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SESSION PROPOSAL 20
IT CAN BE DONE! EQUITABLE, ACCESSIBLE, AND EFFICIENT CLINICAL TRIALS THROUGH
STREAMLINED PROTOCOL DESIGNS AND REQUIREMENTS
Laura A Levit, Center for Research and Analytics, American Society of Clinical Oncology

Description of Session:
The COVID-19 pandemic disrupted all aspects of clinical care, including cancer clinical trials. The changes to
clinical trial procedures made during the pandemic provide a long-term opportunity to improve and transform the
clinical trial system. Improvements included expanded use of more pragmatic or streamlined clinical trial designs,
fewer clinical trial–related patient visits, and minimized sponsor and contract research organization (CRO) visits to
trial programs. Changes like these are key to enhancing the efficiency of clinical trials and improving patient access
to high-quality cancer care and opportunities to participate in research. Future policies and practices should be
informed by emerging data and lessons learned from the experiences of patients, physicians, care teams, health
systems, researchers, research sponsors, and CROs in the wake of the pandemic.
Dr. Nate Pennell, a physician investigator, will open the session with a presentation titled “Overview of ASCO’s
Road to Recovery Research Recommendations,” which will highlight the key recommendations from the American
Society of Clinical Oncology (ASCO) to create a more equitable, accessible, and efficient clinical trials system that
preserves patient safety and scientific integrity. The recommendations include strategies to ensure that trials are: more
accessible, affordable, and equitable for patients; simplified, streamlined, and standardized to improve efficiencies
and reduce research site burdens; integrated into clinical practice by a well-trained workforce; designed to be more
pragmatic and informative; and conducted with appropriate oversight of clinical trial conduct and results. Widespread
adoption and buy-in are key to ensuring that improvements to clinical trials are maintained as the immediacy of the
COVID-pandemic recedes. (15 minute presentation)
The session will feature different key stakeholder perspectives regarding the impact of the pandemic on clinical trials
and the sustainability of ASCO’s recommended changes to improve clinical trials.
Dr. Jane Perlmutter, a patient advocate, will provide the patient perspective, sharing patient experiences and
emerging needs related to clinical trials in the wake of the pandemic. Her presentation is tentatively titled “Patient
experiences and the need for more patient-centric and accessible clinical trials.” (10 minute presentation)
Connie Szczepanek and Lora Black, a research nurse and research administrator, will provide the research team
perspective, sharing experiences and emerging needs related to clinical trials in the wake of the pandemic. Their
presentation is tentatively titled “Clinical trial operations, management, and trial accessibility in a post-COVID-19
world.” (15 minute presentation)
Dr. Paul Kluetz, Deputy Director of the FDA Oncology Center of Excellence, will provide the regulatory perspective,
sharing experiences, observations, and emerging changes, in his presentation tentatively titled: ”The role of FDA in
making clinical trials more efficient, accessible, and affordable.” (10 minute presentation)
Dr. Mary Beattie, from Genetech, will provide the biopharmaceutical trial sponsor perspective, sharing experiences,
challenges, and emerging changes, in a presentation tentatively titled: ”The role of biopharmaceutical companies in
making clinical trials more efficient, accessible, and affordable.” (10 minute presentation)
Peter Fredette, from IQVIA, will provide the contract research organization perspective, sharing experiences,
challenges, and emerging changes, in a presentation tentatively titled: “The role of CROs in making clinical trials
more efficient, accessible, and affordable.” (10 minute presentation)
The session will conclude with a panel discussion for a minimum of 20 minutes.
This session will be particularly timely in 2021 given the expected state of the pandemic. Although it is likely that
people will still be contracting the virus, many others will have been vaccinated. Thus, we will be on the road to
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recovery and at a critical point in ensuring that the positive changes to clinical trials are retained.
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