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EXECUTIVE SUMMARY

Under current federal policy in the United States, most gay and bisexual men are
permanently excluded from donating blood. The Food and Drug Administration
(FDA) has, since 1985, enforced a policy in which any man who has had sex with
another man (“MSM”), even once, since 1977, is permanently “deferred” from
donating blood, regardless of the man’s actual HIV status. This policy, initially
implemented during the early years of the AIDS crisis in an effort to protect blood
transfusion recipients from inadvertently contracting HIV from infected blood, is one
component of a set of donor eligibility policies that temporarily or permanently defer
prospective blood donors thought to be at elevated risk of infection of HIV or other
transmissible diseases like hepatitis.

The most restrictive permanent deferral applies only to a limited group of
prospective donors: in addition to the MSM restriction, other groups permanently
deferred are individuals who have received payment for sex since 1977, intravenous
drug users, and individuals who have tested positive for HIV. The FDA has upheld
the MSM policy through the years based on data that gay and bisexual men
continue to be, as a group, at highest risk of contracting HIV. However, others at
elevated risk of HIV or other transmissible disease are subject to significantly less
restrictive deferrals—or to no deferral at all. A non-MSM individual who has had
sexual contact with a commercial sex worker or HIV-positive partner, for example, is
deferred from donating blood for only twelve months after that sexual contact.
Certain groups now known to be at high risk of HIV, such as African American
women, are subject to no deferral at all.

Given the apparent inconsistencies in the FDA’s blood donor eligibility policies for
MSM donors and others, the MSM ban has been criticized for many years as unfairly
discriminatory against gay and bisexual men. Since many blood drives occur in
workplaces and schools —participation in which is widely considered an important
civic act—the policy may also stigmatize gay and bisexual men who do not
participate.

More recently, criticism of the policy has also focused on its public health efficacy.
First, the MSM ban excludes many prospective donors who are healthy and at little
to no risk of HIV infection. In the face of chronic shortages in the nation’s blood
supply, the unnecessary exclusion of large numbers of donors may harm patients in
need of blood transfusions. Second, significant advancements in HIV testing no
longer require lengthy deferral periods. All blood is rigorously tested after donation
for HIV and other infections and current testing technology can detect HIV in
donated blood within days or weeks of infection. Consequently, donor eligibility
screening that focuses on an individual’s recent high-risk behavior, and defers only
those donors who are within the “window period” between that high-risk behavior
and the point at which HIV is detectable by post-donation tests, is likely to be as
effective as a longer ban in protecting the blood supply.

Based on these considerations, many HIV specialists and public health experts, the
American Red Cross and the other major blood bank organizations in the United
States, and advocacy groups, now support reforms to the MSM policy. The FDA, in
2000 and 2006, considered changes to the policy, but has taken no action to date.
Additionally, a number of other countries have recently adopted less restrictive blood
donor eligibility policies for gay and bisexual men.

GMHC supports reforms to the FDA’s blood donor eligibility policy that would enable
gay and bisexual men at low or no risk of HIV to donate blood, while continuing to
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prevent donations from any prospective donors who are at objectively high risk of
donating blood that is infected with HIV or another transmissible disease. To
advance the common goals of federal policy makers, the blood bank community,
public health experts, and advocates—to ensure a safe, sufficient blood supply while
minimizing unnecessary discrimination against gay and bisexual men—a sound
blood donation policy must contain six key elements, summarized in a framework
we call D.O.N.A.T.E. The six essential elements of an optimal blood donation policy
are:

m Decreased risk to blood donation recipients of accidental HIV transmission;
m  Objective risk factors as primary basis for blood donor policies;

m  Non-discriminatory impact on gay/bisexual men and other groups;

m  Awareness-raising of HIV prevention and transmission risks;

m  Technology-driven donor screening and blood screening procedures; and
m  Expansion of safe, eligible blood donor pool.

The current MSM policy falls far short on each of these factors: its treatment of
different groups fails to minimize risk, while contributing to blood shortages, and the
policy reinforces incorrect and outdated information about the spread of HIV that
serves to discriminate against and stigmatize gay and bisexual men. Alternatives
considered in the United States and already implemented elsewhere—such as
temporary deferral periods for MSM donors or reformed screening procedures that
screen all prospective donors based on objective risk—offer potentially significant
improvements on each of the D.O.N.A.T.E. factors relative to the current policy.

It is time for the FDA to join the growing consensus favoring reform of blood
donation policies for gay and bisexual men, and implement reforms that allow gay
and bisexual men to donate blood while improving the overall safety of the American
blood supply.
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INTRODUCTION

At the onset of the HIV/AIDS epidemic in the United States in the early 1980s, the
disease was a terrifying mystery to the general public, the medical and public health
communities, and policy makers. The earliest signs of AIDS appeared in the gay
male population, leading experts to initially (and incorrectly) speculate that AIDS was
a “gay” disease. It was only after AIDS cases began to emerge in other groups—
including Haitians, hemophiliacs and others who had received blood transfusions,
intravenous drug users, and heterosexual women, among others—that it became
understood that AIDS was caused by a virus, HIV, that could be transmitted through
certain contact with an infected individual’s semen or blood, irrespective of the
individuals’ sexual orientation.

The emergence of HIV/AIDS cases contracted through infected blood—typically,
through a blood transfusion with blood from an HIV-positive donor, or through
reused, non-sterilized intravenous needles in medical settings and among illicit drug
users—compelled the federal government and the nation’s major blood bank
operators, including the American Red Cross, to act promptly, and before the
epidemic was fully understood, to secure the nation’s blood supply and prevent
inadvertent transmission of HIV to patients receiving blood transfusions. Among the
earliest measures implemented in the mid-1980s were screening procedures that
blocked blood donations from individuals from groups known to be at high risk of
HIV, including men who had sex with men, Haitians, commercial sex workers, and
intravenous drug users. These policies, coupled with rigorous screening procedures
of donated blood, have been credited with virtually eliminating the risk of HIV
transmission through the blood supply in the United States.

Individuals who fall into certain risk groups are temporarily, indefinitely, or
permanently prohibited from donating blood: Under the current policy in place since
1985, any man who has had sex with another man, even once, since 1977, is
permanently barred from donating blood, regardless of his HIV status or objective
risk level. Although the critical importance of protecting the blood supply and the
effectiveness of both the donor screening and post-donation blood screening
procedures is universally recognized, the MSM policy for men who have sex with
men has been long criticized as discriminatory against gay and bisexual men and
contributory to the inaccurate and outdated view of HIV/AIDS as a gay disease.

It is now a quarter century after the FDA first instituted the current MSM donor
deferral policy, initially conceived as an emergency response to the burgeoning and
horrifying AIDS epidemic which, at the time, was still largely not understood by
doctors, scientists, public health experts, or ordinary Americans. Great strides have
been made in HIV/AIDS prevention, detection, and treatment over those 25 years, as
well as in recognition that HIV/AIDS is not a “gay” disease, but is one that affects
men and women, gay and straight individuals, and members of all racial, ethnic, and
socioeconomic backgrounds. Despite these important developments—and the fact
that the HIV epidemic in the United States of 2010, unquestionably serious in its own
right, bears little resemblance to the vexatious and frightening AIDS crisis of 1985 —
America’s blood donation policies for gay and bisexual men have remained wholly
unchanged through the present day. The donor eligibility policies in place today are
under-inclusive of gay and bisexual men, since many men who are HIV-negative and
at no or low-risk of becoming infected may never donate blood, while being over-
inclusive of individuals in other groups who are at objectively elevated risk of

Key Terms

Acquired Immunodeficiency
Syndrome (AIDS): A disease
of the immune system
characterized by increased
susceptibility to opportunistic
infections; the disease is
caused by the HIV virus.

Blood Products Advisory
Committee (BPAC): FDA
advisory committee that
“reviews and evaluates data on
the safety and effectiveness,
and appropriate use of blood
products intended for use in
the diagnosis, prevention, or
treatment of human diseases”
and advises the FDA on blood
donor eligibility and screening.

Antibody Test: Detects the
presence of antibodies that are
produced by the body as a
reaction to HIV infection.

Deferral Period: Period during
which a prospective blood
donor is prohibited from
donating blood, which can be
temporary, indefinite, or
permanent in duration.

FDA: U.S. Food and Drug
Administration

Human Immunodeficiency
Virus (HIV): The retrovirus that
causes AIDS.

MSM: A male who has had sex
with another male.

Nucleic Acid Test (NAT): Can
detect the genetic structure of
HIV in an infected individual,
providing an average window
period of two weeks or less.

Protected Sex: Sex with a
condom that involves anal,
vaginal, or oral penetration

Unprotected Sex: Sex without
a condom that involves anal,
vaginal, or oral penetration

Window Period: The period of
time between the point at
which an individual is infected
with HIV and when the virus is
detectable by HIV tests.
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contracting HIV. As one striking example, a non-MSM individual who had sex with a
partner known to be HIV-positive more than one year ago may, under the current
policy, donate blood, whereas a man who has had sex with another man since 1977
may never donate blood.

Fortunately, the opportunity to improve the fairness—and overall effectiveness —of
blood screening policies in the United States is stronger now than ever before. Over
the last several years, each of the major blood bank organizations, including, most
recently, the American Red Cross, have expressed support for abolishing the current
policy for MSM donors, supported by contemporary blood screening technologies
that minimize the risk of accidental HIV transmission through blood transfusions.
The FDA has expressed willingness to change the policy if evidence can be shown
that a new policy would not increase the risk of disease transmission to blood donor
recipients. Growing opposition to the policy’s discriminatory nature has depressed
the number of Americans willing to donate blood—and the number of institutions
willing to host blood drives. And a number of other countries have recently relaxed,
or are considering relaxing, restrictions on MSM blood donors.

Given this coalescence of science, public opinion, support from the public health
community, and international momentum toward change, the time is right to
advocate for blood donation policy reforms in the United States.

This report calls for the FDA to initiate changes to blood donor eligibility policies, and
the MSM policy specifically, that will reduce unnecessary discrimination against gay
and bisexual men while both improving blood safety and educating both MSM and
non-MSM donors of the true range of HIV risk factors. The report first provides an
overview and history of the MSM policy in the United States, and then compares the
policy to less restrictive policies recently implemented in other countries. Next, the
report sets forth an analytical framework, which we call D.O.N.A.T.E., for analyzing
the fairness and effectiveness of the current MSM policy and possible alternatives,
including temporary deferral periods or eligibility criteria based on objective
individual risk. Applying the D.O.N.A.T.E. analysis, which considers six factors that
a sound blood donation policy should include, the report concludes that the current
MSM policy fails to maximize blood safety or to reduce unnecessary discrimination
against gay and bisexual men, and that alternative policies offer more promise to
reduce risk to blood recipients while expanding the donor pool to include gay and
bisexual men.
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BACKGROUND

For the past 25 years, any man who has had sex with another man, even once, since
1977, has been permanently prohibited from donating blood in the United States.
The MSM policy was implemented —and has been periodically reviewed and left in
place—by the FDA, the federal agency responsible for regulating the nation’s blood
supply.” The MSM policy is one component of the FDA’s broader requirement that
all blood banks, hospitals, and other facilities where blood donations take place
screen all prospective donors to identify individuals who either are, or are at elevated
risk of becoming, infected with HIV or other communicable diseases. Individuals
identified as being in one or more high-risk groups are deferred temporarily or
permanently from donating blood.

