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November 19, 2013 
 

Food and Drug Administration 

Center for Devices and Radiological Health 

Document Mail Center - WO66-G609 

10903 New Hampshire Avenue 

Silver Spring, Maryland 20993-0002 
 

RE:  Traditional 510(k) Premarket Notification 

 CHARLOTTE® CLAW® Plate System 

  
Dear Sir or Madam: 

 

Pursuant to 21 CFR Part 807, Wright Medical Technology, Inc. is submitting this Traditional 

510(k) Premarket Notification of its intent to market the CHARLOTTE® CLAW® Plate System. 

 

The following regulatory declaration is stated: 

 

CHARLOTTE® CLAW® Plate System 

Common Name: Plate, Fixation, Bone 

Classification: 888.3030 

Device Class: II 

Device Panel: Orthopedics 

Product Codes:  HRS 

Subsequent Code: HWC 

 

 

The subject device is currently marketed in the US with the indications cleared through K051908 

and K080295. The purpose of this submission is the clarify the indication statement to be the same 

as the indications cleared in K113014 for CLAW® II Polyaxial Compression Plating System by 

adding specific joint arthrodesis that fall within the scope of the indications cleared through 

K051908 and K080295. Both the CHARLOTTE® CLAW® Plate System and the CLAW® II 

Polyaxial Compression Plating System were found to be substantially equivalent in K113014, 

therefore we aim to consolidate the indication of both device systems. 

 

Additionally, this submission is intended to inform FDA of minor modifications that were 

implemented to the subject device system and did not necessitate a 510k submission according to 

the guidance “Deciding When to Submit a 510k for a Change to an Existing Device”. These device 

changes are reported in this submission to ensure the reviewer is fully aware of the design features 

of the subject device and can accurately compare the subject and predicate device systems. 
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CHARLOTTE® CLAW® Plate 

TRADITIONAL PREMARKET 510(k) NOTIFICATION 

 

1. MANUFACTURER IDENTIFICATION 

 

Date of Application: December 1, 2013 

 

Manufacturer’s Name: Wright Medical Technology, Inc.     

 5677 Airline Road 

 Arlington, TN 38002 

 

Establishment Registration Number: 1043534 

 

Primary Contact: Leslie Fitch 

 Senior Regulatory Affairs Specialist 

 Phone: 901-867-4120 Fax: 901-867-4190 

 

Secondary Contact: Jeanine Redden 

 Director, Regulatory Affairs  

 Phone: 901-867-4522 Fax: 901-867-4190 

    2.   EXECUTIVE SUMMARY 

           Device Description 

 The CHARLOTTE™ CLAW® Compression Plate system was originally cleared through 

K051908 as a two-hole compression plate utilizing 2.7mm locking screws. The primary 

purpose of this 510(k) is to clear more specific indications to align the indications of the 

CHARLOTTE® CLAW® Plate System with the previously cleared indications of the 

CLAW ® II Polyaxial Compression Plating System. 

 

 

 These design changes 

include: 

 Modifying the screw locking feature f  

 

 Updating the driver/screw interface from a cruciform driver/screw interface 

to a hex interface 

 Adding additional screw lengths to the system  

 

A four-hole plate design that utilized 3.5mm locking screws was then added to this system 

through K080295  

 This design change is also included in the 

scope of this submission: 

 A two-hole plate design was designed that used the same 3.5mm locking 

screws that were cleared in K080295.  A two-hole plate had previously been 

cleared in K051908, so this update provides a full offering of products in 2 

and 4 hole configurations for the previously cleared 3.5mm locking screw.   
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The indications below are the updated indications for Use.   
 

Indications for Use 

The CHARLOTTE® CLAW® Plate System is intended to be used for fixation such as:  

 

 Midfoot and hindfoot arthrodeses or osteotomies  

 Tarsometatarsal arthrodeses (metatarsocuneiform, metatarsocuboid, and Lapidus arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses  

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

 

 

Substantial Equivalence 

The subject components were demonstrated to be substantially equivalent to CHARLOTTE® 

CLAW® system components manufactured by Wright Medical Technology, Inc. and cleared by 

the FDA in K051908 (S.E. 08/10/2005) and K080295 (S.E. 02/27/2008) as well as CLAW® II 

system components manufactured by Wright Medical Technology, Inc. and cleared by the FDA 

in K113014 (S.E. 01/31/2012). 

 

Performance Testing 

Mechanical testing, including torsion, pullout, four-point bending, and brace expansion have 

been performed on the subject CHARLOTTE ® CLAW® Plate and the results have shown them 

to be substantially equivalent to the predicate plate systems.   were 

utilized for the torsion, pullout and four-point bending testing.   

 

3. DEVICE IDENTIFICATION 

 

 Subject Device Predicate Devices 

Proprietary 

Names: 

CHARLOTTE® CLAW® Plate 

System 

CHARLOTTE® CLAW® Plate 

System 

 

(K051908 and K080295) 

CLAW® II Polyaxial Compression 

Plating System 

 

(K113014) 

Common Name: Plate, Fixation, Bone Plate, Fixation, Bone Plate, Fixation, Bone 

Classification: Class II Class II Class II 

Reference: 21 CFR 888.3030– Single/Multiple 

component metallic bone fixation 

appliances and accessories. 

21 CFR 888.3030– Single/Multiple 

component metallic bone fixation 

appliances and accessories. 

21 CFR 888.3030– Single/Multiple 

component metallic bone fixation 

appliances and accessories. 

