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Evaluation of the PfSPZ vaccine has been conducted in Equatorial
Guinea (EG) since 2015. A Phase I and a Phase II trial has been
completed. Currently preparations are ongoing to conduct a Phase
II and Phase III trial in EG. As part of the preparatory activities an
assessment will be done on the proportion and profile of potential trial
subjects excluded from enrolment based on inclusion and exclusion
criteria set for the two trials. The potential participants of the two trials
will be invited for screening and detailed information about health
history and social background will be collected. Physical examination
will be done and blood samples collected for laboratory analysis.
Based on the protocol guidelines and eligibility criteria eligible will be
invited for enrollment. Participants excluded prior to any vaccination
are considered as “screening failures” and the reasons for their
exclusion are various. Data from the screening failures will be analyzed
in comparison to those enrolled and the total number of screened
participants to gain insight on the contributing factors for nonparticipation for individuals who consider themselves healthy in the
community. The proportions of screening failures will be calculated
and categorized with respect to age group and reason(s) for
exclusion. These will be extrapolated to get an estimate of how many
people on the Island of Bioko would potentially not be eligible for
future biomedical research like a vaccine study. The implication of the
screening failures on the logistics of the conduct of the trials and
potential options for optimizing recruitment for the trials or any
additional supportive measures will be discussed.
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