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FDA Policy on Blood Donations from Men Who Have Sex with
Other Men |

What is FDA's policy on blood donations from men who have sex with other men (MSM)?

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. This is because MSM are, as a group, at increased risk for HIV, hepatitis B and
certain other infections that can be transmitted by transfusion.

The policy is not unique to the United States. Many European countries have recently reexamined both the science and
ethics of the hfetnrne MSM defenal and have retained it (mmwwﬂmmﬂamm&am

dec:snon is also cons:stent wﬁhthe prevallmg mterpretahon of the Eumpean Union D|rect|v92004/33/EC article 2.10on
donor deferrals.

Why doesn’'t FDA allow men who have had sex with men to donate blood?

A history of male-to-male sex is associated with an increased risk for the presence of and transmission of certain infectious
diseases, including HIV, the virus that causes AIDS. FDA's policy is intended to protect all people who receive blood
transfusions from an increased risk of exposure to potentially infected blood and blood products.

The deferral for men who have had sex with men is based on the following considerations regarding risk of HIV:

« Men who have had sex with men since 1977 have an HIV prevalence (the fotal number of cases of a disease that are
present in a population at a specific point in time) 60 fimes higher than the general population, 800 times higher than
first time blood donors and 8000 times higher than repeat biood donors (American Red Cross). Even taking into
account that 75% of HIV infected men who have sex with men already know they are HIV positive and would be
unlikely to donate blood, the HIV prevalence in potential donors with history of male sex with males is 200 times
higher than first time blood donors and 2000 times higher than repeat blood donors.

Men who have had sex with men account for the largest single group of blood donors who are found HIV positive by
blood donor testing.

Blood donor testing using current advanced technologies has greatly reduced the risk of HIV transmission but cannot
yet detect all infected donors or prevent all transmission by fransfusions. While today's highly sensitive tests fail to
detect less than one in a million HIV infected donors, it is important to remember that in the US there are over 20
million transfusions of blood, red celi concentrates, plasma or platelets every year. Therefore, even a failure rate of 1
in a_million can be significant if there is an increased risk of undetected HIV in the blood donor population.

Detection of HIV infection is particularly challenging when very low levels of virus are present in the blood for
example during the so-called "window period”. The "window period"” is the time between being infected with HIV and
the ability of an HIV test to detect HIV in an infected person.

o FDA's MSM policy reduces the likelihood that a person would unknowingly donate blood during the "window period”
of infection. This is important because the rate of new infections in MSM is higher than in the general population and
current blood donors.

Collection of blood from persons with an increased risk of HIV infection also presents an added risk if blood were to
be accidentally given to a patient in error either before testing is completed or foliowing a positive test. Such medical
errors occur very rarely, but given that there are over 20 million transfusions every year, in the USA, they can occur.
That is one more reason why FDA and other regulatory authorities work to assure that there are multiple safeguards,
not just testing.

» Severa! scientific models show there would be a small but definite increased risk to people who receive blood
transfusions if FDA's MSM policy were changed and that preventable transfusion fransmission of HIV could occur as
a result.

No alternate set of donor eligibility criteria (even including practice of safe sex or a low number of lifetime partners)
has yet been found to reliably identify MSM who are not at increased risk for HIV or certain other transfusion
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transmissible infections.

» Today, the risk of getting HIV from a transfusion or a blood product has been nearly eliminated in the United States.

.. Improved procedures, donor screening for risk of infection and laboratory testing for evidence of HIV infection have
made the United States blood supply safer than ever. While appreciative and supportive of the desire of potential
blood donors to contribute to the health of others, FDA's first obligation is to assure the safety of the blood supply and
protect the health of blood recipients.

s Men who have sex with men also have an increased risk of having other infections that can be trénsmitted to others
by blood transfusion. For example, infection with the Hepatitis B virus is about 5-6 times more common and Hepatitis
C virus infections are about 2 times more common in men who have sex with other men than in the general
population. Additionally, men who have sex with men have an increased incidence and prevalence of Human Herpes
Virus-8 (HHV-8). HHV-8 causes a cancer called Kaposi's sarcoma in immunocompromised individuals.

What is self-deferral?

Self-deferral is a process in which individuals elect not to donate because they identify themselves as having
characteristics that place them at potentially higher risk of carrying a transfusion transmissible disease. FDA uses
self-deferral as part of a system to protect the blood supply. This systenr starts by informing donors about the risk of
transmitting infectious diseases. Then, potential donors are asked questions about their health and certain behaviors and
other factors (like travel and past transfusions) that increase their risk of infection. Screening questions help people, even
those who feel well, to identify themselves as potentially at higher risk for transmitting infectious diseases. Screening
questions allow individuals to self defer, rather than unknowingly donating blood that may be infected.

ts FDA's policy of excluding MSM blood donors discriminatory?