Device Panel: Orthopedic Orthopedic Orthopedic 

Product Code: HRS HRS HRS 

Subsequent 

Product Code: 

HWC HWC HWC 
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4. INDICATION STATEMENT 

 

The indications for use statements of the subject device is provided in Exhibit 1 and reiterated 

below for your convenience: 

 

The CHARLOTTE® CLAW® Plate System is intended to be used for fixation such as:  

 

 Midfoot and hindfoot arthrodeses or osteotomies  

 Tarsometatarsal arthrodeses (metatarsocuneiform, metatarsocuboid, and Lapidus arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses  

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

 

 

5. 510(k) SUMMARY 

 

A 510(k) Summary is included in Exhibit 2. 

 

 

6. TRUTHFUL AND ACCURACY STATEMENT 

 

A Truthful and Accuracy Statement is included in Exhibit 3. 

 

 

7. CLASS III SUMMARY AND CERTIFICATION 

 

Not Applicable. This device is not a Class III product. 

 

 

8. FINANCIAL CERTIFICATION OR DISCLOSURE STATEMENT 

 

Not Applicable. Clinical trials were not performed. 

 

 

9. DECLARATION OF CONFORMITY AND SUMMARY REPORT 

 

Not Applicable. This is a Traditional Premarket Notification. 
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10. DEVICE DESCRIPTION 

 

The CHARLOTTE™ CLAW® Compression Plate system was originally cleared through 

K051908 as a two-hole compression plate utilizing 2.7mm locking screws. Minor design 

modifications were made to this device system based on surgeon feedback  

 These design changes include modifying the screw locking 

feature, updating the driver/screw interface, and adding larger screw sizes to the system. A four-

hole plate design that utilized 3.5mm locking screws was then added to this system through 

K080295. A minor design modification was again made to the system based on surgeon feedback 

. This design change added a two-hole plate 

design that used the same 3.5mm locking screws. The entire subject device plate system in its 

current form is described below and engineering drawings of the subject and predicate systems are 

provided in Exhibit 4. 

 

 

SUBJECT DEVICE - IMPLANTS 

 

The current CHARLOTTE™ CLAW® Compression Plate is a highly versatile implant for 

osteotomies and arthrodeses of the foot. It is particularly useful for calcaneal-cuboid, talonavicular 

and midfoot arthrodesis as well as corrective osteotomies of the calcaneous, midfoot and forefoot. 

 

 

 

The CHARLOTTE® CLAW® Plate System consists of plates and screws of various anatomic 

configurations and lengths. All plates are manufactured from stainless steel and are available in 

lengths of 15-30mm. 

 

The plates accept 2.7mm  or 3.5mm  locking screws 

manufactured from stainless steel. The locking thread feature of the screws engages the plate holes 

to prevent screw back-out. 

 

Table 1: CHARLOTTE® CLAW® Plate System Options 
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SUBJECT DEVICE - INSTRUMENTS 

 

The CHARLOTTE® CLAW® Plate System also includes general surgical instruments that do not 

require a 510(k) submission to aid in the implantation of the plates and screws, as described in the 

surgical technique provided in Exhibit 5. The instrumentation includes: 

 

 Drill bits 

 Drill guides 

 Screwdrivers 

 Measurement guides 

 Benders 

 Grippers 

 Spreaders 

 Trocar wire 

 

 In accordance with the RTA Checklist, the following declarations are included: 

 There have been no prior submissions for the subject device.  

 The subject devices are not in vitro diagnostic devices 

 The subject devices are patient contacting and are implanted for durations greater than 30 

days 

 The subject devices do not have color additives 

 

11. SUBSTANTIAL EQUIVALENCE DISCUSSION 

 

 

The predicate devices for this CHARLOTTE® CLAW® Plate System submission were initially 

cleared through K051908 and K080295, and the subsequent minor design modifications that were 

implemented to the subject system did not necessitate a 510k submission according to the 

guidance “Deciding When to Submit a 510k for a Change to an Existing Device”.  The following 

section provides a detailed description of the history and clearances of the device and a description 

of the changes that are the subject of this submission. 

 

Device History of the CHARLOTTE® CLAW® Plate System 

 

K051908 

 

The CHARLOTTE® CLAW® Plate System was originally cleared in K051908 as the 

CHARLOTTE™ Compression Plate. The compression plates consisted of three two-hole plates 

15, 20, and 25mm in length and accepted 2.7mm diameter locking screws (12-24mm in length). 

Both the plates and screws were composed of stainless steel and 
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Minor Design Changes to the 2.7mm Plates 

 

The following minor modifications to CLAW® system were implemented based on surgeon 

feedback.  

 

Updated locking mechanism:  

 

.  
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 The plate dimensions were 

increased slightly to accommodate a slightly larger diameter screw head.  

 

  

Change in driver/screw interface: The cruciform driver/screw interface of the cleared design was 

replaced with a hex interface.  

