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“Real-World Data (RWD) are data 

relating to patient health status 

and/or the delivery of health care 

routinely collected from a variety 

of sources.” 

“…sources other than traditional 

clinical trials”

Device generated data

Hospital Databases

Electronic Health Records

Claims

Registries

Registries linked to claims/EHR

Patient surveys, Surgeon surveys, PROs, Patient 

Preferences, wearables, sensors, social media

Complaints: MAUDE, Eudramed,  and Company Databases

Imaging, video, AI  
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https://healthpolicy.duke.edu/sites/default/files/atoms/files/characterizing_rwd.pdf


Design Considerations Using RWE for Regulatory 
Decisions

8











•

•

•

•

•







https://apacmed.org/content/uploads/2022/03/Advancing-Real-World-Evidence-in-APAC.pdf
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