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t;rc{)nay n ~i,utu sr . PAfI. 1'nC:' .°; June 6, 2007 . . ..

,lu {i n Q Gb lui uCt. II, MI), i"AfI.

> 11idrm UJ . UcMssi . MLt. I•ACS . IiV I

M,et in n r C;,uc . M1), )-AI_'.;

To whom it, may concern :
ttr.5ticil I; M . PA('fi. kV l

Tur id tN ti r.nrk i. M171, rAi'; ; . . . .

Mau : ii G ia :kti . nt .Mn, rnc,!; 'I 'his letter is in reterencc: to Docket No. 2006N-0362_ it has conic to Lily
Miclcu:I, l . tvb i i:incY y Y,, Mt2 FACfi. WT attcriti Ou that the FDA recently proposed a rule to reclassify absorbable
6-00i;p hl .Ma W III . M11. i•Al.~a. Hvi hemostatic devi c ;cs from class 11.1 (pre-market approval) irilu class 1 1 (special
IhMp, M MOy. ml,) . Fqt,.̀$ controls). Currently, c lass 11( devices are required to unclcr•gc, mandatory clinicalIL'Cm M F,mn~Hqn . ivi f). fW. SC, PAf,: C,

r N od Pam ra . III . nnr) . rnr.^ . Wr evaluation 'cllld pre-Illa l'ICCt approval to ensure their safety and cfltCa C;y .

li wa^:hM Mn1 'A(f i

Uni k hiiiK. MD,( A< :.; I WTI concerned by this proposed change in c;) :.ltitillJCiiLI(171 (1I' <I b tiC?rbi1 bi C

N~~ao i~raucitlonur
hemostatic devices because al~t~ic possibility that new products may enter the
operating room wi th little or no clinical testing, which has the potential tosn m«m M,~~tnw ,, nN .ni :Nr
impact surgical procedures and ultimately patient outcomes .

Physician A013181811t o

:; ;x,loY1< ,,lnSofl .PA-~. Based on my understanding, the FDA did not -solicit input fi .-oni espci•is i n
c 1 . wt,.I h ;.rn C vascular st .u-gery, transplant surgery, l:i1CC1I o thorillsic tiw-gery, or neurosurgery
M ic hacl J Tutpvuk .rAC : when considering this p rO11C)Sfd , despite the high v O lu 111 e Of Utie and criticality of

lt .cnlosfa51 s i n these rroce:d t.q'eti . Additionally, the Fl)A has not described testing
or .lalir.liaig to address interactions of 'hemostatic devices with CLI s C~itiC states or

Adml n ISiraoor [dll tl(;Oagul '[►Ilt drugs, Which COll ld it-) 1 1influence surgical heniostasis . Moreover, the
n,,,~:~~ 13 r ;~y. 6Al3A. ( 1 ?,irr proposed reclassification and regulatory process could killow new products to be

cleared with ind i c41.ivlts for use thl-Ii exclude some very conimon uses of the
Current products (ie, n a; tI rO tiurgr iy ) . I am concerned that some surgeons may
unknow ing ly usC the , new and tinteswd products according to their established
practice, rather than as indicated in the product Labc:.[ittg .

Based on what .t jicivc discussed above, T would l ike to suggest that the, C~ l)t\
reconsider the reclassification of absorbable hemostatic devices and allow then-1
to C 0 I'I 1 11lL(E^ its Class Ill (Icviccs . I. appreciate your time and consideration
regarding this rrtallr:r .

Sincerely,

Marc, H . Glickman, M l') , 1 ,'At_' ti
Presiden t

oW6 ~p N 03 (v.~, C.. /
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