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EUROPEAN MEDICINES AGENCY EMA, FDA, HCFED
SCIENCE MEDICINES HEALTH Pharmacometrics/M&S[:mj’éaaxa—jﬁﬁ

Home Find medicine Human regulatory Veterinary regulatory Committees News & events m

P Home P Partners & Networks P Regulators outside the EU P United States P Cluster activities

EU partners
T Cluster activities

EU

The European Medicines Agency (EMA) holds regular meetings by phone or
¥ United States videoconference with other non-EU regulators in so-called 'clusters’. The clusters

» Cluster activiti are areas of cooperation focusing on special topics and therapeutic areas identified
as requiring an intensified exchange of information and collaboration.

Canada

The type of information exchanged includes applications for marketing authorisation and
Japan extensions of indications, including risk-management plans and evaluation of safety signals. http://www.ema.europa.eu/ema/index.jsp?c

Switzerland The clusters were initially set up by EMA and United States (US) Food and Drug url=pages/ partners_and_.netwo-rks/ general/g

Australia Administration @ (FDA). Other global regulators, including Health Canada, the Japanese eneral_content_000655.jsp&mid=WC0b01ac
Pharmaceuticals and Medical Devices Agency © (PMDA) and the Australian Therapeutic Goods 0580953d98

New Zealand Administration @ (TGA), now participate in some of the dusters.

Pharmacometrics / Modelling and simulation

» Established: 2016
» Meeting frequency: quarterly by teleconference
» Participants: EMA, FDA, PMDA, Health Canada

The objective of the cluster is to exchange information and perspectives on pharmacometrics,
incduding guidelines, workshops, publications and products under parallel assessment. The
Agencies will also work towards the harmonisation of their practices and activities in this
area.
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FDAMDSurrogate endpoint|&#

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm606684.htm

FDA U-S. FOOD & DRUG AtoZIndex | FollowFDA | En Espefol

ADMINISTRATION ‘

Home | Food | Drugs | Meaial Devices | Raoation-Emiting Products | Vaccines, Biood & Biologics | Animal & Vetennary | Cosmetics | Tobacco Products ‘
Drugs

Home > Drugs > Development & Approval Process (Drugs Development Resources

Surrogate Endpoint Resources for Drug and
. Biologic Development

fsure ¥ inuecomn @ P BB EMAL & PRNT
Cinical Outcome Assessment Drugs
Compendium

Home Drugs Development & Approval Process (Drugs Development Resources

Table of Surrogate Endpoints That Were the Basis of

Drug Approval or Licensure
fsurs ¥ inuecoN @ PNT BB EMAL O PRINT

Downloadable Table of Surrogate Endpoints (XLS-38KB)

What is the purpose of the Surrogate Endpoint Table?

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/ucm613636.htm
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7 ikamDF AIZE T SEFRRIEE)[F]

http://www.ema.europa.eu/ema/inde

" ’ v ERTEE A ™/ ———————— ' X.jsp?curl=pages/regulation/document
EUI\OPEAN\MEP\IS‘INES AGENCY [ wide search _listing/document_listing_000319.jsp

P Advanced document search

Home Find medicine Human regulatory Veterinary regulatory Committees News & events Partners & networks About us

P Home P Human regulatory P Research and development b Scentific advice and protocol assistance P Novel methodologies / biomarkers

Overview

Qualification of novel methodologies for medicine G
development development
SENPR ey The European Medicines Agency offers scientific advice to support the qualificati EU RQP\EAN MED]C]\N E\S A(’ENCY
Advanced therapies for a specific intended use in the context of research and development into phan " . SRR S RSN
Clinical trials

23 January 2014
EMA/CHMP/SAWP/757052/2013

U_ S. FOOD & DRUG Committee for Medicinal Products for Human Use (CHMP)