 

Additional screw lengths: Additional length screws were added to the system to better meet 

anatomic variability among patients. The CLAW® system cleared through K051908 included 

2.7mm diameters screws offered in lengths ranging from 12-24mm. This submission is adding 3 

longer screws  

 

K080295 

 

Through the clearance of K080295 (i.e., CHARLOTTE™ CLAW® 3.5), the CHARLOTTE® 

CLAW® Plate System was expanded to include four-hole plates that were long 

and accepted 3.5mm diameter locking screws (14-40mm long). All the plates and screws in the 

system are composed of stainless steel 

 

 

 

 

 

 

 

feature is provided in Figure 5. 
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Minor Design Changes to the 3.5mm Plates 

 

A 2-hole version of the CHARLOTTE™ CLAW® plate that accepted 3.5mm diameter locking 

screws was added to the CHARLOTTE™ CLAW® product line  

 This 2-hole CHARLOTTE™ CLAW® plate for 

3.5mm diameter locking screws was determined to be equivalent to the 510(k)-cleared 4-hole 

CHARLOTTE™ CLAW® Plate (K080295) and 2-hole CHARLOTTE™ CLAW® Plate 

(K051908).  The 2-hole plate shares the same indications for use, material composition, and basic 

design features as both predicates.  In addition, the subject 2-hole CLAW® plate shares the same 

size ranges, sterilization process, and tapered locking mechanism with the 4-hole CLAW® plate 

that accepts a 3.5mm diameter locking screw and was cleared in K080295.  Therefore the subject 

2-hole CHARLOTTE™ CLAW® Plate is a combination of features that have previously been 

cleared in K051908 and K080295. 

 

Table 2 compares the subject 2-hole CLAW® that accepts a 3.5mm locking screw to the predicate 

devices cleared through K080295 and K051908.  Figures 6 and 7 illustrate the location of each 

dimension on the plate.  All the dimensions for the subject 2-hole CLAW® plate that accepts a 

3.5mm locking screw are between the predicate 510(k) cleared devices.    

 

 

Table 2  CHARLOTTE® CLAW® Plate Comparison. 

Description 

CHARLOTTE® CLAW® 

Plate System 

3.5mm Screws 

2-hole Configuration 

(subject device) 

CHARLOTTE® 

CLAW® Plate System 

3.5mm Screws 

4-hole Configuration 

(K080295) 

CHARLOTTE® 

CLAW® Plate System 

2.7mm Screws 

2-hole Configuration 

(K051908) 

Plate Size (shortest and 

longest) 
20mm 30mm 20mm 30mm 15mm 25mm 

510(k) Number Subject K080295 K051908 

Materials 
Stainless Steel  

 

Stainless Steel  

 

Stainless Steel  

 

Locking Mechanism    

Locking Screw Type 3.5mm  3.5mm  2.7 mm  
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14 – 40mm long 14 – 40mm long 12 – 24 mm long 

# of Locking Screw 

Holes 

Brace Thickness (in) 

Brace Width (in) 

Interaxis Length - (in) 

Olive Length - (in) 

Sterility 
Sterile or sterilized by end 

user 

Sterile or sterilized by 

end user 
Sterilized by end user 

 

 

 

 

K113014 

 

The CHARLOTTE® CLAW® Plate System was proven to be substantially equivalent to CLAW® 

II Polyaxial Compression Plating System through K113014.  The indications of the CLAW® II 

Polyaxial Compression Plating System were expanded in K113014.   

 

The subject device is currently marketed in the US with the cleared indications shown in Table 3. 

These indications include midfoot and hindfoot arthrodesis osteotomies. This submission is also to 

add more specific arthrodeses into the indication statement for the CHARLOTTE® CLAW® Plate 

System that fall within the more general indications cleared previously in K051908 and K080295. 

The CLAW® II Polyaxial Compression Plating System (K113014) is already cleared with these 

more specific arthrodesis indications and possesses similar design features to the CHARLOTTE® 

CLAW® Plate System. The indications for use of both the subject and predicate devices are 

shown below in Table 3. The indications highlighted in yellow are the more specific arthrodeses 

indications for the CHARLOTTE® CLAW® Plate System that differ from the indications cleared 

through K051908 and K080295. These indications fall within the cleared “midfoot and hindfoot 

arthrodeses or osteotomies" indications of K051908 and K080295 highlighted in red and are 

identical to the indications for the CLAW® II Polyaxial Compression Plating System, K113014. 
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Table 3: Indications of the Predicate Plating Systems 

 Subject Device Predicate Devices 

Proprietary 

Names: 

CHARLOTTE® CLAW® Plate System CHARLOTTE® CLAW® Plate 

System 

 

(K051908 and K080295) 

CLAW® II Polyaxial Compression Plating 

System 

 

(K113014) 

Indication for 

Use Statement: 

The CHARLOTTE® CLAW® Plate 

System is intended to be used for fixation 

such as:  

 

 Midfoot and hindfoot arthrodeses or 

osteotomies  

 Tarsometatarsal arthrodeses 

(metatarsocuneiform, 

metatarsocuboid, and Lapidus 

arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses 

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in 

the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux 

valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

The CHARLOTTE™ CLAW® 

Plate is intended to be used for 

fixation such as: LisFranc 

arthrodesis, mono or bi-cortical 

osteotomies in the forefoot, first 

metatarsophalangeal arthrodesis, 

Akin osteotomy, midfoot and 

hindfoot arthrodeses or 

osteotomies, fixation of 

osteotomies for hallux valgus 

treatment (Scarf and Chevron), 

and arthrodesis of the 

metatarsocuneiform joint to 

reposition and stabilize 

metatarsus primus varus. 

The CLAW® II Polyaxial Compression 

Plating System is intended to be used for 

fixation such as:  

 

 Midfoot and hindfoot arthrodeses or 

osteotomies  

 Tarsometatarsal arthrodeses 

(metatarsocuneiform, 

metatarsocuboid, and Lapidus 

arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses 

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in 

the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux 

valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

 

 

In addition, the critical design features of both the CHARLOTTE® CLAW® Plate System and the 

CLAW® II Polyaxial Compression Plating System are compared in Table 4 below.   

