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To whom it may concern : 

Ca~aldo ~orfa, MD, PhD 

Associete Pmfessor ol5urgery 
Inledm Oirecler, Divlslon ol4ansplantation 

Tt has come to my attenUon that the FDA is going to reclassify hemostaGc dcvices from Class III 

to Class II and that reclassif~cation means new hemostatie products will notbe required to meet 

mandatory clinical evaluation and prc-mark~t approval to ensure that they are safe and effective . 

I am a transplatita~ion surgeoa and topical absorbable hemostatic agents are vital co my 
procedures and I am concert~ed that FpA is willingly to allow any product to enter the operating 
room without first undergoing stringent clinical evaluations . 

Transplantation sur~ery akeady has a number of concems to include organ rejection, recuRent 

hepatitis, compromised physiology, and eoneutrmt dxug therapies . 
I routinely leave topical hemostatic inside the abdominal csvicy and I am concerned that new 

agenis not screened adequ~tely for infecHon could cause lethal events in nry ttansplanf patient 

populatioa . 

1 urge the commiYtee to reconsider reclassification. I am eoncerned that reclassitication will open 

the door to products that may a£fect the safety aod effectiveness of absorbable hemostAts . 

WiChout pre market clinical trials there is no way for me to distinguish between those product that 

are clinical effective and those that are danger to my patients . Keeping topical absorbable 

hemostats as Clasa III ensures that all hemostatic a~ents will undergo pre market clinieal ttials. 

This is a serious issue wlth many facets and I appreciate the committee's consideretion oFmy 

concerns . 

Sincerely, 

V'~' 
Cataldo Doria MD, PhD 
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