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Several framings for a systems approach to clinical trial ecosystem 
strengthening

Clinical trials pillar of R&D/innovation ecosystem

Research integration into clinical care/health system

Clinical trials pillar of preparedness framework
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A global framework to improve the environment and 
infrastructure



What is the new WHO guidance mandated by WHA 75.8?

• Guidance for non-commercial/investigator-initiated trials aimed at changing 
policy/guidelines but not to generate data for regulators

• Comparative effectiveness

• Trials that do not involve medicinal products eg behavioural interventions

• Cluster randomized trials

• Service delivery improvement trials eg packages of interventions, improving 
adherence

• Guidance for any stakeholder working to improve the clinical trial ecosystem, 
environment, infrastructure in their country/internationally

4



WHO guidance for best practices for clinical trials – launched 2024: 
All clinical trials should address these five elements
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Good clinical trials 

✓ are designed to produce scientifically sound answers to relevant questions

✓ respect the rights and well-being of participants

✓ are collaborative and transparent 

✓ are feasible for context 

✓ manage quality effectively and efficiently

The guidance is relevant to all clinical trials addressing any health intervention for 
commercial or non-commercial purpose, for any role involved and in any health 
system setting. 



WHO Guidance translations 

WHO guidance now 
available in seven 
languages 
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Implementing 
change 

8



Develop benchmarking tool for institutional capability for clinical trials
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• Purpose: 
To support benchmarking of 
infrastructure, capabilities, and 
capacities of institutions in 
conducting clinical trials and 
related clinical research activities. 

• Target audience:
The primary target users of the 
framework are research institutes 
involved in clinical trial activities, 
and national health research 
agencies.  

Sustainable strong continuous national
clinical research ecosystems

Enabling 
national clinical 

research 
governance 

Regional  & 
global 

coordination

Continuous 
financing

Clinical trial 
infrastructure

WHO tool for 
benchmarking 

institutional 
capabilities

Research 
ethics 

oversight              

Regulatory 
systems

Continuous strengthening through monitoring, evaluation and learning



Scope of WHO tool to support institutional clinical  research capacities
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Focus on functions:

▪ Activity: throughout the trial lifecycle, e.g., planning, design, management, coordination,  implementation, reporting, 
etc. 

▪ Context: multi-national vs. national/local; coordinator vs. site; public-health oriented vs. commercial/regulatory 
compliance, etc. 

Facilitate various operation models to implement function: 

▪ Human resources, facility & equipment, quality management systems, etc. 

Support diverse institution’s development objectives: 

▪ Achieve and maintain standards of functions

▪ Expand scope of functions 



Pilot plan (in 2026) 
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➢ To refine benchmark indicators in various trial contexts.

➢ To identify operational challenges and prepare for further support. 

➢ To contextualize implementing benchmarking tool within national or regional clinical trial ecosystem strengthening 

initiatives. 

Introduce the tool 
and pilot process

Institution’s self-
assessment 

Consolidate 
assessment and 

analyze feedback

Report pilot 
outcome 

Stakeholder 
feedback and 

inform next steps

Considerations: 

✓ Institutions (samples) in pilots represent diverse contexts and capabilities. 

✓ Alignment with national / regional initiatives and priorities. 

✓ Collaboration with relevant national, regional stakeholders and WHO. 





Lancet papers outlining working group activities – now 13
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Lancet series on Clinical Trials
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Lancet series on clinical trials - 2
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Cancer work through ICTRP: data to inform actions
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1. WHO global report on cancer clinical trials (in progress)
2. Report on cancer R&D in the EU27 Region (finalized)
3. Global landscape analysis of cancer clinical trials (revision in 

Nature Medicine)
4. Snapshots

              

                    To soon be launched                           Already published 

• 89,069 interventional cancer trials analyzed (1999-2022).
• Distribution by geography, economic development status, 

and disease burden (globally and by geography). 
• Characterization of cancer clinical trials based on multiple 

variables of interest. 
• Identification of trends, major gaps, and persistent 

disparities. 

Foundation for the development of a comprehensive WHO strategy aimed at promoting well-designed, patient-
centered, locally relevant, and equitable cancer clinical trials. 



Global Clinical Trials Forum 
(GCTF) – Launch (October 7)

• GCTF is a WHO-managed 
network supporting the 
implementation of WHA75.8 
resolution

• Own identity - visual identifier 
(logo) for use in related activities 

• Activities guided by Global action 
plan for clinical trial ecosystem 
strengthening (GAP CTS)

• Not a separate entity, operates 
under WHO policies
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Who can join?

• Diverse organizational 
membership 

• Members must align with 
WHO Constitution, WHA75.8 
resolution, WHO Guidance 
for Best Practices for Clinical 
Trials and Global action plan 
for clinical trials ecosystem 
strengthening (GAP-CTS)
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State actors

• Examples; National Research 
Councils /Authorities (NRA’s).

Non state actors

• Examples; research institutes, 
academia, funders, private sector 
via associations and 
patient/community engagement 
advocates.





Training needs and scope
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Awareness, 
common language, 

fundamental  
concepts

Comprehensive knowledge, 
management skills, design 

and implementation 
principles

Adaptive, task-oriented, hands-on 
operational skills

Benchmarki
ng tool for 

institutional 
capability 
for clinical 

trials



Online Course: WHO Good Practices for Clinical Trial Design and Implementation (to be 
launched in 2025)
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• For a wide range of stakeholders: researchers, regulators, funders, ethics committees, community representatives.

• Hosted on WHO Academy platform.

• Self-paced online course introducing the principles over 9 modules.

• Certificate of completion is awarded upon completing all modules and passing a final assessment.



Joint statement on strengthening clinical trials ecosystems worldwide (Funders 
statement). 
25 September 2025.

•  Embed trials in 
sustainable systems

• Design trials to answer 
unmet needs 

• Meet best-practice 
standards
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Key commitments 

• Reduces duplication and 
inefficiency

• Ensures evidence reflects 
the needs of diverse 
populations

• Builds global trust in 
research outcomes

Why it matters

• Develop high-level 
indicators to track 
progress within six 
months.

Next Step

Signatories (Sept 2025): ARNS MIE, Australia NHMRC, EDCTP3, INSERM, NIH Korea, Nepal NHRC, Science for Africa, South Africa MRC, CIHR 
(Canada), UK MRC, UK NIHR, Wellcome Trust
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France ANRS
Australian NHMRC
Canada CIHR
EDCTP3
France INSERM
Japan AMED
Korea NIH
Nepal HRC
Science for Africa
South Africa MRC
UK MRC
UK NIHR
Wellcome Trust



Milestones 
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Conclusions/ next steps

• Countries and partners have a global framework and reference standard to work with to improve the 
clinical trial environment wherever they work

• This is not a one time project

• Countries should prioritise this as an ongoing improvement and sustainability need for clinical trials within 
their health system, health science and innovation approach

• Countries that follow up can attract investment, develop and retain talent, and improve outcomes for 
patients, and options for doctors

• This framework is also the clinical trials pillar of the R&D system for countries that seek a thriving 
biotechnology sector
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Donors

Funding and collaboration

Collaborating Center The guidance incorporated or adapted guidance from 
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Thank you
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