Surgical Implants).  The implants are one-piece devices designed to be implanted into the 
bones of the hand or foot for fragment osteotomy fixation and joint arthrodesis.  The staple legs 
have barb-type features on the inside and outside of the legs to resist pullout.  The implants are 
available in a range of sizes similar to the predicate devices.  
 
The instruments needed for implantation consist of an implant inserter, drill/reamer guide, 
drill/reamer and provisional fixation pin.  The implant inserter is considered a Class II 
instrument.  All other instruments are Class I. 
 
The design features of the CrossCLIP™ Implant System are summarized below: 

o Implant Grade Nitinol (ASTM F2063-12) 
o Various sizes to accommodate patient anatomy 
o One piece construction 
o Barbs to resist pull-out 
o Single use, sterile packaged instruments 
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Performance Testing: 

The CrossCLIP™ implants have been verified against the predicate device (K070031 – 
MemoMetal Memory Staples MemoClip – EasyClip – For Fusion; MemoMetal Technologies) and  
ASTM F2063-12 Standard Specification for Wrought Nickel-Titanium Shape Memory Alloys 
for Medical Devices and Surgical Implants.  The completed analysis has shown that the 
performance of the subject device is substantially equivalent to the predicate devices. 
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