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Miyuel R. Silva, M.D., F.A.C.S. 
Stephen A. Michalski, M.D., F.A.C.S. 

To wlinm it may concern: 

I am writing in reltre~lcc to Docket No. 2006N-0362 tr) suggest that the FDA reconsider 
its recer~t ppr~oposal of reclassifying absorbable hemostatic devices ,fiorn class 111. rccluirhg 
,pre-mrlrlcct approval) .to class 11, specid colltrols. 

Class LlI devices undergo mandatory clhical evaluation tn ensurc that thcy are both salk 
and eilectivc. CurrentJy, that npplics to absorba.ble hem.nstatic devices, but if thc 
proposcd reclussification takes pla~e,  new products may be used in operating rocnns 
witho~lt uildergoing clinical tcstirig, Tllis could impact surgical procerl~tres in addition to 
patient outcomes. 

1 also iulderstand that, despite the high-vnliune, critical use of absorbable hcmostdic 
devices in vasculur, transplant, ~ardiothoriicic, or neurosurgely, tlic FDA did not soli,cit 
the i.nput of experts in theso surgical area5 when considering the proposal .to reclassiv, 

'l'cslillg and lnbcliilg tlmt adclress the irltcractions o f  such devices with anticoagulant 
dn~gs and diseasc states are not described i11 tho FDA's proposal, w11,ich could have an 
iinpact on surgical hemostnsis. Also, the proposed regllntory process ulldcr 
reclassification could result in clearance of new products without indic;ntions for use of 
conurlon uses of currcnt pmch~cts, such aq in neurosurgery. Becausc oi'this, it is possible 
that surgeons could unintentionally not l'ollow product labe1in.g of ncw a.nd l~tltestcd 
produ.cts but insbad. usc them awrding to cstabl.ishecl practice. 

Thw~lc you fbr your time and albntinn. 

Sincerely, 

Miguel K. Silva, M.:l), 
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