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This letter is being submitted in response to the FDA’s request for comments relative to 
the rt>cent Federal Register publication of the Xoticc of Panel Recommemlation to rpclassifv thta 
‘I’otallj, Implanted Spinal Cord Stimulator for Pain Relief. 

I have six years of experience implanting both Radio Frequency and IPG type spinal cord 
stn-nulation devices. It is my belief that the FDA notice of panel recommendation and special 
Li~~~tiiii gui&ncc document adcquatcly addrcsscs the concerns regarding the assurance of safety 
and effcctivencss for the IPG device for pain relief. The risk to health of lead migration, device 
failure, tissue reaction, skin erosion, surgical, procedural risk, EMC and MR compatibility 
concerns are appropriately identified and charactcrizcd by the FDA and their panel. 

I believe that the Special Control Guidance for Premarket Nutiflcati~?n for Totally 
Implanted Spinal Cord Stimulators for Pain Relief covers the clemcnts nc~~s~r)r to allow ttitl 
medical device industry tn design and mariufacturc safe and cffcctive IT’G’s for pain relief Thus 
g!lidance will be useful to both industry and the FDA let plovidr equivalent assurance of snfct\, 
and :>f!‘ec-tivcness \vhcn prcmarket notifications: are submitted to the FDA for thcsc types ot . 
iic%ces The 17roposed labcling, trclmo!o#cal ~~eyorting, dz:c -1 t. testinls and manilfacturing 
riaquirt mcr-\ts are cr\nsistcllt wii-h what I hclicvg- . 7 +O bc TPCLJSS;IT\ tt\ nd\!rt~+ ti+ lltl>ign nnd 
mmul .I( tl rl+ng conr~n~ for !hls t\rpc of 3<\ ice. 

I rommcnd WS and the FDA for their efforts to reciassify the 1% cJeViit? io a Class il 

status. Over :,cgulation of this device has long been ovcrJooked. This is dci‘initel;,~ a stt’p in the 
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right direction by the FDA to reduce the burden and speed the process of getting new IPG’s to 
market. Competition breeds innovation, and I believe that this reclassification will ultimately 
help to speed the innovation that is still needed to improve the lives of the chronic pain patients 
whom I treat. 

Peter S. Staats, M.D. 

PSS/ crs 
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