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PSQ Core Focus Areas
• Phenotypes

– Support and discussion for individual groups

– General guidance (Living Text, web page, journals and conferences)

– Grow a library or collection of phenotype definitions

• Data Standards

– Propose “standard” phenotype definitions and approaches to EHR data

– How to get these used and reported in studies (the “Table 1 project”)

• Data Quality 

– white paper (Meredith Zozus, lead), part of online Living Text

– Watching PCORI Data Quality Group, and DQ Common Data Model

– The use of population-level data is essential to explore, measure, and report “data 
quality” so that the results can be appropriately interpreted.  

– Need adequate data and methods to detect the likely and genuine variation between 
populations at different trial sites and/or intervention groups. 

http://sites.duke.edu/rethinkingclinicaltrials/assessing-data-quality/


Challenge - Presenting Baseline Characteristics 
for Clinical Trial Reporting

Multiple possible phenotypes:

Patient characteristics:



Collaboratory Approaches

Current approach:

• Support search and 
evaluation of existing 
phenotypes

• Facilitate documentation 

• Share definitions

• Share implementation 
information and results

• Link to other resources

• Promote as “best available”

• Work toward standards



Collaboratory Approaches

Supporting activities:

• List of authoritative sources

• Create documentation 
“templates”:

• Logic

• Supporting evidence 

• Implementation guidance

• Data quality 
recommendations for any 
pragmatic trials using EHR 
data

• Develop methods for 
scientific validation studies

Current approach:

• Support search and 
evaluation of existing 
phenotypes

• Facilitate documentation 

• Share definitions

• Share implementation 
information and results

• Link to other resources

• Promote as “best available”

• Work toward standards



Presentation for phenotypes  (in progress)

Phenotype 
Definitions Used 
in theollaboratory:

DISCLAIMER

Populations:
Patients w/ chronic pain
Patients w/ imaging studies for 
lower back pain
Patients who are candidates 
for CRC screening

….
Confounders or Risks:
Diabetes
Hypertension

…
Outcomes:
Mortality
Suicide attempt

Recommendations 
on Collaboratory 
website

Justification and 
guidance for use in 
Pragmatic Trials 

Human readable phenotype,  
collaboration, versioning, 
public dissemination 

link to link to 

link to 

Standard code lists (VSAC) 
or executable code 

In the 
future….

Selection and planning: Implementation:



Collaboratory Approaches

• Evaluate and compare

• Facilitate use

• Explore incentives

• Advocate:

• Research sponsors

• SDOs

• Policy makers

Current approach:

• Support search and 
evaluation of existing 
phenotypes

• Facilitate documentation 

• Share definitions

• Share information

• Link to other resources

• Promote as “best available”

• Work toward standards
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