June 19, 2020
VIA ELECTRONIC SUBMISSION
Department of Health and Human Services
Attn:

Office of Infectious Disease and HIV/AIDS Policy

Re:

Request for Information—Pandemic and All-Hazards Preparedness and
Advancing Innovation Act Section 209, 85 Fed. Reg. 16,372 (Mar. 23, 2020)

The Institute for Policy Integrity at New York University School of Law1 respectfully submits
the following comments to the Office of Infectious Disease and HIV/AIDS Policy (“OIDP”) at
the Department of Health and Human Services (“HHS”) in response to a request for information
relevant to Section 209 of the Pandemic and All-Hazards Preparedness and Advancing
Innovation Act of 2019.2 Policy Integrity is a non-partisan think tank dedicated to improving the
quality of government decisionmaking through advocacy and scholarship in the fields of
administrative law, economics, and public policy.
In connection with a forthcoming report to Congress, HHS solicits public input on “challenges
associated with the continuous recruitment of blood donors,” strategies for “ensuring the
adequacy of the blood supply in case of public health emergencies,” and “implementation of new
. . . procedures to improve the safety and reliability of the blood supply.”3 On these topics, our
observations and recommendations are as follows:
•

Eliminating the current deferral policy for men who have sex with men (“MSM”) could
significantly increase the nation’s blood supply.

•

The deferral policy for MSM is not necessary to mitigate the risk of HIV transmission
through blood products.

•

Any increase in HIV transmission risk associated with eliminating the deferral policy is
likely outweighed by the benefits of eliminating the policy, including a reduced risk of
HIV transmission from heterosexual donors, reduced risk of blood shortages, and
decreased stigmatization of gay and bisexual men.

Accordingly, HHS’s report to Congress should support elimination of the deferral policy.
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I.

Eliminating the deferral policy for MSM could significantly increase the nation’s
blood supply

The COVID-19 pandemic has depleted the nation’s blood supply, resulting in 130,000 fewer
donations and over 4,000 canceled blood drives as of March 16, with current losses likely
exceeding those figures.4 The New York Blood Center alone, which serves the regions most
affected by the pandemic, lost 25,000 potential donations and continues to experience blood
shortages.5
In response to these nationwide shortages, the Food and Drug Administration (“FDA”) released
updated guidance on blood donation.6 Whereas prior agency guidance had recommended
deferring donations from MSM for a period of 12 months from the donor’s last sexual contact,
the updated guidance shortens this deferral period to 3 months.7 This change will likely increase
the donor pool, but the U.S. could further increase donations and mitigate the risk of future
shortages by eliminating the deferral policy in favor of individual risk assessment, whereby all
donors would be evaluated based on a set of identified behavioral risk factors, such as number of
recent sexual partners, condom use, and drug use.8
A 2014 report from the Williams Institute at UCLA School of Law estimated that, relative to a
12-month deferral, completely eliminating the MSM deferral period would render 2 million
additional men eligible to donate and increase donations by almost 300,000 pints per year.9
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While the gains from eliminating the current, 3-month deferral will presumably be smaller, it
undoubtedly remains the case that many potential MSM donors are unnecessarily excluded by
the deferral policy, because it bars donations from low-risk, sexually active men who are in
monogamous relationships, taking pre-exposure prophylaxis, or using condoms.10 In fact, the
deferral policy is simultaneously over- and under-inclusive; even as gay and bisexual men in
monogamous relationships are excluded, heterosexual men and women who have multiple sexual
partners face no deferral period,11 despite the fact that heterosexual individuals accounted for
24% of the country’s new HIV diagnoses in 2018.12
The benefits of eliminating the deferral period may even extend past the ordinary need for blood.
Shifting to an individual risk assessment would also increase the availability of convalescent
plasma, which has been used as an experimental treatment for COVID-19.13
By standardizing blood-donation requirements across sexual orientations, the U.S. can increase
donor eligibility while eliminating the arbitrary and discriminatory exclusion of low-risk MSM.
Given that only 2% of the American population donates blood each year,14 this increase would
help guarantee an adequate blood supply, both in times of crisis and under normal circumstances.
II.