FDA's deferral policy is based on the documented increased risk of certain transfusion transmissible infections, such as
HIV,-associated with male-to-male sex and is not based on any judgment concerning the donor's sexual orientation.

Male to male sex has been associated with an increased risk of HIV infection at least since 1977. Surveillance data from
the Centers for Disease Control and Prevention indicate that men who have sex with men and would be likely to donate
have a HIV prevalence that is at present over 15 fold higher than the genera! population, and over 2000 fold higher than
current repeat blood donors (i.e., those who have been negatively screened and tested) in the USA. MSM continue to
account for the largest number of people newly infected with HIV.

Men who have sex with men also have an increased risk of having other infections that can be transmitted to others by
blood transfusion.

What about men who have had a fow number of partners, practice safe sex, or who are currently in monogamous
relationships?

Having had a fow number of partners is known to decrease the risk of HIV infection. However, to date, no donor eligibifity
questions have been shown to reliably identify a subset of MSM (e.g., based on monogamy or safe sexual practices) who
do not still have a substantially increased rate of HIV infection compared to the general population or currently accepted
blood donors. In the future, improved questionnaires may be helipful to better select safe donors, but this cannot be
assumed without evidence.

Are there other donors who have increased risks of HIV or other infections who, as a result, are also excluded from donating
blood?

Intravenous drug abusers are excluded from giving blood because they have prevalence rates of HIV, HBV, HCV and
HTLV that are much higher than the general population. People who have received transplants of animal tissue or organs
are excluded from giving blood because of the still fargely unknown risks of transmitting unknown or emerging pathogens
harbored by the animal donors. People who have recently traveled to or lived abroad in certain countries may be excluded
because they are at risk for transmitting agents such as malaria or variant Creutzfeldt-Jakob Disease (vCJD). People who
have engaged in sex in retum for money or drugs are also excluded because they are at increased risk for transmitting HiV
and other blood-borne infections.

Why are some people, such as heterosexuals with multiple partners, allowed to donate blood despite increased risk for
transmitting HIV and hepatitis ?

Current scientific data from the U.S. Centers for Disease Control and Prevention (CDC) indicate that, as a group, men who
have sex with other men are at a higher risk for transmitting infectious diseases or HIV than are individuals in other risk
categories. While statistics indicate a rising infection rate among young heterosexuat women, their overali rate of HIV
infection remains much lower than in men who have sex with other men. For information on HIV-related statistics and
trends, go to CDC's HIV/IAIDS Statistics and Surveillance web page.

Isn't the HIV test accurate enough to identify all HIV positive blood donors?

HIV tests currently in use are highly accurate, but still cannot detect HIV 100% of the time. It is estimated that the HIV risk
from a unit of blood has been reduced to about 1 per 2 miilion in the USA, almost exclusively from so called "window
period” donations. The "window period” exists very early after infection, where even current HIV testing methods cannot
detect all infections. During this time, a person is infected with HIV, but may not have made enough virus or developed
enough antibodies to be detected by available tests. For this reason, a person could test negative, even when they are
actually HIV positive and infectious. Therefore, blood donors are not only tested but are also asked questions about
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behaviors that increase their risk of HiV infection.

Collection of blood from persons with an increased risk of HIV infection also presents an added risk to transfusion
recipients due to the possibility that blood may be accidentally given to a patient in error either before testing is-completed
or following a positive test. Such medical errors occur very rarely, but given that there are over 20 million transfusions
every year, in the USA, they can occur. For these reasons, FDA uses a multi-layered approach to blood safety including
pre-donation deferral of potential donors based on risk behaviors and then screening of the donated bleod with sensitive
tests for infectious agents such as HIV-1, HIV-2, HCV, HBV and HTLV-//II.

How long has FDA had this MSM policy?

FDA's policies on donor deferral for history of male sex with males date back to 1983, when the risk of AIDS from
transfusion was first recognized. Our current policy has been in place since 1992,

FDA has modified its blood donor policy as new scientific data and more accurate tests for HIV and hepatitis became
available. Today, the risk of getting HIV from a blood transfusion has been reduced to about one per two million units of
blood transfused. The fisk of hepatitis C is about the same as for HIV, while the risk of hepatitis B is somewhat higher. -

Doesn't the policy eliminate healthy donors at a time when more donors are needed because of blood shortages?

FDA realizes that this policy will defer many healthy donors. However, FDA's MSM policy minimizes even the small risk of
getting infectious diseases such as HIV or hepatitis through a blood transfusion.

Would FDA ever consider changing the policy?

FDA scientists continue to monitor the scientific literature and to consult with experts in CDC, NIH and other agencies. FDA
will continue to publicly revisit the current deferral policy as new information becomes available.

