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Patient-Centered Regulatory Decision Making
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Is Pharmaceutical R&D in Crisis?

Scannell et al. 2012 [PMID 22378269]

Better than the Beatles

Throw Money at It

Basic Research / Brute Force

Cautious Regulator



4

Identify

Issue

FDA

Working

Group

Draft

Guidance

&

FR Notice

Stakeholder

Comments

To

Docket

WG Reviews

Comments

&

Revises

Final 

Guidance 

Published

https://www.fda.gov/regulatoryinformation/guidances/#about
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Guidance & Policy: Best Practices
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End-to-End Process 
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Guidance & Policy: A Community Effort
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“Classical” Clinical Pharmacology
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To what extent does the available clinical 
pharmacology information provide pivotal or 
supportive evidence of effectiveness?

Is the proposed dosing regimen appropriate for 
the general patient population for which the 
indication is being sought?

Is an alternative dosing regimen or management 
strategy required for subpopulations based on 
intrinsic factors?

Are there clinically relevant food-drug or drug-drug 
interactions, and what is the appropriate 
management strategy? 

Comprehensive

Clinical Pharmacology

Review

Questions

Clinical Pharmacology: Key Questions
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Mullard NRDD 2023

Important Trends

Precision Medicine

DDT 
Qualification

Patient Voice

MIDD/CID

RWE

Rare Diseases
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DRUG
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METHODS
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CLINICAL TRIAL

METHODS

A Translational Approach

Cook 2014 [PMID 24833294] 
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