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New user design 
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Covariate (%) Lina DPP-4 Lina Sulf Lina Pio 

HbA1c 7.8 7.9 7.8 8.1 8.0 8.2 

BMI 

     Overweight 11.3 10.7 10.8 12.6 12.5 16.4 

     Obese 35.8 37.3 36.5 40.3 34.1 35.2 

Duration of 
diabetes < 3 years 

23.8 25.1 29 30.2 23.9 29.7 

Current smoker 8.8 8.9 10.8 10.1 9.7 7.9 
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Avoidable methodological 
mistakes are common 
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RWD Implementation Process 

Is data 
quality fit for 
purpose? 

Statistical 
analysis 
plan 

Initial analyses 
show feasibility/ 
validity 

Yes 

study 
registration 

RWD analytics platform with audit trail to show what analyses were done 
at what time 

Plan for 
additional 
analyses 

Regulator checks and re-analyses 

BWH  implements analysis 

Regulatory and 
HTA 
consideration 

Analysis Structured 
reporting 

Is setting 
appropriate for 
RWD analysis? 

Yes Yes 

RCT 

No 

RCT 

No 

RCT 

No 



Thanks! 

• JMFranklin@BWH.Harvard.edu 
• www.drugepi.org/faculty-staff-trainees/faculty/jessica-

franklin/  
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