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Yue YANG, Professor
Director, Internationai Foed and Drug Policy and Law Research
Center, Shenyang Pharmaceutical University

Bane Discussian

~ Grverens
LRt

Session 0106 | MAY 24, 2017
10:30-12:00 | 3rd Floor, Yellow River Hall

CONSIDERATION AND CASE STUDY OF EXPEDITING
DEVELOPMENT AND REVIEW OF NEW DRUGS
SESSION CHAIR

Wendy YAN, MD, MBA
Senlor Vice President, Head of Regulatory Affairs, BeiGene
(Beijing) Co., Ltd,

Qver the years, health autherities from many countries released
guidetines or programs to expedite the development and review
of innovation drugs. In this session, speakers from both healh
authorities and industry will elaborate the expedited program
and guidance and sharing the successful cases,

EU PRIME as a New Way to Further Support Drug Development

Yamin WANG, PhD
Independent Consultant, Germany

Expediting Drug Development at the US FDA

Mark J. GOLDBERGER, MD, MPH

Independent Cansultant, Mark Goldberger MD MPH LLC,
Member of FDA Alumni Associatien International Network
(FDAAA)

Former Director, the Office of Antimicrobial Products, within the
Office of New Drugs, FDA/CDER

Topic TBD

Xiaoyuan CHEN
Office of Clinical Review |, Canter for Drug Evaluation, CFDA

Session 0107 | MAY 24, 2017 T e
13:30-15:00 | 3rd Floor, Yellow River Hall

PRODUCTS REGULATORY SUPERVISION AND QUALITY
CONTROL
SESSION CHAIR

Ying SHAO, PhD
Vice Presidlent and Director of R&D Center, Shanghal Fosun
Pharmeceutical (Group) Ca., Ltd,

With the continuous improvement of the quality management
ability of Chinese pharmaceutical enterprises and harmonization
of technical standards, China Food and Drug Administration
(CFDA) is constantly exploring new ways of life wzycle
management, As an important measure Lo ensure drug quality
during the product lite cycle, the reform of GXP system is
imperative. Since the State Council issued the "Opinions on
Reforming the Review and Approval System far Drugs and
Medical Devices “ in August 2015, CFDA has started to exolors
a new GXP system, which is based on regulatory science, risk-
assessment and balances efficiency and cost, to sofve the ssues
of data integrity, inconsistent standards and loss of efficiency,
Seweral measures are under development, such as review-based

C e e Han hinhlu smfecsional and fulktime

THEME 1

from CFDA and US FDA and industry to share their experience on
GXP management and quality management, and to discuss the
trend of China's GXP system.

International GXP Supervision Madel

Lane CHRISTENSEN, PhD
Assistant Country Director, FDA China Offico

Trend of Global Quality Supervision from Industry Perspective

Andrew CHANG, PhD
Vice Prosident, Product Supply Quality, Novo Nordisk Inc., USA

Today's China GXP and Transformation Trends
CFDI Speaker Invited

Session 0108 | MAY 24, 2017 0 Tt
15:30-17:00 | 3rd Floor, Yellow River Hall

v DIAmond Session

TO ACCELERATE REGULATORY APPROVAL OF AND PATIENT'S
ACCESS TO SAFE, EFFECTIVE AND QUALITY MEDICINE ——
THE ROLE OF GOOD REVIEW AND SUBMISSION PRACTICE
SESSION CHAIR

Vicky HAN
Senier Director, Policy Group Lead for Asia Pacific, Global
Regulatory Affairs, Janssen Asia Pacific

It requires the joint effort of regulatory agencies and pharmaceu-
tical industry to accelerate regulatory approval of and patient’s
access 1o safe, effective and quality medicine. The Good review
practice for the regulatory agencies and good suomission prac-
tice for the industries play a critical role, The session is not
designed to provide detailed regulatory review processes nor
the instructions on how to conduct eath submissions to regula-
tory agencies, Instead speakers will share their thoughts on the
Importance of such practices from both agency and industry par-
spectives, and also outline the guding principles that gao beyond
the peviod of drug apphication submission and rogulatory review
to encourage effective communication and a robust drug devel-
opment program over the entire drug development process The
audiences of the session will gain a strategic view an the critical
role of goed review practice and good submission practice and
the session will benefit the audiences from both new drug and
generic drug industry in their strategic drug development and
registration planning from a global perspective,

