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CASE STUDY
BIOTECH LAUNCHING A PHASE 3 PIVOTAL TRIAL IN A 
PANDEMIC WITH THE MEDIDATA RAVE CLINICAL CLOUD

Virtual Patient Visits
Patients were given the option to meet with clinicians via a telehealth 
application, eliminating skipped visits due to safety concerns or restricted site 
hours. Before the visit, patients took photos of the foot ulcer using a mobile 
device that also measures wound area and depth. “Images are automatically 
uploaded to Rave Imaging and then saved straight into Rave EDC, giving us 
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sites to comply with FDA 21 CFR Part 11.

Remote Site Visits and Targeted 
Monitoring
The original Phase 3 trial plan called for monitoring visits every 4-6 weeks and 
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critical issues that could affect participant safety and the credibility of results. 

With one URL and one login, monitors working from home could access all 
Medidata applications, conveniently uploading and downloading documents via 
a web browser. “We’ve found that remote monitoring with Rave TSDV makes us 
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