Although the intended goal of these requirements is to prevent HIV-infected blood
from entering the blood supply and to minimize the risk of inadvertent transmission
of HIV to blood recipients, the MSM policy has long been criticized as unjustifiably

discriminatory against gay and bisexual men. Calls to change the policy have The current FDA blood
grown in recent years. This section provides an overview of the current MSM donation policy permanently
policy, its history, and recent developments that suggest the time has come to defers blood donations by
implement new donor eligibility policies that better promote blood safety while any male who has had sex
reducing discrimination. with another male, even

once, since 1977.

In recent years, leaders within
the public health and blood
bank communities have

Overview of Current MSM Donor Policy

Currently, federal policy permanently bars any man who has had sex with another
man since 1977 from donating blood, regardless of his actual HIV status.? This
deferral policy effectively bans the vast majority of gay men, bisexual men, and
other men who have sex with men from donating blood. voiced support for revising or

lifting thi licy.
FDA regulations require blood collection establishments to screen potential blood g this policy

and plasma donors for risk factors related to HIV and other infectious diseases.® To
comply with the FDA’s policy, blood donation centers are required to assess each
prospective donor’s medical, social, and sexual history on the date of the donation.*
Although these regulations do not specifically identify MSM donors as a high-risk
group,® the FDA has issued guidance materials identifying MSM individuals as
among the high-risk groups that may not donate blood.®

To comply with donor screening regulations, most blood banks administer a Donor
History Questionnaire (the “Questionnaire”) to prospective donors; any individual
deemed to be a member of a high-risk group based on his or her Questionnaire
responses will be unable to donate blood on that day and for some period into the
future. The current version of the Questionnaire, developed by the AABB (formerly,
the American Association of Blood Banks), a national association of blood donation
and transfusion facilities, was approved by the FDA in 2006 as “an acceptable
mechanism that is consistent with FDA requirements for collecting donor history
information.” In addition to approving the Questionnaire, the FDA provides non-
binding guidance to blood facilities on administering it to prospective donors.®

The Questionnaire (reprinted in Appendix A) asks 48 questions about a potential
donor’s current health, medical history, blood donation history, sexual practices,
drug use, and other behaviors.® With respect to MSM donors, the Questionnaire
asks all prospective male donors: “From 1977 to the present, have you . . . had
sexual contact with another male, even once?”"® (The questionnaire’s definition of
sexual contact includes vaginal, oral, and anal sex.)'" Any male who responds “yes”



The donor history
questionnaire used by
American blood banks
asks all prospective
male donors:

“From 1977 to the
present, have you
had sexual contact
with another male,
even once?”

Under current policy, any
man who ever responds
“yes” to this question
may never again donate
blood.
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to this question is, under current practice, permanently prohibited from donating
blood.™

The Questionnaire’s questions regarding high-risk sexual practices with respect to
non-MSM donors are very limited. The Questionnaire does not ask prospective
male or female donors whether they have engaged in specific high-risk sexual
practices, such as unprotected sex, sex with multiple partners, anonymous sex, or
sex with a partner whose HIV status was unknown to the prospective donor.
Likewise, the Questionnaire does not ask any donor whether they always engage in
no-risk or low-risk sexual behavior, such as condom usage or limiting sex to
monogamous partners or partners whose HIV-negative status is known at the time
of donation. In fact, the only questions that appear targeted to ascertaining high-risk
sexual behavior of non-MSM donors are the following:

m Inthe past 12 months, have you had sexual contact with anyone who
has HIV/AIDS or has had a positive test for the HIV/AIDS virus?

m Inthe past 12 months, have you had sexual contact with a prostitute or
anyone else who takes money or drugs or other payment for sex?

m Inthe past 12 months, have you had sexual contact with anyone who
has ever used needles to take drugs or steroids, or anything not
prescribed by their doctor?

m Inthe past 12 months, have you had sexual contact with anyone who
has hemophilia or has used clotting factor concentrates?

m Female donors: In the past 12 months, have you had sexual contact
with a male who has ever had sexual contact with another male?

m Inthe past 12 months, have you had sexual contact with a person who
has hepatitis?

m  From 1977 to the present, have you received money, drugs, or other
payment for sex?

m  Have you ever had sexual contact with anyone who was born in or lived
in Africa?

It bears noting early in this report that the twelve-month deferral periods for non-
MSM donors who have had sex with someone who is known to be HIV-positive, has
hepatitis, or has had sex with a commercial sex worker, is shorter than the
permanent deferral for an MSM donor who has had sex with any man, regardless of
the partner’s HIV status.

Origins of the Policy

History

The first recognition of the illness that would later come to be known as HIV/AIDS
occurred in the early 1980s."® In 1981, the Centers for Disease Control and
Prevention (the “CDC”) reported cases of a rare form of pneumonia that was
affecting a small group of gay men.™ In 1982, several heterosexual hemophiliacs
who received regular blood transfusions were diagnosed with HIV/AIDS."™ Around
this time, some began to identify the role of blood transfusion in the spread of the
disease, questioning the safety of the nation’s blood supply,'® and the MSM blood
donation ban was first introduced.” In 1983, the MSM blood donation ban was
initially issued, in the form of non-mandatory guidelines, by the U.S. Public Health
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Service."® Under those guidelines, blood collection facilities advised prospective
donors from “increased risk” groups to refrain voluntarily from donating blood.®
The groups specified to be at “increased risk” of HIV infection included, among
others, “sexually active homosexual and bisexual men with multiple partners.”?°

In 1984, the definition of increased risk groups was changed to remove references
to sexual orientation and to instead defer all “males who have had sex with more
than one male since 1979, and males whose male partner has had sex with more
than one male since 1979.”2' The policy was then broadened in 1985 to exclude
any man who has had sex with another man since 1977.2> The 1985 change not
only pushed back the operative date for determining MSM donor eligibility by two
years from 1979 to 1977 (then believed to be the year the HIV virus first appeared
in the United States), but it also, for the first time, excluded monogamous gay
male couples from the donor pool.? In 1992, the FDA released recommendations
rephrasing the ban as excluding all “Im]en who have had sex with another man
even one time since 1977.7%

The FDA continues to enforce the policy through various mechanisms, including:
(1) promulgating regulations on blood donation practices; (2) periodically issuing
guidance to the blood supply industry on conforming with the applicable
regulations; and (3) requiring blood banks to screen potential donors and
reviewing blood donation facilities’ questionnaires, including the Donor History
Questionnaire, for compliance with the rules and regulations.?®> The FDA has
periodically reviewed and reaffirmed the MSM deferral policy, including, most
recently, in 2000 and 2006.

Rationales

Since the inception of the MSM deferral policy, the FDA’s rationale for the policy
has been to prevent HIV-infected blood from entering the nation’s blood supply
and infecting blood recipients with HIV. Deferral policies are targeted to groups
with high HIV infection rates. The MSM policy is based, at least in part, on the
historically and presently high incidence of HIV among gay and bisexual men.

As the FDA explains on its website:

Men who have had sex with other men, at any time since 1977 (the
beginning of the AIDS epidemic in the United States) are currently
deferred as blood donors . . . because MSM are, as a group, at increased
risk for HIV, hepatitis B and certain other infections that can be
transmitted by transfusion.?®

The FDA’s website also cites the following animating concerns supporting the
policy:

= “Men who have sex with men account for the largest single group of
blood donors who are found HIV positive by blood donor testing”;

m  Testing cannot “detect all infected donors or prevent all transmission
by transfusions”;

m A “window period” exists between the point at which an individual
becomes infected and the later point at which the virus can be
detected through an HIV test, such that currently available HIV tests
cannot, by themselves, be relied upon to screen potential donors;

Timeline of Key Dates:

Pre-1981: HIV emerges in U.S.

1981: Cases of illnesses related to
the disease later known as AIDS
appear in the gay male population.

1982: The first AIDS cases are
diagnosed in non-MSM blood
transfusion recipients.

Jan. 1983: The CDC holds first
public meeting on the AIDS virus
and the blood supply, at which a
ban on MSM donors is first
considered.

March 1983: FDA recommends
new procedures to decrease risk
of donation of HIV-positive blood.

1984: The Public Health Service
recommends deferrals for MSM
donors who have had sex with
more than one man or whose
partners have had sex with more
than one man “since 1979.”

1985: FDA licenses first blood
tests for HIV; widespread standard
testing of donated blood begins;
FDA broadens the exclusion to
defer any man who has had sex
with another man since 1977.

1990: FDA reemphasizes need for
blood donor screening for MSM
sexual behavior and other risks.

2000: FDA reviews the MSM ban,
but does not take any action.

2002: New HIV testing and post-
donation blood testing
technologies improve testing
accuracy and reliability.

2005: Red Cross joins other major
blood bank operators in opposing
MSM ban in its current form.

2006: FDA sponsors workshop to
review the current policy and
advancements in research, but
takes no action to change policy.

2006-Present: FDA proposes new
regulations applicable to blood
and blood products that would not
eliminate or revise the MSM blood
donor deferral.




According to the FDA,
“Men who have had sex
with other men, at any
time since 1977 (the
beginning of the AIDS
epidemic in the United
States) are currently
deferred as blood
donors . .. because MSM
are, as a group, at
increased risk for HIV,
hepatitis B and certain
other infections that can
be transmitted by
transfusion.”
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m  Even though all donated blood is tested for HIV and other issues,
human error may cause some infected blood to be transmitted to blood
recipients;

m  Changing the policy could potentially result in increased risk of
transmission;

m Better alternatives for designing donor eligibility criteria so as to reliably
identify a subset of gay and bisexual men who are not at increased risk
of HIV infection are not currently available; and

m  Men who have sex with men are also at increased risk of “having other
infections that can be transmitted to others by blood transfusion.”?’

Blood Donation Policies for Other High-Risk Groups

MSM donors are not the only individuals who have been deferred as blood donors
due to a perception that they present a higher risk of HIV infection. Over the years,
the following non-MSM groups, believed to be at an increased risk of contracting
AIDS, have been deferred from donating blood:

m  persons with symptoms and signs suggestive of AIDS;

m  sexual partners of AIDS patients;

m Haitian entrants to the United States;

m present or past abusers of IV drugs;

m  patients with hemophilia;

® men and women engaging in sex for money or drugs;

m persons born in or emigrating from sub-Saharan Africa;

m prison inmates; and

m sexual partners of individuals at increased risk for AIDS.?®

Certain deferrals based upon national/geographic characteristics have been justified
by the fact that heterosexual activity is thought to play a major role in the
transmission of particular types of HIV in those regions.?® Over time, as blood
establishments employed different types of antibody testing, the deferral of certain
groups, including Haitians, has been lifted.*® Additionally, only those blood
collection agencies that do not use an HIV test approved by the FDA to screen for
detection of Group O viruses, a category of HIV virus not usually seen outside West-
central Africa, are currently required to defer prospective donors who were born in or
have traveled to particular African countries and their sexual partners.®

It should also be noted that individuals at a higher risk of HIV are not the only risk
group deferred from donating blood. Screening procedures also attempt to exclude
individuals at a high risk of hepatitis, malaria, Chagas’ disease, babesiosis, variant
Creutzfeldt-Jakob disease (“mad cow”), and other diseases.

