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Dear Dr. Pappas: 

The Food and Drug Administration has reviewed the above referenced petition for 
reclassification pursuant to section 513(e) of the Food Drug and Cosmetic Act (Act). Mobile- 
bearing ankles are currently Class I11 (PMA) devices. This petition seeks reclassification of 
uncemented, non-constrained, mobile-bearing ankle prostheses from Class I11 (PMA) status to 
Class 11 (51O(k)) status. The purpose of a reclassification petition is to demonstrate that the risks 
previously identified for a Class I11 device, in light of new information, can be adequately 
addressed/ininirnized by either general, or general along with special controls, and, therefore, 
should be reclassified as Class I1 devices. Based on review of the data submitted in your 
petition, we believe you have not provided adequate information to provide reasonable assurance 
of the safety and effectiveness of mobile-bearing ankles. Further, we are not aware of any 
special controls which allow for the demonstration of the safety or effectiveness of this ankle 
design or fbture mobile-bearing ankle replacement devices. Without these special controls, we 
cannot reclassify uncemented, non-constrained, mobile-bearing ankle prostheses at this time. 
We will be able to hrther consider reclassification of these devices once the following concerns 
have been adequately addressed. 

Special control,^ -General Concerns 

1. 	 Your petition includes proposed special controls that you believe are sufficient to provide 
reasonable assurance of the safety and effectiveness of the device type you have proposed for 
reclassification. We do not believe the proposed special controls are sufficient to provide 
reasonable assurance of safety and effectiveness for this device type. Reclassification of this 
device type requires standardized, validated means to test and analyze the stand-alone 
devices preclinically as well as clinical results on enough patients (within a clearly defined 
patient population) in well-controlled, a~propriately designed studies with long enough 
follow-up using standardized, validated outcomes measures and consistent study methods. In 
addition, reclassification for this device type requires an identification of the device design 
features, preclinical test results, patient selection considerations, and labeling/surgical 
technique considerations that predict successful clinical outcomes in order to define 
appropriate special controls. Please address the following general concerns regarding the 
proposed special controls. 


