Compassionate use

Compliance

ADMINISTRATION

Data on medicines
(ISO IDMP standards,

Qualification Opinion of MCP-Mod as an efficient statistical

Setisteic maiche & | Home | Focs [ Drugs | medcai Devices | Rasaton-Emiting Procucss [ vacemes Boosssole  methodology for model-based design and analysis of
Innovation in Phase II dose finding studies under model uncertainty
medicines Drugs
Non-pharmaceutical Home > Drugs » Development & Approval Process (Drugs) - ] I
products Draft aareed bv Scientific Advice Workina Partv S Seotember 2013
Orphan designation . -
Development & Approval Drug Development Tools: Fit-for-Purpose
Paediatric medicines Process (Drugs) In itiative
Pharmacovigilance Ctinical Data Summary Pilot
Program fouss ¥ in LnED @FnT Bovar 8 PRNT
iy Deviiopaiant Fool Peogiend https://www.fda.gov/Drugs/Development
and Initiatves Background ApprovalProcess/ucm505485.htm
Guidance Documents for Drug The Fit-for-Purpose (FFP) Initiative provides a pathway for regulatory acceptance of dynamic tools for use in drug
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http://www.ich.org/products/gcp-renovation.html

7 ICH oH: EERRHBNERRE
( nisation for better health ICH ES: TEEEREAER D — %581

ICH E6: [ EZE G DEG R 38 5% 0D =5t D E 2 (GCP) |

GCP Renovation ; wo procucss + &

ICH Reflection on “GCP Renovation”: Modernization of ICH E8 and
Subsequent Renovation of ICH E6

Related Links

E8(R1) page

Refiection paper - GCP
The reflection paper on Good Clinical Practice (GCP) "Renovation™ contains the ICH proposal for further modemization of the ICH
Guidelines related to clinical trial design, pianning, management, and conduct. The scope of the renovation includes the current ES

General Considerations for Clinical Trials and further revision to the £E6 Guideline for Good Clinical Practice, which is aiready undergoing
modermization with the recent production of ICH EG&(R2)

The ES(R1) Concept Paper and Business Plan are availabie via the following link { GCP Renovatlon 0) REflectlon Paper

(Public CommenthEE=H1-)

m
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m
0
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i GCP RenovationM FE—E&PEE L TICH ESDRETICEF
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ICH E8(R1)

http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html#8-2

E8 General Considerations for Clinical Trials o
» E8 General Considerations for Clinical Trials
+ EB8(R1) Revision on General Considerations for Clinical Trials

Rapporteur : Dr. Lisa M. LaVange (FDA, US)

_ T Concept Paper
Regulatory Chair : Dr. Fergus Sweeney (EC, Europe)

Description - ICH is proposing a modernisation of ICH ES in order to incorporate the most current concepts achieving fit- T Business Plan

for-purpose data quality as one of the essential considerations for all clinical trials. The revision would

propose to: identify a basic set of critical-to-quality factors that can be adapted to different types of trials to @ E8(R1) Experts list
support the meaningfulness and reliability of trial results and to protect human subjects; address a broader

range of trial designs and data sources; and provide an updated cross-referencing of all other relevant ICH

Guidelines that should be referred to when planning clinical studies.

The modernisation of ICH ES8 is the first step towards the GCP Renovation initiated in 2017.

Status . Step 1
Modernization of ICH E8 Fit-for-purpose data quality
Critical-to-quality factors Broader range of trial designs and data sources

Updated cross referencing of all other relevant ICH Guidelines
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o RERKBE-HBEAHICOVLWT(HREBEREFT—2RL)

— http://www.pmda.go.jp/review-services/drug-reviews/about-
reviews/p-drugs/0003.html

- BEERHNZF
— http://www.pmda.go.jp/review-services/drug-reviews/about-
reviews/p-drugs/0026.html

. ;H;E%)?%v“—’ﬂmﬂjl 2B HEATIEER (FAQ, T—32AH40
=
— http://www.pmda.go.jp/review-services/drug-reviews/about-
reviews/p-drugs/0028.html

s FEERODBFEEFT —HIEHMEEEMR
— http://www.pmda.go.jp/review-services/f2f-
pre/consultations/0040.html
— EMEH#H: http://www.pmda.go.jp/files/000215080.pdf

- REKRBE-HARAHICEIIREEE

— jisedaiPT@pmda.go.jp
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