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Some vocabulary…

• What is Research?

“a systematic investigation…designed to 
develop or contribute to generalizable 
knowledge.” 45 CFR 46.102



Types of Clinical Research
• Observational studies

– “Watch and measure without making changes”
• Interventional studies

– To understand disease and approaches to preventing, 
diagnosing and treating it (“NIH model”)

– To prove safety and efficacy of new drugs and devices 
(“FDA model” – premarketing approval)

• Health Services Research studies
– Effectiveness and cost effectiveness in organizational 

and community settings (“AHRQ model”)
• Population Health studies



Interventional Clinical Trials

• Phase I – toxicity testing
• Phase II – efficacy testing
• Phase III – compare to current best 

available
• Phase IV – post-marketing surveillance



PHRs and Clinical Research

• PHRs – born with NLM support into a 
research setting
– 1996 Telemedicine program creates the first 

patient portals: Columbia PATCIS and UCSD 
PCASSO

– Emphasis: safety and efficacy of the 
technology itself
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Synergies between PHRs and 
clinical research: theory

• Automated Eligibility for studies modulated 
by patient preferences regarding research

• Study recruitment
• Direct participant data entry during 

observational and interventional studies
• Re-use of patient entered observations for 

phase 4 drug studies (Medwatch for 
patients)

• Population health studies



Synergies between PHRs and 
clinical research: practice

• Ken Mandl: PING/Indivo and the Informed 
Cohort 

• Jonathan Wald: Practice-Linked Online 
Personal Health Records for Type 2 
Diabetes

• Greg Downing: DHHS Personalized 
Healthcare Initiatives


