APPLIED

CLINICAL TRIALS

Data Explained in a Nutshell



Background and Summary of Findings

* Objective: Evaluate Other Factors Impacting eClinical Software Issues
at Sites

 Normative Database, Unique Respondents from 403 Trials, 25
Countries, and 28 Medical Specialties

* Findings:
* Coordinators had more eClinical Software Issues than Investigators
* More Training Issues associated with More Software Issues

* More Issues with CRAs associated with More Software Issues

* More Issues with Software associated with Less Likelihood of Working with
Sponsor in Future Trials



Figure 1: Software Issue Levels: Investigators & Coordinators (P<0.05)
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Software Issue Level

This figure demonstrates software issues between investigators and coordinators in two histograms. Software issues are delineated on the x-axis with 1 as no issues,
and 10 as significant issues, and the Y-axis as the number of respondents. Investigators tended to have lower issues with software (average = 4.15) compared to
coordinators (average = 4.38), as delineated by histogram distribution.



Figure 2: Impact of Setup/Training on Software Issues (N= 403, P<0.001)
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Heat Key: Concentration of Respondents
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Issues with Setup/Training

This figure demonstrates a heat map of software issue levels with setup/training issues at study sites. The higher concentration of respondents are
demonstrated in darker squares, and lower concentrations in lighter squares. This illustration shows clustering in the upper left hand side of the chart, with
trends of ‘heat’ moving to the bottom right. This chart suggests that more issues with setup/training is also associated with more software issues.



Figure 3: Impact of CRA relationship on Software Issues (N= 403, P<0.01)
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Heat Key: Concentration of Respondents
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Issues with CRA/Monitor

This heat map shows the impact of issues with CRA/monitors on software issues. The clusters in this heat map suggest that lower software issues are
associated with lower issues with CRA’s/monitors. However, the heatmap delineates that most of the heat ‘dies off’ in the middle of the chart on the Y Axis,
which may indicate that the impact of CRA issues at higher levels may not have a significant impact on software issues.



Figure 4: Impact of Software Issues on Likelihood of Working with Sponsor Again (N= 403, P<0.05)
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Heat Key: Concentration of Respondents
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The impact of software issues on study site willingness in participating in future sponsored studies. This analysis shows clustering in the upper right-
hand corner, with trends to the lower left, indicating that study sites with less software issues are more likely to work with sponsors in future studies.



Figure 5: Impact of Software Issues on Issues with CRAs and Site Willingness to Work with Sponsors
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This multidimensional bubble chart with heat map shows the dimensions of sites willing to work with sponsors in future studies (Y-Axis), CRA issues (X-
Axis), and Software Issues (heatmap). Bubbles colors show average clusters of data. This chart demonstrates that as we move to the right, the bubbles
darken, suggesting issues with software tends to increase as issues with CRAs increase. Moreover, as we move to the right, the concentration of bubbles
move downwards indicating that more issues with CRAs may lead to sites not willing to work with sponsors in future trials. However, when we evaluate the
impact of software issues on willingness to work with sponsors, most of the bubbles tend to cluster in the middle of the Y axis, as outlined in the red circles.
This may suggest that software issues impacts sites’ willingness to work on future trials, but, not very heavily.



