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IMDRF Reliance Playbook: The answer to a global question
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• An international methodology written by
regulators for regulators with all levels of maturity.

• Designed specifically for MD/IVDs ensuring it is 
jurisdiction-appropriate & supports sovereignty.

• Provides a trusted method with case studies to 
implement & evolve a globally convergent 
reliance program.

• Delivers tangible patient benefits through 
innovation and collaboration.
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Principles & Objectives of the Reliance Playbook
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Global Data: The future of medical product regulation is 
in convergence, harmonization, trust, and reliance1
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1 “The future of medical products regulation is in convergence/ harmonization, collaboration, and networking based on reliance and trust.” Azatyan, S., MD, PhD (2020, November 3). WHO Activities: focus on reliance [Conference Presentation], 10th Asia Regulatory 
Conference. https://arc.ifpma.org/wp-content/uploads/2016/05/ARC_2020_S.Azatyan-WHO-01-11-2020.pdf, page 16.
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LATAM Reliance Map1
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1The Reliance Map is based on existing regulatory frameworks and drafts regulations published for public consultations. Does not reflect effectiveness in adoption of reliance and/or operationalization in practice.
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Brazil reliance milestone:
from advocacy to accelerated approvals
Advocacy strategy and engagement with Brazil’s reliance regulation resulted in accelerated approvals 
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Thank You!


