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Clinical Trial Conduct During . 2
the COVID-19 Pandemic What IS CTAP‘
FDA has created a special emergency program for possible coronavirus therapies, the

Drug Shortages Response

COVID-19 Coronavirus Treatment Acceleration Program (CTAP). The program uses every available

method to move new treatments to patients as quickly as possible, while at the same time

Johns Hopkins Bloomberg School of Public Health




We are moving fast, and
we should.

But does that mean we
compromise quality?




Open access Original research

BM) Open Characteristics of registered clinical
trials assessing treatments for
COVID-19: a cross-sectional analysis

Hemalkumar B Mehta @ ,'? Stephan Ehrhardt,’ Thomas J Moore @ °
Jodi B Segal,’** G Caleb Alexander'*



Randomized Clinical Trials for
COVID-19 Treatments

« The impact of the pandemic has unleashed a wave of biomedical
research to identify safe and effective treatments for COVID-19

« While new molecular entities are under investigation, many
therapies previously approved by regulators for the treatment of
other diseases are also being evaluated for repurposing for viral
suppression or for lessening the inflammatory consequences of
infection

« We aimed to characterize registered clinical trials assessing drugs
or plasma treatments for COVID-19.
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Methods

e WHO’s clinical trials registry network

Data Source o .
e ClinicalTrials.gov

e COVID-19 trials registered until March 26,
2020

Registry
searches

e |nterventional clinical trials on drugs and

Trial selection
JENNE

e Trial number, registry, phase, enrollment,

Dgta allocation status, intervention model,
extraction :
primary outcome, sponsor
Stat'St'C?I e Descriptive statistics
analysis
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3826 Studies found for: COVID-19
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Date of Trial Registration
Figure 1 Cumulative number of registered clinical trials
of products for SARS-CoV-2 infection. Sources: WHO and
ClinicalTrials.gov (as of 26 March 2020). SARS-CoV-2, severe
acute respiratory syndrome coronavirus 2.
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Clinical trials on
SARS—CoV-2
N = 201

Non-randomised

RANDOMISATION trials
N = 49 (24.4%)

TRIAL ARMS Single-arm Multi-arm
N = 29 (59.2%) N = 20 (40.8%)
Open label Ngﬁ%n(;zb:ol/ )
BLINDING N =29 (100.0%) EagLs
At least

single blind ¢
N =2(10.0%)

Figure\ 2 Study designs of registered clinical trials of
products for SARS-CoV-2 infection (n=201 trials). ®Includes
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Table 1 Characteristics of registered clinical trials for
SARS-CoV-2 infection (n=201 trials)

Clinical trial characteristics Total trials (n=201)

Trial intervention, n (%)

Drug 188 (93.5)
Plasma 13 (6.5)
Trial registry source, n (%)
China 100 (49.8)
USA 76 (37.8)
Europe Union 9 (4.5)
Iran 10 (5.0)
Japan 4 (2.0)
ISRCTN 2 (1.0
Status, n (%)
Recruiting 120 (59.7)
Not yet recruiting 75 (37.3)
Withdrawn 6 (3.0)

Anticipated enrolment, n (%)

Median (IQR) 100 (50-240)

<50 54 (26.9)

51-100 53 (26.4)

>100 94 (46.8)
Outcome,* n (%)

Surrogate/biomarker 85 (42.3)

Clinical scale 33 (16.4)

Clinical outcome 134 (66.7)




Research Letter
July 27, 2020

Characteristics and Strength of Evidence of
COVID-19 Studies Registered on ClinicalTrials.gov

Krishna Pundi, MD'; Alexander C. Perino, MD'; Robert A. Harrington, MD'; Harlan M. Krumholz, MD, SMZ; Mintu
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COVID-19 Clinical trials: Quality matters more than quantity
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COVID-19 coronavirus research has overall low
methodological quality thus far: case in point for
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COVID-19 clinical trials: learning from exceptionsin
the research chaos

Kari A. O. Tikkinen, Reza Malekzadeh, Martin Schlegel, Jarno Rutanen & Paul Glasziou &3

Nature Medicine (2020) | Cite this article
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To the Editor — Jeremy Farrar, Director of Wellcome and Chair of the World Health
Organization R&D Blueprint Scientific Advisory Group, has said “It’s critical that the global
research effortis rapid, robust and is conducted at scale and co-ordinated across multiple
countries.”

* Of the >2,000 planned drug studies examining COVID-19 treatments (https://www.covid-

{trials.org), most have delivered little or no directly useful information’. Exceptions include
two large, adaptive, pragmatic trials, RECOVERY and SOLIDARITY, which combined have
randomized >20,000 patients to assess the effects of several treatments on mortality?, and

the US National Institutes of Health ACTT trial, which randomized 1,059 patients to assess
the effect of remdesivir on time to disease resolution.
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Doctors are desperate for treatments for coronavirus patients. Three experts discuss how to identify what can
help. TiM DIRVEN/PANOS PICTURES/REDUX

‘We've got to be able to move more quickly. The
pandemic reality of COVID-19 clinical trials

https://www.sciencemag.org/news/2020/06/we-ve-got-be-able-move-more-quickly-pandemic-reality-covid-19-clinical-trials
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Underpromise, overdeliver
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“The scientific method is a very deliberate process
that has been honed over time: Basic research,
which describes the problem, is followed by applied
research that builds on that understanding. Now,
scientists are trying to do both at the same time.
This is not just fixing a plane while it’s flying—it’s
fixing a plane that’s flying while its blueprints are
still being drawn”
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