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How COVID-19 impacts
the conduct of clinical trials
The pandemic of COVID-19 has a dramatic impact on the
conduct of ongoing clinical trials and the initiation of new
clinical trials. At the same time, there is a high demand
for new clinical trials for the treatment of COVID-19 and
epidemiologic studies. How will the pandemic impact the
performance of clinical trials in the long term?
The decisions taken by European governments to prevent the
spread of the SARS-CoV-2 virus include rules and guidelines
for hospitals to reorient care towards the hospitalization of
COVID-19 patients. This has thrown the timeline for clinical
trial research. Ongoing early-phase studies have been halted
and only necessary follow-up visits are continued due to
COVID-19 measurements. These factors have also influenced
the continuity of later-phase trials, but also the geographical
differences in the spread of the virus and local guidelines
have their impact. In many cases, only clinical trials for cancer
treatments are continued as treatment cannot be withheld.
Concurrent with the containment measures undertaken
by European governments, the competent clinical trial
authorities (the European Medicine Agency (EMA), the Food
and Drug Administration (FDA) and the national agencies)
have quickly reacted with guidelines. The EMA provides a set
of measures including concrete information on deviations
from the protocol which may be needed to be able to conduct
clinical trials in these exceptional circumstances. These
measures should generally be agreed with investigators and
for substantial amendments with IRB’s.
What can we expect?
Besides, the EMA and the national authorities have issued
specific advice on the initiation of new clinical trials for the
treatment of COVID-19, relating in particular to the need for
large multinational trial protocols. A steep increase in the
number of clinical trials relating to COVID-19 has started, in
the fields of vaccines, repurposing of old drugs, monoclonal
antibodies immune and cell therapy.

The COVID-19 pandemic will probably accelerate the research
in some domains. Focusing on the pathophysiology of the
SARS-CoV-2 virus, some very ill patients develop acute
respiratory distress syndrome (ARDS) related due to a
cytokine storm. The COVID-19 pandemic could accelerate
the research on ARDS treatment, which is an unmet medical
need with a high mortality rate. This could also be the case for
the cardiovascular field as more reports on cardiac injury and
vascular thrombotic damage are appearing.
Another domain that will be boosted is the virtual clinical trial
launch. A lot of technological tools have been developed and
tested in the field yet, but widespread use stayed off. We can
expect for the upcoming years a rapid growth. However, the
direct contact between investigators, staff and research
subjects will remain an important factor for trust, participant
retention, and therapy compliance.

Conclusion
Whenever clinical trial activity will be picking up again,
the organization will be likely more risk-based, with
increased prioritization of studies, and a more regionally
driven approach, taken into account the local situation
at each site.
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