MO
oo

20209 ICH Guideline ws MY D=

Day 1 - 118 3

(1)

Time

Program

Speaker

Introductory Session

ICH Cooperation Activity and
Implementation Status of ICH

HYE BT

10:00 - 10:30 | 30" |- Guidelines in Korea

st=0| (i 2= U ICH Jlolcatel of | (MFDS/NIFDS)

S S

oA &0

M1: MedDRA =H o4& M

MedDRA Applications: Coding and Data | = &&
10:30 - 12:00 | 90" | M1 | Analysis (Clinical Associate,

MedDRA &&: ZEY % OIOIH 24 MedDRA MSSO)
12:00 - 14:00 | 120" | Break

M4(R4): Organization of the Common Technical Document for the

AHIA &)
Registration of Pharmaceuticals for Human Use M4(CTD. eCTD)
OIRICHA QUHE SES QT BSIE2A(CTD)S 24 ’
, The Common Technical Document O|&= &R
14: - 15:
4:00 = 15:00 1 607 1 M4 | S pnesizek (0LOI.01)
15:00 - 16:00 | 60" | Break

M9, Q&As: Biopharmaceutics Classification System-based Biowaivers

A=Al

IR =227

=/, T TT

1A 2 H

HSHI

Biopharmaceutics Classification System-

James Mann

16:00 - 16:30 | 30° M9 | Based Biowaivers ICH M9 Xavier Pepin
[CH MO MESHSA 2FMIH 2H MSHKM | (AstraZeneca)

Revision on BCS-Based Biowaivers as
1630 - 1650 | 20° | Mo establishment of M9 0|34l A2
) : MO MIEO E BCS JIEt M=sHAIE & | (MFDS/NIFDS)

MolE =2

HEALE

Closing




E | Day 2 - 118 4%(z)

Time Program Speaker
E2B(R3), Q&As: Clinical Safety Data Management: Data Elements for S

o . .o . Sllcoco ol
Transmission of Individual Case Safety Report E2A. E2B(R3) 0|8

PAN oM FHE22l: HEA &™E E10(ICSR)2 OIOIH 24

10:00 - 11:00

60’

E2B
(R3)

E2B(R3) to improve the quality of
Individual Case Safety Reports (ICSRs)
E2B(R3) SR EAZS SIS IHE At
ot 21

Jean Christophe
Delumeau
(Bayer Pharma

AG and Bayer
(South East Asia))

E2C(R2), Q&As: Periodic Benefit-Risk Evaluation Report

So4-214 Bt H)I2D

How to prepare PBRER and DSUR -

, E2C |ICH E2C and ICH E2F Dawn Ren
11:00 - 12:00 | 60
(R2) | PPBRERZt DSUR &H| 28 - [CH E2C2 (Bayer AG)
ICH E2F
12:00 - 14:00 | 120’ Break
E6(R2): Good Clinical Practice AHIA &
UAAIE 2201FE: SEE XEA EG(RBM, QUS)

E6 (R2): More systematic prioritized

ez BiA}

14:00 - 15:00 | 60’ E6 .r|sk-based ap‘)pro.ach: .Sl:ICCGSSfu| (F. Hoffmann-La
(R2) | implementation in Clinical Development Roch
E6 (R2): AIBREOI QAAIE O] oche)
15:00 - 15:15 | 15" | Break

E16 Biomarkers Related to Drug or Biotechnology Product Development: Context,
Structure and Format of Qualification Submissions

ojolZ F= MBolHES AN XNENY: MY solg A% REO IIMRY, PE L U4

(i

15:15 - 16:15

60’

E16

E16 Biomarkers Related to Drug or
Biotechnology Product Development

Gideon
Blumenthal
(MSD)

Closing




S | Day 3 - 118 5%(=)

Time

Program

S6(R1): Biotechnological Products H| 24
|

otdd Eot 4+

M3(R2): Nonclinical Safety Studies Bl &N OtM AN 47

, S6+ | A Comparison of ICH S6 and ICH M3 Jian Wang
10:00 - 11:00 | 60
M3 | S62+ M3 Bl (Health Canada)
Considerations for Nonclinical Studies
of Biopharmaceuticals (in terms of
i i QAN =22
11:00 - 12:00 | 60’ 6 assess.m.ent for .Coronakus Vaccines =T
Nonclinical studies) (MFDS/NIFDS)
MO0 HIQAAAIE Al DHAE
(D2 LH9 Al HILA XtE MAF 23)
12:00 - 13:30 | 90" |Break