 

Table 4: Technical Comparison between CHARLOTTE® CLAW® Plate System and the 

CLAW® II Polyaxial Compression Plating System 
 Subject Device Predicate Device  

Proprietary 

Names: 

CHARLOTTE® CLAW® 

Plate System 

CLAW® II Polyaxial 

Compression Plating System 

 

(K113014) 

Differences 

CHARLOTTE Claw Plate System Traditional 510(k)

Wright Medical Technology, Inc CONFIDENTIAL Page 43 of 240

(b)(4)Trade Secret Process 



 Subject Device Predicate Device  

Proprietary 

Names: 

CHARLOTTE® CLAW® 

Plate System 

CLAW® II Polyaxial 

Compression Plating System 

 

(K113014) 

Differences 
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 Subject Device Predicate Device  

Proprietary 

Names: 

CHARLOTTE® CLAW® 

Plate System 

CLAW® II Polyaxial 

Compression Plating System 

 

(K113014) 

Differences 

 

 

Substantial Equivalence Flow Chart 

 

The following are responses to FDA’s 510(k) Substantial Equivalence Decision-Making Process 

Flow Chart. 

 

Does the New Device Have the Same Indication Statement? Yes 

 

The subject device is currently marketed in the US with the indications cleared through K051908 

and K080295. The purpose of this submission is the clarify the indication statement to be the same 

as the indications cleared in K113014 for CLAW® II Polyaxial Compression Plating System by 

adding specific joint arthrodesis that fall within the scope of the indications cleared through 

K051908 and K080295. Both the CHARLOTTE® CLAW® Plate System and the CLAW® II 

Polyaxial Compression Plating System were found to be substantially equivalent in K113014, 

therefore we aim to consolidate the indication of both device systems. 

 

Does the New Device Have the Same Technological Characteristics? Yes 

The new device has the same technological characteristics as the predicate. It features a 

similar design as well as identical materials. The technical features of the subject device are 

identical to the CHARLOTTE® CLAW® Plate System currently marketed in the US that 

was cleared through K051908 and K080295. The subject device also has similar technical 

features as the CLAW® II Polyaxial Compression Plating System and the substantial 

equivalence between these devices was established in K113014. 

 

Are the Descriptive Characteristics Precise Enough to Ensure Equivalence? Yes 

The descriptive characteristics outlined in the substantial equivalence section outlined in Section 10 

are precise enough to ensure equivalence.  
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Are Performance Data Available and Demonstrate Equivalence? Yes 

 

The design of this system was  

 proven to be equivalent to the cleared system through verification 

testing described in Section 16 of this submission.  

 

Conclusion 

 

Based on the above responses to the questions provided in the 510(k) “Substantial Equivalence” 

Decision-Making Process and data presented within this Premarket Notification, Wright Medical 

Technology’s CHARLOTTE® CLAW® Plate System is substantially equivalent to the two 

predicate devices identified in Section 2 of this submission. 

 

 

12. PROPOSED LABELING 

 

Important medical information is contained in the package insert provided in Exhibit 6. Samples 

of the package labels are provided in Exhibit 7. Per FDA’s requirement that symbols be defined, a 

symbol definition label is provided in Exhibit 7. This label will be applied to the outer carton or 

packaging near the product label. All carton labels have the same general design and follow the 

same format. A surgical technique is also provided as Exhibit 5. 

 

 

13. STERILIZATION AND SHELF-LIFE 

 

STERILIZATION 

 

The subject CHARLOTTE® CLAW® Plate System presents no change in sterilization or 

packaging from the predicates.  The subject CHARLOTTE® CLAW® Plate System are provided 

sterile or non-sterile. Parts provided sterile are sterilized by gamma radiation; a gamma 

sterilization process summary is provided in Exhibit 8. Sterilization instructions for parts provided 

non-sterile can be found in the package insert (Exhibit 6) and a summary is also provided in 

Exhibit 8. 

 

SHELF-LIFE 

 

The sterile devices are labeled with an 8 year shelf life. Wright Medical’s sterile packaging 

configuration has been validated to an 8 year shelf life (Exhibit 9).  This is identical to the Shelf-

Life of the predicate devices, as no change has been made to affect the shelf life.   

 

14. BIOCOMPATIBILITY 

 

There has been no change in the materials used in the CHARLOTTE® CLAW® Plating System, 

and thus, no change in Biocompatibility.  The CHARLOTTE® CLAW® Plate System implants 

are manufactured from  Stainless Steel.  
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The instruments are composed of biocompatible materials that meet the requirements of the 

following standards: 

 

  

 

 

 

 

 

Wright Medical has a long history of using instruments composed of materials conforming to the 

standards listed above. Instruments composed of these materials are an integral part of our cleared 

devices, including CHARLOTTE® CLAW® Plate System (K051908 and K080295) and CLAW® 

II Polyaxial Compression Plating System (K113014). 

 

15. SOFTWARE 

 

Not applicable. This product does not contain software. 

 

 

16. ELECTROMAGNETIC COMPATIBILITY AND ELECTRICAL SAFETY 

 

Not applicable. This product does not contain electrical components. 

 

 

17. PERFORMANCE TESTING – BENCH 

 

Verification of Minor Design Changes to the 2.7mm Plates 

 Design Verification of the CHARLOTTE™ Foot and Ankle System CLAW™ 

Plate and Screws (Exhibit 10) 

 

Change in locking mechanism-  
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Modified Plate Design-  

 

 

  

 

 

 

 

 

  

   

 

  

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

18. PERFORMANCE TESTING – ANIMAL  

 

No animal testing was performed. 

