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Perspectives of  Real-World Evidence
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Good Practices for RWD Studies of Treatment and/or 

Comparative Effectiveness Recommendations
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Reporting to Improve Reproducibility and Facilitate 

Validity Assessment for Healthcare DB Studies V1.0
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So much data, so much 
potential information 
but is the evidence derived
reliable and trustworthy?
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Representatives from 7 

pharma companies

Real-World Evidence Transparency Partnership
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ISPOR RWE Transparency Initiative Recommendations

Incentives for routine pre-
registration for HETE 
studies

Medium 
Term

Determine what a 
“good” registration 
process entails to fit the 
purpose

Identify location for 
preregistration of secondary 
observational research studies

• End users start requiring registration: 
funding bodies, journals, regulators, 
payers/health technology assessors 

• Provide register ‘use reports’ (quarterly 
report of registered studies, with key 
information): e.g. on the website; from 
time to time published 

• Don’t let perfect be the enemy of good - this 
should be a progressive effort

• Feasibility - research and reviewer workload

• Core elements of study registration including 
website fields and associated documents (eg, 
protocol content)

• Transparency vs confidentiality ("lock box" with 
different access levels)

• Time-stamped registration including data looks.

• Clearly define the study type – hypothesis 
evaluating treatment effect studies (HETE) 
for decision making

Short 
Term

Long 
Term
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• Data shall be used only for the purpose 

for which they were collected

• Big data can never replace traditional 

medical research methods

• To protect the privacy of patients, health 

data should never be reused for 

research without explicit consent of the 

patients concerned

• Responsible consumption
–Informed interpretation

–Fit-for-purpose application

• Quality production
–Careful data collection and/or curation

–Good analytic methods

–Good procedural practices 

–Transparent study procedures to enable 

replication

ISPOR / ISPE: Berger, M. et al . Value in 

Health 2017; 20: 1003-1008

EADS: Peek, N. Int Journ Data Science 

and Analytics (2018) 6:261–269
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