S5(R3): Reproductive T

| &= M

oxicology A=A

Detection of Reproductive and
Developmental Toxicity for Human

, | S5 . ST MAARR
13:30 - 15:10 | 100 (R3) Pharmaceuticals B (OFEATIIGI D A)
O|otF o MAYMEL =S4 HIt
[1CH S5(R3)]
15:10 - 15:20 | 10" |Break
S11: Nonclinical Paediatric Safety A 0l& H| At
Preclinical safety study of paediatric
Aa e, , pharmaceuticals =G MUHAARA]| |
15:20 = 1630 | 707 | S 1L i gojorm punias sia (MELA)

HIZ & oH&d AlE

Closing




Q (Day 4 - 118 62(3)
Time Program Speaker
Q12: Lifecycle Management 2|E &0 22|
ICH Q12: Ph tical Product tean-Louis
, : : Pharmaceutical Produc ROBERT
10:00 - 11:15 |75 Q12 | Lifecycle Management (ICH Q12 EU
ICH Q12: 2&%&E &=F=I| 22| .
topic leader)
, Practical Implementation of ICH Q12 Frank Montgomery
11:15 - 12:15 |60 12 _
Q ICH Q12 0134 Atedl (AstraZeneca)
12:15 - 14:00 | 105" | Break

[ICH Guidance on Q Trio]

Q8(R2): Pharmaceutical Development (Xl &lJH 22 <)

Q9: Quality Risk Management(

SEAoH2el)

Q10: Pharmaceutical Quality System(2| 24 EZ & A|AE)

| as/9/ Strategic interpretation of ICH Q8, 9, ST OE
14:00 - 15:00 |60 and 10 approaches OH T
10 _ N (HIGHTIAIOF)
ICH @8, 9, 10 20Nl CHEt MX oAl
Interpretation and implementation of
, 1 Q8/9/ | ICH Q-trio from the industry perspective | 2 & & Ol At
15:00 - 16:00 | 60 _ ) = =
10 | &EH SHUH ML ICH Q-trio of& & (801 2)
Ol
16:00 - 16:15 | 15" | Break
Q8/9/10 Q&As (R4) - The road to i35 ol
, drug development and license by QbD =
16:15 - 17:15 | 60 &A _ R ; CEEHO A
Q8AS | o0 0l o8t oot BIbHE el HHal T émgmq)
018420t — 08/9/10 Q8As (R4) -
Closing




[ ] Bio & Summary

ICH Guidelines

ICH Cooperation Activity and Implementation Status of ICH Guidelines in Korea

Title S20] |CH 2= U ICH JH0IS 210l 0% =&

Speak Youngju Choi (Director, Pre-Submission Consultation Division, NIFDS, MFDS)

PEAXEr | 2o DIm (AECIUEOI AR /AEOGEMEIIY ALMAE D)
The Presentation will provide MFDS Activities including ICH Guideline
Implementation, ICH Cooperation Activity and Future Plans.

Summary - — — — - :
St=9 |CH =82, ICH Jt0l&etel Ol &=, &= H=20 CHol
2 Jf8tCt.

Multidisciplinary

MedDRA Applications: Coding and Data Analysis

Title

MedDRA 2=: ZE & OIOIEH =4

Speaker Yunhui DO (Clinical Associate, MedDRA MSSO)

Yun Hui Do works as a Clinical Associate with responsibility for conducting
MedDRA training and providing Help Desk services and other support in
the Republic of Korea.

She was a researcher/assistant manager at Korea Institute of Drug Safety &
Risk Management (National PV agency) from 2015 to 2018. She was mainly
involved in methodological research in Pharmacovigilance and signal
detection and assessment in the Office of Drug Safety Information. In 2018,
She was dispatched to affiliate organisation, the Korean Ministry of Food
and Drug Safety to engage in a project to develop a new integrated drug
information management system.

She earned her Bachelor’'s degree in Pharmacy from Sookmyung Women’s
University in 2012 and the Master of Public Health (MPH) from Imperial
College London in 2015. Prior to MPH, she worked as a clinical pharmacist
in Changwon Fatima Hospital as well.