 

 

19. PERFORMANCE TESTING – CLINICAL 

 

No clinical testing was performed. 
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FORM FDA 3881 (9/13) Page 1 of 2

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Type of Use (Select one or both, as applicable)

Device Name

Indications for Use (Describe)

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PSC Pu lishi g Service  (301) 443-6740      EF

Form Approved: OMB No. 0910-0120
Expiration Date: December 31, 2013
See PRA Statement on last page.

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

CHARLOTTE® CLAW® Plate System

 
The CHARLOTTE® CLAW® Plate System is intended to be used for fixation such as:  
 
• Midfoot and hindfoot arthrodeses or osteotomies  
• Tarsometatarsal arthrodeses (metatarsocuneiform, metatarsocuboid, and Lapidus arthrodeses) 
• Intercuneiform arthrodeses  
• Naviculocuneiform arthrodeses  
• Talonavicular arthrodeses 
• Calcaneocuboid arthrodeses  
• Lisfranc arthrodeses  
• Mono- or bi-cortical osteotomies in the forefoot, midfoot and hindfoot  
• Fixation of osteotomies for hallux valgus treatment (Scarf and Chevron)  
• Akin osteotomies  
• First metatarsophalangeal arthrodeses 
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FORM FDA 3881 (9/13) Page 2 of 2

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 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 or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Wright Medical Technology, Inc. 

5677 Airline Road  Arlington, TN 38002 
www.wmt.com 

 

 

 

510(K) SUMMARY 

 

 
In accordance with the Food and Drug Administration Rule to implement provisions of the Safe Medical Devices 

Act of 1990 and in conformance with 21 CFR 807.92, this information serves as a Summary of Safety and 

Effectiveness for the use of the CHARLOTTE® CLAW® Plate System. 

 

1. Submitted By: Wright Medical Technology, Inc. 

  5677 Airline Road 

  Arlington, TN 38002 

 

 Date: November 19, 2013 

  

 Contact Person: Leslie Fitch 

 Senior Regulatory Affairs Specialist 

 (901) 867-4120 

 

2. Proprietary Name: CHARLOTTE® CLAW® Plate System  

  

Common Name: Bone Plate System 

 Screw, Fixation, Bone 

  

 Classification Name and Reference:  21 CFR 888.3030 – Class II 

 21 CFR 888.3040 – Class II 

  

 Device Product Code, Device Panel: HRS: Orthopedic 

 HWC: Orthopedic 

 

3. Predicate Devices: K051908 – CHARLOTTE® CLAW® Plate System 

K080295 – CHARLOTTE® CLAW® 3.5 

K113014 – CLAW® II Polyaxial Compression Plating System  
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4. Device Description 

 

The CHARLOTTE® CLAW® Plate System consists of plates and screws of various anatomic 

configurations and lengths. All plates are manufactured from implant grade stainless steel and are 

available in lengths of 15-30mm. The plates accept 2.7mm (12-30mm long) and 3.5mm (14-40mm 

long) locking screws. The locking thread feature of the screws engages the plate holes to prevent 

screw back-out. 

 

 

5. Intended Use 

 

The CHARLOTTE® CLAW® Plate System is intended to be used for fixation such as:  

 

 Midfoot and hindfoot arthrodeses or osteotomies  

 Tarsometatarsal arthrodeses (metatarsocuneiform, metatarsocuboid, and Lapidus arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses  

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

 

6. Technological Characteristics Comparison 

 

The CHARLOTTE® CLAW® Plate System was cleared through K051908 and K080295. The technological 

features are identical to the systems previously cleared. 

 

7. Substantial Equivalence – Non-Clinical Evidence 

 
The purpose of this submission is the clarify the indication statement to be the same as the indications cleared 

in K113014 for CLAW® II Polyaxial Compression Plating System by adding specific joint arthrodesis that 

fall within the scope of the indications cleared through K051908 and K080295. Both the CHARLOTTE® 

CLAW® Plate System and the CLAW® II Polyaxial Compression Plating System share similar technical 

features and were found to be substantially equivalent in K113014, therefore we aim to consolidate the 

indication of both device systems. 

 

8. Substantial Equivalence – Clinical Evidence 

 

N/A 

 

9. Substantial Equivalence – Conclusions 

 

The design characteristics of the subject system do not raise any new types of questions of safety or 

effectiveness. From the evidence submitted in this 510(k), the subject devices can be expected to 

perform at least as well as the predicate systems. 
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Preoperative Planning

Surgical Technique

Calcaneal-Cuboid Arthrodesis

Plate Sizing

Surface Preparation

Hole Preparation & Screw Placement

Plate Compression

Ordering Information

Chapter 1 	 1

Chapter 2 	 2

	 2

	 2 
 
 	 3

 	 4 
	  
	 6

Appendix A	 7

			
 

Proper surgical procedures and techniques are the responsibility of the medical professional. The following 
guidelines are furnished for information purposes only. Each surgeon must evaluate the appropriateness 
of the procedures based on his or her personal medical training and experience. Prior to use of the system, 
the surgeon should refer to the product package insert for complete warnings, precautions, indications, 
contraindications and adverse effects. Package inserts are also available by contacting Wright Medical 
Technology, Inc.

