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Fracture Plate and Screw System 

DFU-0125 

Draft 0 

A. DEVICE DESCRIPTION 
Plates are available in different shapes, sizes and orientations (e.g. left and right types).  The 

plates have specific sized holes for screws to provide fixation.  

The screws are headed and self-tapping. They are available as fully or partially threaded, 

and solid or cannulated.  The screw family ranges from 2.0 mm to 6.7 mm in diameter and from 

8 mm to 120 mm in length (in 1, 2 or 5 mm increments).  

The Distal Clavicle Plate Button is designed to fit securely in the holes of the fracture plates. 

iThe Buttress Plate contains two titanium buttons, FiberWire® suture, Guide Pin, two Low 

Profile Screws, Buttress Plate, Cannulated Drill Bit, Guidewire with Trocar tip, Hexalobe Driver 

and Pin Tip Drill Bit. 

B. INDICATIONS 

The Arthrex Fracture Plates are s intended to be used for internal bone fixation for bone 

fractures, fusions, osteotomies and non-unions in the ankle, foot, hand, wrist, clavicle, scapula, 

olecranon, humerus, radius, ulna, tibia, calcaneous, femur and fibula.  

The button is intended to be used with suture as an adjunct in fracture repair; specifically, to 

provide fixation during the healing process following syndesmotic trauma.   

The Arthrex Low Profile Screws (2.0-2.4mm solid) are intended to be used as stand-alone 

bone screws, or in a plate-screw system for internal bone fixation for bone fractures, fusions, 

osteotomies and non-unions in the ankle, foot, hand, and wrist. When used with a plate, the 

screw may be used with the Arthrex Low Profile and Small Fragment Plates.  

The Arthrex Low Profile Screws (2.0-3.0mm cannulated) are intended to be used as 

stand-alone bone screws for internal bone fixation for bone fractures, fusions, osteotomies and 

non-unions in the ankle, foot, hand, and wrist. 
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The Arthrex Low Profile Screws (2.7mm and larger, solid) are intended to be used as  

stand-alone bone screws, or in a plate-screw system for internal bone fixation for bone 

fractures, fusions, osteotomies and non-unions in the ankle, foot, hand, wrist, clavicle, scapula, 

olecranon, humerus, radius, ulna, tibia, calcaneous, femur and fibula. When used with a plate, 

the screws may be used with the Arthrex Low Profile and Small Fragment Plates, Humeral 

Fracture Plates, and Osteotomy Plates.  

The Arthrex Low Profile Screws (3.5mm and larger, cannulated) are intended to be used 

as stand-alone bone screws for internal bone fixation for bone fractures, fusions, osteotomies 

and non-unions in the ankle, foot, hand, wrist, clavicle, scapula, olecranon, humerus, radius, 

ulna, tibia, calcaneous, femur and fibula.  

C. CONTRAINDICATIONS 
1. Insufficient quantity or quality of bone. 

2. Blood supply limitations and previous infections, which may retard healing. 

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

should be made and sensitivity ruled out prior to implantation. 

4. Any active infection or blood supply limitations. 

5. Conditions that tend to limit the patient's ability or willingness to restrict activities or 

follow directions during the healing period. 

6. The use of this device may not be suitable for patients with insufficient or immature 

bone. The physician should carefully assess bone quality before performing orthopedic 

surgery on patients who are skeletally immature. The use of this medical device and the 

placement of hardware or implants must not bridge, disturb or disrupt the growth plate. 

7. Do not use for surgeries other than those indicated. 

D. ADVERSE EFFECTS 
1. Infections, both deep and superficial. 

2.  Foreign body reactions. 

E. WARNINGS 
1. An internal fixation device must never be reused. 

2. All metallic implant devices used for this surgical procedure should have the same 

metallurgical composition. 
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3. Postoperatively and until healing is complete, fixation provided by this device should be 

considered as temporary and may not withstand weight bearing or other unsupported 

stress. The fixation provided by this device should be protected. The postoperative 

regimen prescribed by the physician should be strictly followed to avoid adverse 

stresses applied to the device. 

4. Pre-operative and operating procedures, including knowledge of surgical techniques 

and proper selection and placement of the device, are important considerations in the 

successful utilization of this device. The appropriate Arthrex delivery system is required 

for proper implantation of the device. 

5. Any decision to remove the device should take into consideration the potential risk to 

the patient of a second surgical procedure. Device removal should be followed by 

adequate postoperative management. 

6. Detailed instructions on the use and limitations of this device should be given to the 

patient. 

7. This is a single use device. Reuse of this device could result in failure of the device to 

perform as intended and could cause harm to the patient and/or user. 

8. The device has not been evaluated for safety and compatibility in the magnetic 

resonance (MR) environment.  The device has not been tested for heating or migration 

in the MR environment.  If the implant is manufactured from a metallic material, 

surgeons can expect that MR artifacts will be present during routine MR Imaging. 

9. Removal of supplemental fixation after healing. If the supplemental fixation is not 

removed following the completion of its intended use, any of the following complications 

may occur: (1) Corrosion, with localized tissue reaction or pain; (2) Migration of implant 

position resulting in injury; (3) Risk of additional injury from postoperative trauma; (4) 

Bending, loosening, and/or breakage, which could make removal impractical or difficult; 

(5) Pain, discomfort, or abnormal sensations due to the presence of the device; (6) 

Possible increased risk of infection; and (7) Bone loss due to stress shielding. The 

surgeon should carefully weigh the risks versus benefits when deciding whether to 

remove the implant. Implant removal should be followed by adequate postoperative 

management to avoid re-fracture.  

Appendix 2Traditional 510(k): Arthrex Fracture Plate, August 17, 2011

55 of 95

Records processed under FOIA Request # 2015-6578; Released by CDRH on 12-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6578; Released by CDRH on 12-17-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

Page 5 of 6 

Certain Arthrex devices that may be used during this procedure are provided non-sterile and 

must be adequately cleaned and sterilized prior to use or re-use. Please refer to DFU-0023 and 

ANSI/AAMI ST79, “Comprehensive Guide to Steam Sterilization and Sterility Assurance in 

Health Care Facilities” for specific information. 

Sterilizers vary in design and performance characteristics.  Cycle parameters and the load 

configuration should always be verified against the sterilizer manufacturer’s instructions. 

Cooling – The device must be adequately cooled, after being removed from the sterilizer. 

I. MATERIAL SPECIFICATIONS 
Refer to the package label for the materials. This device is made of titanium or stainless steel.   

J. STORAGE CONDITIONS 
Sterile devices must be stored in the original unopened packaging, away from moisture and 

should not be used after the expiration date.  

Non-sterile metal devices should be stored in a clean, dry environment.  The shelf life of 

non-sterile devices is not limited; the devices are manufactured from non-degradable material, 

which does not raise any question of device stability when stored under recommended 

conditions. 

K. INFORMATION 
Surgeons are advised to review the product specific surgical technique prior to performing any 

surgery.  Arthrex provides detailed surgical techniques in print, video, and electronic formats. 

Appendix 2Traditional 510(k): Arthrex Fracture Plate, August 17, 2011
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The Arthrex website also provides detailed surgical technique information and demonstrations. 

Or, contact your Arthrex representative for an onsite demonstration. 

Appendix 2Traditional 510(k): Arthrex Fracture Plate, August 17, 2011
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