2013 4 RMP

RMP RMP
2012
EMA 2013
FDA FDA, EMA
RMP
ICH E2E
17 9 16
0916001 0916001
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2012 4
Risk Management Plan RMP

24 4 11
0411 1 0411 2
24 4 26 0426

2 0426 1

RMP
RMP

2013 4 RMP

RMP
RMP
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2012
European Medicine Agency EMA
The Center for Innovation in

Regulatory Science  CIRS

EMA

EMA

2013 2
Food And Drug Administration FDA
Structured Approach to Benefit-Risk
Assessment in Drug Regulatory

Decision-Making 2017

2013
FDA
FDA

Structured Approach to Benefit-Risk
Assessment in Drug Regulatory
Decision-Making

2017
New Drug Applications



2013
2009 1 2014 1
27
27
7
EMA
2014 6 CIRS
2014 11
Drug Information Association
DIA EMA
FDA
1

CIRS

2014 6 12 13
CIRS
Annual Benefit-Risk Workshop:
Assessment in the Post-Approval Period:
How to ensure a life cycle approach to
evaluating benefits and risks

FDA, EMA
11 DIA
2014 11 16 18
11 DIA 11 17

FDA Patrick Frey EMA

Francesco Pignatti

2014



CIRS
FDA, EMA, Health Canada
PROTECT-PROJECT
Imperial London
College  Deborah Ashby
BRAT
PhRMA

EMA
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The Committee for Medicinal Products
for Human Use (CHMP) Chair
Salmonson

Thomas

CHMP
The Pharmacovigilance
Risk Assessment Committee (PRAC)

EMA Francesco Pignatti
PROACT-URL  effects table
12 Phase 11
effects table
CHMP 2014

Health Technology Assessment

EMA

and Consumers’ Organisations (PCWP)

Patients’

Healthcare Professionals Working



Party (HCPWP)
2014 2 26

MCDA

MCDA

http://www.ema.europa.eu/ema/index.jsp?c
url=pages/news_and_events/events/2014/0
2/event_detail_000873.jsp&mid=WCO0b01a
c058004d5c3

CHMP
EMA FDA
FDA Theresa Mullin Patrick
Frey Gerald Dal Pan

FDA

2013 9

Clinical Review
Template CRT
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2014 CRT
2014 New
Molecular Entity New Drug Application

Original Biologics License Applications

2014 2015
2015
FDA
uncertainty
2014 2 2014 5
I0M

Mini-Sentinel

“ Patient-Focused Drug Development
PFDD ” 2017 5



20

2013 2015
16
supportive
data
Imperial College London  Deborah Ashby
IMI-PROTECT
RMP
3
2015
CIRS 2012
UMBRA
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11

registration
DIA
-PBRER
2014 3

RMP

FDA EMA 2014 6
CIRS C
1 CIRS
2012
2013
CIRS
D.
2
C 1
2014 2 EMA
methodology workshop5

http://www.ema.europa.eu/docs/en_GB/d
ocument_library/Report/2014/02/WC50016
2036.pdf

2013 11

IMI-PROTECT Benefit-Risk Group
RECOMMENDATIONS REPORT
Recommendations for the methodology and

visualisation techniques to be used in the

67



assessment of benefit and risk of medicines

recommendation report

descriptive

http://www.imi-protect.eu/documents/Hu
ghesetalRecommendationsforthemethodolo
gyandvisualisationtechniquestobeusedinth

eassessmento.pdf
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BRAT, CIRS, EMA,
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CTD

EMA

2008

ICH

2014

FDA



IMI-PROTECT
Benefit-Risk Group
RECOMMENDATIONS REPORT

FDA

EMA

EMA
FDA

RMP
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RMP

2013 4
RMP

RMP

EMA
Health Technology Assessment
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