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WHO Global Model Regulatory
Framework for Medical Devices including
In Vitro Diagnostic Medical Devices

v' Roadmap to build an effective and efficient
regulatory framework

v' Aligns with IMDRF foundational guidance
v' Based on foundational principles & reliance
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Building Blocks for Reliance

Trust and collaboration

Transparency

Independent decisions

Applied across the TPLC

I”

Not “one size fits al

IMDRF Reliance Playbook

>

Improving efficiency

Standard
processes

Mutual
Recognition

Work-sharing including joint
activities
Abridged pathways using reliance

Regional reliance
mechanisms

Unilateral
Recognition

Independent decisions
based on its own
reviews and/or
inspections

Leveraging regulatory work
Performed by other competent and
trusted authorities to reduce the
workload, with independent final
decision-making

Regional reliance
mechanisms
Centralized evaluation
conducted for a group
of countries

Unilateral or mutual
recognition
based on treaties or
equivalent, providing
maximal benefits

Source: WHO- Good Reliance Practices in the
Regulation of Medical Products: High Level
Principles & Considerations, October 2021



Strategic Importance of Reliance
Capacity building
Enhanced efficiency

@ Strategic use of resources

Predictability of decision-making

"L) Accelerate Review and Decision Time

I#I Increase timely patient access to innovation



Reliance is not about
lowering standards—
It’s about strategic
collaboration to
ensure safe and
timely access to
medical technology
Innovation.
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