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Dear Editor

Currently, per the World Health Organization (WHO), the
novel coronavirus disease 2019 (COVID-19) surpassed five million
confirmed cases and the numbers continue to alarmingly climb
world-wide [1]. COVID-19 is caused by a severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) inducing potentially life-
threatening circumstances in all age ranges, primarily in that of 30-
65 [2]. Especially in light of early studies showing COVID-19 patients
with co-morbidities likely to have more severe symptoms and increase
risk of death than that of those who did not have co-morbidities [3,4],
global municipalities, states and countries have enacted a various forms
of quarantine strategies to mitigate the adverse effects of COVID-19 on
people and our global society [5].

With ClinicalTrials.gov listing over a third of a million studies
active in all 50 American states and 210 countries [6], participants
in clinical trials are arguably at increased risks [7], such as financial
difficulties, emotional trauma and adverse health outcomes. As with any
clinical trial and especially during this pandemic, it is key to maintain
deep trust and open communications between the investigator and
participant. As a result, the investigator is responsible to continue in
preserving a setting that will promote a patient-centric approach to
the informed consent process [8], conducting complete disclosure and
reassessing voluntariness during COVID-19.

In this setting, in conjunction with collaborative investigators,
institutions, ethics review boards and Sponsors, investigators should
disclose beyond the traditional elements of the risks, benefits, and
alternatives to a clinical intervention [9], such as possible delays in
investigational treatments or suspension of clinical trial activities due
to COVID-19. This disclosure preserves transparency and underscores
how informed consent is not a binding contract that requires
participants to commit to a single treatment option. The voluntary
process is dynamic and ongoing, which aims to constantly inform the
patient about any changes from the start to the end of the clinical trial
[10]. Ultimately, it should always be the participant’s decision as to
whether they would like to continue partaking in the study, provided
that they have been presented all their options and undergone the
decision-making process.

Hence, despite many competing priorities during COVID-19,
I urge investigators to not forget about their participants who have
contributed to treatment and cure discovery and put their trust, health
and safety into investigators’ hands.
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