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Program Lead Dr. Kotone Matsuyama
Chair Dr. Kyoko Imamura JAPHMED
Chair Dr. Kotone Matsuyama  IFAPP

Session Title

The Medical Affairs (MA) role in Asian regions [JLearn from experiences from
APPA (Australian Pharmaceutical medical and scientific Professionals Association) and from
MAPS(Medical Affairs Professional Society)

Abstract

IFAPP (International Federation of Associations of Pharmaceutical Physicians &
Pharmaceutical Medicine) . a non-profit organization established in 1975, has national
member associations in about 30 countries. The Japanese Association of Pharmaceutical
Medicine (JAPhMed) has been a member of IFAPP since its inception. The Asian Regional
Meeting of IFAPP will focus on current topics and issues related to pharmaceutical medicine in
the countries with member associations in Asian Pacific. In the last Asian meeting. we agreed
that we need education and certification for Medical Affairs professionals (not only Medical
Science Liaisons (MSLs) but also Medical Directors . for example) . and capability
frameworks should be established to develop well qualified MA professionals with certification
accredited by established authorities. Medical Affairs Professional Society is a global
organization founded 6 years ago with a chapter focused in Asia Pacific on Medical Affairs.
in particular educational needs. cross industry networking and focusing on demonstrating the
value of Medical Affairs in the region and globally. The APPA has focused their activities on
MA/MSL professions. Our colleagues in APPA can share us the educational needs for MAs and
they also guide us on basics of Health Technology Assessment (HTA). upon which we can
adapt to national healthcare systems to make our products accountable for the society.
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Asia-Pacific IFAPP session

Introduction of the APPA and their activities on the education and
certification for Medical Affairs

Dr. Matt Britland
President, APPA
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Asia—Pacific IFAPP session

Introduction of the Medical Affairs Professional Society and their
educational activities

Dr. Hahn-Ey Lee
Country Medical Director, Pfizer Japan

11



Program Handout Ver.2 July 25, 2022
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JAPhMed Medical Affairs Task Force
Seminar
(Web O &)
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Session Title

| JAPAMed Medical Affairs Task Force Seminar
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JAPhMed Medical Affairs Task Force Seminar
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JAPhMed Medical Affairs Task Force Seminar
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1TA288 (K) 17:00~18:50

Next Generation Data and Technology
Seminar

~ (GCo—sponsored seminar~
(Web O &)
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Session Title

|Next Generation Data and Technology Seminar ~Co—sponsored seminar~

Abstract / TR LS b+
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Next Generation Data and Technology Seminar
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Next Generation Data and Technology Seminar
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Next Generation Data and Technology Seminar
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Data—driven research and ethics T—4XEREIRITAZT D HEE & MR IE
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Data—driven research and ethics T—4XEREIRITAZT D HEE & MR IE
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UFEFT, EBIVET S, RBRELEZBZNLICTORILEFESIET, CNETE
FESBEDKRBZEVRET, T0/0°—2EAETI /700 —%2F5DHAL
Dh, Al loT, 56 L EBYILARIZES & T, EAYERELET, ABICBLE
BOFEARERYZLELWD?2ENSEDIVTT, FLT, FOED 3 VEE
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E(ZEDL, DFEYDX=ADFEHELELLZDTT,
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D IT EL, BEERLBEET 3R LTEBEFEEDRRFEBEL-C LFEEE
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WK ZEMNBRBELTRESIN, £FHRYENMTT X IZRYBORBAEA L SN
TW3, FERIHOAEEMHETLMHELT, TOFILEEFRALE-EHFNLGRIETFE
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HEDHTWL ETREMTFTEIRERAS D L EFFAH, IZTDNWTHREBEFRAT S,
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DURFIIHEBEHE L., DEOXEDE LICHTHREZELTE-, 2002 £ JGOG
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BOEHZINEL L. NCI A SREINIEZHZFHNRELLGYEELNEICDD K SIC
Hofzo LHOLEAS, GOG A —FLI-EMFEARETIX. BEAETORFIZEL
P5REFHRTIH-HOEENTRET S0, EFHAZERL TITHEITAIEL
LMo 1=,

2014 &£, K[E T GOG A¥ NSABP & RT0G A& H L NRG Oncology ICE#m I NT-DIZ{#
LM, HBARTH NRG Oncology Japan Z##L71-. ZD#%&. NRC AEET S ERFER
BE 24, £-. JORAFEEERFAER S IIL— T (GOTIC) TT7 S5V RDEEKRAE Y L
—TJENHEREMEEREEZ | 1T o TEEMN., ChoDERNAZRERIX. EX%
RBELTWS T O—NILEEMNRAROY—ZFZB L THBI N, £, BAFL
SNOFEEIZEALTH NRG RERE L TEMTEARRZToTLAA, COBAIXI O
— NI TEEHRBERICHIENTCELN CERNFARERZRHELTES 2T,
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43