Contents
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Chapter 1     Product Information

 
T ch

ap
te
r

Calcaneal-Cuboid Arthrodesis

Expose the calcaneal-cuboid joint through a lateral (Ollier) incision. Distract 
the joint with a lamina spreader, and sharply debride the articular cartilage to 
expose bleeding subchondral bone. A powered drill may be used to create holes 
in the subchondral bone to promote vascular ingrowth and provide local bone 
grafting.

 
Plate Sizing

Use the measurement guide to determine the appropriate plate size. Figure 1 
Interaxis distance is chosen so that the plate will span the fusion site and leave 
an adequate bony bridge between the plate screws.

Chapter 2     Surgical Technique 2

Figure 1

Surgical 
Technique 2
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Chapter 2     Surgical Technique

Surface Preparation

Assess the surface upon which the plate will sit. If the surface is uneven or 
irregularly contoured, the plate may not sit flush after application. Because of 
the locked screw construct, the screws will not contour the plate to the bone. 
Using the plate benders, the plate can be contoured to the bone. Care should 
be taken to protect the screw holes when bending. Figure 2  The plate should 
only be bent in one direction and cannot exceed 10° of bending. Do not use drill 
guides to contour the plate.  If necessary, bone may be removed with rongeurs 
or a powered burr prior to plate placement. Leave as much cortical bone 
intact as possible, particularly in the regions that will support the screws. 
Provisional fixation of the CLAW® Plate can be achieved using a 1.2mm 
temporary fixation wire.

3

Figure 2
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        6

Plate Compression

To apply compression, use the Spreader by inserting the tips into the center 
“diamond” of the plate. Using firm pressure, squeeze the sides of the expansion 
mechanism outward, drawing the screws together. Be sure to insert the spreader 
completely into the center “diamond” of the plate before applying any force. 
Figure 11, 12 and 13  

Surgical closure is performed in the routine fashion.

Chapter 2     Surgical Technique

Figure 12 Figure 13

Figure 11
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™Trademarks and ®Registered marks of Wright Medical Technology, Inc.  
©2010 Wright Medical Technology, Inc.  All Rights Reserved.	 SO277-905 R510

Wright Medical Technology, Inc.
5677 Airline Road
Arlington, TN USA  38002
901.867.9971
800.238.7117
www.wmt.com

Wright Medical EMEA
Hoogoorddreef 5
1101 BA Amsterdam
The Netherlands
011.31.20.545.0100
www.wmt-emea.com
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CHARLOTTE® CLAW® Plate System 
 

138025-5 
 

 

The following languages are included in this packet: 

 

English (en)  Deutsch (de)  Nederlands (nl) Français (fr) 

Español (es)  Italiano (it)  Português (pt)  中文-Chinese (sch) 

Türkçe (tk) 

 

For additional languages, visit our website www.wmt.com 

Then click on the Prescribing Information option. 
 

For additional information and translations please contact the manufacturer or local distributor. 

 

 

 

M C 0086*      P 
 Wright Medical Technology, Inc.      Wright Medical EMEA 

 5677 Airline Rd.        Hoogoorddreef 5  

 Arlington, TN 38002       1101 BA Amsterdam 

 U.S.A.         The Netherlands 

 

* The CE-Marking of Conformity is applied per catalog number and appears on the outer label, if 

applicable. 
 

 
 

 

 
December 2012 

Printed in U.S.A.
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Attention Operating Surgeon 

IMPORTANT MEDICAL INFORMATION 
 

WRIGHT MEDICAL 

CHARLOTTE® CLAW® PLATE SYSTEM 

(138025-5) 

 

 
OUTLINE: 

I. GENERAL PRODUCT INFORMATION 

A. PATIENT SELECTION 

B. CONTRAINDICATIONS 

C. POTENTIAL COMPLICATIONS AND ADVERSE REACTIONS  

D. PRECAUTIONS 

E. HANDLING AND STERILIZATION 

F. STORAGE CONDITIONS  

 

II. SPECIFIC PRODUCT INFORMATION 

 

DEFINITIONS 

Symbols and abbreviations may be used on the package label. The following table provides the definition of these 

symbols and abbreviations. 

 

Table 1. Definitions of Symbols and Abbreviations 

 

Symbol Definition 

g Batch code 

h Catalog number 

D Do not re-use 

Y Caution, consult accompanying documents 

i Consult operating instructions 

H Use by 

l Temperature limitation 

p Keep dry  

 Keep away from sunlight 

N Date of manufacture 

M Manufacturer 

                    P Authorized EC Representative in the European Community 

I Sterilized using ethylene oxide 

K Sterilized using radiation 

 STER LE GAS 
Sterilized using gas plasma 

J Sterilized using aseptic processing techniques 

 For prescription use only 
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Abbreviation Material 

Ti Titanium 

Ti6Al4V Titanium Alloy 

CoCr Cobalt Chrome Alloy 

SS Stainless Steel 

UHMWPE Ultra High Molecular Weight Polyethylene 

 

 

I. GENERAL PRODUCT INFORMATION 

Through the advancement of surgical fusion hardware, the surgeon has been provided a 

means of correcting deformity and reducing pain for many patients.  While the implants 

used are largely successful in attaining these goals, it must be recognized that they are 

manufactured from metal, and that no implant can be expected to withstand the activity 

levels and loads as would normal, healthy bone after fusion occurs. 

Each patient must be evaluated by the surgeon to determine the risk/benefit relationship. 

 

In using fusion implants, the surgeon should be aware of the following: 

 The correct selection and sizing of the implant is extremely important.  Selection of 

the proper size, shape, and design of the implant increases the potential for success.  The 

implants require careful seating and adequate bone support. 