Impact of the Current Policy

Although the current MSM deferral policy is designed to prevent HIV-infected blood
from entering the nation’s blood supply and infecting blood recipients with HIV, it
raises a number of issues regarding the manner in which such preventative
measures are carried out. Collectively, the FDA’s policies for blood donor eligibility
and post-donation blood testing have effectively protected the nation’s blood
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supply, but they do so at the cost of imposing inordinate and unnecessary burdens
on gay and bisexual men. Although the MSM policy is ostensibly based on high-risk
behavior rather than on sexual orientation, in practice the policy effectively excludes
virtually all gay and bisexual men, regardless of whether they have engaged in high-
risk or low-risk sexual behavior. Because the MSM policy is not narrowly tailored to
exclude only those MSM engaging in sexual behavior posing the highest risk of HIV
infection, such exclusion reinforces negative stereotypes and perpetuates harmful
stigmas against gays and bisexuals as a whole. The consequences of the FDA’s
current MSM policy can be especially problematic in light of the fact that the
majority of blood donations occur during blood drives that take place in workplaces
or schools. In such situations MSM individuals may worry about the possible
employment or social ramifications of not participating in a blood drive.

The current policy also allows for non-MSM individuals who are at a high risk of
HIV infection to donate blood, thereby increasing the risk of HIV entering the blood
supply. As currently drafted, the FDA’s policy does not distinguish between higher
and lower risk sexual behaviors for any at-risk group. For instance, non-MSM
donors who have had sex with an HIV-positive individual, regardless of whether
such sex was protected or unprotected, are uniformly deferred for only one-year.
Therefore, straight individuals who engage in risky sexual behavior are permitted
to donate blood after the passage of some amount of time, while healthy MSM
individuals who engage solely in safer sex practices are permanently deferred.
This inequitable exclusion of low-risk MSM donors is not only discriminatory, but
also results in a reduced blood supply.

Another consequence of the current policy of permanently deferring MSM donors
from blood donation is a missed opportunity to promote public health and safer

sex practices through the donation process. By designing a different

questionnaire or other type of screening procedure aimed at excluding only those
donors engaging in high-risk sexual practices regardless of the gender of their
sexual partners, the FDA would have the opportunity to increase awareness of safer
sex practices across the entire blood donor population.

Opposition to the Policy

In recent years, the MSM donor deferral policy has resulted in opposition to blood
drives on a number of university campuses. The advent of the nucleic acid test
(NAT), which detects HIV directly and has a “window” period of only 9-11 days after
infection (see p. 15, below), has provided scientific and technological reasons to
reconsider the policy. A number of student publications have printed editorials in
opposition to the policy,* and various student groups have denounced the
discriminatory effects of the policy,* while others have organized protests and
demonstrations against it,>* and in at least one instance a university suspended its
sponsorship of an on-campus blood drive because of the MSM donor deferral
policy.* During the 2006 FDA Workshop on Behavior-Based Donor Deferrals in the
NAT Era, concern was raised that student opposition to the MSM policy, based
upon a perception that the policy is discriminatory, depletes the blood supply.®
Both university and high school students comprise a highly desirable demographic
for the blood bank community given their potential to become lifetime donors.*” The
potential to alienate prime donors through the perpetuation of a policy perceived as
discriminatory, thus depleting the blood supply, is yet another consequence of

retaining the current MSM donor deferral policy.

The blanket exclusion of
MSM blood donors
reinforces negative
stereotypes and
perpetuates harmful
stigmas against gays and
bisexuals as a whole.

In addition to banning healthy
gay and bisexual male donors,
the current policy permits non-
MSM individuals at high risk of
HIV infection to donate blood,
thereby increasing the risk of
HIV entering the blood supply.



Countries that have lifted the
ban on MSM donors:

m Russia

Six-month deferral for MSM
donors:

m  South Africa

One-year deferral for MSM
donors:

m Argentina
m Australia
s Hungary
= Japan

m  Sweden (effective March
2010)

Five-year deferral for MSM
donors:

m New Zealand

Donors screened for high-risk
sexual practices rather than
MSM behavior:

m ltaly
m  Spain
m France
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INTERNATIONAL CONTEXT

Although many countries have permanent bans on MSM donors similar to the
current policy in the United States, a number of countries have recently considered
reforms to their policies that would lift these lifetime bans and replace them with
temporary deferral periods or other changes that would allow more gay and bisexual
men to become blood donors.

Many Countries Have MSM Policies Similar to the U.S. Policy

The countries that, like the United States, impose indefinite deferrals on MSM
donors include Canada, Denmark, Finland, France, Germany, Hong Kong, Iceland,
and the Netherlands.®®

MSM bans in these countries have also met with controversy based on concerns
that the policies unfairly and unjustifiably discriminate against gay and bisexual men.
Canada, for example, defers all men who have ever had sex with another man since
1977 based on “current scientific knowledge and statistical information that shows
that men who have had sex with other men are at greater risk for HIV/AIDS infection
than other people.”® The Canadian policy recently attracted media attention when
the Canadian Blood Services, a non-profit organization that manages the blood
supply in Canada, filed a lawsuit against a gay man who admitted to having lied
about his sexual history on multiple occasions when donating blood, even though
the man is not HIV-positive. The man is countersuing the agency, claiming that the
blood donation ban violates his charter rights.*

An Increasing Number of Countries Have Reformed MSM Policies
An increasing number of countries have begun to review their MSM bans and to
consider less restrictive policies for gay and bisexual men.

Argentina, Australia, France, Hungary, ltaly, Japan, Russia, South Africa, and Spain
have all revised their policies in recent years. In May 2008, the Russian Ministry of
Health and Social Development repealed a ban that explicitly prohibited gay
individuals from donating blood.*' Sweden announced on December 2, 2009 that it
will implement a new policy on March 1, 2010. The countries with one-year and five-
year MSM deferral policies are listed in the sidebar; Italy, Spain, and France defer
donors solely based on high-risk behavior, not on a donor’s history of MSM
behavior.

Additionally, the United Kingdom, which currently employs a more restrictive policy
than the United States, prohibiting any man who has ever had sex with another man,
regardless of when that sexual activity took place, recently considered reforms to its
policy.*? In October 2009, the UK’s Advisory Committee on the Safety of Blood
Tissues and Organs met to discuss possible changes to the policy, motivated in part
by an increased demand on the blood supply due to the swine flu pandemic.*® At
the time of this report in February 2010, no changes have been recommended or
made.

These reforms are attributable to both a concern that the ban is ineffective and
discriminatory, as well as a critical need in many countries for an increased blood

supply.
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Some Countries Ask Non-MSM Donors Questions About High-Risk Sexual
Activity

As discussed above, the donor history questionnaire currently in use in the United
States does not ask non-MSM donors about their specific sexual practices, such as
whether they have had unprotected sex or sex with multiple partners. Several
countries do, however, ask all male and female donors, regardless of sexual
orientation, specific questions about high-risk practices. Examples include:

m France. France defers all prospective male and female donors who
have had unprotected sex within the previous four months from
donating blood. An individual with multiple sexual partners is deferred
from donating blood until four months after the end of the multiple
partner situation.**

m [taly. Italy advises all prospective male and female donors to self-defer
if they have a personal history of sex at high risk of transmission of
infectious diseases (listing as examples casual sex, promiscuous sex,
sex for money, and sex with someone with a personal history of STDs,
HIV, hepatitis, drug use, or other high-risk situations).*

m  Sweden. Sweden asks all prospective male and female donors whether
they have had a “new sexual partner” within the previous three months,
or whether they have had “sexual intercourse with a person who has
been exposed to the risk of blood contamination” within the previous
six months.*® Donors who answer “yes” to one or both of these
questions may not donate blood. (As described below, Sweden will
soon relax its restrictions for MSM donors, who will be deferred for 12
months after March 1, 2010.)

International Models for Reform

There are two basic models that countries have adopted with respect to MSM
donors: (1) shortening the deferral period to one year; and (2) altering the deferral to
focus on specific behavior rather than on group-based classifications.

m  Move from Permanent to Temporary Deferrals for MSM Donors

Both Australia and Japan have instituted one-year deferrals on MSM donors,
permitting a MSM donor to donate blood twelve months after the most recent date
on which he had sex with another man.*” Both countries previously had permanent
deferrals for MSM donors.*® Most recently, on December 1, 2009, Sweden
announced that it will change its ban from a lifetime ban on gay blood donors to a
new policy permitting donations by any gay man who has not had sex with a man for
at least one year.*® Swedish public health authorities cited the fact that a number of
other European countries had instituted similar changes when announcing the new
policy, which will go into effect in March 2010.%°

m  Shifting Focus from MSM History to High-Risk Sexual Behavior

Italy and Spain now only rule out donations from men who have engaged in risky
sexual behavior.’" They have adopted deferrals based on specific risky behavior,
such as unprotected sex, rather than group-based deferrals.5® Spain now asks all
blood donors if in the last six months they have had sex with more than one person,
a person who is HIV-positive, a person with many different partners, a person who is
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an intravenous drug user, or a person who resides in a part of the world where HIV is
widespread.5®

After the amendment of these countries’ donor deferral policies, including relaxing
deferrals of MSM, the number of people in these countries who have become
infected with HIV through donated blood has more than halved.® Experts suggest
that this is partly because the new ban focuses on risky behavior rather than on
banning an entire group.*®
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RECENT DEVELOPMENTS

Over the past decade, scientific and technological developments have advanced our
understanding of the HIV virus, and produced more sensitive testing mechanisms to
detect HIV infection both in individuals and in units of donated blood. Not only has
the window period during which an individual may be infected with the disease and
yet produce a negative test been drastically reduced, but improvements in
technology have also helped reduce the number of HIV infections resulting from
inadvertent use of blood that correctly tested positive due to human error. As
discussed below, given the recent developments in HIV testing, the FDA, through its
Blood Products Advisory Committee (“BPAC”), has re-examined the propriety of its
MSM donor deferral policy twice in the past ten years. Although public health
experts and the leading blood bank organizations in the United States presented
new studies supporting a modification of the MSM policy on those occasions, the
FDA has not taken any action to modify or replace the policy. Rather, the FDA is
currently in the process of promulgating new blood donation rules that would
reaffirm the current policy with regard to MSM donors.

