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MIMEDX GROUP RECEIVES FDA CLEARANCE TO MARKET ITS 
HYDROFIX™ ORTHO SHIELD™ DEVICE 

 

MARIETTA, Georgia, June 22, 2011 (PR Newswire) -- MiMedx Group, Inc.  (OTCBB: MDXG), an integrated 

developer, manufacturer and marketer of patent protected regenerative biomaterials including 

bioimplants processed from human amniotic membrane, announced today that the Company’s 

proprietary device, HydroFix™ Ortho Shield™, has received 510(k) clearance. The Company also 

announced its receipt of two additional 510(k) clearances related to its HydroFix™ technology platform. 

HydroFix™ Ortho Shield™ is indicated for the management and protection of tendon injuries in which 

there has been no substantial loss of tendon tissue. The patented HydroFix™ Ortho Shield™ is a 

biocompatible polyvinyl alcohol polymer (PVA) membrane that is indicated to minimize tissue 

attachment to the device in case of direct contact with the tissues. HydroFix™ Ortho Shield™ is a 

permanent protective sheet that minimizes soft tissue attachments to the device providing a protective 

environment for the repaired tendon to heal. The device is conformable, suturable, and biocompatible, 

providing surgeons with an easy to use option for tendon protection. The device also provides a smooth 

inner gliding surface for the tendon to move as part of normal motion. 

Parker H. “Pete” Petit, Chairman and CEO, said, “We are pleased to receive these FDA clearances. Soft 

tissue attachments to repaired tendons can reduce the effectiveness of the repair and result in a 

reduced range of motion post surgery, so the HydroFix™ Ortho Shield™ meets an important clinical 

need. We are continuing to develop additional indications for this biomaterial in response to surgeon 

demand for a wide range of applications.”  

The two additional 510(K) clearances recently received from the FDA were for the Company’s HydroFix™ 

Vaso Shield device. HydroFix™ Vaso Shield, indicated for use as a cover for vessels during anterior 

vertebral surgery, has now received clearance for an expanded range of sizes and for a higher 

temperature exposure limit.  Additionally, a large animal implantation study has demonstrated the 



    
ability of the device to minimize soft tissue attachments between the device and the surrounding soft 

tissue.  

Bill Taylor, President and COO, stated, “Receiving these additional FDA clearances for our HydroFix™ 

technology is an important step in serving the needs and preferences of physicians that are utilizing our 

device in their surgical procedures. Surgeon feedback has included requests for new indications for use 

and new sizes for existing indications, and these new 510(k) clearances are a direct result of a portion of 

that surgeon feedback.  These FDA clearances are an integral part of our strategy of providing 

biomaterial solutions to unmet or underserved physician needs.”  

 

About the Company 

MiMedx is an integrated developer, manufacturer and marketer of patent protected regenerative 

biomaterials including bioimplants manufactured from human amniotic membrane. The Company has 

an experienced team poised to capitalize on its science and technology to generate rapid sales growth 

and profitability.  Our tagline is "Innovations in Regenerative Biomaterials" because our biochemists, 

engineers, designers and physicians believe it is better to regenerate tissue when possible rather than 

replace traumatized, but otherwise healthy tissues and structures.  Our platform technologies, 

HydroFix™ and CollaFix™, and our newest platform technology, Purion® developed by our wholly-owned 

subsidiary, Surgical Biologics, have a vast number of potential applications in treating traumatized tissue 

and structures and MiMedx is focused on commercializing multiple applications for the Company’s three 

technology platforms. In parallel, we are seeking strategic relationships, in selective categories, to more 

rapidly commercialize our technologies.   
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