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Policy Value Chains for Rule Making in Medicine

Regulator’s Initiative

,
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Technology Technology R&D for Rule Makin International Optimizing Draft GL Monitoring
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Technology
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How technologies are categorized /
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Policy Value Chains for Medical Device Rule Making in Japan
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Platform rule
Application rule

3 linkage Pattern
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Technology/Application: Platform/Application - complex
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Innovator’s Value Chain

: Animal Selecting P He Filing Marketing
New Discovery Preclinical Clinical
A Model Regulatory & &
> principles >> Research >> too >> Ootiane >> Study >> Study >> Ao >> diction

| A

\£ * DARPA: Engineering platforms and biological proof-of-concept (Harvard Univ.}}

* NIH: Underlying biology/pathology and mechanistic understanding

FDA: advise on regulatory requirements, validation and qualification

Regulator’s Initiative

(Counter Activities with / Once qualification is granted by the FDA,

validated methods) \ the process proceeds to the next step: “Rule making”
N

L |

’ I,
Technology Technology R&D for EF]' :
> Forecasting >>9rioritization Rule Making Rule Maklng>

Regulator’s Value Chain

Guideline Targeting : Guidance on Qualification Process for Drug Development Tools
Goal: a new guideline making for in vitro microphysiological systems representative of
major organs/tissues in the human body, that facilitate the assessment of biomarkers,
bioavailability, efficacy, and toxicity of therapeutic agents prior to clinical trials
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