Advancements in HIV Screening

There are two basic methods of testing for HIV, the antibody test and the nucleic
acid test. However, neither test will detect the presence of HIV the moment a
person is infected with the virus. The period from when a person has been infected
with HIV to when a test would detect the virus is known as the “window period.”
The length of the window period varies from person to person, and also varies
depending on what test is administered. %

The most common test is the antibody test, which tests for the antibodies that an
infected individual will produce to combat the virus. It usually takes a number of
weeks for the body to produce enough antibodies for the antibody test to detect; for
most people the window period is between two to eight weeks, with the average
being 25 days.*” Some individuals, however, will take even longer to produce
detectable antibodies, so the CDC recommends testing more than three months
after a potential exposure occurs. Approximately 97% of persons will develop
antibodies in the first three months, and in very rare cases it can take up to 6 months
for antibodies to be detectable. %

The other test is the nucleic acid test (“NAT”), which is a newer test that is currently
much less commonly used than the antibody test.*® This tests for HIV directly and
has a much shorter window period than the antibody test. Typically the test will
detect the presence of HIV in 9 to 11 days after infection,®® providing a window
period significantly shorter than the more common antibody test.

While the antibody test is used most often to test individuals, the nucleic acid test is
most often used to test blood after it has been donated.®’ Because the window
period for the nucleic acid test is so short, the risk of HIV infected donated blood
escaping detection is greatly decreased, posing a relatively new opportunity to
revisit donor deferral periods, and more closely link donor eligibility to recent history
of high-risk sexual behavior and other practices.

The two most commonly
used HIV tests can detect the
presence of an HIV infection
several days to several weeks
after the date of infection.
Blood donated during this
“window period” when HIV is
undetectable poses the highest
risk to the blood supply. The
common antibody test has a
window period of 2-8 weeks,
while the newer but less
common nucleic acid test
presents a window period of
just 9-11 days.

Infected blood donated after
the window period poses much
less risk because it can be
screened in post-donation
testing.
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Recent Actions by the FDA

In the last decade, the FDA, through its Blood Products Advisory Committee
(“BPAC”),*? has addressed the MSM deferral policy on two occasions. The current
roster of BPAC can be found in Appendix B. During Committee meetings in 2000
and 2006, BPAC members and others discussed recent research supporting a less
restrictive policy for MSM donors, and BPAC members and others expressed
support for modifying the policy. Unfortunately, the FDA took no action to institute
changes after either meeting.

2000 Review

On September 14, 2000, BPAC held a public hearing to address a question posed
by the FDA about whether, based on available scientific data, the deferral period for
gay and bisexual men could be shortened to five years.®® FDA medical officer Dr.
Andrew Dayton, led the presentations portion of the hearing, summarizing the results
of an FDA-commissioned study that identified several risk factors affecting the
accidental transmission of HIV and other viruses via blood donations. These factors
included undetected window-period donations and so-called release errors, where
HIV-infected blood that has been correctly screened by a test is nevertheless
released into the blood supply, largely due to human error.®*

With “tremendous caveats” arising from several assumptions about the number of
MSM individuals in the United States and the actual prevalence of HIV and other
infections in this population, the FDA data showed that changing the policy from a
permanent deferral to a five-year deferral would result in a net change of zero
window-period transmissions per year and up to 1.7 additional accidental
transmissions of infected blood due to release errors per year.®® In contrast, BPAC
heard evidence that a change to a one-year deferral period could “conceivabl[y]”
lead to a net change of three additional window-period transmissions and three
additional release error transmissions per year.%

The hearing included presentations by AABB and America’s Blood Centers, two of
the leading national networks of blood donation centers, as well as from the Gay and
Lesbian Medical Association (“GLMA?”), the Human Rights Campaign (“HRC”), and
Lambda Legal Defense and Education Fund, Inc. (“Lambda Legal”). Each of these
groups urged BPAC to recommend to the FDA that it shorten the MSM deferral
period to either one year or another discrete period that would be chosen based on
“developments in medical technology on blood safety.”®” The American Red Cross
(the “Red Cross”), the largest national operator of blood banks and supplier of blood
products, spoke out against revising the policy, citing the increased risk of infectious
blood that might enter the blood supply under the proposed deferral periods.*®

At its meeting, BPAC ultimately voted 7 to 6 to uphold the permanent deferral for
MSM donors.®® During the Committee’s deliberations, however, several Committee
members raised concerns that the “iffy” nature of the assumptions on which the
FDA’s model relied, such as the data relating to the prevalence of certain infectious
diseases among gay and bisexual men, might have overstated the actual increased
level of risk associated with a shortened deferral period.™

2006 Review

The FDA and BPAC revisited the MSM deferral policy in March 2006. On March 8,
2006, the FDA convened a workshop entitled “FDA Workshop on Behavior-Based
Donor Deferrals in the NAT Era.””" NAT, an acronym for “nucleic acid test,” refers to
a newer test used to detect the presence of HIV in blood that is “more sensitive and
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can detect viruses earlier than traditional antigen tests, reducing the window for
which a donor can be infected but test negative.””? As described above, the NAT
test reduces the window period to an average of nine to eleven days, a marked
improvement from earlier testing methodologies in which the window period
averaged 25 days in length and could be as long as several months. The FDA’s
workshop included participants from the FDA, academia, and industry, and
addressed a range of topics including the social dimensions of behavior-based
deferral policies, virus transmission risks associated with blood transfusions, and
donor history questionnaire design.”™

BPAC held a meeting on the day following the FDA’s workshop, at which it
discussed the MSM policy and the research findings that had been presented at the
workshop. Dr. Dayton, the FDA medical officer, highlighted new studies conducted
since 2000 that took into account “substantial operational improvements in the past
few years [that] have reduced risk of inappropriate release” of infected blood into the
supply stream, as well additional prevalence data.” Dr. Dayton’s summary also
referred to an alternative model, presented at the workshop by Dr. Celso Bianco
(then serving on BPAC as the industry representative). This model, which was based
on somewhat different parameters than the FDA’s model, “suggested a change in
[d]eferral criteria for MSM from indefinite to one year could increase the risk of HIV
by one in 46 million, or one case each 32.8 years.””® Finally, Dr. Dayton summarized
two presentations made at the workshop that addressed the “difficulty of designing
a questionnaire and making questionnaires work.” One of the presenters argued
that questions pertaining to the recent past would result in more accurate answers.”

At the 2006 meeting, the Committee also heard a joint statement by the American
Association of Blood Banks (AABB) and America’s Blood Centers, which
characterized the current MSM deferral policy as “medically and scientifically
unwarranted,” especially in light of the advent of NAT testing. The Red Cross
reversed the position it had previously taken in 2000, and joined the statement by
AABB and America’s Blood Centers. The groups urged the FDA to modify its MSM
deferral criteria to make it “comparable with criteria for other groups at increased
risk of sexual transmission of transfusion transmitted infections.””” The meeting
concluded without Committee deliberations and without a recommendation to the
FDA. Instead, Dr. Dayton indicated that the FDA “want[ed] to get all the modelers
together and hammer out the last of the differences ... [then] consider bringing [the
data] back before [BPAC] to decide what to do.””®

2006 to Present

Despite the Committee’s intention to continue to discuss the issue at the end of its
March 2006 meeting, BPAC has not formally addressed the MSM deferral policy
since that meeting. In the months following the meeting, the press reported that the
FDA was still considering revising the policy.” But in October 2006, the FDA
reaffirmed the policy when it issued its guidance recognizing the current version of
the AABB Donor History Questionnaire as acceptable for donor screening. The
Questionnaire asks male donors if they have had sexual contact with another male
at any time since 1977. In May 2007, the press reported that the FDA reiterated the
policy by posting updated information about it on its website.®

In November 2007, the FDA proposed a set of new federal rules to “revise and
update the regulations applicable to blood and blood components . . ., to add donor
requirements that are consistent with current practices in the blood industry, and to
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more closely align the regulations with current FDA recommendations.”® Section
630.10(f)(1) of the proposed rule requires blood collection facilities to “determine
whether a donor has engaged in social behaviors associated with increased risk of
infection.”® This differs from the current rule by specifically requiring a screening
procedure addressing a prospective donor’s particular behaviors. Like the current
rule, the proposed rule does not specifically define which “social behaviors
associated with relevant transfusion-transmitted infections” would lead to a donor
deferral, but rather notes that the FDA “hals] issued guidance on such deferrals
and . . . will continue to do so0.”® However, the summary of the proposed rule
specifically lists “men who have had sex with another man even one time since
1977” as one example of such “social behaviors” under current regulatory
guidance.®* During the extended period for comment on the proposed rule,® both
the American Medical Association and Lambda Legal submitted public comments
advocating that the proposed rule abandon the current policy of a permanent
deferral for MSM.® To date, the FDA has not taken final action on the proposed
rule.t”

Despite this limited progress to date in changing the MSM deferral policy, the FDA’s
actions indicate the agency’s willingness to revisit the policy and make changes if
supported by scientific research. On its website, the FDA promises to continue to
“publicly revisit” the MSM deferral policy and states that it would change the policy
“if supported by scientific data showing that [the change] would not present a
significant and preventable risk to blood recipients.”®®
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THE D.O.N.A.T.E. FRAMEWORK: THE ESSENTIAL ELEMENTS
OF A SAFE AND EFFECTIVE BLOOD DONATION POLICY

In recent years, a consensus has emerged among the leading blood bank operators,
the public health community, and advocates, that the existing lifetime blood
donation deferral for MSM donors needs reform. These various stakeholder groups
and the FDA itself agree on the key problems with the existing policy, as well as on
the essential components of an effective blood donation policy for both MSM
donors specifically and all prospective donors in general.

The following framework establishes the contours for any safe, effective, and non-
discriminatory blood donation policy. The six elements encompass the broad goals
shared by the various stakeholders in this dialogue: to ensure a safe and sufficient
blood supply for patients in need; to utilize fair, objective, and consistently applied
policies for all prospective donors; and to educate prospective donors about
HIV/AIDS and other conditions.

The six essential elements of the D.O.N.A.T.E. framework are:

1. Decreased risk to blood donation recipients of accidental HIV transmission

m  Goal: The FDA’s blood donation policies and screening procedures should
minimize risk of inadvertent transmission of HIV and other conditions to
blood donation recipients, with the goal of zero unintentional transmissions.

= Inquiry: Does the current policy effectively minimize risk? Do proposed
alternatives reduce and/or maintain the level of risk relative to the risk
associated with the present policy?

2. Objective risk factors as primary basis for blood donor policies

= Goal: Donor eligibility should be based on an individual’s actual level of risk
rather than status-based categories serving as proxies for risk.

m Inquiry: Do screening materials and donor history questionnaires define and
target deferrals to high-risk practices? Are similar behavioral risks uniformly
associated with similar donor deferral policies?

3. Non-discriminatory impact on gay/bisexual men and other groups

m  Goal: Blood donation policies should be fairly applied to all prospective
donors and should not discriminate—or be perceived to discriminate—on
the basis of sexual identity, race, national origin, or other categories. The
policy should not contribute to anti-gay stigma, create a hostile work
environment, or reinforce inaccurate stereotypes about homosexuality.

® Inquiry: Does the policy create actual or perceived discrimination against
certain identity-based groups, like gay and bisexual men, or subject
members of such groups to stigma or adverse consequences in the
workplace, schools, or elsewhere? Do the policies consistently impose
similar eligibility standards for similar high-risk behavior, or do they burden
some groups more than others?

