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Number of Interventional Clinical Trials in 2022

Number of trial registrations by location, disease, phase of development, age and sex of trial participants (1999-2022) (who.int)

577,531

ICH M11/M2

https://www.who.int/observatories/global-observatory-on-health-research-and-development/monitoring/number-of-trial-registrations-by-year-location-disease-and-phase-of-development
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Impact without an Internationally Standardised Clinical Protocol

Delayed timelines due to inconsistency and lack of clarity 

Resource-intensive manual activities

Increased costs 

Inefficient reuse of knowledge and duplication of effort

Inability to leverage tools for review, analysis, and reporting

Limited exchange/utilization of data collected in each protocol
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1. TCB, 2. NIH-FDA, 3. NHS Health Research Authority, UK, 4., Central Committee on Research, NL

M11 Clinical Protocol Template 
Landscape

M11 Collaborations w/other ICH 
EWGs
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ICH M11 Template can be exchanged using many formats

Standard Message Exchange Formats*

Tech Spec

Electronic Document
Human Readable Form

Machine - Readable 
Form

Guideline            &          Template

Per ICH Regional 
Requirements

FHIR
Profiles

Stylesheet

Technical 
Implementation 
Guide
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