On March 8, 2006, FDA conducted a workshop entitled "Behavior-based donor deferrals in the Nucleic Acid Test (NAT)
era”. The workshop addressed scientific challenges, opportunities, and risk based donor deferral policies relevant to the
protection of the blood supply from transfusion transmissible diseases, seeking input on this topic. Participants were given
the opportunity to provide scientfific data that could support revising FDA's MSM deferral. The workshop provided a very
active, open and broad-based scientific dialogue concemning current behavior-based deferrals and explored other options
that may be considered and the data needed to evaluate them.

FDA's primary responsibility is fo enhance blood safety and protect blood recipients. Therefore FDA would change this
policy only if supported by scientific data showing that a change in policy would not present a significant and preventabie
risk to blood recipients. Scientific evidence has not yet been provided to FDA that shows that biood donated by MSM or a
subgroup of these potential donors, is as safe as blood from currently accepted donors.

FDA remains willing to consider new approaches to donor screening and testing, provided those approaches assure that
blood recipients are not placed at an increased risk of HIV or other transfusion transmitted diseases.
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rI:IIV-l inTaiwan

Taiwan is entering a new and dangerous phase
of its HIV-1/AIDS epidemic. By the end of 2006,
13702 individuals (including 599 foreigners) had been
reported as infected with HIV-1 to the Centers for Disease
Control of Taiwan.! In 2003, HIV-1 rates in first-time
blood donors, military conscripts, and pregnant women
were measured at 5-2, 57-0, and 12-0 per 100000,
respectively.! Data from that year indicated HIV-1 rates
of 0-09% for intravenous drug users, 0-2% for female
sex workers, 1-9% for patients with sexually transmitted
infections, and 6-7% for men who have sex with men
in saunas or bath houses Since then, the number of
people living with HIV-1/AIDS in Taiwan has jumped
sharply, from an 11% increase in 2003 to a 77% increase
in 2004 and a 123% increase in 2005 (figure 1).}

However, after the implementation of a harm-
reduction programme, a 10% decrease was seen in
2006 (figure 1). The current estimated number of
HIV-1/AIDS cases in Taiwan is about 30000, which
suggests that the infection rate there could be greater
than that in Chira: 30000 per 23 million (1/767)
compared with 650000 per 1-3 billion (1/2000).’

A risk-factor analysis of reported cases showed that
the proportion of intravenous drug users infected with
HIV-1 increased from 1.7% (13/772) in 2002, to 81%
(70/862) in 2003, to 413% (628/1520) in 2004, to
72-4% (2461/3399) in 2005, and dropped to 68-6%
(2017/2974) in 2006 (figure 2).* The most important risk
factor for Taiwanese intravenous drug users is needle-
sharing, followed by the sharing of heroin diluents? A
molecular epidemiological study showed that more than
95% of intravenous drug users with newly diagnosed
HIV-1 in 2004 and 2005 were infected with CRFO7_B(,
a circulating recombinant form of subtypes B’ and €%
Previously, several studies suggested that CRFO7_BC

www.thelancet .com Vol 369 February 24, 2007

11 QuS, Sun X, Zheng X, Shen ). National sentinel surveillance of HIV
infection in China from 1995 to 2001. XIV international AIDS
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originated in China's Yunnan province as a mix of subtype  see&ditorial page 616
B’ from Thailand and subtype C from India. The subtype SceComment page 621
is believed to have moved to Xinjiang province in China's
northwest along a major heroin-trafficking route.
Of the 60000-100000 intravenous drug users in
Taiwan, 10-15% may be infected with CRFO7_BC.
If so, they probably represent the largest group of
such intravenous drug users in northeast Asia. The
circulating recombinant form might have followed a
separate drug-trafficking route to Taiwan from Yunnan
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Figure 1: Annual numbers of HIV-1 seropositive cases and AIDS patients reported to Taiwan Centers for
Disease Control®
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via southeast China, Guangxi province, and Hong
Kong.*® There have been enormous increases in the
amount of heroin smuggled into Taiwan and in the
number of intravenous drug users since 2002, when
five intravenous drug users from southern Taiwan were
diagnosed as the country’s first HIV-1 seropositive cases
infected with CRFO7_BC.S Even though the Hong Kong
authorities identified three cases of CRFO7_BC infection
in 2001, a serious outbreak in that city's population of
intravenous drug users is believed to have been blocked
by a methadone maintenance programme.*

Cearly, close monitoring of emerging HIV-1 subtypes
related to intravenous drug use and implementing
harm-reduction programmes are vital to preventing
simifar outbreaks in other populations of intravenous
drug users in neighbouring countries. In 2005, Alex
Wodak, Jerry Stimson, and other harm-reduction
experts were invited to Taiwan to share their experiences
with government officials, medical field-workers, and
public-health professionals. After careful study of
harm-reduction programmes in place in Hong Kong
and Australia, a pilot programme was started in four of
Taiwan’s 23 administrative areas in September, 2005.
This programme has since been expanded nationally,
and consists of 427 service sites for syringe exchange
plus centres for methadone maintenance therapy. Free
methadone is provided to HIV-1-infected intravenous
drug users while HIV-1 seronegative intravenous drug

624
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users have to pay about US$1600 a year. The Taiwan
Centers for Disease Control plans to provide methadone
maintenance to intravenous drug users in prisons,
and the country’s Bureau of Controlled Drugs will start
producing methadone to assist in the government’s
commitment to providing methadone maintenance to
30000 intravenous drug users by 2009.

