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Item 8.01. Other Events.  

     ReGen Biologics, Inc. (the “Company”) provided an update indicating feedback was received from the FDA with respect to its 510(k) 
submission for its collagen scaffold device. In a letter, the FDA provided that the Company may submit a new 510(k) for clearance of its 
collagen scaffold (CS) device with modified indications for use in the meniscus. The FDA letter came in response to the Company’s appeal of 
the FDA’s not substantially equivalent (NSE) decision on the 510(k) premarket notification submitted to the FDA in June 2006. As a result of 
the discussions, the FDA upheld the NSE decision which cleared the way for a new 510(k) submission with revised indications and supported 
by clinical data from the U.S. multicenter trial. The Company intends to work diligently to complete pre-filing discussions with FDA staff and 
file the revised 510(k) submission.  
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