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PAST

Clinical trials provide the highest level of evidence to

guide advances in clinical practice. However, clinical trials

generally are expensive for institutions to run. Trials typ-

ically require in-person patient consent visits as well as

additional travel to the treating institution for research

biopsies, blood tests, and other research studies. These

requirements can also lead to disparities in patient enroll-

ment. Audits have generally required travel to institutions

for review of source documentation.

PRESENT

The COVID-19 pandemic affected all facets of health-

care. Delivery of cancer care was severely affected by the

suspension of preventative screening as well as delays in

diagnosis and treatment throughout the United States. As

advancements in cancer treatment are dependent upon

clinical trials, pre-existing barriers to the conduct of clin-

ical trials were further highlighted during the COVID-19

pandemic, including low participation rates, ongoing dis-

parities in accrual, and persistent uncertainties regarding

risks.1 Furthermore, clinical trial activations in the U.S.

were down 57% during the peak of the pandemic.2

Both the accrual and conduct of oncology clinical trials

were dramatically affected by the pandemic.3 Due to the

prioritization of physical distancing of both patients and

personnel, support staff were reassigned or furloughed,

leading to a precipitous drop in eligibility screening which

contributed to a decline in trial accrual. However, there

were several positive changes in clinical trial conduct,

including the introduction of telehealth consenting allow-

ing for patients to mail written forms to the primary study

site, increased use of local and community facilities for

laboratory tests and imaging studies, and implementation

of remote auditing.

As we transition from a period of strict social and

medical distancing, we now face a ‘‘new normal’’ of a

nearly or fully open clinical trial infrastructure. As many

research coordinators and staff have returned to the office,

we now have learned that much of the administrative work

can be done without direct patient interaction. This has led

to a decrease in unnecessary in-person visits, expansion of

telehealth, and other risk mitigation strategies to maintain

inclusion and standards for accrual.

In addition, many institutions have developed and

adopted a more powerful, and perhaps more secure, elec-

tronic consenting process that will allow for expanded

access to trials and expedited patient visits.

FUTURE

In the post-COVID era and hope to see a large increase

in clinical trial activations and accrual to make up for the

lower than anticipated enrollment during the past year. We

anticipate that some of the lessons learned regarding clin-

ical trial activity during the COVID-19 pandemic will lead
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to a change and even improvement in clinical trial conduct,

allowing for follow-up blood tests, assays, and even certain

treatments to be performed outside of the primary institu-

tion. Hybrid trial designs allowing for a combination of in-

person and virtual visits may also prove more feasible,

cost-effective, and efficient. If these changes are imple-

mented thoughtfully and intentionally, it may allow for

improved patient access to clinical trials and mitigate dis-

parities in clinical trial access.
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