Bio

20198 132 H MedDRA MSSO 8t= XI& % W= HE2Z 2Fotd JASLIC
2015 2H < 3E2t st=2ASoE AL UM =2 e 2 =8 &
20tel 24 HFE EEOIR2H, 2018F AZ2AASHE X XHAICH
OIUZESEEEAAE A5 TFELR AL ZZ2HEN HFOHoASLICH
20128 =FOAHOHEr W st stA SFRE 2% 20158 0= &HclE ZelX
dEHUA 228 HAL St2E HRSLIH

The main topics include coding and data analysis, which are the application
Summary | aspects of ICH M1 MedDRA terminology. First, this presentation will provide
the recent updates and projects from the MedDRA MSSO. A basic




understanding of the scope, structure, and characteristics of MedDRA will
be discussed so that Points to Consider documents, ICH-endorsed Guide
documents for MedDRA users, can be explained in more details. The
MedDRA browser will be used to demonstrate a few examples of clinical
data coding. The session will then conclude with a brief introduction of
SMQs(Standardised MedDRA Queries) to explain how MedDRA resources can
be used in data analysis.
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Title

Speaker

The Common Technical Document
ZHEBES)==2 M

Jeong Uk LEE (Senior managing director, ICURE Inc)
OlE= &2 (00IFUE)

Bio

Jeong Uk LEE has over 20 years of experience for Regulatory Affairs at
pharmaceutical industry and cosmetic industry. She has worked for Ferring
Korea, Bukwang Pharmaceuticals etc.

Jeong Uk LEE currently works for Icure Inc. as a senior managing director
of Global R&D/Clinical Development.
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Summary

To prepare M8 implementation in Korea, briefly introduce M8 eCTD
implementing status of ICH member countries with the summarized
presentation for M4 CTD.

ICH JIOIE2t0lol M4 ZHZ2EJI=2A (CTD) 2 M8 eCTDS HR 2t 2=
COEE SO ol SHGI0 &5 2L M8 A0 HIE £ U=
HIZ6t DX 8HCt.

Title

Speaker 1

Biopharmaceutics Classification System-Based Biowaivers ICH M9

ICH M9: dEHsSIE 2F[AA 2H ST

James Mann (Associate Principal Scientist In Vitro Product Performance, AstraZeneca)

Bio 1

James Mann is an associate principal scientist of in vitro product
performance at AstraZeneca in the UK. An experienced analytical scientist




with more than 14 years’ experience in pharmaceutical industry specializing
in all aspects of dissolution testing. At AstraZeneca, James is the global
lead for the in vitro product performance scientific community with
oversight of all dissolution related activities in product development. Prior
to joining AZ, James was with Merck in the UK where he jointly led the
global in vitro predictive technologies team as well as supervising a small
team of product development analysts and more recently was the analytical
manager at Molecular Profiles. James received his first degree from
University of Strathclyde, followed by a PhD from the University of East
Anglia.

Speaker 2

Pepin Xavier (Principal Scientist Biopharmaceutics, AstraZeneca)

Bio 2

Xavier is a pharmacist (University Paris Xl). He has a Ph.D. in granulation
technology where he studied powder surface energy and liquid bridges
during wet high-shear granulation. He has more than 20 years’ experience
in the pharmaceutical industry and has occupied several positions from
preformulation, clinical and commercial formulation development, industrial
transfer, regulatory CMC and biopharmaceutics. He’s worked in
biopharmaceutical tools development for 10 years in transversal
collaboration with scientists from CMC, Clin Pharm & MPK departments,
using in vitro, in silico, and in vivo tools to support biopharmaceutical
evaluation of drugs along the development value chain and post marketing.
He was the co-leader of WP4 in silico tools for the OrBiTo IMI project
2012-2018. He has 35 publications in the field of powder surface energy,
granulation technology and biopharmaceutics.

Summary

A walkthrough of the recent ICH M9 BCS-Based Biowaiver guideline from
an industry perspective covering the topics of solubility, permeability,
excipients and in vitro dissolution.

Title

Speaker

Revision on BCS-Based Biowaivers as establishment of M9

MO MIEO WHE BCS JIgt MsHAIE HHMIIE =2 HEAE

Kyungshin Lee (Senior Reviewer, Bioequivalence Evaluation Division, Drug Evaluation
Department, NIFDS, MFDS)

0lZA A2 (ASOIAZOIMK /ASOIAUZTOIME IR OIUZTAANE ASSSH)

Summary

ICH has issued M9 guideline. The main difference of ICH M9 and MFDS
regulation is extension to BCS Class Il drug products. The presentation
includes summary of additional changes such as drug amount for solubility
test, excipient criteria and in vitro permeability methods using Caco-2 cells.

