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May 30 , 2007

To whom it may concern :

In response to Docket No . 2006N-0362, I su ~~t that the FDA racot~,9idet its proposal toreclassify absorbable hemostatic devices ,

I have learned that the FDA proposed the reclassification of absorbable hemostaticdevices from class III, requiring pr&market approval, to class IT, Vecial controls . Ifreclassified, these devices will no longer be required to undergo their current mandatoryclinical evaluation for safety and efficacy. Consequently,
they may be used in operatingrooms without having undergo4e thg clinical testing currently required and could impactsurgical Procedures as well as Patient outcomes .

l understand that, in making this decision. the FDA did not obt ain input from experts invascular surgery, transplant surgery, cardiothoracic surgery,
aeqrosurBerY, even though hemostatic devices are usei ~e tvol~u

surgery,

aad hemostasisis critical to these surgical areas ,

Becau ,se new products may be cleare}i under the reclassification without indications foruse that include common uses of curknt products, new and untested products may beUsed according to a surgeon's es tablished practice, not as indicated in product labeling .
Finally, testing and labeling ofhemostatic devise interactions with disease states oranticoagulant drugs, is not described. This could impact surgical hemostasis .
Therefore, absorbable hemostatic devices should remain class III devices .

I appreciate your attention to his matt~r .

Sincerely,

~~vvl A,-
David M. Albala, M .D .
Profesor of Urology
Director ofMinimally Invasive and Robotic Urologic Surgery

;oo lo Au - 03 OaZ C,d
DUMC 3457 . Room 1112, Green Zone . Durham, NC 2771 0 • Ze1(9 1 9 ) 6s4 -4957 . fax (9 1 9) 681 .7423


	page 1