 In selecting patients for surgery, the following factors can be critical to the eventual 

success of the procedure: 

1. Patient's occupation or activity.  If the patient is involved in an occupation or 

activity which includes substantial lifting or muscle strain, the resultant forces can cause 

failure of the fixation, the device, or both.  The implant will not restore function to the 

level expected with normal healthy bone, and the patient should not have unrealistic 

functional expectations. 

2. Condition of senility, mental illness, or alcoholism.  These conditions, among 

others, may cause the patient to ignore certain necessary limitations and precautions in 

the use of the implant, leading to failure or other complications. 

3. Foreign body sensitivity.  Where material sensitivity is suspected, appropriate tests 

should be made prior to material selection or implantation. 

 

A. PATIENT SELECTION 

Use of surgical fusion hardware requires consideration of the following general indications: 

 Good condition of the patient 

 Good neurovascular status 

 Adequate skin coverage 

 Possibility of a functional musculotendinous system 

 Adequate bone stock to receive implant 

CHARLOTTE Claw Plate System Traditional 510(k)

Wright Medical Technology, Inc CONFIDENTIAL Page 90 of 240



 Availability of post-operative therapy 

 Cooperative patient 
 

See Section II for specific product information. 

 

B. CONTRAINDICATIONS 

 Infection 

 Physiologically or psychologically inadequate patient 

 Inadequate skin, bone, or neurovascular status 

 Irreparable tendon system 

 Possibility for conservative treatment 

 Growing patients with open epiphyses 

 Patients with high levels of activity 
 

C. POTENTIAL COMPLICATIONS AND ADVERSE REACTIONS 

In any surgical procedure, the potential for complications exists.  The risks and complications 
with these implants include: 

 Infection or painful, swollen or inflamed implant site 

 Fracture of the implant  

 Loosening or dislocation of the implant requiring revision surgery 

 Bone resorption or over-production 

 Allergic reaction(s) to implant material(s) 

 Untoward histological responses possibly involving macrophages and/or fibroblasts  

 Migration of particle wear debris possibly resulting in a bodily response 

 Embolism 

See Section II for specific product information. 

 

D. PRECAUTIONS 

Following the instructions for use provided in product literature can minimize the potential 
for complications or adverse reactions with any implant. 

 
It is the responsibility of each surgeon using implants to consider the clinical and medical 
status of each patient and to be knowledgeable about all aspects of implant procedure and the 
potential complications that may occur.  The benefits derived from implant surgery may not 
meet the patient's expectations or may deteriorate with time, necessitating revision surgery to 
replace the implant or to carry out alternative procedures.  Revision surgeries with implants 
are common.  The patient's mental status must also be considered.  Willingness and/or ability 
to follow post-operative instructions may also impact the surgical outcome.  Surgeons must 
balance many considerations to achieve the best result in individual patients. 
 
IF EXCESSIVE LOADING CANNOT BE PREVENTED, AN IMPLANT SHOULD NOT 
BE USED. 
 
The main goal of surgery with this implant is to establish bony fusion.  Abnormal or 
excessive forces could lead to delayed union, non-union, or failure of the implant. 
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Abnormal force loading and subsequent wear may be caused by: 

 Uncorrected instability 

 Improperly sized implant 

 Inadequate soft tissue support 

 Implant malposition 

 Excessive motion 

 Uncorrected or recurrent deformity 

 Patient misuse or overactivity 
 
Proper fixation at the time of surgery is critical to the success of the procedure.  Bone stock 
must be adequate to support the device. 
 
Some preventative measures to consider to minimize the potential for complications: 

 Follow guidelines for indications and contraindications provided above 

 Identify prior pathology 

 Stabilize collapse deformities 

 Bone graft pre-existing cysts 

 Use a properly sized implant  

 Avoid K-wires and sutures through the implant 

 

Avoid flawing implant surfaces to minimize the potential for early fatigue failure. 
 
If complications develop, possible corrective procedures include: 

 Implant removal 

 Synovectomy 

 Bone grafting of cysts 

 Replacement of the implant 

 Removal of the implant with fusion of the joint 
 

Over time, metallic implants may loosen, fracture, or cause pain after the bone fracture or 
osteotomy is healed.  Removal of metallic implants is at the surgeon’s discretion, and the 
appropriateness of the selected procedure will be based on the surgeon’s personal medical 
training and experience.  It is imperative that adequate post-operative care and protection be 
provided by the surgeon. 

 

Recommendations Regarding Device Fragments 

1. Use medical devices in accordance with their labeled indications and the manufacturer’s 

instructions for use, especially during insertion and removal. 

2. Inspect devices prior to use for damage during shipment or storage or any out-of-box 

defects that might increase the likelihood of fragmentation during a procedure. 

3. Inspect devices immediately upon removal from the patient for any signs of breakage 

or fragmentation. 

4. If the device is damaged, retain it to assist with the manufacturer’s analysis of the event.  

5. Carefully consider and discuss with the patient (if possible) the risks and benefits of 

retrieving vs. leaving the fragment in the patient. 
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6. Advise the patient of the nature and safety of unretrieved device fragments including the 

following information: 

a. The material composition of the fragment (if known); 

b. The size of the fragment (if known); 

c. The location of the fragment; 

d. The potential mechanisms for injury, e.g., migration, infection; 

e. Procedures or treatments that should be avoided such as MRI exams in the case of 

metallic fragments. This may help to reduce the possibility of a serious injury from 

the fragment. 
 

