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Blood donor deferral policies for men who
have sex with men across high-income

countries

@ Questions

* What are current policies related to men who have sex with men and transgender people

donating blood across high-income countries?

a

* Blood donor deferral policies related to men who have sex
with men and transgender people vary significantly across
countries.

Key Take-Home Messages

* Most counties have relaxed their deferral policies for
men who have sex with men in recent years. In most
jurisdictions (including Canada) a permanent ban on
blood donation for men who have sex with men has been
replaced with a one-year deferral (i.e. men who have sex
with men can donate blood after 12 months since the last
sex with a man).

e Scotland, England and Wales are the first jurisdictions that
have shortened donor deferral for men who have sex with
men to three months.

@ The Issue and Why It's Important

In response to the appearance of HIV in the 1980s, jurisdictions
established a range of national policies that excluded populations at
high risk of contracting HIV from donating blood, with a particular
focus on men who have sex with men. The intent of these policies
were to protect recipients of donated blood (1).

The scientific rationale for maintaining donor deferral policies was
the continued persistence of a narrow time window period during
which HIV could not be detected by nucleic acid testing (NAT) (2).

Policy makers face a difficult task of balancing safety of blood
recipients, an adequate blood supply, and societal and legal
obligations to treat everyone fairly (1). Given that no transfusion is
risk-free, the question is what degree of risk is acceptable in order
to meet the needs of both recipients and society (1). Decisions
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about acceptance of risk are complex and policy makers who set
acceptable risk levels must provide ethically justifiable reasons for
their decisions (1). As scientific evidence accumulated and the risk
could be better quantified, deferral policies for men who have sex
with men migrated from precaution to risk management (2).

Men who have sex with men are deferred from donating blood
in many countries. However, in recent years and months, many
countries have revised their policies related to blood donation
requirements for men who have sex with men. These revisions were
informed by advances in screening tests, epidemiological evidence
of transmission rates, and an increasing concern about unfair
discrimination of specific groups, including men who have sex with
men (1).

@ \What We Found

Accurately evaluating the impact of changing blood donation policy
for men who have sex with men is challenging, as most blood services
do not publish HIV surveillance data, and most published studies
on this topic tend to be low-quality observational studies (3, 4). But
there has been some research in recent years arguing in favour of
a shortened (12-month) deferral period for men who have sex with
men (3, 5-8).

Some of the most robust data measuring the impact of deferral policy
changes for men who have sex with men are available from Australia
(9). During the five years before and five years after a change from
a lifetime deferral to a one-year deferral in Australia, there was no
change in risk to the blood supply, defined by the number of HIV
positive donations per year and the proportion of HIV-positive
donors with male-to-male sex as a risk factor (9). In addition, the
noncompliance rate with the one-year deferral among men who
have sex with men in Australia following the policy change was as
low as 0.23% (10).

United States

On December 21, 2015, the Food and Drug Administration (FDA)
replaced the lifetime ban on men who have sex with men donating
blood with a deferral for those who reported having sexual contact
with another man in the past 12 months (I11). This decision to
recommend the change to a 12-month deferral for men who have
sex with men was based on the following evidence (12):

e Operational assessment examined quarantine release errors
(such errors occur when a blood establishment accidentally
releases a unit of blood that should not have been released
due to issues with donor qualification or testing) (12)

* The Donor History Questionnaire Study involving cognitive
interviews with potential donors (12)
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* A pilot blood donor surveillance study (13)

* A web-based survey of the men who have sex with men and
non-compliant men who have sex with men who donated
blood (14)

* Supportive data on the Australian policy change for men
who have sex with men (9).

Australia

Australia was one of the first countries in the world that introduced
a 12-month deferral for blood donations for men who have sex with
men, as opposed to permanent deferrals. This was implemented
throughout Australian states and territories in a stepwise manner
between 1996 and 2000 (9). Men who have sex with men are
currently deferred from blood donation if the exposure occurred
within the previous 12 months in accordance with the Australian Red
Cross Blood Service Guidelines for the Selection of Blood Donors
(15). In particular, potential blood donors are asked the following
screening question: “Within the last 12 months have you had oral
or anal sex with another man, even ‘safer sex’ using a condom (if
you are a man) or had sex (with or without a condom) with a male
who you think may have had oral or anal sex (with or without a
condom) with another man?” In case of an “yes” answer to any of
these questions, potential blood donors are informed that they will
not be able to donate for 12 months after the last occurrence of any
of these sexual activities (16).