The Six Elements of a
Safe and Effective Blood
Donation Policy:

Decreased risk to recipients
Objective risk factors
Non-discriminatory impact
Awareness-raising
Technology-driven procedures

Expansion of donor pool
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4. Awareness-raising of HIV prevention and transmission risks

Goal: Donor eligibility policies, as well as materials and information
provided to prospective donors, should contain accurate information about
the underlying rationales for each eligibility criterion. The blood donation
experience should provide all prospective and actual donors accurate and
up-to-date information about risk factors, safer sex practices, the relative
risks associated with different sexual practices, and the ways in which HIV
and other transmissible diseases can be contracted and spread. No policy
should reinforce outdated or inaccurate information about HIV or give a
false sense of security to non-MSM and/or heterosexual donors who
engage in high-risk sexual practices.

Inquiry: Do donor education materials and targeted screening questions
promote an accurate understanding of HIV transmission/testing to
prospective donors, or do they reinforce stereotypes or outdated
information?

5. Technology-driven donor screening and blood screening procedures

Goal: Donor screening and post-donation blood screening procedures
should reflect the latest technology for testing blood for HIV and other
communicable diseases, and should be periodically revisited to tailor donor
eligibility to actual risk of testing error based on current technological
advancements.

Inquiry: Are current policies based on the most up-to-date technology for
testing prospective donors for HIV and other conditions and testing donated
blood before it is used? Can current or future testing technology effectively
eliminate the risk of accidental transmission of donated blood carrying HIV
and, if so, can pre-donation restrictions on donor eligibility be relaxed?

6. Expansion of safe, eligible blood donor pool

Goal: Federal policy should ensure an adequate supply of blood at all times
and avoid blood shortages during periods of high demand by increasing the
pool of safe and eligible blood donors, and by promoting regular, lifelong
blood donation by individual donors.

Inquiry: Does the policy ensure an adequate supply of blood at all times
and reduce the risk of shortages at times of need, including during natural
disasters and regional or national emergencies? Does the policy encourage
first-time donations from young donors who are likely to become lifelong
donors?

Any effective blood donation policy should contain the six elements of the
D.O.N.A.T.E. framework, which GMHC views as a useful tool for reviewing the
problems with current policy and assessing the effectiveness and viability of
potential reforms.
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WHY THE CURRENT POLICY FAILS

Evaluating the current blood donation policy in light of the criteria described above,
it is clear that although the current policy may result in an acceptable quantity of
blood at an acceptable risk level for HIV transmission, the policy fails to promote
many objectives that could lead to a more comprehensive blood donation policy
from a public health perspective. This section analyzes the current blood donation
policy, not merely the blood donation policy as it applies to MSM, in light of the
criteria set forth above.

m Decreased Risk of HIV Transmission?

Although completely eliminating the risk of HIV transmission through the blood
supply may not be possible,® the FDA has stated that it will only consider a policy
change in the event that any new approach assures “that blood recipients are not
placed at an increased risk of HIV or other transfusion transmitted diseases.”®®
Given this statement, in conjunction with the FDA’s guidance to the industry
adopting the Donor History Questionnaire as an acceptable screening mechanism
for blood donors, it can be concluded that the level of risk of HIV infection through
the blood supply has been deemed acceptable by those responsible for
promulgating the policy. However, the current policy still carries the risk of HIV
infection from a number of sources.

One source of potential risk to the blood supply is presented by non-MSM HIV-
positive individuals that are not currently screened out under the current Donor
History Questionnaire. Another source of potential risk is presented by HIV-positive
individuals who donate blood by giving false or inaccurate answers to the donor
history questionnaire. Individuals may provide false answers about their sexual
history for a variety of reasons, including disagreement with the policy,® incorrect
comprehension of the scope of certain questions (e.g., interpreting “sexual activity”
with another man to be limited to anal sex rather than inclusive of all sexual
practices), lack of knowledge about a sexual partner’s HIV status or sexual history,
or failure to remember relevant events from the past. Therefore, although the current
policy carries an acceptable risk of HIV infection, there still may be ways to increase
safety by eliminating or reducing the risk that exists under the current policy.

m Objective Risk Factors?

Although the current policy purports to be based upon “behavior-based” deferrals,
the Questionnaire does not ask particular questions about an individual’s sexual or
medical history that would be directly relevant in assessing one’s risk of being HIV-
positive. For example, the policy currently fails to take into account the varying level
of risk of HIV infection posed by different sexual practices, and does not inquire
about the nature of a potential donor’s prior practices.?? Similarly, the current
Questionnaire does not address a potential donor’s consistent and proper condom
use, universally agreed to be highly effective in preventing HIV transmission through
all types of sexual activity,®® number of sexual partners, or frequency of sexual
contact with anonymous partners.® This means that gay men who always practice
safer sex, or who are in monogamous relationships with partners who are HIV
negative, are permanently excluded from eligibility to donate blood.

Additionally, the current policy is inconsistent in its deferral policies towards MSM as
opposed to those for other donor groups. For example, the Questionnaire asks
each prospective donor, “In the past 12 months have you had sexual contact with
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anyone who has HIV/AIDS or has had a positive test for HIV/AIDS?” If the person
answers “yes,” they are deferred from donating blood on that date, but not
permanently. The Questionnaire does not ask whether the individual has ever had
sex with an HIV-positive individual; thus, someone who knowingly had sexual
contact with an HIV-positive individual as recently as 12 months and one day ago
could permissibly donate blood, whereas any man who has ever had sex with a man
since 1977, regardless of the sexual partner’s HIV status, would be permanently
barred from donating blood.*® Similar one-year deferrals apply to individuals who
have had sexual contact in the last 12 months with commercial sex workers,
intravenous drug users, and individuals in other risk groups.

m  Non-Discriminatory Impact?

Although the FDA has long stated that its current blood donation policy is not
intended to discriminate against potential donors on the basis of sexual orientation,
the policy nevertheless operates as a de facto ban against nearly all gay and
bisexual men. Regardless of the FDA’s intent, in practice the policy excludes even
those gay and bisexual men who pose no risk to the blood supply, while permitting
non-MSM donors who may have engaged in high-risk sexual practices to donate
blood. This discrepancy is inherently discriminatory against gay and bisexual men.

Further, the FDA justifies its "behavior-based" policy of deferring MSM upon
statistics indicating that MSM as a group have an HIV prevalence higher than the
general population. However, consistent application of a policy that ties donor
deferrals to group-based HIV statistics would also result in the deferral of individuals
based upon any demographic characteristic identified with being at an elevated risk
of HIV infection. For example, in 2007, 50% of new HIV cases were diagnosed in
African Americans, and 54% of new cases were diagnosed in patients between 30
and 49 years old.®® Neither group, however, is singled out for deferral—or even
more exacting screening—by the Donor History Questionnaire.”” Movement toward
using objective risk factors would eliminate the inconsistent application of group-
based deferrals, and result in the screening out of high-risk MSM and non-MSM
individuals.

Additionally, because many blood donations drives occur in workplaces and
schools, some gay and bisexual men may rightly feel uncomfortable declining to
participate in a blood drive and/or apprehensive regarding the consequences of
non-participation, such as being “outed” as gay or bisexual to classmates or
coworkers, being subject to workplace harassment or adverse employment action,
or generally being subject to criticism for not participating.

m Awareness-Raising?

As currently administered, the donor history questionnaire tends to reinforce
outdated stereotypes about how HIV is spread, and dangerously downplays the risk
of HIV infection faced by non-MSM individuals. Specifically, by failing to ask non-
MSM donors whether they have engaged in high-risk sexual practices yet creating a
blanket exclusion on the basis of same-sex sexual activity between men, the
questionnaire and the overall donation process may unintentionally suggest that
high-risk sex between men and women is “safer” than any sex between two men.
Further, the current policy misses the opportunity to reinforce information regarding
safer-sex practices to this donor community. Moreover, because many gay men are
aware of the policy and self-defer without ever participating in a blood drive, the
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policy misses the opportunity to serve an educational function to gay and bisexual
men about the differences between low-risk and high-risk sexual practices as well.

m Technology-Driven Policies?

The current MSM policy does not reflect technological advances in HIV testing and
blood screening. Despite the many advances in both testing for HIV and controls on
human based release error over the past 30 years, the policy in effect today is
substantially unchanged from that originally proposed in the mid-1980s. Although
technology has not completely eliminated the risk of HIV-infected blood entering the
blood supply, the multiple and overlapping layers of protection to the blood supply
offered by current testing practices has greatly minimized risk, justifying less
restrictive policies for MSM donors than those now in place.

m  Expansion of the Donor Pool and Safe Blood Supply?

A critical function of the FDA is to ensure an adequate supply of blood on an
ongoing basis and in times of emergency. While the existing system generally
ensures a sufficient blood supply, the FDA and the major blood bank organizations
have warned of blood shortages and potentially insufficient supplies of blood during
large-scale disasters. As the Red Cross states on its website, “[a]pproximately 38
percent of the population is eligible to donate blood” and “[o]nly five percent of the
eligible population in the United States donates blood.”® The MSM ban
unnecessarily reduces the number of individuals who can donate blood—as well as
the number of currently eligible donors who choose to participate. For example, as
described above, opposition to the discriminatory nature of the MSM policy has
resulted in student-led boycotts of blood drives held on college campuses, and at
least one university suspended its sponsorship of a blood drive because it
considered the MSM policy to violate its non-discrimination policies. Student
comprise an important constituency of potential blood donors. By alienating young
people, the current policy may contribute to shortages both in the near future and in
years to come.

Conclusion

On balance, the FDA’s current blood donation policy fails to satisfy the key public
policy and public health goals assessed by the D.O.N.A.T.E. analysis. The next
section explains why the introduction of less restrictive policies for MSM donors may
actually improve the efficacy of the blood donation process while reducing the
objectionable discrimination fueled by the current policy.
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ASSESSING THE ALTERNATIVES

The shortcomings in the current policy as identified in the analysis above have been
cited by public health professionals and advocates both in the United States and
other countries as illuminating the critical need for reform. Using the D.O.N.A.T.E.
framework, this section analyzes the most commonly proposed alternatives to a
permanent deferral for MSM donors: (1) instituting a temporary deferral period of six
months, one year, or five years for men who have had sex with another man; or (2)
eliminating the permanent MSM ban and replacing it with eligibility criteria and
screening procedures for all prospective donors based on objective risk factors.

ALTERNATIVE 1:

Institute a Temporary Deferral Period for MSM Donors

In the United States, the dialogue about reforming the MSM blood donation policy
has focused primarily on replacing the current lifetime ban on men who have had
sex with men even once since 1977 to a shorter deferral period. At the 2006 BPAC
workshop, for example, one-year and five-year deferral periods were discussed.*
As discussed above, most of the countries who have reformed their MSM policies
have adopted such deferral periods. The country that most recently announced a
shift from a permanent deferral to a one-year deferral, Sweden, considered but
ultimately rejected a six-month deferral period.'®

Under any of the temporary deferral periods, a prospective male donor’s same-sex
sexual activity outside of that deferral period would not automatically prevent him
from giving blood. Unlike the current policy, in which a male who has ever had sex
with a male since 1977 is permanently barred from donating blood, an individual
prevented from donating blood on one occasion under a temporary deferral policy
may become eligible to donate blood in the future if he has abstained from sexual
activity with other men for the deferral period.