 
Clinical results depend on surgeon and technique, pre-operative and post-operative care, the 
implant, patient pathology and daily activity.  It is important that surgeons obtain appropriate 
informed consent and discuss the potential for complications with each patient prior to 
surgery. This may include a review of alternative, non-implant procedures such as soft tissue 
reconstruction or arthrodesis. 
 
Concerning Magnetic Resonance Environments 
 

The devices described in this package insert have not been evaluated for safety and 
compatibility in the MR environment.  The devices described in this package insert have not 
been tested for heating or migration in the MR environment. 
 

See Section II for specific product information. 
 

E. HANDLING AND STERILIZATION 

IMPLANTS 
The implants in this system are either provided sterile or non-sterile; the individual product’s 
labeling will determine whether or not it is packaged sterile. Implants that are presented in 
instrument trays are provided non-sterile. 
 
Implants in sterile packaging should be inspected to ensure that the packaging has not been 
damaged or previously opened. The implants should be opened using aseptic OR technique; 
they should only be opened after the correct size has been determined. 
 
Implants provided non-sterile should be processed according to the recommended parameters 
for instruments (below). 

An implant should never be re-sterilized after contact with body tissues or fluids. 
 
Devices labeled for single-use only should never be reused.  Reuse of these devices may 
potentially result in serious patient harm.  Examples of hazards related to the reuse of these 
devices include, but are not limited to: significant degradation in device performance, cross-
infection, and contamination 
 
.INSTRUMENTS 
Surgical instruments (and non-sterile implants) should be cleaned and sterilized according to 
the following parameters: 
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Cleaning & Disinfection 

Clean to remove gross contamination and disinfect to reduce the number of viable 

microorganisms. 

1. Disassemble as per manufacturer instructions (if appropriate). 

2. Rinse with cold tap water to remove gross contamination. 

3. Bathe in an enzymatic detergent solution prepared per manufacturer directions for 5 

minutes. 

4. Scrub thoroughly with a soft brush and/or pipe cleaner; repeatedly flush any very narrow 

lumens with enzymatic detergent solution using a syringe. 

5. Rinse with cold tap water for a minimum of one minute; use a syringe to repeatedly flush 

any very narrow lumens. 

6. Bathe in a detergent solution prepared per manufacturer directions for 5 minutes. 

7. Scrub thoroughly with a soft brush and/or pipe cleaner; repeatedly flush any very narrow 

lumens with detergent solution using a syringe. 

8. Rinse thoroughly /flush with deionized / reverse osmosis (RO/DI) water. 

9. Sonicate for a minimum of 10 minutes in an enzymatic detergent solution prepared per 

manufacturer directions. 

10. Rinse thoroughly /flush with RO/DI water. 

11. Dry with a clean, soft, absorbent, disposable cloth. 

12. Visually inspect for cleanliness.  All visible surfaces, internal and external, should be 

visually inspected.  If necessary re-clean until it is visibly clean. 

Note: Brushes (i.e. pipe cleaners) could be used for cleaning most lumens, however, the use 

of a syringe to flush narrow lumens with diameters less than or equal to 0.041 inches is 

recommended. 

 

Sterilization 

1. Double wrap the component in CSR wrap or a similar type non-woven medical grade 
wrapping material. 

2. Autoclave according to the following parameters: 
 

Steam Sterilization 

Cycle Type Parameter Minimum Set Point 

Prevacuum 

270 ˚F (132 ˚C) 

Exposure Temperature 270 ˚F (132 ˚C) 

Exposure Time 4 minutes 

Dry Time 20 minutes 

 

3. After sterilization, remove the component from its wrapping using accepted sterile 

technique with powder-free gloves. Ensure that implants are at room temperature 

prior to implantation.  Avoid contact with hard objects that may cause damage. 
 

These recommendations are consistent with AAMI ST79 Table 5 guidelines and have been 

developed and tested using specific equipment.  Due to variations in environment and 

equipment, it must be demonstrated that these recommendations produce sterility in your 

environment.  If processing conditions, wrapping materials, or equipment changes occur, the 

effectiveness of the sterilization process must be demonstrated. 
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For additional information see Wright’s “Cleaning and Handling of Wright Medical 
Instruments”. 
 

F. STORAGE CONDITIONS 

All implants must be stored in a clean, dry environment and be protected from sunlight and 

extremes in temperature. 
 

II. SPECIFIC PRODUCT INFORMATION 

 

DESCRIPTION 

The CHARLOTTE™ CLAW® Plate consists of plates and locking-screws in various 

lengths.  All plates and screws are manufactured from stainless steel. 

 

INDICATIONS 
The CHARLOTTE® CLAW® Plate System is intended to be used for fixation such as:  

 

 Midfoot and hindfoot arthrodeses or osteotomies  

 Tarsometatarsal arthrodeses (metatarsocuneiform, metatarsocuboid, and Lapidus arthrodeses) 

 Intercuneiform arthrodeses  

 Naviculocuneiform arthrodeses  

 Talonavicular arthrodeses 

 Calcaneocuboid arthrodeses  

 Lisfranc arthrodeses  

 Mono- or bi-cortical osteotomies in the forefoot, midfoot and hindfoot  

 Fixation of osteotomies for hallux valgus treatment (Scarf and Chevron)  

 Akin osteotomies  

 First metatarsophalangeal arthrodeses 

 
 

Trademarks™ and Registered Trademarks® are owned or licensed by Wright Medical 
Technology, Inc. 
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