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What is the Methodological Question Being Addressed What are the important clinical trial
design, research site, and COVID19 mitigation processes that motivate patients with schizophrenia /
schizoaffective disorder to participate and not dropout in such respective indication studies?

Introduction Introduction: Clinical trials focusing on psychosis (i.e., schizophrenia and
schizoaffective disorders) are beset by poor retention, averaging 50% (Levine et al., 2015).
Ramifications of participant dropouts include expanded trial durations causing greater expense,
less statistical study power and less validity of the results, and potential early study termination
(Gul & Ali, 2010). Study design and research site staff perspectives have been examined to explain
low subject accrual; however, a thorough review of the literature yielded no research specifically
surveying patients with a psychotic disorder regarding their methodological and site process
preferences motivating them to enter into and remain in a clinical trial, especially when such
patients are familiar with studies from their previous participation. Exploring these factors is
essential toward enhancing research participants’ study retention (Page & Persch, 2013). In
addition, since study procedures are frequently being implemented as a result of COVID19, it is
crucial to explicitly survey patients on such contextual matters.

Methods Methods: Patients diagnosed with a psychotic disorder seeking to screen for a clinical
trial completed the Research Participant Preference Survey (RPPS), a 10-point Likert 45-item paper
questionnaire categorized by various study methodological, site operational, and assessment
procedures that motivate participating and remaining enrolled in a trial. Study procedural
preferences were also queried respective of the current COVID19 pandemic. The RPPS took
approximal 5 minutes to complete before patients screened for any clinical trial and was
administered at five different US research sites (three in the West coast and two in the East) from
May 2020 through November 2020. Survey data was analyzed using descriptive statistics, Pearson
correlations, analysis of variance and Friedman test with post hoc Wilcoxon Signed Rank tests.

Results Results: A total of 195 subjects completed the RPPS, most diagnosed with schizophrenia
(n=185; 95%) and having ample previous antipsychotic clinical trial participation (M=4) to provide
input on study processes and site operations. Preferences that strongly motivated enrolling and
continued study participation included free transportation (M=8.14), study compensation (M=8.54),
access to mental health care (M=8.17), and site staff explaining the study rather than just receiving
study information from the Consent Form (M=8.27). Wilcoxon pairwise comparisons indicated that
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study initiation and retention were motivated by shorter visits rather than longer (p<.001), more as
opposed to fewer outpatient study visits (p<.001), and on-site assessments versus remote visits
during COVID19 (p<.001). A Pearson analysis revealed stronger preferences for outpatient versus
inpatient studies for subjects with less trial experience (r=-.21, p=.005). Surprisingly, participants
had no significant differential preferences for self-report or clinician-administered assessments via
paper versus tablet. Demographically, an analysis of variance indicated that racial minorities over
their Caucasian counterparts significantly deemed site staff courtesy and respect as more valuable
to their enrolling and continual study participation (p=.008).

Conclusion Conclusions: Data from the current study indicate clear preferences that motivate
subjects to enroll and not drop from clinical trial participation. These findings are informative to trial
developers, such as knowing retention may be significantly hindered if a trial includes infrequent
study visits (e.g., once a month). Also, while sponsors and CROs may develop COVID19 remote
study procedural contingency plans, subjects preferred assessments be conducted on site rather
than at their homes. Potential explanation for our findings as well as study limitation will be
discussed in the poster.
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