Five-year deferral period

Under a five-year deferral period, a prospective male blood donor would be
deferred, or barred, from donating blood at any given time if he has had sex with
another man at any time in the previous five years.

m Decreased Risk of HIV Transmission?

A shift from a permanent deferral to a temporary five-year deferral is unlikely
to increase the risk of HIV-infected blood inadvertently entering the blood
supply. Five years is far longer than the window period for detecting HIV
through post-donation tests under any presently used testing technology.
Thus, the blood of a donor who contracted HIV more than five years ago,
even if that donor is unaware of his HIV status, will be detected under the
post-donation screening procedures and will not enter the blood supply.

Additionally, the group of males who have not had sex with another male for
over five years—which includes abstinent gay and bisexual men, as well as
heterosexual-identified men with past same-sex experiences—may, as a
group, be at an objectively lower risk of HIV infection than sexually active
men who have sex with men.
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Nevertheless, some risk still remains. The length of a five-year deferral
period would exclude the large majority of gay and bisexual men from
donating blood, and may, like the current policy, be viewed as unfair and
encourage some men to lie about their sexual history and/or result in some
men providing inaccurate information about their sexual history outside of
the recent past. Any risk associated with lying and/or inaccurate
information would remain whether under the current, more restrictive policy,
or under a five-year deferral period.

m  Objective Risk Factors?

Like the existing policy, the five-year deferrals that have been considered
treat MSM donors as a discrete group. A policy that merely replaced the
Donor History Questionnaire question directed to male donors, “From 1977
to the present, have you had sexual contact with another male, even once?”
with, “In the past five years, have you had sexual contact with another male,
even once?” would continue to fail to distinguish between high-risk and
low-risk same-sex sexual behavior. Because a large majority of gay and
bisexual men have had sex in the last five years, such a policy would
approximate a sexual identity-based ban similar in nature to the current
lifetime deferral, rather than focusing on a donor’s actual risk.

= Non-Discriminatory Impact?

Although this policy would be less onerous for MSM donors than the current
policy, it would still bar many or most gay and bisexual men from donating
blood. Additionally, because the deferral would be five times longer than
the one-year deferrals for a number of other high-risk groups, it would
overly burden gay and bisexual men, regardless of their HIV status or risk of
contracting HIV, while being under-inclusive as applied to high-risk groups,
such as a donor who has had sex with someone known to have HIV (which
is currently subject only to a one-year deferral).

= Awareness-Raising?

By failing to ask direct questions about high-risk sexual behavior, and by
overly burdening MSM donors relative to other risk groups, a five-year
deferral is unlikely to promote awareness of the risk of HIV for non-MSM
individuals or to significantly reduce stereotypes about gay and bisexual
men.

m  Technology-Driven Policies?

A five-year deferral recognizes, to some degree, that blood donated outside
a donor’s window period can safely be screened prior to entering the blood
supply or being provided to a blood donation recipient. Existing technology
has shortened the window period under the most advanced procedures to a
few days, and up to several months under other available methods; thus,
the five-year deferral period would not closely align with recent
technological advances.

= Expansion of the Donor Pool and Safe Blood Supply?

This policy, by permitting some MSM donors to become eligible to donate
blood, would expand the donor pool. Additionally, some non-MSM
individuals who refuse to donate in protest of the discriminatory nature of
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the current policy may reconsider donating for a policy considered fairer
and less discriminatory than the one it would replace.

One-year deferral period

Under a one-year deferral period, a prospective male blood donor would be deferred
from donating blood at any given time if he has had sex with another man at any
time in the previous twelve months. After any 12-month period of abstinence from
sex with other men, a gay or bisexual man would be eligible to donate blood.

m Decreased Risk of HIV Transmission?

Existing data is inconclusive on the extent to which a one-year deferral
period would increase risk, if at all. On the one hand, it would significantly
increase the number of eligible MSM donors, some of whom might be HIV-
positive and donate blood. On the other hand, although the number of units
of HIV-positive blood being donated might increase, the risk that any such
blood would ever be provided to a blood recipient is very small: the one-
year period falls safely outside existing window periods, such that existing
post-screening procedures will identify any infected units of blood that have
been donated. Any negligible risk that post-donation procedures may fail
would be identical to the risk for other, non-MSM HIV-positive donors who
donate blood.

= Objective Risk Factors?

Like the lifetime deferral and five-year deferral, a one-year deferral period for
MSM donors, without targeted questions about high-risk behavior, would
fail to distinguish between MSM donors at high-risk and those at low-risk of
having or contracting HIV.

= Non-Discriminatory Impact?

To date, the dialogue and debate over ending the permanent MSM deferral
because of its discriminatory nature has focused on replacing it with a one-
year ban, which would conform it with most other high-risk groups as
identified on the Donor History Questionnaire. Given the consistency with
other groups, the policy would be substantially less discriminatory against
gay and bisexual men as a group, since only sexually active MSM would be
deferred from donating.

= Awareness-Raising?

A policy viewed as consistent with other risk groups would reduce the
likelihood that the blood donation policy would promote stereotypes about
gay and bisexual men or the myth that HIV is a “gay” disease. Unless the
policy was tied to screening procedures linked to objective risk factors like
recent history of unprotected sex or multiple sex partners, the policy would
miss the opportunity to promote information about effective HIV prevention
practices to MSM and non-MSM donors.

= Technology-Driven Policies?

Existing post-donation screening procedures detect most HIV-infected units
within days or weeks of a donor’s infection. Because HIV detection time
varies by donor, some HIV will not be detected for up to several months. A
one-year deferral period would add a cushion of time to the known window
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periods and, of the options most frequently considered to replace the
existing policy, would most closely track existing science.

Expansion of the Donor Pool and Safe Blood Supply?

A one-year deferral period would enable many previously ineligible men to
donate blood, and allow even presently deferred men the possibility of
donating in the future after a one-year period of abstinence from sex with
other men. At any point in time, however, the deferral would still bar many
healthy, sexually active gay and bisexual men from donating blood. The
one-year deferral would also substantially reduce objections from groups
opposing the current policy, notably high school and college students, since
the deferral would be linked to recent sexual history rather than a broadly
over-inclusive category of men who ever had sex with men in the last 33
years, which essentially approximates gay or bisexual sexual identity rather
than high-risk behavior. Consequently, blood drives at educational
institutions would become more common, and many more non-MSM
individuals might consider donating blood; a spike of young first-time
donors would likely create a generation of regular donors. Thus, the
increase of both MSM and non-MSM donors would expand the donor pool.

Six-month deferral period

Under a six-month deferral period, a prospective male blood donor would be
deferred from donating blood at any given time if he has had sex with another man
at any time in the previous six months. After any six-month period of abstinence
from sex with other men, a gay or bisexual man would be eligible to donate blood.

Decreased Risk of HIV Transmission?

Under existing data, there is no meaningful difference between a deferral
period of six months or one year: both deferral periods fall outside the
window period during which HIV may be undetectable in donated blood.
The one-year deferral period adds a cushion period to even a cautiously
defined window period, but all or virtually all HIV will be detected within six
months of infection.'®" Thus, increased risk would likely not be associated
with a donor’s HIV status but rather with the risks associated with human
release errors. More research is necessary to determine whether the
increase in the donor pool associated with a relatively short deferral period
like a six-month deferral would increase risk of HIV or other infections.

Objective Risk Factors?

As with any permanent or temporary deferral period defined solely in terms
of whether a prospective male donor has had sex with another man within
the designated time period, even a six-month deferral would fail to take
account of an individual’s objective risk based on specific engagement in
high-risk or low-risk sexual practices. A six-month deferral period would,
however, be the most narrowly tailored to known window periods and,
importantly, take into account that donor screening procedures should
focus questions on a donor’s recent past rather than overall sexual history,
which promotes accurate answers and is most relevant to the blood
donation process.
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= Non-Discriminatory Impact?

A six-month deferral would enable many gay and bisexual men to donate
blood at some point in their lives, if not on a regular basis, although it would
continue to disfavor sexually active MSM who engage in low-risk sexual
practices like protected sex or sex with one partner in a monogamous
relationship. Because the deferral would be based exclusively on recent
behavior, it would not amount to a total bar on donations by gay and
bisexual men, as the current policy and longer deferral periods effectively
accomplish.

It should be noted that a six-month period would be shorter than deferrals
for many other risk groups defined by sexual behavior, such that it could be
argued that such a policy would actually favor MSM donors relative to other
groups as defined by known levels of risk.

= Awareness-Raising?

Of the various deferral periods discussed in this section, a six-month
deferral period would best accomplish the goal of informing prospective
donors and the general public that MSM behavior should not automatically
disqualify an individual from donating blood. Without linking the policy to
questions about specific low-risk and high-risk sexual practices, however, it
would fail to provide donors information about safer sexual practices and
HIV prevention.

m  Technology-Driven Policies?

A six-month deferral would best reflect contemporary information about the
maximum length of a post-HIV infection window period and the ability of
current testing methods to detect HIV in donated blood.

= Expansion of the Donor Pool and Safe Blood Supply?

A six-month deferral would make many previously ineligible men eligible to
donate, or at some point become eligible to donate, and would likely
expand the eligible donor pool significantly. If the policy was broadly
perceived to minimize the discriminatory nature of the current ban, it would
also promote donations by non-MSM donors who currently refuse to donate
or are unable to do so if their schools, employers, or communities do not
hold blood drives in protest of the current policy.

Summary of Temporary Deferral Periods

Implementation of a temporary deferral period of any length would pose virtually no
risk of introducing HIV-infected blood into the blood supply, while improving the
ability of some number of previously ineligible gay and bisexual men to become
blood donors. Existing data suggests there is little marginal benefit to blood safety
gained from longer deferral periods, as any HIV-infected blood donated outside the
window period, which by the most conservative estimates is no longer than six
months, will be detected by post-donation screening procedures. Thus, risk
reduction and equality would be best promoted by a deferral period no longer than
the most cautiously defined window period, which may continue to shorten as
testing technology advances.

The critical problem with any temporary deferral period for MSM donors is that it
continues to treat men who have sex with men as a singular class of people, with a
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uniform risk of HIV infection, rather than a population within which individuals or
certain subgroups have varying levels of risk based on sexual practices and other
risk behaviors. A gay man who consistently uses condoms during sex with a
monogamous partner who is HIV-negative, for example, will be at no risk of HIV
infection; another gay man who has frequent unprotected anal sex with multiple
partners, in contrast, will be at substantially elevated risk relative to the overall MSM
population and the population at large. As long as a blood donation policy fails to
account for or distinguish between such behavior-based groups, the policy will
disproportionately burden gay and bisexual men relative to the rest of the
population.

