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Amended: March 2 1,2007 and June 4,2007 

Dear Ms. Simpson: 

The Food and Drug Administration has reviewed the above referenced petition for 
reclassification pursuant to section 520(1) of the Federal Food, Drug, and Cosmetic Act (Act). 
(We note you had requested review under 51 3(f)(3) of the Act.) Bone heterograft devices for use 
in the cervical region of the spine are currently class 111, requiring premarket approval (PMA). as 
per 21 CFR 888.301 5. rhis petition seeks reclassification of Bone Heterograft, defined as 
implants made from mature (adult) bovine bones and used to replace human bone following 
surgery in the cervical region of the spinal column, from class I11 to class 11. The purpose of a 
reclassification petition is to demonstrate that the risks previously identified for a class 111 
device, in light of new information, can be adequately addressed by either general, or general 
along with special, controls, and, therefore, should be reclassified. In the case of bone 
heterograft for use in the cervical spine, there are no known legally marketed devices which fall 
within the device category proposed for reclassification that have been approved through the 
PMA process and there is no known clinical experience on the subject device. In fact, the only 
PMA for bone heterograft (Kiel Surgibone) was denied by FDA due to a lack of evidence LO 

support the device is safe and effective for its intended use based on the probable risk of adverse 
immunological reaction and potential failure of long-term osseous union associated with 
resorption of the device. As discussed in detail with you and your associates during our JuIy 25, 
2007 teleconference call, because this classification regulation (21 CFR 888.301 5)  is based on a 
transitional device, one formerly regulated by the Center for Drug Evaluation and Review. and 
subsequently denied as a PMA, reclassification of this type of device will require that you 
identify special controls, including all the risks and how to mitigate those known risks, to 
provide reasonable assurance of the safety and effectiveness for this device type. Alternatively. 
as discussed with you, you may attempt to distinguish your device from the Kiel Surgibone and 
propose reclassification of your specific device. Please consider the information conveyed 
during our teleconference call when deciding whether to pursue reclassification of the entire 
class of devices or reclassification of your device distinguished from the overall class. In 
addition, you should address the following issues as they relate to your reclassification. 