ICHMO (MESAMSH 2IRHMAHN e MSSHHSSHAE HMIIE)
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Efficacy

Title

Speaker

E2B(R3) to improve the quality of Individual Case Safety Reports (ICSRs)

E2B(R3) SZEtAS I8 JHE A St SH 21
JEAN-CHRISTOPHE DELUMEAU (Head of Pharmacovigilance Policy Strategy,
Bayer Pharma AG and Bayer (South East Asia) Pte. Ltd., Singapore)

Bio

Based in Asia since 2001, Jean-Christophe Delumeau graduated in medicine,
toxicology, pharmacology, applied statistics and methodology of clinical trials,
from universities of Rennes and Paris (France). After completing residency,
he joined a research program on intracellular signalling at the French
National Institute of Medical Research. He obtained his PhD from the
University Pierre and Marie Curie in Paris. From 1991, he moved to clinical
research, working in Basel (Roche, Novartis), Paris and Tokyo (Rhone-Poulenc)
where he conducted multinational trials in neurodegenerative diseases and
cerebrovascular disorders.

From 2002, he took over the responsibility of the pharmacovigilance
department of Bayer Yakuhin (Japan) until his appointment in 2009 as head
of Pharmacovigilance for Asia-Pacific and China, based in Beijing until 2014,
then in Singapore until 2017. In July 2017, he was appointed head of
Pharmacovigilance Policy Strategy, still based in Singapore but extending his
scope beyond Asia to Africa and Middle-East, Eastern Europe, Central Asia
and Latin America. Since October 2016, he is serving as Board and
Executive Committee Member of the International Society of
Pharmacovigilance (ISoP) and coordinating 1SoPs Special Interest Group on
Risk Minimisation methods for Asian Countries. Jean-Christophe Delumeau is
also serving the European Federation of Pharmaceutical Industries and
Associations (EFPIA) as vice-chair of the International PV group, coordinator
of the Asia-Pacific Pharmacovigilance Work-Stream, and leader of EFPIA’s
initiative aiming at Simplifying and Improving Global ICSR Submission (SiGiR)
collaborating with the Uppsala Monitoring Centre. Jean-Christophe Delumeau
is regularly involved in academic teaching activities at Duke-NUS University
(Singapore) Peking University and APEC as well as ISoP.

Summary

The purpose of this lecture is to explain the rationale for undertaking to
upgrade E2B to the E2B(R3) standard, which took more than a decade to
complete. Compared to the earlier R2 standard, E2B(R3) allows a much
greater degree of granularity to capture the information of Individual Case
Safety Reports (ICSRs) and, as consequence, improve the quality of the
case evaluation. Additional featured that are essential to reach this goal
include: a) repeatable sections or data elements which architecture allows
to evaluate each event of the case separately and to support evaluation by
multiple stakeholders, b) the addition of specific core data elements
designed to capture contents in native languages, c) the concept of null
flavor to specify the reason why a data is missing, d) the possibility to
include regional of country customization within the framework of the




E2B(R3) standard, e) the possibility to embed source documents of diverse
formats including, PDF, tables, and various image formats including DICOM.
The MedDRA is part of the E2B(R3) as well as the future IDMP for Drug
names and related information. The last section of this lecture will focus
on the E2B(R3) Implementation Guide for Korea which includes
Korea-specific Data Elements, Korea-specific customization of the verification
rules and the use MFDS’s Drug Dictionary codes.

Title

Speaker

How to prepare PBRER and DSUR - ICH E2C and ICH E2F
PPBRER DSUR =4I 2+&d — ICH E2C2 ICH E2F

Shuguang (Dawn) REN (Senior Director. Benefit Risk Management,
Pharmacovigilance, Bayer AG)

Bio

Dawn obtained her Clinical Medical Degree from Harbin Medical University.
Dawn practiced as an Obstetrician and Gynecologist in Beijing for eight
years. She joined the pharmaceutical industry in 2005 and has 13 years’
experience on PV. Dawn had worked in MSD and Roche. Dawn joined
Bayer Pharmacovigilance Benefit-Risk Management in 2011 as a Global
Safety Leader. Now Dawn is the Head of therapeutic area in
Pharmacovigilance Benefit Risk Management department of Bayer.

Summary

To assist the industry to prepare PBRER and DSUR according to ICH E2C
and ICH E2F, this presentation covers: 1) general steps of the preparation
process. 2) Section by section explanation on what to be included in each
section and what aspects the MAH should pay attention.

