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GARY R . GROPPER, M . D .
DIPLOMATE , AMERICAN BOARD OF NEUROLOGICAL SURGERY

May 31, 2007

To Whom It May Concern :

In rega rd to Docke t No . 2006N -0362, I am writing to suggest that the FDA should con tinue to c lassify
absorbable hemosta t ic dev ices as class III devices, rather than reclas sifying them as class H .

H emos t asis is a cri tical component of neurosurge ry, yet i t i s my unders tand ing tha t experts in my field
were no t consu lted by the FDA before the proposal to rec lassi fy wa s made.

Because c la ss 11 devices do not undergo the same mandat ory pre-marke t approval as class III dev ices,
t hey may be used i n operating roorn s wi t hou t having undergone manda tory c l inica l test ing to eva luate
their safety and efficacy . This could have a negative affect on surg i cal procedures and , thus, pa t i e n t
ou tcomes .

In addition, t he reclassification ha s th e po ten t ial to prevent new products from i ncluding common label ing
for use of cu rren t hemosta t ic devices, such as thei r use in neurosurge ry. Hence, surgeon s may use n ew ,
untested products accordi ng to established practice rather than labeled indi cation . Hav ing tr ied these
"me-too" p roduc ts in the past, I was not satisfi ed w it h the effi cacy . This is es pecia lly critical in surgery
on the central nervo us system .

Fur t hermore, tes ting and labeling t hat address potential i n teract ions of hemostatic devices in certain
disease states or with anticoagu l ant drugs has not been described in this proposal, possibly influencing
s u rg ical hemostasis .

For all of these reasons, I bel ieve it is i mportant that the proposed reclassification be reco nsidered and that
absorbable hemos ta t ic devices should remain class III devices . I apprec iate your consideration of my
concerns .

Sincerely,
1

woqlp

Gary R . Gropper, M .D .
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