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Is there equipoise and according to who?

Many professionals, including those who have expertise in aerosol science and respiratory protection,
have expressed concern about the “ethical nature” of this study. Many will state that there is, in fact, no
equipoise.

A letter ¥ (April 2021) sent to the Canadian Government, Responsible Conduct of Research, Tri-council
Federal Office from occupational health and safety professionals from around the world, noted:

e Qur primary concern is that the methodology puts health care workers at risk of becoming
infected with SARS-CoV-2.

e Secondly, it supports health care workers wearing surgical masks which do not provide effective
personal protection against highly infectious aerosols. Such protection can be provided by
properly fit-tested filtering face-piece respirators, used in accordance with a respiratory
protection program.

e Thirdly, we have significant concerns about the questionable study design, which call the
findings and conclusions of the study into question. Such flawed findings and conclusions may
have global implications if they are used to justify inadequate safety protections for health care
workers.

Unfortunately, the published “comments section” is limited in the word count of 400 words. To
elaborate on this comment, reference is made to a follow up letter % sent to the Editor in Chief of
Annals of Internal Medicine with the support of 33 professionals, along with extensive information /
references, to support that there was no equipoise.

We believe that the study violated the principle of equipoise, which requires that a subject be enrolled
in a trial only if there is true uncertainty about which of the trial arms is likely to benefit the participants
123 Without equipoise, a study is unethical. In this case, there was, at the time of the study, sufficient
evidence, amplified since that time, to demonstrate that N95 respirators are superior to surgical masks
for protection from inhalable aerosol transmissible diseases.

Therefore, we challenge whether a randomized controlled trial (RCT) was necessary *° to prove whether
filtering face piece respirators provide more protection against inhalable infectious aerosols when
compared to a surgical mask. Sharing a conclusion that there is “no statistical difference”, will lead to
misinterpretation and will threaten the lives of health care workers around the world.
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