Australia has recommended a further reduction to 6 months but
this was not agreed by their regulator TGA (Therapeutic Goods
Administration) (15).

Canada

In June 2016, Health Canada approved a proposal of the Canadian
Blood Services to reduce the blood donation ineligibility period for
men who have sex with men from five years to one year. These new
eligibility criteria were implemented on August 15, 2016 (17, 18). In
addition, men who have sex with men living in the Vancouver area
are eligible to donate blood for important research and development
projects at the Network Centre for Applied Development (netCAD)
(18, 19).

As part of Health Canada’s approval of this application, a new
screening process and eligibility criteria for transgender donors
were also approved, which also took effect in August 2016 (18, 20).
According to these eligibility criteria, transgender donors who have
not had lower gender affirming surgery will be asked questions
based on their sex assigned at birth. They will be eligible to donate
or be deferred based on these criteria. For example, transgender
women will be asked if they have had had sex with a man in the last

RAPID RESPONSE SERVICE | #123, NOVEMBER 2017

12. U.S. Department of Health and
Human Services, Food and Drug
Administration, 12. Center for Biolog-
ics Evaluation and Research. Revised
recommendations for reducing the
risk of human immunodeficiency virus
transmission by blood and blood prod-
ucts. Guidance for industry. Available
from: https://www.fda.gov/downloads/
BiologicsBloodVaccines/GuidanceCom-
plianceRegulatoryInformation/Guid-
ances/Blood/UCM446580.pdf. 2015.

13. Custer B, Kessler D, Vahidnia E, Lep-
arc G, Krysztof DE, Shaz B, et al. Risk
factors for retrovirus and hepatitis virus
infections in accepted blood donors.
Transfusion. 2015;55(5):1098-107.

14. Custer B, Sheon N, Siedle-Khan B,
Pollack L, Spencer B, Bialkowski W, et
al. Blood donor deferral for men who
have sex with men: The Blood Donation
Rules Opinion Study (Blood DROPS).
Transfusion. 2015;55(12):2826-34.

15. Australian Red Cross Blood Service.
Blood service deferrals. Available from:
http://www.donateblood.com.au/blood-
service-deferrals. 2017.

16. Australian Red Cross Blood Service.
Sexual activity — is there any kind of
sexual activity that will affect my ability
to donate blood? Available from: http://
www.donateblood.com.au/faq/sexual-
activity. 2017.

17. Canadian Blood Services. About
men who have sex with men. Why

we talk about this screening criterion.
Available from: https://blood.ca/en/
msm/about-men-who-have-sex-with-
men. 2017.

18. Canadian Blood Services. Donor
screening: Men who have sex with men
(MSM). Available from: https://blood.
ca/sites/default/files/Frequently_asked_
questions_-_MSM.pdf. 2016.


https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM446580.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM446580.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM446580.pdf
https://www.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/Guidances/Blood/UCM446580.pdf
http://www.donateblood.com.au/blood-service-deferrals
http://www.donateblood.com.au/blood-service-deferrals
http://www.donateblood.com.au/faq/sexual-activity
http://www.donateblood.com.au/faq/sexual-activity
http://www.donateblood.com.au/faq/sexual-activity
https://blood.ca/en/msm/about-men-who-have-sex-with-men
https://blood.ca/en/msm/about-men-who-have-sex-with-men
https://blood.ca/en/msm/about-men-who-have-sex-with-men
https://blood.ca/sites/default/files/Frequently_asked_questions_-_MSM.pdf
https://blood.ca/sites/default/files/Frequently_asked_questions_-_MSM.pdf
https://blood.ca/sites/default/files/Frequently_asked_questions_-_MSM.pdf

12 months. If the response is yes, they will be deferred for one year
after their last sexual contact with a man (20). Transgender donors
who have had lower gender affirming surgery will be deferred from
donating blood for one year after their surgery. After that year,
donors will be screened in their affirmed gender (20).

