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SESSION PROPOSAL 10
ADAPTIVE COVID-19 TREATMENT TRIAL (ACTT) DATA MANAGEMENT: ENSURING SUCCESS IN A
CONSTANTLY-EVOLVING, HIGH-DEMAND PANDEMIC ENVIRONMENT
Ashley Wegel, Vaccine and Infectious Disease Therapeutic Research Unit, The Emmes Company, LLC

Description of Session:
Remdesivir (GS-5734), was identified as a promising therapeutic candidate for Covid-19, at a time when no
therapeutic agents had shown to be efficacious for the treatment of coronavirus disease 2019 (Covid-19). A series of
rapid randomized, double-blind, placebo-controlled Adaptive COVID-19 Treatment Trials (ACTTs) were developed,
all written into one Protocol document, to evaluate the safety and efficacy of novel therapeutic agents in hospitalized
adults diagnosed with Covid-19. The first study (ACTT-1) was a multicenter trial conducted in 73 sites globally (N =
1,062), that demonstrated remdesivir shortened the time to recovery in adults who were hospitalized with Covid-19
and had evidence of lower respiratory tract infection. This presentation focuses on the unique challenges presented
by the high-profile Adaptive COVID-19 Treatment Trial (ACTT) and how the data management team ensures its
success in this pandemic environment.
Typically, a data management team may take several weeks or months to design and build a database upon receipt of
a new protocol but due to the high priority of the ACTT study, the database was initially built in two days. Having
such a short turnaround time meant the team had to focus on critical items such as randomization and forms that
collected data related to safety signals. Flexibility was also important since study sites were being identified and
activated on a rolling basis, and many were international which meant various formatting differences, specifically
with laboratory results. For both internal and external stakeholders to ensure proper communication and organization,
it was crucial to maintain a proper balance of collaboration yet still identifying clear leaders of functional groups to
avoid having “too many cooks in the kitchen.” Scheduling frequent meetings and utilizing collaboration software,
rather than relying on email communication, helped all parties to brainstorm and resolve issues efficiently.
The ACTT trial was divided into multiple stages (called ACTTs) where each new ACTT introduced a different
therapeutic combination. Each ACTT was designed to enroll over 1000 trial participants across 100+ sites and it was
not uncommon for the stages to overlap, creating many challenges with data management. Data queries were often
sent to sites weekly or even multiple times a week, and data managers would go above and beyond by working nights
and weekends to accommodate the high workload and shortened timeframe. Safety and endpoint data were the top
priority during data cleaning and the volume of queries was not just a challenge for the data management team but
also for the sites that had to juggle the trial in addition to clinically managing their COVID patients who had a brand
new disease. Meeting deadlines was essential but doing so at the expense of the cleanliness of the data was not an
acceptable option so new processes had to be implemented in order to avoid this from occurring.
It was also critical to be “audit-ready” at all times due to the high-profile nature of the study, so an internal team was
dedicated to ensuring that all documentation was present and complete throughout the course of the study. Mock
audits were held so that issues could be resolved an FDA audit.
In this presentation, four speakers will introduce the study in more detail and demonstrate how being more adaptable
and communicative enabled the data management team, in collaboration with the other study stakeholders, to
successfully manage the trial. Each presentation will last approximately 20 minutes and they are listed below in more
detail and in chronological order. The remaining 10 minutes will be devoted to a question and answer session with
audience members.
NIH Clinical Project Manager Ms. Nomicos is a Clinical Project Manager (CPM) at the National Institute of Allergy
and Infectious Disease (NIAID) who, along with several other CPMs, was responsible for general oversight of study
conduct and contractors on the ACTT trial. Ms. Nomicos will introduce the ACCT trial and provide some
background information, as well as briefly explain the study objectives, design and procedures.
Ashley Bowersox, MPH (Emmes) Ms. Bowersox is a Senior Data Manager in the Vaccine and Infectious Diseases
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Ashley Bowersox, MPH (Emmes) Ms. Bowersox is a Senior Data Manager in the Vaccine and Infectious Diseases
(VID) group, supporting the Clinical and Epidemiological Studies in Infectious Diseases. She served as the Forms
Design Lead and DM Project Manager on the ACTT trial. Ms. Bowersox will discuss database design considerations
and in particular the need to build the database with flexibility to accommodate rolling identification and activation of
study sites as well as attention to the unique needs of the international sites participating in the study.
Ashley Wegel, CCRA, MEd (Emmes) Ms. Wegel is an Associate Project Leader in the Vaccine and Infectious
Diseases (VID) group, supporting the Clinical and Epidemiological Studies in Infectious Diseases. She served as the
Forms Design Lead and DM Project Manager on the ACTT trial. Ms. Wegel will present site management and data
management strategies for meeting incredibly demanding database freeze and lock timelines required by sponsor to
support safety reviews and publications and continuously improve upon forms design and interface for each new
stage. Kelly Clark (Duke Human Vaccine Institute) Ms. Clark is a Clinical Research Coordinator in the Duke
Vaccine Trials Unit at the Duke Human Vaccine Institute, one of the enrolling sites on ACTT. Ms. Clark will discuss
the challenges of working on a rapid study with tight timelines, requiring quick responses to a large volume of
research data queries, while clinically managing their COVID patients who had an unfamiliar and daunting new
disease.
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