Original research

Accessing unproven interventions in the COVID-19
pandemic: discussion on the ethics of ‘compassionate
therapies’ in times of catastrophic pandemics
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Repurposed, unregistered, experimental,
unproven, untested(in humans/animals),
of a trial/investigational drug
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WMA DECLARATION OF HELSINKI - ETHICAL PRINCIPLES
FOR MEDICAL ReSEARCH INVOLVING HUMAN SUBJECTS
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Adopted by the 18th WMA General Assembly, Helsinki, Finland, June 1964 9th July 2018 - ( 2 01 8)
and amended by the:

29th WMA General Assembly, Tokyo, Japan, Octaber 1975

35th WA General Assembly, Venice, Italy, October 1983

415t WMA General Assembly, Hong Kong, September 1989 Declaration
48th WMA General Assembly, Somerset West, Republic of South Africa, October 1996

Policy Types

52nd WMA General Assembly, Edinburgh, Scotland, October 2000 Archivd Versions
53rd WMA General Assembly, Washington DC, USA, October 2002 (Note of Clarification added) Dot 964
55th WA General Assembly, Tokyo, Japan, October 2004 (Note of Clarification added) » DoH-Oct1975
59th WMA General Assembly, Seoul, Republic of Korea, October 2008 » DoH-0ct1983
64th WMA General Assembly, Fortaleza, Brazil, October 2013 » DoH-5ept1989

» DoR-Oct19%




WMA Declaration of Helsinki — 2018
Ethical Principles for Medical Research Involving Human Subjects

UNPROVEN INTERVENTIONS IN
CLINICAL PRACTICE- ARTICLE 37
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UNPROVEN INTERVENTIONS IN
CLINICAL PRACTICE- ARTICLE 37
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WMA Declaration of Helsinki — 2018

m' [ 'iles for Medical Research Involving Human Subjects



UNPROVEN INTERVENTION (DOH 2018, CLAUSE 37)

Individual
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15 May 2020

More than 1,700 COVID-19 Clinical Trials Registered Worldwide
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® The majority of current clinical studies are focused on anti-malarial drugs, including hydroxychloroquine, which
represent 20% of all studies.

® The United States leads the way with more than 300 trials under way.
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3 The Ebola clinical trials: a precedent for research
= ethics in disasters
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MEURI: Monitored Emergency
Use of Unregistered and

Experimental Interventions
—
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Development of the MEURI protocol: The intervention must be proposed as a protocol that, at
the minimum, must include the following:

a) background,

b) scientific justification on the basis of the recommendations of a scientific committee,

c) objectives,

d) population to be offered the intervention,

e) risks and potential benefits,

f) scientific data to be collected that may provide information on the intervention’s safety
and efficacy,

g) plan to offer the intervention to patients,

h) informed consent documents and details about the process,

i) data sharing plan,

i) measures to protect confidentiality.

V/

The protocol must also indicate the planned timeframe for offering the intervention under
MEURI and presenting it to be evaluated as part of a research protocol (ideally a randomized

clinical trial).

Remdesivir, Hydrochloroquin, convulascent plasma,
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Emergency Use of Unproven Interventions Outside of F
Ethics Guidance for the COVID-19 Pandemic
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