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EHR Data in PCTs 
• Describing patient cohorts for analysis of existing data 

• Identifying patients for prospective trials 

• Presenting baseline characteristics or conditions to describe 
research populations for clinical trials 

• Presenting primary outcomes to test the trial hypothesis 



	 	 	

   
 
  

  
   

 
    

  
  

Data Quality Assessment Recommendations 

• Identify variation between 
populations 
• Recommend formal 

assessment of accuracy, 
completeness & consistency 
for key data 
• Data quality should be 

described, reported & 
informed by workflows 

https://www.nihcollaboratory.org/Products/Assessing-data-quality_V1%200.pdf 
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Recommendations 

1) Key data quality dimensions should be assessed 
for data elements used in subject identification, 
outcome measures, and important covariates 

2) Describe formal assessments for completeness, 
accuracy, consistency, and impact 



     
  

          

         

      
   

           

      

Recommendations 
3) Use of workflow and data flow diagrams to 

inform data quality assessment 
• “Talk though” (source, format) for each data element used in cohort 

identification 
• Describe all transformations from source data to final research 

repository 
• Are there differences in data capture, documentation, or 

transformation processes across sites? 
• Are there any subsets of data that may be collected or documented 

differently? 

4) Reporting data quality assessment with research 
results 



	 	 	 	
	 	 	

   
     

    
      

  
  

    
    

    

Trauma Survivors Outcomes and 
Support (TSOS) Pragmatic Trial 
• targeting PTSD and comorbidity 
• cluster-randomized trial employing a stepped-wedge design 

across 24 US trauma sites 
• implements stepped collaborative care involving empathic 

engagement, medications, behavioral intervention, specialty 
referral, and community integration 

• pragmatic design elements: broad eligibility criteria, multiple 
comorbidities, flexible intervention, comparison with usual 
care, and an intent-to-treat primary outcome analysis 



	 	 	Data Flow for TSOS	 Study 



	 	

       
      

 
     
    

   

TSOS	 Data Management Plan 

• Includes workflow analysis and interviews with all 
sites to understand data flow, process, staffing and 
IT capacity 
• Identifies variation and data quality issues up-front 
• Proposes strategies to alleviate them 
• Includes monitoring (and action plans) 



    
    

     

    
     

 

  
   

	 	 	 	Benefits	 of Data Quality Assessment
Plan 
• A robust data quality assessment 

plan can improve value of data 
and to detect and address data 
issues. 

• Data quality assessment results 
should be reported with final 
study results. 

• Will enable readers to 
understand, interpret, and trust 
results. 
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