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To Wham It May Concern: 

On behalf of the Hemophilia Federation of America, (HFA), t am writing in support of the 
proposed rules that will increase access to investigational new drugs for members of the 
bleeding disorders community ; The Hemophilia Federation of America is a nationel non-
prof'~t organization that .assists and advocates foF the bleeding disorders community . Our 
vision is that the blood cFotting .disorders community has removed all barriers to both 
choice of-treatment, and quaHty .of life. 

Hemophilia is a lifelong, genetic bleeding disorder which usually affects males. Everyday 
activities may become the cause-of sudden, painful, and lingering injuries . Today,. people 
with hemophilia can use recombinant clotting factor to stop :bleeding, reduce recurring 
injuries, and limit.the crippling dffects cf bleeds . This, however, is a relatively recent 
development. : 

Prior to the introduction of recombinant medications, anti-hemophilic clotting factor was 
plasma-based . As recently as twenty year5~ago, that . clotting factor - unbeknownst to 
the individuals who ~used it-- was contaminated. by.`HIV, hepatitis, and (potentially) other 
infectious agents . As- a res~rlt, more than -hatf of the bleeding disorders community 
contracted HIV. Over the same period,, nearly 80 percent contracted Hepatitis C through 
these products, a majority of those are infected with, genotype 1 . 

Access to investigational new drWgs is vitatly importaM for this segment of the bleeding 
disorders' commuhity. A 2005 prospective randomized study by Jacobson published in -
Hepatology repoited re-sponse rates of 29=34 percent with FDA-approved hepatitis medicines.: This means a majority of the affected individuals have no effective (or no 
alternative) treatment .options! to treat-or to halt the , progression of-their disease. 

During the early 99'80s, many. of our .mernbers were infected with HIV. Many of those 
members have now spent 15 or. more years taking:protease inhibitors. An increasing 
number are, experiencing decreting success with their therapies as their bodies are 
building resistance to rnore and more drugs. Access to tbe,two new classes of drugs that 
have been found to. block'virus replication, the infegrase inhibitors and CCRS inhibitors is 
also vifalEy .important for the HIV infected segnnent=of the bleeding disorders population .. 




