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REGULATORY 
SCIENCE AND 
RESEARCH
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Establish an integrated application pathway for 

performance studies of CDx and clinical trials for 

medicines

Publish best practice guidance for innovative IVDs 

on genetic testing, pharmacogenomics, and SaIVD 

REGULATORY 
SUPPORT FOR 
INNOVATIVE 
IVD 
TECHNOLOGY

1

Expand portfolio of biological standards and reference 

materials, including in silico, based on emerging trends 

in IVDs and need

Publish best practice guidance on risk-based approach 

to clinical evidence requirements for different CDx

Establish links with institutions supporting research in 

novel biomarkers for dementia and cancer genomics 

and novel IVDs for AMR



3

THEMES DELIVERABLES
2026 2027

Q1 Q2 Q3 Q4 Q1 Q2

This is a ‘living’ document that is subject to updates

Glossary

AMR Anti microbial resistance CDx Companion diagnostic

IMDRF International Medical Device Regulators Forum IPPS International Pandemic Preparedness Secretariat 

SaIVD Software as an in vitro diagnostic

Embed collaborations with national and international 

organisations, to ensure rapid development and 

dissemination of reference materials

Publish a statement on addressing the gaps identified 

by the IPPS for diagnostic regulation

Adopt the IMDRF clinical evidence framework for IVD 

medical devices intended for pandemic pathogens

PANDEMIC 

PREPAREDNESS 

AND RESILIENCE
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