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SESSION PROPOSAL 21
CHALLENGES AND BEST PRACTICES FOR RECRUITMENT AND RETENTION DURING THE COVID
PANDEMIC
Dee Blumberg, NIDA Clinical Coordinating Center, Emmes

Description of Session:
Recruitment and retention are key aspects of clinical research trials and critical factors in determining the success of
the study. Despite this, even under regular conditions, successfully enrolling the desired number of individuals to
achieve the targeted sample size and retaining those participants throughout the trial can be among the most
challenging aspects in implementation of randomized controlled trials. This difficulty has been amplified recently,
with the novel challenge of implementing studies during the COVID-19 pandemic presenting an even greater hurdle
to recruitment goals. The National Institute on Drug Abuse (NIDA) National Drug Abuse Treatment Clinical Trials
Network (CTN) had several studies facing the task of recruiting and retaining their participants during this difficult
time.
In this 60-minute panel presentation, a sponsor (NIDA) representative will briefly introduce the CTN and discuss the
difficulty of continuing to execute a large research portfolio throughout the pandemic. Representatives from the
Clinical Coordinating Center and Data and Statistics Center for these trials at Emmes will then introduce general best
practices and techniques for tracking of recruitment and retention particularly relevant for such extreme situations,
followed by two presentations from CTN investigators who will share the valuable experiences, innovative strategies,
and lessons learned by launching their trials during the pandemic. Each presentation will last approximately 10
minutes and they are listed below in more detail and in chronological order. The remaining 10 or so minutes will be
devoted to a question and answer session with audience members.
Carmen Rosa, MS (NIDA, NIH) Ms. Rosa is a Regulatory Affairs Specialist and Scientific Officer in the CCTN
which manages NIDA’s National Drug Abuse Treatment Clinical Trials Network (CTN). The CTN conducts studies
of behavioral and pharmacological substance use treatment interventions in multi-site clinical trials. Ms. Rosa will
introduce the panel discussion topic and discuss the key importance of recruitment and retention during the
COVID-19 pandemic in order to continue to successfully implement these CTN multi-site clinical trials.
Dikla Shmueli-Blumberg, PhD (Emmes) Dr. Blumberg is a social psychologist and the Co-PI of the Clinical
Coordinating Center for the CTN trials, where she oversees regulatory support, safety monitoring, quality assurance
and protocol monitoring, and clinical equipment support and logistics. She will introduce strategies and creative
solutions that have allowed CTN studies to continue to enroll and retain participants who may have not been able to
attend research sites in-person during the COVID-19 pandemic, such as transition to e-consent and remote collection
of biospecimen samples for urine drug testing. Michelle Lofwall, MD (University of Kentucky College of Medicine)
Dr. Lofwall is a Professor in the Departments of Behavioral Science and Psychiatry in the Center on Drug and
Alcohol Research at the University of Kentucky. Her research is focused on the treatment of substance use disorders
and she serves as the Co-Investigator. Dr. Lofwall will introduce the CTN-0080 study, a pragmatic multi-site,
randomized controlled trial (RCT) with the primary objective of evaluating the impact of treating OUD in pregnant
women with injectable subcutaneous (SC) extended release buprenorphine (BUP-XR), relative to daily sublingual
(BUP-SL), on mother-infant outcomes, and provide an account of the recruitment and retention experiences on the
MOMs study.
Sharon Levy, PhD (Harvard Medical School) Dr. Levy is an Associate Professor in Pediatrics at the Harvard Medical
School, and Director of the Adolescent Substance Use and Addiction Program at the Boston Children’s Hospital. Her
research includes outpatient management of substance use disorders in adolescents, including screening and brief
advice in primary care. Dr. Levy will introduce the CTN-0060A1 study (ASC-THEM), an interview-based survey
study which evaluates the psychometric properties of three substance use screening and brief assessment tools for
adolescents, and describe the trial and error and strategies her team used to increase recruitment during the pandemic.
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Kathryn Hefner, PhD (Emmes) Dr. Hefner is a clinical psychologist and the Scientific Project Leader for the Emmes
Data and Statistics Center, where she oversees development of the data system and the scientific content of the
assessments used in NIDA CTN trials. She will discuss data system considerations and adaptations in the context of
COVID-19 and their relation to study conduct during the pandemic, as well as the use of trial progress reports to track
recruitment and retention.
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