The deferral policy for MSM is not necessary to mitigate the risk of HIV
transmission through blood products

In its 2015 guidance, FDA recognized the possibility of replacing the 12-month deferral period
with an individual risk assessment, but the agency ultimately decided that “the available
information was not sufficiently compelling to adopt the approach.”15 In support of this decision,
the agency cited concerns of partner infidelity, condom failure, and the increased risk of HIV
transmission for MSM.16 In its updated 2020 guidance, FDA asserted that it “remains committed
to further investigating individual risk assessment as an alternative to time-based deferrals,” but
the agency again declined to seriously consider an individual risk assessment despite mounting
evidence supporting the efficacy of the approach.17
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Data from other countries suggests that individual risk assessment policies prevent HIV
transmission as effectively as deferral policies for MSM.18 For example, Italy has experienced no
significant change in the incidence of HIV infection in donations received from MSM since
implementing its individual risk assessment in 2001.19 Similarly, Spain has not documented any
HIV transmission from blood donation since it adopted an individual risk assessment in 2005.20
Other countries have followed suit: Argentina, Chile, Mexico, and South Africa have all
eliminated their deferral policies for MSM in recent years.21 Last month, Brazil’s Supreme Court
ruled that the country’s 12-month deferral period for MSM was unconstitutional.22
This international shift from deferral to individual risk assessment reflects the reduced risk of
transmission that has resulted from improvements in HIV testing capabilities.23 Indeed, current
RNA tests reliably detect HIV within 10 days of infection—a significant improvement from the
3-month detection window characteristic of older technologies.24 With all blood donations
screened using this modern testing method, the risk of HIV transmission through blood products
is extremely low; testing improvements have decreased the risk of HIV transmission through
blood donation to 1 in 1.5 million.25 This risk is significantly lower than the risk of transmitting
other viruses through blood donation; there is a 1 in 1.1 million chance that a donation recipient
will become infected with hepatitis C and a 1 in 282,000 chance of hepatitis B infection.26
Accordingly, other countries have reasonably concluded that deferral policies are no longer
necessary to mitigate the risk of HIV transmission through blood products.
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III.

Any HIV transmission risk associated with eliminating the deferral policy for MSM
is likely outweighed by the benefits of eliminating the policy

Evidence from other countries overwhelmingly supports the safety of blood donation without a
blanket deferral for MSM.27 However, even if shifting to an individual risk assessment were to
marginally increase the risk of HIV transmission from MSM-donated blood, it would also
eliminate other, potentially larger health risks associated with maintaining the deferral policy, as
well as the stigmatizing effect of the deferral policy for gay and bisexual men. In other words,
the benefits of an individual risk assessment relative to the status quo likely outweigh any
associated costs.
A. Shifting from a blanket deferral to individual risk assessment could reduce the risk of
HIV transmission from heterosexual donors
As discussed in section I, the deferral policy not only excludes donations from some low-risk
MSM but also allows donations from some high-risk heterosexual donors. An individual risk
assessment, by contrast, would assess known risk factors—such as number of recent sexual
partners, condom use, and drug use—for donors of all sexual orientations.28 Accordingly,
replacing categorical deferrals for MSM with individual risk assessments for all potential donors
could reduce the risk of HIV infection in donations from heterosexual donors.
B. Shifting from a blanket deferral to individual risk assessment would reduce the risk of
blood shortages
As also discussed in section I, a deferral period of any length reduces the overall blood supply by
excluding eligible donors based solely on their sexual orientation. This reduction will likely
contribute to blood shortages both during public health emergencies—such as the current
pandemic, which is expected to persist for up to two more years29—and during periods of
relative normalcy. For example, in the summer of 2014, the American Red Cross received
80,000 fewer donations than expected, resulting in “an urgent need for blood and platelets.”30
Eliminating the deferral period would thus generate benefits in the form of an avoided risk of
shortage-related health consequences.31
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C. Shifting from a blanket deferral to individual risk assessment would be less
stigmatizing of gay and bisexual men
In addition to an increased risk of blood shortages, the current deferral policy carries the less
tangible cost of stigmatization. The U.S. first banned blood donations from gay men in the
1980s, when the discovery of HIV and AIDS spurred widespread uncertainty and fear across the
country.32 At that time, scientists lacked sufficient knowledge about the virus to adequately test
and screen donors.33 Accordingly, FDA established regulations preventing certain groups of
high-risk individuals from donating blood.34 However, despite scientific advances, testing
improvements, and nationwide blood shortages, the antiquated ban on MSM persists.35
The persistence of the deferral policy arbitrarily prevents gay and bisexual men from donating
blood, regardless of their behavioral risk factors for HIV infection. By prioritizing stereotypes
over scientific evidence, the policy impugns the dignity of MSM.36 Though difficult to quantify,
this stigmatization is a real social cost that should be taken into account when weighing the
advantages and disadvantages of shifting to an individual risk assessment.37
Conclusion
The FDA deferral policy for MSM relies on outdated science regarding HIV transmission risk
from blood products and stigmatizes gay and bisexual men. Most importantly for purposes of
HHS’s forthcoming report to Congress, the deferral policy increases the likelihood of blood
shortages. Accordingly, HHS’s report should recommend elimination of the policy.
Respectfully,
Jack Lienke, Regulatory Policy Director
Brittany Shaar, Summer Law Clerk
Institute for Policy Integrity
jack.lienke@nyu.edu
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