18 August 2022
Dear Dr Vasan and Dr Bassett:

We are a group of queer health advocates and experts, and we write to you with serious
concerns about the federal Monkeypox virus (MPV) vaccine dose-sparing strategy. As you
know, the Jynneos monkeypox vaccine is FDA-approved for subcutaneous injection with one
vial of vaccine product [“For subcutaneous injection only. Administer two doses (0.5 mL each) 4
weeks apart.”]’

Recently, to increase vaccine supply, the federal government, without community input, released
an EUA to approve the vaccine for intradermal (ID) injection using 1/5 of the dose needed for
subcutaneous injection.

This decision is based on scant research, including one published paper from 2015 using
immunobridging? and another from the 1970s that has yet to be translated from German?®.
The 2015 study excluded people living with HIV.

Cities, including New York and Philadelphia, are already receiving dose allocations of Jynneos
based estimates of 100% intradermal use. Intradermal injection requires training to be done
properly. While most cities have not yet released vaccine equity data, North Carolina recently
reported that, while 70% of the MPV cases in their state were in =Black people, 67% of
those who received vaccine were white people.* Moving to a dose-sparing intradermal
strategy will disproportionately affect those Black and Brown people who have yet to be
vaccinated. This morning, the White House told reporters that cities that don’t switch
immediately to ID dosing will not receive additional shipments of vaccine. This decision was
made without community consent and puts our communities at risk. It forces city and
state health care officials to move to ID dosing whether or not they believe it to be in the
best interests of the health of their citizens.

To promote vaccine equity while also ensuring an increased total number of doses, we propose
a mixed-dosing strategy wherein all vaccine recipients receive one full dose of Jynneos
subcutaneously. All second doses will then be given intradermally. While this doesn’t increase
supply five-fold, as the all ID strategy might, the US would be able to vaccinate hundreds of
thousands of additional people with two doses using only the current supply, depending
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on the strategy. We also insist on filling and finishing the 15 million doses currently in bulk
storage to increase supply by Fall of 2022 instead of Winter of 2023.

This strategy has benefits beyond ensuring equity and transparency for those receiving vaccine
early, who are predominantly white and likely economically advantaged:

e If New York City were to use uniform mixed-dosing, rapid immunological studies could
be performed by New York City and/or New York State to determine the response to this
dosing regime.

e Immediately moving to all-ID dosing will lead to mixed dosing; some may receive two
doses subcutaneously, others may receive two doses intradermally, and everyone who
has been vaccinated already will receive mixed dosing. It is unclear whether these
dosing regimes will be studied thoroughly. Individuals may be unclear on how their
dosing regime will protect them, which may influence their behavior.

e Intradermal dosing requires training, which will take time. This strategy will allow first
vaccine doses to continue using the subcutaneous route.

e If first doses are given intradermally and the vaccine is misplaced, an individual may
think they’re protected without receiving any immunity at all. This strategy ensures
everyone receives one dose via the easiest route of administration.

e Intradermal dosing has a higher risk profile than subcutaneous dosing, including
common scars and contraindications for those with a history of keloid scarring, which is
more common in Black and Brown people with darker skin. The CEO of Bavarian
Nordic, a co-author of the 2015 study used to promote intradermal dosing, has
told reporters from The Washington Post that he opposes this strategy due to its
safety risks.>®

e Scarring or a mark at the vaccination site may cause individuals to resist vaccination
altogether as a visible mark of a stigmatized community.

e Intradermal dosing can be painful and may cause individuals not to return for a second
dose.

e Community-based health organizations report that they do not have the infrastructure
necessary to perform ID vaccination, limiting the community outreach program at the
center of vaccine equity in New York City.

e At a minimum we demand that the federal government stop sending doses only
counted as intradermal and allow for flexible ordering of doses to be given as either
intradermal or subcutaneous, as approved or authorized by the FDA.

While we understand the emergency situation we find ourselves in, we remain frustrated by the
restricted and incompletely validated options the federal response has given cities and states
and our communities. We must work together to insist that the federal government provide the
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flexibility we need to increase vaccine equity. We request a meeting with city and state partners
to discuss this, and other, vaccine strategies prior to their roll-out.

Signed:

Grant Roth, MPH, Co-Investigator, RESPND-MI

Pedro Botti Carneiro, MPH, Co-Investigator, RESPND-MI

Martez D. R. Smith, LMSW, Co-Investigator, RESPND-MI
Jennifer Barnes-Balenciaga, Co-Investigator, RESPND-MI

Mark Harrington, Treatment Action Group (TAG)

Keletso Makofane, MPH, PhD, Principle Investigator, RESPND-MI

Zhiting (Jack) Feng, MHS, Research Data Manager, Johns Hopkins Bloomberg School of Public
Health

Jacob Massa, Medical Student, Renaissance School of Medicine at Stony Brook
Joseph Osmundson, PhD, New York University, RESPND-MI

Alexander Borsa, MA, PhD Student, Columbia University

Jorge Soler, PhD, MPH, Project ACHIEVE, New York Blood Center

Emily Goldberg-Hall, Ed.D, Director of Health Engagement, on behalf of African Services
Committee

Nicholas Diamond, MPH, Co-Investigator, RESPND-MI

Cheriko Boone, MSW, MPH, MA - Treatment Action Group (TAG)
Kenneth Cruz, Community Health Worker, African Services Committee
David Barr

Jason Rosenberg, ACT UP NY

Madhury Ray MD, MPH

Macklin Guzman, DHSc, MPH



Austin Nguonly, MSc, Columbia University Medical Center
[ - list in formation — ]

cc: Robert Fenton, Dr Demetre Daskalakis, Alondra Nelson , Xavier Becerra,
Dr Rochelle Walensky



