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Clinical Trials Series. N Engl J Med 2016; 374:2167
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“The Changing Face of Clinical Trials”
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The Changing Face of Clinical Trials

Noninferiority Trials

. Trials in Health Insurance Systems
Evidence for Health Decisions beyond RCTs
Master Protocols

Health Policy Trials

Lo R W N

16. Pragmatic Trials
17. Adaptive Designs for Clinical Trials
18. Comparative Effectiveness Studies and Patient Care
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The Clinical Trials Transformation Initiative
https://ctti-clinicaltrials.org/ since 2007
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A critical part of the Evidence Generating System 2
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MASTER PROTOCOL STUDIES

https://ctti-clinicaltrials.org/our-work/novel-clinical-trial-designs/master-protocol-studies/
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Resources
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Master Protocol Studies: Emerging_Best Practices to Drive Multi-Stakeholder Collaboration &
Mobilization

Master Protocol Design & Implementation: Charting Multi-Stakeholder Pathways to Success

Master Protocol Value Proposition Guide

aster Protocols: Operations Partner Assessment

Statistical Simulation in Master Protocols: Components & Communications Considerations

Master Protocol FDA Engagement Tool

Master Protocol Content Development Guide
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EU-Patient Centric Clinical Trial Platforms
https://eu-pearl.eu/ since 2019
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Tools and Templates for platform trials

operations

https://eu-pearl.eu/tools-and-templates-for-pt-operations/
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Document title:

Generic Master Protocol Template

This updated document (V4 25April2023) is based on the EU-PEARL D2.3 ‘Provisional
Generic Master Protocol Template and Appendix for IRPs™ (V2 30 April 2021).

&\\‘///% EU PEARL /8 a\ |innovative
s QM) e

D2.10 Final Report on Clinical Operations
Best Practices
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EU Patient-cEntric clinicAl tRial pLatforms
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European Clinical Research Infrastructure Network
https://ecrin.org/
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Adaptive Platform Trial Tools

ction and Regulatory Trial conduct and Statistics and Reporting From rect
elements documents data management ongoing
Name Explanation Type Year Reference
WHO guidance for best This guidance was developed to implement Document, 2023 WHO Guidance
practices for clinical the request of the director general for WHA regulatory
trials draft for public resolution /5.8 . It is under public guide by health

consultation counsultation. authority
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