All parts of Asia are reporting rising numbers of
HiV-positive and AIDS patients in male homosexuals
and bisexuals. In Taiwan, HIV-1 infection rates in men
who have sex with men in gay saunas in different

cities currently range from 52% to 15-8%.°" The

same population has high rates of syphilis, 8-1-13-8%,
depending on the city."*" Taiwanese male homosexual
and bisexual HIV-1/AIDS patients have also been
diagnosed with significantly higher rates of syphilis
than have heterosexual patients® Furthermore, the
percentage of homosexual or bisexval HIV-1/AIDS
patients under the age of 20 years is significantly higher
than that of heterosexual patients, 3-0% versus 1.7%.”
In addition to the stigmatisation of homosexuality in
Taiwanese society, the lack of accurate information on
homosexuality in sex education and on risk factors in
AIDS education increases the risk of contracting HIV
and other sexually transmitted infections within the
country’s population of men who have sex with men.
Whilst a community-based prevention programme for
such men has been developed by a group of academic
and grass-roots non-governmental organisations,
a current challenge is the implementation of this
programme into a national programme, and rmaking it
a priority.

Taiwan'’s dinical spectrum of AIDS patients is similar
to those reported in other developed countries, but
significant differences have been noted in incidences
of opportunistic infections. For example, the incidence
of tuberculosis in patients with advanced illness is
high in Taiwan (24-6%) and the rate of endemic fungal
(Penicillivm marneffei) infections is increasing.* On the
positive side, the effort by the Taiwanese Government
since April, 1997, to distribute highly-active antiretroviral
therapy for free*s has resulted in dramatic decreases in
morbidity and mortality from HiV-1 infection.®

Because of their high background prevalence,
HBV and HCV coinfections with HIV are particularly
important in Asian countries in terms of HIV
transmission via injecting drug use.”*® In a survey of

wwaw. thetancet com Vol 369 February 24, 2007
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459 intravenous drug users infected with HIV-1, one
of us (Y-MAC) found that 456 (99-6%) also had anti-
HCV antibodies and 77 (16-8%) were seropositive for
HBsAg. The long-term impact of hepatitis coinfections
on HIV and on morbidity and mortality from liver
disease requires monitoring.

By the end of 2006, 19 confirmed cases of vertical
HIV-1 transmission have been reported to the Taiwan
Centers for Disease Control® In fanuary, 2005, the
agency started a national programme focused on
prevention of mother-to-child transmission, and five
cases of vertical transmission were reported in 2005.
By june, 2006, the screening rate had reached 97-4%,
and 47 of 338 452 pregnant women (13-9 per 100 000)
tested in Taiwan have been identified as having HIV-1
infections and have received antiretroviral therapy to
prevent mother-to-child transmission. To increase the

participation rate, there is discussion of changing the

voluntary counselling and testing strategy from opt in
to opt out.

Several positive responses to the HIV/AIDS epidemic
in Taiwan should be mentioned. In 1990 an AIDS
Prevention and Control Law was passed to protect the
rights of people with HIV/AIDS for treatment, education,
and employment. Since 1992, 16 non-governmental
organisations registered or established in Taiwan have
provided shelter, care, counselling, anonymous testing,
and AIDS education. One in particular, the People Living
with HIV/AIDS Rights’ Advocacy Association, has been
addressing human rights issues related to HIV/AIDS
since 1997. However, most such organisations have
their headquarters and facilities in northern Taiwan, and
two-thirds of the country's intravenous drug users live
in central and southern parts. In addition, many social
workers employed by non-governmental organisations
are still unfamiliar with issues related to drug abuse and
inexperienced in interacting with intravenous drug users.
There is a clear and immediate need for counselling
workshops for medical staff and social workers.

As the HIV-1 infection threat increases, there are many
signs of persistent denial and resurgent discrimination in
Taiwan. Several important issues need to be addressed:
sentinel surveillance of female sex workers, social wel-
fare institutions and housing for homeless people with
HIV/AIDS, financial support for non-governmental
organisations, training and re-education programmes
aimed at changing the attitudes of medical staff toward
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people with HIV/AIDS, and more funding for AIDS re-
search, espedially vaccine development.
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