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Pharmaxi has been developing EDC “OnlineCRF”



OnlineCRF



Сегодня поговорим о

✓Основные типы электронных систем, которые 

заслужили признание в клинических 

исследованиях

✓Что такое RWE и как RWE дополняет СT

✓Risk Based Monitoring

✓Будущее: AI, Blockchain, Wearable devices



Source: C-Suite Survey Underscores Digital Technology’s Growing Role in Clinical Trials

C-Suite Survey Underscores
Digital Technology’s Growing Role in Clinical Trials

Findings from the most recent Biopharma Confidence Index show that the 
pandemic has substantially influenced biopharma executives’ 
expectations in key areas like artificial intelligence/machine learning and 
real-world evidence. 

The BCI is designed to measure the confidence of the industry’s C-Suite and executive leadership. 
Respondents represent biopharma companies with facilities in the United States, Europe, and the Asia-
Pacific region. The survey includes 259 questions about six key business indicators: capital markets, deal 
landscape, clinical development, regulatory affairs, commercialization, and business model and 
workforce.
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Source: Digitizing clinical trials



Source: Clinical Trial Software: Understanding EDC, CTMS, ePRO, RTSM, and Addressing Industry Challenges

Simplified visualization of main clinical trial systems and their functions



CTMS integrations



Software-Enabled Clinical Trials



Source: Medpace

Integration problem



Source: How real-world evidence transforms the entire healthcare ecosystem

From RWD to RWE



The contrast between randomized clinical trial (RCT) and RWD



Source: How real-world evidence transforms the entire healthcare ecosystem



Risk-Based Monitoring

RBM is developing, but there are no 
generally accepted standards



Source: Central RBM Supports Reduced Cost, Higher Data Quality

Risk-Based Monitoring Example 



Source: Weighing the Benefits of RBM Implementation

Risk-Based Monitoring Example 



Source: Deloitte: Reimagining digital clinical trials

Blockchain, Artificial Intelligence (AI), Mobile/Connected Devices

Promising technologies
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Blockchain, Artificial Intelligence (AI), Mobile/Connected Devices
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Blockchain, Artificial Intelligence (AI), Mobile/Connected Devices



Source: Deloitte Center for Health Solutions analysis

Market activity around digital innovation in clinical development 



Source: Intelligent clinical trials 

Applications of AI-enabled technology in clinical trials



Source: Intelligent clinical trials 

Patient’s journey through 
an AI-enabled clinical trial
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Приходьте на каву!
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