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November 8, 2004

I am writing on belhalf of the HIV Medicine Association (HIVMA) Board of Directors and our more than 2,700

physician, scientist, and other health care p

fessional members who devote their careers to HIV/AIDS. An

important component of our missjon is to prpmote public policies informed by science. It is our strong

commitment to sound public polidies that s
screening guidelinés for blood donation.
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rred the development of the enclosed policy statement on donor
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ations as reflected in the HIVMA policy statement. Given the
nt knowledge regarding HIV transmission, the lifetime exclusion

! who havejsex with men and injection drug users is discriminatory znd
‘Tent recorgmendations needlessly limit and strain the donor pool while
hat sexual prientation itself is a primary risk factor for the transmission of a

cid Amplification Test (NAT) to screen whole blood donors for

HIV infection and lepatitis C virus (HCV) in poo2. The NAT reduced the window period for detecting HIV

infection to 12 days, and a recent study confi
through blood donation.? In O
widespread adoptign of the NAT. 3 Despite

hber 2004,

ed that the NAT has prevented the transmission of HIV-1
e FDA released guidelines for industry that recommended
e advances, the FDA continucs to exclude any man who has

had sex with another man since 177 from d¢nating blood.

We urge the FDA t
different and, from

donation.

Please feel free to cpntact HIVMA [Executive

further.
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ce-based approach to donor screening as we propese for blood

irector Christine Lubinski at 703-299-1215 to discuss this issue

Committec

, FDA Blo]?d ProductgAdvisory Committee

' FDA Talk Psper: FDA Approves Firdt Nueleic Aci
Human Immunodefigiency Virus (H1Y) and Hepat
http://www.fda.gov/bbs/topics/AN

# Stramer SL, Glynn
by nueleie ueid-ampli
3 FDA. Cuidanee for I
and ivod Compongr,

Risk of Transmission

ERS/2002/.

Test (NAT) System to Sereen Whole Blood Donors for fnfections with
is C Virus (HCV). February 28, 2002. Available online at:
ANSo1140.html,

A, Kleinman SH, et al, Detectin of HIV-1 and HCV infections ameng antibody-negative blood donors

fication testing, N Engl J Med
ndustry: Use of Nucleic Acid 7
Ly (including Svgroe Playimy
of HIV-1 and HQV, October 2

004;351:760-8.

ts on Pooled and Individual Samples from Donors of Whole Blood
wl Source Leukocytes) to Adequatcly und Appropriately Reduce the )
04, Available online at...,




Nov-08-2004

4

12:3 From-

Policy Statement ¢

The HIV Medicine Associ
represents more than 2,6
who practice on the front]

development of public po

criteria used by the Food
donors should be revised
scientific knowledge rega;

In 2002, the Food and Dy

AmplificationTest (NAT)

hiv me

ine of the H

hepatitis C virus (HCV). The NAT red

days and the window pe
blood donation centers.

donation laboratories corffirmed that
safety of the blood supply.:

ation (HIVMA) of th
o physicians, scient]sts and other health care professionals

licies based ¢n scien
and Drug Administr
to reflect the reliabil
rding HIV transmissi

to screen whole bloo

od for detecting HCV
study conducted fro

T-413  P.002/002

dicine asg§ociation

bn Donor Screenijg Guidelines for Blood Donation

Approved Septerhber 30, 2004

Infectious Diseases Society of America

[V/AID pandemic. HIVMA strongly supports the
. It is for this reason that we believe the

ion (FDA) to exclude potential blood

of current blood testing technology and

n.

donors for the HIV —3 virus and the
indow period for detecting HIV-1 to 11
to 10 days and is now widely used by
1999 to 2002 among all major blood
mentation of the NAT has improved the

ug Administration ai;::ved the Nueleic Acid

ices the

the impl

The accuracy and reliabiljty of the NAT coupledl with the fact that the HIV virus is

transmitted through behaviors and ngt by se

revisions to the current donor sereeni

to continue to exclude any man who has had s

donating blood, Furthe
needle to take drugs or st

HIVMA recommends tha
potential donors to exclug
unprotected sex with a pa
syringe not prescribed by
caution, the period of risk

orientation call for significant
ng guidelfnes. It is dlscnmmatory and unnecessary
with another man since 1977 from

ore, the wholesale exklusion of anyone who has ever used a

proids is si

I the blood

a physician

! Stramer SL, Glynn SA, Kle}
pors by nuclei

antibody-negative blood doj
2004;351:760-8.

infections are transmitted
percent through homosexu4
epidemic. Accessed online ht

Revised: 11/8/2004
FAHTVMA\correspondence\200-0FD A

nman SH, et

ough heter
1 SeX. Source:

MFDA Letter_[10

y activity might be d

2 The Centers for Disease C%;;Ycrol and Pre

ilarly proplematic

onor scrdening procedures be revised to ask all

le themselves if they Jave tested positive for HIV, engaged in
rtner of unknown H

status or if they have rccently used a
to take djugs or steroids. To err on the side of
ined as the previous six months.

ipn of HIV-1 and HCV infections among
¢ acid-amplification testing. N Engl J Med

C) estimates that 33 percent of new HIV

sexual sex| 25 percent through injection drug use and 42
CDC. H /AIDS Update: A Glance at the HIV

hasrsupp,hitm on August 4, 2004,

04 Atlachmeng_blood donor pelicy.doc

F-183