CFDA Review and Submission Best Practice Sharing

Qingzhu HUANG
Office of Operations Managoment, Center for Drug Evaluation,
CFDA

APEC Working Group Review and Submission Best Practice
Sharing -- from Regulator's Perspective

Chyn-liang HUANG

APEC Working Group Review and Submission Best Practice
Sharing - from Industry’s Perspective

12
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APEC Good Registration Management Best Practice
Sharing - From regulators’ perspective

Chyn-Liang (Cindy) Huang

Section Chief, Division of Medicinal Products, TFDA

Disclaimer

The views and opinions expressed in the following PowerPoint slides are those
ofthe individual presenter and should not be attributed to Drug Infarmation
Association, Inc. (*DIAT), its directors, officers, employees volunteers, members,
chapters, councils, Special Interest Area Communities or affiliates, orany
arganization with which the presenteris employed or affiliated.

These PowerPoint slides are the intellectual property of the individual presenter
and are protected underthe copyright laws of the United States of America and
other countries. Used by permission. All rights reserved. Drug Information
Association, DIA and DIA logo are registeredtrademarks ortrademarks of Drug
Information Association Inc. All other trademarks are the propery of their
respective owners.

DIA
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»  Promotion of Good Registration Management |
(GRevP and GSP)in APEC |

'l‘ Conclusion and Future Plan

N — . DIA

= GRM:

— A concept to promote efficient registration
process for medical products by premeting
GRevP and GSP cooperatively

(B8R = Goalsof Roadmap:

— To promote the implementation of GRM

m “ — Toenhance mutual trust for regulatory
convergence among the APEC member
economies by 2020

Good Review P ractice (GRevP) Good Submission Practice (GSP)

Ta strengthen the performance. To enhance the qualityand effidencyof the
predictability and transparency of medical product registration process by
regulatory agencies through the improving the quality of submission a5 well
implementation or enhancement of as its management.

GRevP and guality measures stepwisein
eachinterested APEC economy.

N — - DIA
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Specific Activities and Timeframe of thé GRM .R'oadhmp )

-

Gap Analysis Survey for Setting the Foundation for Stepwise GRevP Implementation

Step 1 « et up o technicol working grovy
(2011-2012) R survey for APEC economies
+  Priontie needs and strategy for improvement Based on result of the pop onalysis survey
Planned Solution to Address Gap in GRM
»  Trowning: workshops ond Co€ Plot Trolming Program
Step 2 +  Development of normative GReV/GSubP documents
== (PSRN . Dissemination of GRev?, GSubl ond GAM

+  Estoblish o network of GRevP and & network of GSubP

OTER Assessing the Impact of GRM
. A the Troi ond P
BITERTIEII & sy iay meochel Troiniog ond implementotion of

+  Dsemination of GRevP, GSubP and GRM (continued)

Step 4

(2018-2020)

To reach the same end: better functioning agency
through regulatory convergence by 2020

9,
>

204 DA Ins A ngres reweroec.

Year Milestone

iy | Good Review Practice (GRevP) was endorsed as a priornity work area (PWA) by APEC
LSIF-RHSC. Chinese Taipei was endorsed as the champion.

3 APEC 2020 Roadmap for GRevP on Medical Products was endorsed.
4 Good Submission Practice {G5P) was endorsed as a PWA by RHSC.

2014-2013  Good review practices: guidelines for national and regional regulatory
authorities was adopted and published by WHO.

i [ Good Submission Practice Guideline for Applicants was endorsed by RHSC.

GRevP and G5P were merged as a PV entitled Good Registration Management
[GRM]). A combined roadmap was endorsed by RHSC. Chinese Taipei and Japan were
endorsed as the co-champions.