ALTERNATIVE 2:

Eliminate MSM Ban by Revising and Conforming Deferral Periods for All
Prospective Donors Based on Objective Risk Factors

An alternative to a temporary deferral period limited to MSM donors would be to
screen all donors for high-risk sexual practices. Such an approach would be more
narrowly tailored to screening donors based on actual risk, rather than over-inclusive
group-based classifications like the MSM ban, which necessarily prevent many
otherwise safe and eligible individuals from donating blood.

As described above, some countries ask all donors questions about recent high-risk
sexual practices, such as whether the donor has engaged in unprotected sex or has
recently had sex with a new partner or multiple partners, and defer individuals who
answer “yes” to these questions for some period of time, regardless of the sex of the
prospective donor and/or his or her sexual partner(s).

Such a screening approach could take several forms. First, a donor history
screening protocol could be gender-neutral, asking all donors about high-risk sexual
practices without specific reference to same-sex sexual behavior. A second
approach would identify individuals from high-risk groups and ask specific questions
targeted to gauge those individuals’ specific risk level. For example, an individual
identified as MSM could be asked a series of additional questions about whether he
has engaged in unprotected anal sex, sex with multiple partners, sex with an HIV-
positive person or person of unknown HIV status, and other high-risk practices,
answers to which might qualify or disqualify the donor from donating on that date.
Either the first or second approach could be tied to a deferral period taking relevant
window periods into account.

m Decreased Risk of Transmission?

To date, most of the discourse in the United States about reforming the
MSM blood donation policy has focused on instituting a temporary deferral
period to replace the lifetime ban. Consequently, the various studies cited
by the FDA and experts at the 2006 BPAC workshop have focused on the
relative risks associated with temporary deferral periods. The limited
discussion about identifying high-risk and low-risk sub-groups within the
MSM population at the 2006 workshop indicated that there has been little
research to date on designing a targeted screening process.

However, some studies in related contexts, such as sperm donation safety,
have offered promise that a detailed screening process that asks multi-level
questions about an individual’s sexual history greatly minimizes the risk that
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an individual with HIV would be permitted to donate.'® Further research
into such a screening process should evaluate the usefulness of a more
detailed questionnaire in identifying low-risk individuals, taking into
consideration whether asking more detailed questions about an individual's
sexual history is more or less likely to result in truthful responses.

m Objective Risk Factors?

An appropriately designed screening process would inquire about and
consider the various risk factors that establish an individual donor’s level of
risk. Such a screening system could weight membership in a high-risk
group like MSM more heavily than groups with a historically lower risk, while
still permitting an individual to demonstrate through his responses that his
or her actual risk is lower (or higher) than the overall level of risk for the
group.

= Non-Discriminatory Impact?

This approach would assess each prospective donor’s particular level of
risk and either permit that individual to donate or defer him or her based on
that assessment. Of all the approaches, this is the least discriminatory
because it does not deny any individual the ability to donate blood on the
basis of sexual identity.

= Awareness-Raising?

A screening procedure that distinguishes between low-risk and high-risk
sexual practices by both MSM individuals and others, accompanied by
materials explaining those risks and their relation to eligibility to donate
blood, would advance a critical public health interest in educating all
prospective donors, regardless of their sexual orientation, about HIV
prevention generally and in the context of the blood donation process
specifically. To the extent that exposure to such questions, informational
materials, and pre-donation consultations encourages all individuals to
engage in healthier, less risky practices, the policy will result in a safer
donor pool overall. Such a policy would also fill the glaring hole remaining
in any permanent or temporary deferral policy that implies, incorrectly, that
a non-MSM individual is inherently safer from HIV and other transmissible
diseases than an MSM individual, even if the former engages in high-risk
behavior.

m  Technology-Driven Policies?

An objective screening process should be accompanied with a sufficient
deferral period for those prospective donors determined to be at high risk to
account for testing window periods. Additional levels of post-testing
protections for donors determined to be of moderate risk would also employ
technology to expand the donor pool without sacrificing safety to blood
donor recipients.

= Expansion of the Donor Pool and Blood Supply?

A purely objective policy based on individual donors’ specific risk levels
would maximize the number of healthy donors eligible to donate, while
decreasing the number of presently eligible donors who might also donate
blood after being infected with HIV. More data is required to determine
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whether the expansion of one group of donors (MSM donors) would
outweigh any reduction in the other (non-MSM high-risk donors not
currently deferred under existing policy). Since an objective policy would
reduce any appearance of unfair discrimination on the basis of sexual
orientation, this policy would also increase the number of non-MSM donors
who do not currently donate in protest of the policy.

Summary of Risk-Based Screening Procedures

A policy in which donor screening is objective and screens each donor for high-risk
behavior is the best approach for increasing the eligibility of healthy MSM donors to
donate blood and to improve and ensure consistency in the policy’s application to
all groups. The current Donor History Questionnaire and screening procedures, the
net result of nearly three decades of gradual efforts to adopt screening procedures
that advance blood safety focusing on different risk factors, has become a
patchwork quilt of individual (and sometimes grossly inconsistent) policies for
different groups. Adopting objective risk-based criteria as the basis for a revised
screening process would offer the FDA and the blood bank community the
opportunity to come up with a singular set of criteria applicable to all donors. Even if
MSM history is one relevant factor in an objective analysis of a prospective donor’s
eligibility, it need not be a decisive disqualifying factor if a meaningful, easily
administered set of questions could determine that the donor posed no risk to the
blood supply.
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CONCLUSIONS AND RECOMMENDATIONS

Each of the above approaches offers both benefits and drawbacks relative to the
current policy. Thus, some combination of these approaches may best ensure a
safe, sufficient blood supply and a fair, consistent policy for all donors that does not
unfairly or unjustifiably discriminate against gay and bisexual men.

Based on the D.O.N.A.T.E. analysis for the current FDA policy and the various
alternative approaches, we conclude:

The current policy fails to achieve its own goal of ensuring a sufficient
donor pool and adequate blood supply. First, it excludes many potential
donors who would safely donate blood based on criteria that are over-inclusive
criteria as applied to MSM donors and under-inclusive as applied to other
groups at elevated risk of HIV infection, including, among others, women who
have unprotected sex with men, men and women with a history of sex with an
HIV-positive person longer than one year ago, and certain racial minority groups.
Second, the discriminatory nature of the policy has repelled many non-MSM
potential donors and depressed the number of blood drives at educational
institutions, thus losing many young people who may never become lifelong
donors.

Neither the current policy nor any of the proposed temporary deferral
policies adequately distinguish between low-risk and high-risk sexual
practices by MSM donors or others. Any policy in which a male donor is
deferred because he answers that he has “had sex” with another man during a
certain time period, whether since 1977, in the last five years, in the last one
year, or otherwise, fails to address the fact that both MSM and non-MSM
donors engage in low-risk sexual behavior (e.g., protected sex, monogamous
sex with an HIV-negative partner, oral sex) and high-risk sexual behavior (e.g.,
unprotected anal sex, sex with multiple partners, sex with new partners, sex
with HIV-positive partners or partners of unknown HIV status). Individuals who
consistently practice low-risk sex pose little threat to the blood supply, whereas
those who have recently and/or regularly engaged in high-risk practices pose a
significant risk regardless of the sex of their partner(s). Using screening
procedures to identify whether a prospective donor is low-risk or high-risk would
likely yield more accurate results, minimize unjustified discrimination against gay
and bisexual men, and play a valuable role in educating prospective donors
about their own HIV risk and the relative risk of different sexual behavior.

Post-donation blood screening reduces risk for all blood donated outside
an HIV-positive donor’s window period. As technology has evolved, modern
blood testing approaches can now detect HIV within days of an infection; older,
less sensitive technologies still in use can usually detect HIV within several
weeks. Under any technology currently used, all HIV can be detected within
months of an infection. All donated blood is tested several times using
redundant procedures, and existing research shows it is nearly 100% effective
in screening out blood with HIV or other transmissible infections. Thus, a
window period must be built in to any effective screening procedure, such that a
donor who has engaged in any objectively defined high-risk behavior within the
several months prior to a donation date should be deferred. Deferral periods
substantially in excess of known window periods, however, provide little



A DRIVE FOR CHANGE: REFORMING U.S. BLOOD DONATION POLICIES 34

additional value to ensuring disease detection, but increase the potential for
unnecessary discrimination against groups subject to those deferrals.

More research is needed to determine whether a screening process based
on objective risk factors would increase or lower risk relative to the current
policy. To date, most research has focused on one- or five-year deferral
periods that would continue to treat MSM donors and non-MSM donors as
monolithic groups with equal risk across each group, rather than sets of sub-
groups with varying levels of risk based on actual behavior. Additional data
demonstrating that the latter approach would maintain or reduce current risk
levels would be helpful in convincing the FDA to replace the current policy.

Based on these conclusions, we make the following recommendations:

Screen all donors for high-risk behavior. The Donor History Questionnaire
should be modified to screen all potential donors for high-risk behavior.

Only defer prospective donors determined to be at high-risk. The
permanent deferral for men who have had sex with men since 1977 should be
replaced with a policy that defers high-risk MSMs, as defined by recent sexual
history, for a period of time carefully tailored to known window periods, while
permitting low-risk MSM donors to donate blood. An MSM donor’s risk should
not be measured solely in terms of the date of the donor’s sexual encounters,
but also in terms of whether the donor engaged in low-risk sexual practices like
condom usage or monogamy. The highest-risk members of the MSM
population, such as those who fall into several risk categories (e.g., IV drug
users, commercial sex workers) or who report unprotected sex with partner(s)
with HIV or with unknown HIV status, may justifiably be subject to lengthy or
permanent deferrals.

Expand existing research to support change. The FDA, blood bank
community, advocates, and scholars should identify data needed to support
changes to the donor screening policy, and undertake that research. The FDA’s
primary source of reluctance to change is what it describes as a lack of data to
support, or reject, known alternatives. The problem is not that data shows the
current policy is the best alternative, but that approaches likely to improve
safety, effectiveness, and fairness simply have not been studied sufficiently.
Studies into risk of testing error under various approaches, behavioral and
psycho-social studies into effective screening procedures, and ongoing work in
advancing HIV screening procedures will remain important in advocating for
change.

Leverage the power of coalitions to support change. At the present time, all
three major American blood bank operators, HIV/AIDS and LGBT rights
advocacy groups, many members of the medical and scientific communities,
and even decision makers at the FDA itself view the current policy as insufficient
to meet future demands for blood and needlessly discriminatory against gay and
bisexual men. The emergence of this consensus in recent years provides a
previously unavailable opportunity to advocate for meaningful and effective
reforms through various means.

The permanent deferral for
men who have had sex with
men since 1977 should be
replaced with a policy that
defers high-risk MSMs, as
defined by recent sexual
history, for a period of time
carefully tailored to known
window periods, while
permitting low-risk MSM
donors to donate blood.
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Participate in all regulatory proceedings related to blood donation policies.
When the FDA decides to take action on a rule or publish guidance affecting the
MSM policy, advocacy organizations must be prepared to participate in the
public discussion. Two opportunities for such public discussion would arise if:
(1) the FDA institutes further action on its proposed rule for blood products,
Proposed Rule 21 C.F.R. § 630.10, for which it solicited public comment in 2008
but has yet to take final action, or (2) any future workshops or meetings
convened by BPAC to discuss and/or revise the policy.