Title

Speaker

E6(R2): More systematic prioritized risk-based approach: successful implementation in

Qinical Development

E6 (R2): S =0l AAMAIE Ol

Taekrho Kim (Global Medical Collaboration Lead, gPDMA, F. Hoffmann-La Roche)
ZEHZ 2FAL (Global Medical Collaboration Lead, gPDMA, F. Hoffmann-La Roche)

Bio

Taek has over 19 years industrial experiences in the various field of drug
research and development Her experiences with clinical trials from Phase
1-Phase 4 covered CNS, antibiotics and oncology, etc. at the local and the
global pharmaceuticals and the global CROs. Currently she is with F.
Hoffmann-La Roche Ltd, Basel, Swiss, working a personalized health-care
(PHC)-oncology in Korea, Taiwan and Hong Kong.
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Summary

In conducting clinical trial, ICH E6 (R1) had been an industrial guidance to
ensure data quality and protection. And ICH E6(R2) addendum had been
rolled out as the need for modernization are increased that was led by
the universal shift toward electronic data capture system and
risk-management to ensure not only the process but also the
responsibilities of responsible individuals in clinical trial.

ICH E6 (R2) described the responsibilities and expectation of investigators,
monitors, sponsors and IRRs. This session will discuss risk-based new
approach to improve efficiency in the rapid growing trial landscape, which
based on the GCP main principles, refinement, reduction and replacement. .

LLAIZE0AM ICHEB(RI)S L& HIOIE} BSE —?IéF e At A 2
Jrol=etel oIt deld MAUOle =8 £ foid2clse AtelH Betz
ototd 20 ER=2 ot L&A 2 A 7Po & Otllict &
Ao Z2EXtE9 g8 220 FIt DRUCH.; ICh E6(R2)NHIM= H AL,
CUH, 2ZA el IRBse g 2 MU0l M=EUCH

Ol ME0AE S8ote SYEHNAM 2582 =017 ?loi GCPI cl Ol
g2el flofld 2clE SN =& AYLT

Speaker

Title E16 Biomarkers Related to Drug or Biotechnology Product Development

Gideon Blumenthal, MD (Vice President, Global Regulatory Affairs in
Oncology, Merck)

Bio

Dr Gideon Blumenthal is a hematologist oncologist who is currently Vice
President, Global Regulatory Affairs in Oncology, Merck. Prior to joining
Merck, Dr Blumenthal spent over a decade at the US Food and Drug
Administration Oncology office, taking on increasing leadership
responsibilities during his time at the Agency. He initially served as a
medical reviewer, then clinical team leader, followed by Acting Deputy
Director in the Office of Hematology Oncology Products and Associate
Director for Precision Oncology, and most recently served as the Deputy
Center Director of the Oncology Center for Excellence. Dr Blumenthal did
his internal medicine training at the University of Maryland School of
Medicine, followed by a hematology oncology fellowship at the National
Cancer Institute. He was an attending physician in the NCI thoracic
oncology clinic. He received numerous awards, including the 2018 American
Society for Clinical Oncology Public Service Award. He has co-authored over
100 articles in the Oncology and Drug Development peer reviewed
literature and has authored 3 book chapters.

Summary

TBD




Safety

Title

Speaker

A Comparison of ICH S6 and ICH M3
S610+ M3 Hl !

Jian Wang (Division Manager, Health Canada)

Bio

Dr. Jian Wang is the Division Manager for Clinical Evaluation Division -
Radiopharmaceuticals and Haematology in Centre for Evaluation of
Radiopharmaceuticals & Biotherapeutics (CERB), Biologic and
Radiopharmaceutical Drugs Directorate (BRDD), Health Canada

The division has regulatory responsibility for assessing non-clinical,
pharmacology and clinical data for biological drugs, including advanced
therapies, gene therapies and biosimilars, for the treatment of malignant
and non-malignant haematologic diseases, and COVID 19. The Division also
regulates diagnostic and therapeutic radiopharmaceuticals for all clinical
indications. Dr. Wang has broad regulatory experience in pre-market drug
regulations for generics, biologics, biosimilars and radiopharmaceuticals. He
joined the Health Canada Pesticide Management Regulatory Agency in 1996.
He started working for the Therapeutic Products Directorate (TPD) in early
1999. Then in 2001, Dr. Wang moved to BRDD. He actively participates in
various Health Canada, ICH, WHO and DIA working groups and expert
committees. Dr. Jian Wang received his MD from Harbin Medical University,
Harbin, China in 1982, and his PhD from the University of British Columbia,
Vancouver, Canada.

