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* None of the studies reviewed included this requirement in + Functional shortening of the
the protocol or CRF completion guidelines screening window

* Only 1 study included the requirement in the SIV slides - Wasted data entry effort for screen

* Sponsor type varied from Big Pharma to biotech and study failures
phase from Phase 1 to Phase 3 * Increased data entry effort

» Study team often not informed of enrollment data entry * Increased need for staff availability
requirement until 1st patient in screening during screening

- Guidance on required CRFs for enrollment and review gqnwtphcat!ct);s d}’i to EEC des1kng
turnaround often only provided upon request rction with existing site Workitows
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Background

Pre-enrollment or pre-randomization data
entry is a new and growing trend in Industry
sponsored trials

Rationale for this change is unclear

This expectation is under-communicated
and under-documented despite creating
barriers to patient enrollment

Figure 1: Summary of communication and details of pre-enrollment data entry requirements across four studies
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Solutions and Methods

e 4 interventional treatment trials
in 1 disease team

Studies
Reviewed

cancer center-wide inquiry

e Sponsor type and study phase

« How and when the expectation
was communicated

Assessment
Criteria

patient enrollment
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e 3 additional studies identified via

e Logistical impacts and effects on

Lessons Learned and Future Directions

> Lack of documentation and communication further complicates a situation already resulting in increased workload and logistical challenges

A more proactive approach will be needed during study start up to prompt sponsors to share information and to ensure the study effort

analysis is accurate

The rationale behind this requirement should be examined with industry partners, as reviewing data entry prior to source data verification is
an inefficient method of eligibility determination

> Sponsor engagement in post-award budget modification
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