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Document Mail Center (HFZ-215 )
Center for Devices and Radiological Health
Food and Drug Administratio n
1350 Piccard Drive
Rockville , MD 20857

Re : Docket 2006P-0334/CCP 1
Reclassification Petition for " Bone Heterograft", C . F . R . 888 . 3015

Dear Ms . Sloan :

In the reclassification petition for " bone heterograft " Regeneration Technologies ,
Inc. proposed that "specific reference to the cervical spine be removed " . We
understand this action could pose an issue with respect to overlapping
determinations by the Agency . As such , we would like to request that reference to
the cervical region of the spine be retained in this regulation .

We appreciate your advisement on this ma tter and look forward to working with you
on this petition .

Sincerely ,

Lisa C . Simpso n
Director , Regulato ry Affairs
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