Summary

The presentation will provide an overview of types and timing of
Non-clinical studies required at different stages for drug development and a
comparison of regulatory requirements for non-clinical studies between small
molecules and large molecules.

Title

Speaker

Considerations for Nonclinical Studies of Biopharmaceuticals (in terms of

assessment for Coronavirus Vaccines Nonclinical studies)
MEO|UE HILAAIE Al DAME(2ZLHI A HIYA Xz 4

Sang Yeon Oh (Sdentific Officer & Reviewer, Pre-Subrrission Consultation Division, NIFDS, IVFDS)
QA HAHADA (ASYAUSOUHEM /A SAASTOIMEH IR AtE A
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Summary

General contents of ICH guideline S6(R1) will be explained, and the
assessment of nonclinical studies for Coronavirus vaccines will be explained.

ICH S6(R1)0ll CHEH MBHEOl LI CHE WsS XEHctD, DZLH9 Al
HZa Xt= S0l oA 2 e




S5(R3): Detection of Reproductive and Developmental Toxicity for Human Pharmaceuticals

Title ojobEo| MAMEN =4 T} |CH S5(R3)
e Wook—Jo_on Yu (Principal Re_searcher, Korea Institute of Toxocology)
ST HAHAPA (HEHTIIARL)
Wook-Joon Yu has 17 years of experience for developmental and
reproductive toxicology research area at Korea Institute of Toxicology. He
has worked as a study director of various reproductive and developmental
toxicity studies based on test guidelines including OECD and ICH and as a
project leader conducted various research projects related to reproductive
Bio toxicology. Currently, | am the team leader of developmental and
reproductive toxicology research group.
O EEIHATAAUNMN 200420 A8 = MABMEL 2 202
HAAOE0 =0t SIMA 1782 HARMEL 2t AP S22
SeAE MASMSEM 2ted A BHNIE MANZ +alot) USLITH
Slle MAYMESHHA JJF0M Jd88S 210 USLITH
Recently, ICH guideline S5(R3) related to reproductive and developmental
toxicity studies for pharmaceuticals was issued and general contents of this
guideline will be explained, and the differences between S5(R2) and S5(R3)
Summary | will be also explained.
Z2 HEETH SEE ICH UEQ MALM=HII0|E 2tel[S5(R3) ]2
MOHEOl LHE0 e WssS MG 0l HAQI S5(R2) 2t XtOIE Ol
CHoH Al & BHCEH.
Title S11: NoncIiEicaI Paediatric S_afety _
20122 4E HEXIS KAs HP& ctEd Al
Joo Young Cha (Principal Research Scientist, JW Holdings)
Speaker | sizoy meloinEl (WELA)
About 17 years of experience for new drug discovery and development of
small molecule new chemical entities with expertise for pharmacology,
toxicology (GLP tox) and R&D strategy in JW Pharmaceutical. Currently, I'm
in charge of open innovation and research funding as a leader of research
Bio innovation group in JW Holdings.
1782 WS2AHAMA MESA etef= Jlgh ek 4 DY HRE HHot
UOH, HIYA o5 EIt, HIYa =4 HIF (GLP tox) ¥ &7 I8 52
HRE +A;MIMSLICI. S = Research Innovationd! cliE 2E 0l:-HIOI&
a2 2 A4 E4 23 RE 2 USLICH
In order to support preclinical safety study of paediatric pharmaceuticals, it
will be explained the information and examples of ICH S11 guideline
Summary | (adopted on 14 April 2020).

A0S 3 HE HIgy A™d AMlgs ?lol MSH &= ICH
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Quality

Title

Speaker

ICH Q12: Pharmaceutical Product Lifecyde Management

ICH Q12: 21f& M| 2cl

Jean-Louis ROBERT (EC_EU ICH Q12 topic lead)

Bio

Dr Jean-Louis Robert studied chemistry at the University of Basle (CH) and
obtained his Ph.D. from there in 1976. He was head of the Unit
“Pharmaceutical Chemistry”, an Official Medicines Control Laboratory (OMCL)
at the National Health Laboratory (LNS) in Luxembourg. He retired from
LNS in March 2015.

He was a member of the Committee for Human Medicinal Products
(CHMP) since 1995 (co-opted member since 2004) till December 2017 at
the European Medicines Agency (EMA). He was chairman of the
CHMP/CVMP Quality Working Party from 1995 to June 2017.

