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used to generate 20 items, including 5 demo-
graphic questions.

Other 5% were Sub-Investigators

® Aninvitation to participate fromthe ISCTM Sec-
retariat and a link to the online survey were dis-
tributed via emall to a list of 6,058 Investigators,
raters, and site staff with valid email addresses
obtained from a vendor database.

CONCLUSIONS

® sSurveyMonkey was used to collect responses. ® This study, the first to look at this topic, finds that the inclusion of prospective SIB assessment is generally viewed positivel
Sites had a three week deadline to respond. Y PIC, Prosp 9 y P Y-

® Approximately a quarter of respondents report important implementation challenges.

® |Instructions encouraged respondents to speak - | | | | D L . . . . . .
with others at their site about their experiences ® Study limitations include internet-based survey methodology (e.g., self-report with no independent verification), participating sites were drawn from a pool of sites with CNS trial experience (potential

selection bias as sites may have more experience with SIB assessments), responses may not fully capture the sites’ total experiences, and no comparison to what SIB assessment practices were rou-
tinely used prior to the guidance.

implementing SIB assessments and to provide
one response from the site that reflected the

broader experience. ® These findings may help guide stakeholders’ use of SIB assessment in clinical trials.

® Responses were summarized descriptively. ® Additional analysis is warranted, e.g., how results may differ geographically or among sites with different demographics or training.
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