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Regulatory science, which began in Japan
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Global boom today! (EMA'’s site)
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Disease areas
Transparency

Releasing clinical-trial
data

Antimicrobial
resistance

Safety monitoring of
medicines

Medicines for children
Clinical trials

Medicines for rare
diseases

Advanced therapies
Falsified medicines

Medicines for older
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Regulatory science

The European Medicines Agency is a key leader in the development and application of
regulatory science.

Regulatory science consists of the areas of science that are used in the assessment of the
quality, safety and efficacy of human and veterinary medicines throughout their life-span,
as well as the scientific areas used in regulatory decision-making.

Regulatory science includes basic and applied biomedical sciences, including genetics,
pharmacology, biostatistics, clinical trial methedology and epidemiclogy, and social
sciences such as decision sciences, risk assessment and communication sciences. It aims to
contribute towards the development of standards and tools to be used in the regulation of
medicines.

The Agency's role

The Agency's mission calls for it to take an active role in advancing regulatory science. To
help achieve this, it is taking part in 3 number of projects, including a collaborative research
project with the Massachusetts Institute of Technology (MIT) focusing on enhancing
regulatory science in pharmaceuticals.

On 15 December 2010, the Agency hosted a conference that provided an opportunity for
stakeholders to discuss what role the Agency can play to best support regulatory science.
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F European Medicines Agency and
Massachusetts Institute of
Technology launch joint project on
regulatory science (11/11/2010)
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Global boom today! (FDA'’s site)
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Moving Regulatory Science into the 21st Century

P Advancing Regulatory
Science Regulatory Science is the science of
developing new tools, standards, and
approaches to assess the safety, efficacy,
quality, and performance of all FDA-

regulated products.

On February 24, 2010, FDA launched its
Advancing Regulatory Science Initiative
(ARS), building on the achievements of
existing Agency programs, like the Critical
Path Initiative’s groundbreaking efforts

to transform the way medical products
are developed, evaluated, and
manufactured.

Recognizing the success of the Critical
Path model, ARS is expanding its scope to encompass every dimension of
regulatory science. The goals of the Advancing Regulatory Science
Initiative, highlighted below, span the breadth of FDA's regulatory activities.

Strategic Plan for Regulatory
Science

ARS Collaborations
ARS News and Upcoming Events
ARS Past News and Events

Centers of Excellence in
Regulatory Science and
Innovation (CERSI)

Resources for You

AtoZIndex | Follow FDA | FDA Voice Blog

Most Popular Searches
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Spotlight

® Watch the complete webinar of

FDA's Nov. 13-15, 2012 Clinical
Investigator Training Course!!

Broad Agency Announcement:
FDA Solicits for Research and
Development to Support
Regulatory Science and
Innovation

Watch the full Webcast of the
April 16 Reproductive and
Developmental Toxicology
Workshop: From In Vivo to In
Vitro!

Centers of Excellence in
Regulatory Science and
Innovation (CERSI)
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Continuous Improvement of B/R valanceBnda
Through Life-Cycle of Product

Evidence of efficacy
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Improving Safety Measures
(Continuous risk management)
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New Risk
management
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[ Crisis management ]
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- Prevention of serious drug safety—related crisis from Japan

Goal

- Effective encouragement of proper drug use.

- Ensuring credibility to post—market safety management system.



Risk Management Plan Guidance

»Risk Management Plan (RMP) Guidance was
finalized on April 11, 2012

» This guidance is intended to propose a standard
concept for “Pharmacovigilance Plan™ and “Risk
Minimization Plan”

By MAH (marketing authorization holder)

»Complete implementation after 1-year transition
period on New drug application (later implementation
on generic drugs)



J-RMP Conceptual Diagram
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Safety Specification

Important identified risks
Important potential risks
Important missing information

Additional Action
Necessity or Unnecessary
(Review)

No

harmacovigilans
and/or Risk Minimizatio

Pharmacovigilance Plan

Routine Activities

Risk Minimization Action Plan

Spontaneous Report
Literature Search

Package Insert
Drug Guide for Patient

Additional Activities

Additional Minimization Plan

activities
Review

Yes

*Strengthen the gathering
spontaneous report due to early
postmarketing phase vigilance
(EPPV)

. *Use-Results Surveys

i *Specified Use-Results Surveys
: *Surveys on Post Marketing

i Clinical Trials

: *Post marketing clinical trials
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*Provision of Information on
Early Postmarketing
phase Vigilance (EPPV)
*Preparation and provision of
materials for proper use

*Rapid release of information
obtained by PhV

*Provision of information to
patients,

*Access Limitation etc
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Development of EMR Network in Japan
(Up t010 millions patients data)

PMDA, researchers and MAH
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But it might fight with giant !?

A major milestone towards a nationwide electronic medical product safety system

FDA’s “Mini-Sentinel” safety pilot program is up and running,
demonstrating rapid analysis of medical product safety questions

FDA’s “Mini-Sentinel” pilot program, the Agency’s first step towards building a

nationwide rapid-response electronic safety
surveillance system for drugs and other medical
products (which will be called the Sentinel
System), 1s now up and running, enabling
scientists to evaluate safety questions far more
rapidly than using traditional channels.

In actuality, the Mini-Sentinel database is not so
“mini”’; the pilot project, which took two years to
develop, includes 17 data partners across the
U.S., and encompasses the data of nearly /00
million patients. Mini-Sentinel evaluations will
help scientists better understand potential safety
issues associated with FDA-approved medical
products. Importantly, scientists can get
responses to their questions i a matter of weeks,

Mini-Sentinel at-a-glance

e 99 million individuals

e 2.9 billion prescription
drug dispensings

e 2.4 billion unique
medical encounters,
including 38 million
acute inpatient
hospital stays

as compared to months, or even longer using traditional surveillance methods.
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All the players 1in good harmony

Thank you for your attention



