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Christopher E . C lare, M.D .
Diplornate, American Board of Neurological Surgery

Roger I i . F ra nke l . M . D .
Diplomate , Americ an Board of Neurological Surge ry

May 31, 200 7

To Whom It May Concern :

In regard to Docket No. 2006N-0362, I am writing to suggest that the FDA should continue to c lassify

absorbable h emostatic dev ices as c lass III devices, ra ther than reclassifyi ng them as class 11 .

Hemostas is is a cri t ical componen t of neurosurgery, ye t it is my understanding that expe rts in my fie ld

were not consulted by the FDA bcfore th e pr oposa l to reclassify was made .

Because c lass II devices do not undergo the same manda tory pre-market approva l as class III dev ices,

they may be used i n operat ing rooms without having undergone manda tory c l inical tes t i ng to evaluate

their safety and efficacy . Th is could have a negative affect on sur g ica l procedures and , thus, patient

ou tcomes .

In addit ion , the rec lassification has the potential to prevent new products from including common labe l i ng

for use of current hemostatic devices, such as their use in neurosurgery . Hence, surgeons may use new,

untested products accordi ng to establ ished practice rat her than labeled indication . Having tried these

"me-too" products in the past, I was not satisfied wi t h the efficacy . This is especially critical in surge ry

on the central ne rvous system .

Fu rth e rmore, testin g and labeling that address potent ial in terac t ions of hemostatic devices in certain

disease states or w ith an ticnagul ant drug s has no t been descr ibed in this proposal , possib ly i n fl u e ncing

surgical hemostasis .

For all of these reasons, I be lieve it is important that the p roposed reclass ificat ion be reconsidered and t hat

absorbable hemostatic devices should remain class I II devices . I appreciate your consideration of my

concerns .

S incere ly,

Christopher E. C lare, . .

CEC/ds .
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