Within the International Council on Harmonization (ICH), he was involved in
different topics as expert of the European Commission (EC): ICH Q2, Q8,
Q10, chair of Q8, 9 and 10 implementation and CTD-Q. Currently he is EC
topic leader for ICH Q12 (Pharmaceutical Product Lifecycle Management).
At the European Pharmacopoeia (Strasbourg, Council of Europe), he was
chair of the European Pharmacopoeia Commission (2013-2016) and he was
a member of the group of experts 10 B (chemical). Currently he is chair of
the CEP (Certification of Suitability) Steering Committee.

Summary

The lifecycle of a pharmaceutical product and its corresponding
manufacturing process is a dynamic process, meaning that the evolution of
product and process does not stop after first approval. Therefore
post-approval changes are an important part in the lifecycle of a medicinal
product. They can be influenced for instance by additional experience
gained during commercial phase, scientific progress, new safety information
and/or change in Regulation.

The concepts and principles of lifecycle management as described in ICH
Q12 will be presented including tools like post-approval change
management protocols (PACMP) helping to facilitate post-approval changes.
Emphasis will be made on the importance of a risk based approach for
changes supported by a sound pharmaceutical development, on the need
for a categorization change policy and on the necessity of the
demonstration of an effective pharmaceutical quality system. Implementation
challenges will be discussed.




Title

Speaker

Practical Implementation of ICH Q12
ICH Q12 O|& Atdl

Frank Montgomery (Global Head Regulatory CMC, AstraZeneca)

Bio

Frank obtained his degree and PhD from Imperial College London and
Post-Doc at Ohio State University USA in synthetic chemistry. He joined
AstraZeneca in 1996 and spent 14 years in APl and drug product
development and manufacture before moving to Regulatory CMC in 2009.
Frank is now Global Head Regulatory CMC at AstraZeneca and a member
of Implementation Working Group (IWG) as EFPIA Expert for ICH Q12
Technical and Regulatory Considerations for Pharmaceutical Product Lifecycle
Management since its initiation in 1994 and has been responsible for
leading teams drafting several sections of the guideline.

He has presented and organised several international conferences on
implementation of QbD & ICH Q12 for DIA, ISPE, PDA, CASSS, facilitated
training activities and workshops for regulatory agencies including EMA,
FDA, NMPA, MFDS on topics such as implementation of ICH Q8-11 and
training and implementation of ICH Q12.

Summary

The presentation will highlight the need for ICH Q12 to enable the vision
for Q10 of continual improvement in Pharmaceutical drug quality. This will
also illustrate some of the learning and experience from AstraZeneca as
well as future challenges.

Title

Speaker

Strategic interpretation of ICH Q8, 9, and 10 approaches

ICH @8, 9, 10 E2H0ll CHSt MSE oAl
Tae Kyu Kim (CEO, BnP Care.)
ZEH CHE (BICHIIAO)

Bio

| have been conducting QA and QC work in biopharmaceutical R&D and
manufacturing companies for about 15 years. | was primarily responsible
for QA of vaccines and antibody drugs. | have been serving as the CEO of
a QbD and GMP advisory company at BnP Care Co., Ltd. for 6 years from
2014.

oF 1582 HiOIe%E HFAMNE 2 MXZ=/AUHA QA, ACERE
LICH. &M 20149 2H 642t @UIHIIAIOMA QbD & GMP KHESIASl T
OIMZ THAE SOl JASLICH

Summary

Design-based quality based on ICH's Q8(R2) “Pharmaceutical Development”,
Q9 “Quality Risk Management”, and Q10 “Pharmaceutical Quality System”
Based on (Quality by Design, hereinafter QbD), it will be described
including the concept of the Product Life Cycle to establish an
understanding of product quality and process in a systematic approach.
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Development)” , Q9 “Z& 2/A3 22l (Quality Risk Management)” , Q10
‘M Z2E AAE (Pharmaceutical Quality System)” Ol SIoist EAHD|EHE

Z (Quality by Design, Ol3t QbD)S JIEtC2 HMAHEC HZ gtaloz HE
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Interpretation and implementation of ICH Q-trio from the industry perspective

