


            

 
 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

  

 
 
        

   
 
        
 
 

Real time and accelerated data concerning changes in 
were submitted in support of the proposed 6 

month expiration date for the 3.0 cc fill volume syringe.  In addition, information 

(b) (4)

PRECLINICAL/BENCH 

Manufacturing Information 

This supplement included information on the manufacturing steps and sterilization 
procedures that were revised for production of a 3.0 cc volume syringe.  Qualification 
information was reviewed for new steps for this new fill size and re-review of the data 
submitted in the original PMA was performed for steps that remained unchanged. 

Stability Data 

concerning the maintenance of package integrity was provided to document the continued 
sterility and pyrogen-free nature of the product.  This information, in combination with 
the data submitted in the original PMA, were sufficient to support the proposed 
expiration date. 

Clinical Data 

The original PMA provided sufficient clinical data to support approval of the new 3.0cc 
syringe volume.  To further evaluate the Post Marketing performance of Radiesse, FDA 
evaluated the incidence and types of Medical Device Reports found in the Manufacturer 
and User Facility Device Experience database.  This information confirmed that approval 
of a 3.0 cc volume syringe would be appropriate. 

Labeling Review 

A review of the product label was performed to insure that the appropriate syringe 
volume sizes and corresponding syringe needle sizes were presented in the package 
insert. 

CONCLUSION  

Based on the data presented in the supplement, requested to introduce a 3.0 cc fill volume 
Radiesse syringe with a curved handle to the existing line of products should be approved. 

RECOMMENDATION - I recommend that the supplement be Approved. 
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