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Letter to the Editor

COVID-19 challenges in clinical trials

Sir,

Clinical research involves working with human subjects
to answer questions relevant to their well-being in an
ethical manner.! The current scenario from the past one
year has drastically changed the face of the clinical
trials2 The present COVID prevalence and
simultaneously conducting the research with all the
regulations and the precautions has been the difficult task
for the contract research organisations (CRO).3®

Delays in patient enrolment or missed study visits
resulting from the inability of patients to travel to onsite
visits or limitations on nonessential in-office visits or
testing and also delay in study initiation activities
resulting from the inability to perform site
selection/initiation  visits and/or clinical vendor
qualification visits, and subsequent downstream delays in
patient enrolment.%’ Protocol adherence issues arising
from an inability to comply with visit schedules, study
procedures, drug administration, and monitoring
procedures. Delays in clinical material distribution and
import/export delays due to limited manufacturing and
operations staff, limited or reprioritized hospitals staff,
and travel bans.® Some delays in local IRB reviews and
approvals due to limited or reprioritized site staff.
Cancellation or postponement (indefinitely, in some
cases) of major scientific and professional conferences
and meetings, and KOL, investigator, and scientific
advisory board meetings. The FDA recently issued a
guidance, conduct of clinical trials of medicinal products
during COVID-19 Pandemic emphasizing mitigation and
precautionary  strategies based on study-specific
circumstances.® It also provides recommendations on the
management of procedural modifications, protocol
amendments, and deviations (e.g., implementation, IRB
approvals, FDA consultation), as well as preparedness to
describe the tactics and impact in the corresponding
clinical study reports.>89
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