Title A1 EBUMO ICH O-trio ohA 2 Als
Speaker Hyl_,m_ Cheol KiEn (DirEctor, Hanmi Pharm.)
ZEE OIAL (BHOIXE)
2017.10.~ Hanmi Pharm.Co.,Ltd., Bioplant QA director
Operation of QMS for clinical trial medicines, medical devices, and
biopharmaceuticals, Validation of new bio plant construction, Conduct
inspection by many of regulatory agencies including US FDA
2016.01.~2017.09 LG Life Sciences (now, LG Chem.), Head of CQA
Corporate level quality management system planning and coordination
2010.01.~2015.12. LG Life Sciences (now, LG Chem.) Head of Osong Plant QA
GMP control of construction and operation of new bioplant, development
of bio-similars and vaccine products, and quality management for
commercial production
2008.01.~2009.12. LG Life Sciences (now, LG Chem.) Planning of Corporate QMS
2000.01.~2007.12. LG Life Sciences (now, LG Chem.) Head of lksan Plant QA
Supervised QA of US FDA approval process for Korea's first self-developed new drug
Bio 1997.01.~1999.12. LG Life Sciences (now, LG Chem.) lksan Plant QC
Set up of test method and initial laboratory management system
for 1st generation biopharmaceuticals
2017.10.~ SIO|ZS. HIOIRQEMHE QAL R (OIAF)
gater, oz J|J], BloIL2AZE MBS & &, HiolL M3E H4
SWe|H01&, US FOA et A& M D22 AAL =&
2016.01.~2017.09 LGstst, MPFusi=F CAEH
Corporate level S&2t2| AIAE D& ¥ 2
2010.01.~2015.12. LGS Q&I E QAEH
AHZBEO HE L 22 HI0IQAIZH & HMAMS e 2 AHMa XA
2008.01.~2009.12. LGMHYS FAFA D&
2000.01.~2007.12. LG TSt A AZE QAE
2 == KA O Alefol FDA 01 WAl QA =&
1997.01.~1999.12. LG H st olAr=s & QCE
THICH BIOIR2/2F 2l AlEE 2 =D Alda2te] AIAE set-up
ICH Q-trio (Q8, 9, 10), which presents the latest guide for the quality
management system in all stages of drug development and manufacturing,
is to be interpreted in terms of industry implementation. Also, based on
Summary

the interpretation of the regulations, we would like to share our
experiences of robust and efficient operation for PQS.
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HMIAISE ICH Q-trio (08, 9, 10)E &HH HE ZHOA SHAGHIX ST
Eet RE2 oAl JIEHot ALGHHA X HE0N et 8 8=
ot A+ BHCH

Title

Speaker

The road to drug development and license by QbD

QbD Off 28t 2*E SIHLCl & Ol — 08/9/10 Q&As (R4)
Cook Hee Kim (Principal Researcher, K-Bio NDDC)
2=35 HAHARR (LEEFUYZAJASIHE)
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Bio

Cook Hee Kim has 15 years of experience for process development and
project manager of Biological drug and 3 years of experience for QA team
leader in GMP & GLP.

He had developed the “GreenGene” (recombinant Human Coagulation Factor
VIII) in-GC pharma. and the “NES-bell” (NESP biosimilar) in CKD pharm.

GC=UTUA UEBSHE S2UUSH "I o HEE
soar  BIY0A HOIALRI HAW o N & HZAL
ASLICH BT QBT B AMAREHE O
BA0 YMABAMBHA of NBYBEHAR
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Summary

QbD is not mandatory for licensing. However, parts recognized as important
by QbD's experience in implementation have already been revised and
strengthened in legislative and GMP regulations. The requirements of ICH
Q/8/9/10, which may be of interest to practitioners in the field of drug
development and production, are intended to be more specific.

Most of the activities required for QbD are under the recently
strengthened GMP regulations including guidelines. It is only integrated and
not connected. Drug development by QbD is like sewing jewelry from each
individual activity to complete a jewelry necklace.

L

QpDOll 2f8t 2lefE JHE 2 ol ot Al E==Atet0l OtLICH. ZlefLt QbDel &gl 2

S0l SJoilA SKotttl °|’\'E| 222, 0101 87 & P #EUA =&
0 AL AL oIOtEOI IHE Dt Aatol Yol AAMXS0l =g = U
=, ICH Q/8/9/100IM 2+ote RS2 20 FHMELZ ZHot DX+ &t
JrolEetels Eegst x2 ZatE GMPRZEO0IA QbDol 2 =&t %%S HE=2
ot =PN %QEII’_ N
=13

AZE0 UK &= =0ICH. QpDOI oI =
£ AWM BEA=ZSZ0IE 2ddot= At ’E*EP.