A DRIVE FOR CHANGE: REFORMING U.S. BLOOD DONATION POLICIES 36

QUESTIONS FOR FUTURE RESEARCH

Despite the growing consensus that the MSM ban is overbroad in its scope and
under-inclusive in terms of screening prospective blood donors at actual risk of
being infected with HIV, the FDA'’s resistance to change has centered largely on its
view that sufficient data does not yet exist to support a less restrictive approach to
MSM donors. The FDA website states, however, that the agency is open to change
should data demonstrate that permitting some number of gay and bisexual men to
become blood donors would not increase the overall risk to the blood supply.

This report’s conclusion that sufficient evidence supports an immediate change is
based on the existing body of scientific and public health research. Nevertheless,
the development of additional research supporting a modification of the MSM policy
would be helpful to advocating for the necessary reforms before the FDA.

To that end, we propose the following questions for further study by public policy,
public health, and medical experts:

m  What are the risk levels associated with subgroups of the MSM population,
and would permitting low- or moderate-risk MSM pose any significant risk
to the blood supply?

Some portion of the MSM population—for example, men who have frequent
unprotected anal sex, engage in unprotected sex with multiple and/or
anonymous partners, or who use illegal drugs—are unquestionably at the
highest risk of HIV and may reasonably be excluded from donating blood. In
contrast, however, gay and bisexual men who always engage in safer sex
practices — who, for example, consistently use condoms, have sex only in
monogamous relationships with HIV-negative partners, and do not practice anal
sex — are unlikely to be at significant risk of having HIV. If risk levels associated
with the latter group are comparable to or lower than the risk associated with
the general population and other risk groups screened by the blood donor
questionnaire, excluding such men from the donor pool has no reasonable
purpose.

m Does the fact that gay men, as a group, are more likely to get regular tests
for HIV than other men reduce the risk in ways not captured under existing
risk models?

Because of the population’s history with HIV/AIDS, gay and bisexual men are
more likely to receive regular HIV tests as part of their routine medical care than
others. Does it follow that gay and bisexual men are more likely to know their
HIV status, and to self-exclude from blood donation if they are HIV positive? If
so, is this self-screening adequately reflected in the existing risk models
employed by the FDA to justify its current policy?

m In what ways can donor screening protocols identify individuals from both
the MSM and non-MSM populations that are at unacceptably high risk of
donating blood while HIV positive?

There is little existing research on the effectiveness of more targeted screening
procedures in identifying prospective blood donors at high risk of HIV. Some
studies, however, suggest that questions targeted to a prospective donor’s
recent sexual history and other risk behavior may be effective. There will be
great value in further research into screening procedures—whether in the form
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of a questionnaire or other means—that can differentiate high-risk and low-risk
donors at the blood donation site. Among other issues, research regarding such
screening procedures should consider privacy concerns, the likelihood such
screening will elicit truthful responses, time efficiency concerns, and the
potential for unintended consequences, such as discouraging prospective
donors from participation in blood donation.

m  What policies, instead of or in addition to donor screening policies, can the
FDA implement or enforce that would reduce the risk of HIV entering the
blood supply?

At the present time, the most significant point of risk to the blood supply is of
post-donation blood screening procedures failing to exclude from the blood
supply those. units of donated blood infected with HIV. Because donated blood
typically goes through several levels of redundant screening, this risk is very
small; nevertheless, there is some evidence that the risk of error is somewhat
greater in hospitals than in blood bank settings. What policies or procedures
could the FDA or the medical community implement that would reduce the
higher risk in hospitals? Are there other sources of post-donation error that can
be satisfactorily addressed in a way that would reduce the need for overly
inclusive pre-donation donor screening procedures?

m Are the less restrictive policies toward MSM donors recently implemented
in other countries effective in maintaining or reducing risk to the blood
supply in those countries?

The MSM policies implemented in other countries are too recent for a body of
data on their effectiveness to exist. Careful study of these countries’ policies—
and similar ones that may be adopted in the years ahead —will be helpful in
advocating for similar changes in the United States.
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APPENDIX A: DONOR HISTORY QUESTIONNAIRE

Full-Length Donor History Questionnaire: Version 1.1

| Yes | No
Are you
1. Feeling healthy and well today? a a
2. Currently taking an antibiotic? a Q
3. Currently taking any other medication for an u a
infection?
Please read the Medication Deferral List.
4. Are you now taking or have you ever taken any a a
medications on the Medication Deferral List?
5. Have you read the educational materials? a Q
In the past 48 hours
6. Have you taken aspirin or anything that has aspirin Q a
in it?
In the past 6 weeks
7. Female donors: Have you been pregnant or are you Q Q (Qlam
pregnant now? (Males: check “l am male.”) male
In the past 8 weeks have you
8. Donated blood, platelets or plasma? 4 a
9. Had any vaccinations or other shots? (] a
10. Had contact with someone who had a smallpox (]} a

vaccination?

In the past 16 weeks

11. Have you donated a double unit of red cells using Q Q
an apheresis machine?

In the past 12 months have you

12. Had a blood transfusion?

13. Had a transplant such as organ, tissue, or bone
marrow?

14. Had a graft such as bone or skin?

15. Come into contact with someone else’s blood?

16. Had an accidental needle-stick?

17. Had sexual contact with anyone who has HIV/AIDS
or has had a positive test for the HIV/AIDS virus?

D 0000 0o
D 0000 0o

18. Had sexual contact with a prostitute or anyone else
who takes money or drugs or other payment for
sex?

19. Had sexual contact with anyone who has ever used a a
needles to take drugs or steroids, or anything not
prescribed by their doctor?

20. Had sexual contact with anyone who has a a
hemophilia or has used clotting factor
concentrates?
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Full-Length Donor History Questionnaire: Version 1.1

Yes No

21. Female donors: Had sexual contact with a male who a O |Qlam
has ever had sexual contact with another male? male
(Males: check “l am male.”)

22. Had sexual contact with a person who has
hepatitis?

23. Lived with a person who has hepatitis?

24. Had a tattoo?

25. Had ear or body piercing?

26. Had or been treated for syphilis or gonorrhea?

Oo0oo0 o
O0ooj0 o

27. Been in juvenile detention, lockup, jail, or prison for
more than 72 hours?

In the past three years have you

28. Been outside the United States or Canada? | o] a

From 1980 through 1996,

29. Did you spend time that adds up to three (3) months M| a
or more in the United Kingdom? (Review list of
countries in the UK)

30. Were you a member of the U.S. military, a civilian Q a
military employee, or a dependent of a member of
the U.S. military?

From 1980 to the present, did you

31. Spend time that adds up to five (5) years or more in Q a
Europe? (Review list of countries in Europe.)

32. Receive a blood transfusion in the United Kingdom? Q Q
(Review list of countries in the UK.)

From 1977 to the present, have you

33. Received money, drugs, or other payment for sex? a ]
34. Male donors: had sexual contact with another male, Q Q |Qlam
even once? (Females: check “l am female.”) female

Have you EVER

35. Had a positive test for the HIV/AIDS virus?

36. Used needles to take drugs, steroids, or anything
not prescribed by your doctor?

37. Used clotting factor concentrates?

38. Had hepatitis?

39. Had malaria?

40. Had Chagas’ disease?

41. Had babesiosis?

42. Received a dura mater (or brain covering) graft?

43. Had any type of cancer, including leukemia?

44. Had any problems with your heart or lungs?

45. Had a bleeding condition or a blood disease?

46. Had sexual contact with anyone who was born in or
lived in Africa?

0O O0o0o0ooooo 0o
0O O0o0o0o0ooooo 0o

47. Been in Africa?
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Full-Length Donor History Questionnaire: Version 1.1

Yes

No

48. Have any of your relatives had Creutzfeldt-Jakob
disease?

Use this area for additional questions
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APPENDIX B: ROSTER OF THE BLOOD PRODUCTS ADVISORY
COMMITTEE

The current BPAC Charter, which is set to expire on May 13, 2010 unless renewed
by appropriate action, provides for up to 18 committee members consisting of 17
voting members and one nonvoting industry representative. The current committee
roster lists ten members—nine voting members and one nonvoting industry
representative—indicating that up to eight vacancies currently exist, including the
Committee Chairman.

Bryan Emery, LCDR

Designated Federal Official

Center for Biologics Evaluation and Research
1401 Rockville Pike (HFM-71)

Food and Drug Administration

Rockville, MD 20852-1448

TEL: (301) 827-1277

FAX: (301) 827-0294

E-mail: Bryan.Emery@fda.hhs.gov

Celso Bianco, M.D.

Expertise: Industry Representative
Term: 10-22-08 — 9-30-2012
Executive Vice President
America’s Blood Centers

725 15th Street, NW

Suite 700 Washington, DC 20005

Katherine A. McComas, Ph.D.
Expertise: Risk Communication
Term: 02-11-2008 — 09-30-2010
Associate Professor
Department of Communication
Cornell University

313 Kennedy Hall

Ilthaca, NY 14850

Willarda V. Edwards, M.D., MBA
Expertise: Internal Medicine
Term: 10-01-2006-09-30-2010
Partner of

Drs. Edwards and Stephens

1005 North Point Blvd., Suite 724
Baltimore, MD 21224
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Simone Glynn, M.D., M.P.H.

Expertise: Transfusion Medicine

Branch Chief

Term: 06-05-2007 - 09-30-2010

Transfusion Medicine and Therapeutics Branch

Division of Blood Diseases and Resources,

National Heart, Lung, and Blood Institute, National Institute of Health (NIH)
6701 Rockledge Drive

MSC 7590

Bethesda , MD 20892-7936

F. Blaine Hollinger, M.D.
Expertise: Infectious Diseases
Term: 10-22-08 - 09-30-2012
Professor or Medicine

Baylor College of Medicine
One Baylor Plaza, BCM-385
Houston, TX 77030

Francisco J. Rentas, Ph.D.

Expertise: Blood Banking/Transfusion Medicine
Term: 02-11-2008 - 09-30-2011

COL, MS, USA

Director, Armed Services Blood Program Office
5109 Leesburg Pike, Suite 698

Falls Church, VA 22041

Andrea B. Troxel, Sc.D.

Expertise: Biostatistics

Term: 02-11-2008 - 09-30-2011

Associate Professor of Biostatistics

University of Pennsylvania School of Medicine
632 Blockley Hall

423 Guardian Drive

Philadelphia, PA 19104

Donald D. Trunkey, M.D.

Expertise: Surgery (Trauma)

Term: 02-11-2008 — 09-30-2011
Professor

Department of Surgery

Oregon Health and Science University
3181 SW Jackson Park Road, L223
Portland, OR 97239
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Ann B. Zimrin, M.D.

Expertise: Hematology / Oncology

Term: 02-11-2008 — 09-30-2010

Associate Professor

University of Maryland School of Medicine
Marlene and Stewart Greenebaum Cancer Center
22 South Greene Street, S9D15B

Baltimore, MD 21201

43
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