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Hemophllla Federahon of Amerlca

Advocacy For Persons With Clottifig Dis

'March 13, 2007

Food and Drug Administration
5360 Fishers Lane Room 1061
Rockville. MD 20852 ' :

'RE: Docket Number 2006N-0062 o
" RIN No 0910-AF14

To Whom It May Concern:

On behalf of the Hemophlha Federatlon of Amerlca (HFA), | 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 national non-
profit organization that assists and advocates for.the bleeding disorders community. Our
vision is that the blood clotting disorders commumty has rémoved all barriers to both
choice of treatment and quallty of life.

Hemophuha isa hfelong genetlc bleedmg dlsorder which usually affects males. Everyday.
-activities may become the cause:of sudden, painful, and lingering injuries. Today, people
with hemop‘hrha can use recombinant clotting factor to stop- bleedmg, reduce recurring
injuries, and limit the cnppllng effects of bleeds This, however is a relatively reoent

: development .

Prior to the introduk:tnbn of recomblnant medications, anti-hemophilic clotting factor was

- plasma-based. As recently as twenty years-ago, that clotting factor — unbeknownst to
the individuals who used it-— was contaminated by HIV, hepatitis, and (potentially) other
infectious agents. As a result ‘more than half of the bleeding disorders community
-contracted HIV. Over the same period, hearly BO percent contracted Hepatitis C through
these products a majarrty of those are infected with ‘genotype 1.

Access to investigational new drugs is vntally lmportant for this segment of the bleedlng '
. disorders comimunity. A 2005 prospective randomized study by Jacobson published in
Hepatology reported response rates of 29-34 percent with FDA-approved hepatitis
medicines. This means a majority of the affected individuals have no effective (or no-
altematnve) treatment optlons to treat—or to halt the' progresslon of—their disease.

Dunng the: earty 1980s many. of our members were lnfected with HIV. Many of those
members have now spent 15 or. more yéars takmg protease inhibitors. An increasing
number are expenencmg decreasmg success with their therapies as their bodies are
building resistance to more and'more drugs. Access to the two new classes of drugs that
have been found to block: virus replication, the integrase inhibitors and CCRS inhibitors is
also vrtally |mportant for the HIV mfected segment of the bleedmg dlsorders populatmn
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The alternatlve to the potentlal hfe sawng effects of mvestlgatlonal new dmgfﬂ‘fdeath
Investigational-drugs should be.available to individuals who have no alternatives, and
who understand the balance of potential risks versus an improved prospect of living. -
While - safety is important |t is nothmg without Ilfe

Please consider the sntuathn of the bleedlng d|sorders population as the final regulations
‘are determmed

_If you have any queStionsj _pléasé feel free to cali. me at 337-984-6446.

Sincerely,

Zn Hamllton

Advocacy Director



