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Relevant Guidances

• Electronic source data in clinical investigations

• Use of Electronic health records in clinical 
investigations (Draft)

• Use of Electronic informed consent in clinical 
investigations
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Public-Private Partnership

Co-founded by Duke University & FDA 

Involves all stakeholders

80+ members

MISSION: To develop and drive adoption of 
practices that will increase the quality and 
efficiency of clinical trials
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• PURPOSE:

Develop evidence-based recommendations that affect the widespread adoption and use 
of mobile technology in clinical trials for regulatory submission 

• ANTICIPATED IMPACT: 

Increased number of clinical trials leveraging mobile technology

Mobile Clinical Trials (MCT) Program

4 PROJECTS

Legal & 

Regulatory Issues

Novel 

Endpoints

Mobile 

Devices

Stakeholder

Perceptions

*Scope: FDA-regulated clinical trials after the time of initial research volunteer 
consent  
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Potential opportunities using mobile 
technologies 

• Allow us to collect data from patients in their 
homes- particularly helpful for patient with 
impaired mobility

• Access to data from patients with rare diseases 
when they are widely dispersed geographically

• Continuous data rather that snapshots 
reflecting the real world behavior of these 
diseases
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Important considerations when using 
mobile technologies

• Ability to make reliable measurements

• Selection of commercial devices

• Capturing novel characteristics
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Validating performance of the device
• Comparison with the measurement made by a reference 

modality; 
– Joules of work done, with an ergonometer
– meters walked with a tapemeasure, 
– Number of steps taken, by an observer

• Sensitivity and specificity can then be determined and the 
best device (or measurement algorithm) can be selected

• For some clinical characteristics, and for some continuous 
measurements, a reference measurement may not exist 
Consider using patient reported outcomes, performance 
scores, clinical events like falls or hospitalization, to validate 
the measurement made by the device. 



11

Endpoints

• Study endpoints consist of 

– 1) one or more measurements 

– 2) a metric used to represent the response of the 
patient to and intervention 

– 3) an appropriate time window during which the 
observation is made. 
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Endpoints using active or passive 
measurements

• Biosensors make passive measurements of 
patient function

• They can also be used to measure challenge 
tasks that patients are instructed to perform-

– coordination, balance, stamina 

• We will need to rely on clinical consensus to 
determine what is valid.
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Other performance characteristics

• We have heard about the importance of 
choosing devices suitable for the study 
population e.g. elderly, poor vision

• With suitable performance characteristics such 
as battery life, memory capacity

• That are not onerous to use or wear

• That present no risks to the patient
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END