RAPS Taiwan Chapter was endorsed as a Center of Excellence [CoE) for GRM
pilot program by RH5C. A CoE Pilot Workshop was held in Taipei in Mov 2016
Mexico Cofepris was endorsed as a Cok for GRM pilot program by RHSC.

T TFDA in partnership with RAPS Taiwan Chapter was endorsed as a formal APEC
GRM CoE by RHSC.

. DIA

17



2016 APEC GRM Regulatory Science Center of”

Excellence Pilot Workshop

[
2016 aric ==
ot Dogatoanas W gmagammens 15EM]
Doy e veme w Comtor of G e miams o ¥ iue W shuy.

A ssionnumber: 14

——— e e e e

= . . Facilitators: 3
- ' (APAC/TFDAJCDE)

P

. L\
e fete € B Venue : ChangYung-Fa Foundation, Taipei

hitp:.//iwww.raps-in-taiwan.org.tw/apec/index.html

R - DIA

Participant Analysis

Reviewer-specific  Applicant.specific

Chile {1} Se5510NS5 5e5510N5

China (3]
Hong Kong 2] Chile (1} China [3)

Indonesia [3) Indonesia (3} Hong Kong (2}

lapan (2} Malaysia (1} lapan (2}

Korea (2} Mexico [2) Korea (2}

Malaysia [3) Papua New Guinea 2] Malaysia (2]

Mexico (2] Peru (1} Philippines [}

Papua Mew Guinea (2} Thailand {2} Singapore (3]

Peru (1} Taiwan (14} Thailand {3}

Philippines (3} Vietnam (1} Taiwan [3)

 Singapore (3) 27 APEC delegates 29 APEC delegtes
Thailand {5} 9 APEC member economies | | 9 APEC member economies
Taiwan (23]

:;E;r;;‘i] * Mnsti_::fthe t_rain-egs had mare than 3 years of hands-on
15 APEC al - experiences in review or submission.

E— . DIA
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Learning objectives and core curriculum were developed

based on GRevP guidelines and .GSP guidelines

GRevP Guidelines (WHO)
Table of Contents

1. Introduction

2. Glossary

3. Principlesof a good review
4, Managing the review
* Project management = Quality management
* 50Ps  « Review process sEges
5. Communications
* Intra-agency  * Interagency = With applicants
* With external expere = With the public
6. Review personnel
* Reviewer expertise, compeEnces and training
* Criticsl thinking
7. Conductingthe review
* Ky elements in defining a review strategy
* Apphying the revias straegy
Bibliography

Learning Objectives

GSP Guidelines (APEC RHSC)
Table of Contents
1. INTRODUCTION
2. PRINCIPLES OF A GOOD SUBMISSION
3. MANAGEMENT OF SUBMISSION
* Planning fior Submission
* Preparation and Submission of Application Dossier
+ Quality Check
4. COMMUMICATIONS
« Communications with the Rieview Authorites
+ Communication within Applicants” Organization
5. COMPETENCY AND TRAINING
+ Core Competency of Applicants
* Training and Capacity Building
6. GLOSSARY
7. REFERENCE

e The principles of Good Review Practices
P (GRevP) and Good Submission Practices (GSP) |
- Whatisneededfu:urregulatu:urstu:ua-:cu:umplishgu:u:;d"
. review j
Good Review

— Conducting and managing the review
— Good communication with applicants
- Competency for regulators

»=  What iz needed for applicants to accomplish good *
application
— Planning and preparation of application dossier
—  Good communication with regulators
— Competency for applicants

' DIA

19



Core Curriculum

GRM

Good | Reristration MEnapement

Rewiewners-Specific Sessions

Besic concept of GRM Menaging the reviess

An Overview of Good Commumicetion -

Raswiemws Fundementsls end Case

An Dvervews of Good Studies

Submi=z=ion Review personnel - Critical

Ca=e Study: Effective thinking

Communicetion for GRA Conducting the review

ng out the GRN training Iling the GRK

program in esch sconomy ing program in esch
Penel Discussion
|competencies)