United Kingdom

The selection criteria were changed from a permanent deferral to
a 12-month deferral from last sexual contact for men who have sex
with men by the England, Scotland and Wales Blood Services in
2011, and by The Northern Irish Blood Transfusion Service in 2016
(21). In November 2015 a review of donor selection criteria for men
who have sex with men was announced by the health minister (21).
A working group was set up specifically to review the evidence base
for donor selection, deferral and exclusion in the UK in relation to
sexual behaviours that may increase the risk of acquiring specific
blood-borne infections, including HIV, HBV, HCV and syphilis (21).
After considering the available evidence the working group decided
to adopt the same level of tolerance of risk as in the 2011 review,
i.e. the risk that a potentially infectious donation is not detected
on routine screening due to a window period infection is less than
one in a million donations (21). The working group recommended,
among other things, for blood donation three-month deferral after
“sex between men” (21).

This recommendation was made based on the following evidence:
To estimate the effects of changes in selection criteria, models were
developed to calculate the risk of a potentially infectious donation
not being detected on screening in the UK in one year. These
models combine data from several sources, including survey data
of blood donors and the general population, to estimate the change
in the number of donations from compliant and non-compliant
donors following implementation of the revised selection criteria
and the associated change in risk. The modeling estimated that the
residual window-period risk of potentially infectious donations not
being detected based on these deferral changes would be between
0.18-0.66 per million donations for HIV and between 0.04-0.10
per million donations for HCV (21). As even under the worst-case
scenario implementing all selection criteria represents less than a 1
in a million risk to patients, these changes are considered tolerable
from the standpoint agreed by donor selection working group (21).

The rule changes will come into force at blood donation centres in

Scotland in November 2017, and in early 2018 in England (22). Wales
will follow from 2018 (23). No changes yet for Northern Ireland.
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Other high-income countries

With respect to sexual exposures, European Union legislation
distinguishesbehaviour “atrisk”and “athighrisk”linked to temporary
and permanent deferral from blood donation, respectively (24, 25).
No further definition of “risk” and “high risk” is given, nor are risk
categories defined. In order to comply with this directive, most
European Union member states kept the permanent deferral for
men who have sex with men that was already in place since the
identification of the HIV (24). In recent years, many countries have
been reviewing their deferral criteria for men who have sex with
men and there has been a marked shift in the last two years towards
the 12-month deferral.

At the time of writing this report, men who have sex with men
were deferred for 12 months from donating blood in the following
countries: Belgium (26), Finland (27), France (28), Ireland (29), Japan
(3), New Zealand (30), Netherlands (31), Sweden (32), Switzerland
(33), Norway (34), and Germany (35) (since 7 August 2017).

Men who have sex with men are still permanently deferred from
donating blood in Austria (36).

Italy and Spain have no specific deferral for men who have sex with
men (1). Instead they have adopted risk-based deferrals (37) and
questions targeting high-risk sexual exposure are included in their
respective pre-donation questionnaires (1). In Italy, the national
policy since 2001 is to exclude on basis of “risky behaviour” (11) and
all donors are interviewed by a doctor (1). For example, a man who
has sex with men could be considered “low risk” for HIV if he is in a
long-term monogamous relationship and therefore, he is a “safer”
candidate for blood donation. On the other hand, heterosexual
men who had multiple sexual partners and unprotected sex during
the last month could be considered a “high risk” candidate (5). The
interpretation of “risky behaviour” is inconsistently applied, and at
least some centres continue to exclude men who have sex with men
(1). In Spain, a move was made from excluding men who have sex
with men to excluding people with promiscuous sexual behaviour
from donating blood in the late 1990s (1). A 12-month exclusion
exists for anyone who has had more than one sexual partner in the
last 12 months (1).
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&® Factors That May Impact
Local Applicability

All studies and resources cited in this review are from high income
countries. Despite this, factors such as difference between health
care systems and blood donation policies may limit relevance and
transferability in the local context.

®& What We Did

We conducted search on Google and Google Scholar using different
combinations of terms MSM, men who have sex with, gay, blood
donation, donor, deferral, policy, and various high-income country
names. The Red Cross web-sites from different jurisdictions and
reference lists of identified articles were also searched. All searches
were conducted on 1-4 September, 2017.

Rapid Response: Evidence into Action

The OHTN Rapid Response Service offers quick access to research
evidence to help inform decision making, service delivery and
advocacy. In response to a question from the field, the Rapid
Response Team reviews the scientific and grey literature, consults
with experts, and prepares a brief fact sheet summarizing the
current evidence and its implications for policy and practice.
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