N . DIA
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Workshop photos

Lecmreé

Day 1 Common Sessions

» Basic Concept of GRM
— APEC Roadmap to Promote GRM; overview of GRM curriculum
» An Overview of Good Review
— principles of a good review; overview of GRevP guidelines; challenges
» An Overview of Good Submission
— principles of a good submission; overview of GSubP guidelines
» Case study: Effective Communication for GRM

— Effective communications between applicants and regulatory authorities
throughout product life cycle - practices in PMDA

R - DIA
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Reviewers Training (2)

Day 2 Reviewer-Specific Sessions
» Managing the review
— Anintroductory overview of managing the review
— Experience sharing: how US FDA, PMDA and TFDA/CDE manage the review
— Group discussions to understand the current practices, challenges and gaps in
managing reviewsamong different APEC member economies
» Communication: Fundamentals and case studies
— Anoverview of good communications for a regulatory authority
— Practicesin PMDA
— Aninteractive session with case studies

Day 3 Reviewer-Specific Sessions and Combined Panel Discussion
» Review Personnel — Critical Thinking

— How to apply criticalthinking in conducting reviews and making decisions
» Conducting the Review

— Points to be considered for a good review
» Rolling out the GRM training program in each economy

— How todevelop local GRevP training by following trainer's manual
» Panel discussion on regulatory professionals’ competencies

— RAPS’ Requlatory Competency Framework; identify competency gaps

22



Feedback from Onsite Survey (‘Reifieweré]

Topics/presentations of the 2016 pilot Topics/areas trainees would liketo see

workshop most usefulto trainees in thefutureGRMwurksmi

Reviewers

Criticalthinking, Communication Criticalthinking in risk/benefit

Rolling out the GRM training program considerations, different product

in each econony areas, review disciplines and post-

Case studies approvalmodifictions

Group discussion Communication

All topics Interactive sessions between

Conducting thereview reviewersand applicants

Managing the Review Others: effective tools and
approaches usedfor GRevPs, key
aspects to perform a review

S — - DIA

Follow-up survey 2 months after the.pilot

(Reviewers)

Yo

» %o
(1) Response rate 19/27 (2) Very helpful inimproving (3) Will recommend colieagues
(70%) review practices 18/19 (95%) to participate in the workshop

19/19 (100%)

uNo
(4) Take action to promote (5) Plan to conduct local training (6) Will use the training manuals to
GRM 16/19 (84%) 13/19 (68%) organize training 14/19 (74%)

okt . DIA
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= Provide a curriculum which meets the need of all individual

trainees with variability in background.

— For Reviewer-Specific Sessions, participants are from different
APEC member economies with different levels of requlatory
sophistication and with focus in different review disciplines.

— For Applicant-Specific Sessions, case studies were provided

based on the experiences of well-resourced companies which

focus on registration of new drugs.

» Provide more opportunities for regulators and applicants to

efficiently interact with each other.

Al righis remer e

> |t was a successful CoE pilot with
good partnership and collaboration

> [orthe next workshop in late 2017, we plan to

significant interactive elementz, such as interactive discussions, group

dizcussions, case studies, and practices

good rating and overall satisfaction

endorsed as a formal APEC CoE by APEC RHSC in February 2017

create more collaborative sessions to allow trainees from industry to talk to

regulators

prowide more case studiez and interactive discussions, and
Incorporate case studies forzubmizsion and review of generic drug

applications.

Al righis remer e

24
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2017 APEC GRM CoE Training W0rk$hop

» Date: October 31 to November 2, 2017

» Venue: National Taiwan University Hospital (NTUH) International
Convention Center, Taipei, Taiwan

» Targetaudience:

= Senior regulators with at least 3 years of hands-on experience in
the management of regulatory reviews

» Industry managers with at least 3 years of hands-on experience
in the management of requlatory submissions

» The details will be announced soon.
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