Program Handout Ver.2 July 25, 2022

BRERBI - SBRRICE T D RELRADEL LRE

HNEGRETHTITHEE L -EXRRFAREDRERR

i f—
EiAABME L2 —hRIERE ERREFEERM

FTHATIT7HhoR-BAOEERSRBEAHFOT I OREL LTIX,. OfFE/NMzm»>A
Athis, QEMLTIRFEL, OFEERRENDES, OTCHILIE~DORIGEDEN,
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BEEODRAT—IRILT—BZNESICEL D, OIXTHIGREBIZEESI LMY ES
h2EERAD funding BN &, O—XREDLAEESELEWVSREELAHD,
NoDFREEFRICAIFI=ARMEICDOWNTERLET-LY,
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(MA) FEND—IRT., BBEKRMEEZRIE-HET LI LN HEH-TLVS, HREE
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ARDEFHEIYENIT H0I2, RFOREREMTZAVERAAPNEERZED
ZLDRFTITHONTDS, FICERICBWLWTIX, IT/Digital HfiOEEKEI~D
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ND—DO¢ELTERTHIRFELELHELTWS, Z0OH. MXFELZED—FHD
EIIEEBIMERREIZCKRELYY—IXENTT, BRAGEKEEEICEWNTEES
HEHTWD, —AH. VY—XIZRYDNHDIRIIZHUVTIE, 2030 FDFFEEEZR
B TCHBMUICKEIFOERLL/R— 7+ A EBREHL., BABEEXLEDHEFIC
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(2. BHRECOMERLG EDRBEBICEWNTERKR/ B2 2 B9 SalD S
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INDODOH D, KFE/BRHZHICEAHLZ TOYS LAEBE#BIZBVLVTIIEERTALD
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HbD, cNODFREBEDOLZNVHIBRHREEHICEWVNT, BETEZOREZODLDIZE
B L-&EBEEHE (Disease-Modifying Therapy: DNT) MBFEMNEH LN TEY . B
KREENOD N ERDOEFZICHT HHFLEE>TLND, A, DNT ORREIZE
WTIEZORRERY S 5BFORPXEROREDET TR, FEFIREZDHE/E
EHDE=ZR ) VIDRFARELEHDTETHY ., HKEDODZHFETIXEDICIRZ S
CEMELL, ChoDREMRIZMEITT, DNT xS LI-RERERICDLGASH/NA
FAR—H—RUV., TOEZHMFEORENED SN TWNSEA, RE+LEIKRREIEE
ZEW, ROVURDHOLIZEWTIE, Th<ERLTUL A MRI & Al UL =, DNT
[ZRIFATOANLMNAATI—N—ORFEDIREMER Y., BAOEMICOWLT ITHEBN
IETLV=EL,
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FalR#FEIZE (TS Digital Transformation
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BIZKYVEBD) E— MELEA, FHELALBT 2V —IXADPBEBERARDT—42 &
LTERESNAHP T, Decentralized Clinical Trial (DCT) ML 3G INETIZH
WERERMI R DEAEMNTIREE T Y, HTLWMEENRBLE SN TLNVS, AR TIL,
BRERMEIZETDETOAIL SR T+—+—2 3> (Digital Transformation:
DX) £LT., ENESHBEENRBI>TWAILIERET S, DX (X. EXERFE. &
BFREROLT. HELATOHENPFIATE Y., BEEFEAEIX. 2018 FIC
DX #EEHA K514 ZREL. BROERERELTH, 221 E£9 80 T2
AR EMEERE] OBTICHEVWTOAILFAERELTWS, DX (XTU2ILIE%E
BLEER, JL—LT7—VDEEFHRTHBLTHED TSI ENTES, BE
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Using Al-generated Synthetic Data to Design Safer Trials: Focus on CAR-T
therapy

Jacob Aptekar MD PhD. Vice President
Medidata Solutions. Acorn Al

With six regulatory approvals already in the first half of 2022 and 500 ongoing trials, CAR-
T development is entering a new phase in its maturity curve and the coming years will hopefully
see hundreds of programs moving into pivotal trials. While CAR-T treatments have shown
promise in treating severely-ill patients with indications ranging from hematology to
malignancies to solid tumors; development of these therapies remains extremely challenging
due to the frequency and severity of adverse events such as Cytokine Release Syndrome (CRS).
Neurotoxicity and Cytopenia. 2021 saw dozens of trials were placed on clinical hold by
regulators due to patient safety concerns. Even amongst approved treatments. the risk of these
potentially life-threatening side effects hinder adoption by treating oncologists. Attend this
session with Jacob Aptekar MD PhD. Vice President Acorn Al. to discuss some novel
strategies that developers can adopt to overcome development challenges and how historical
clinical trial data can be the key to developing safer treatments.
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Program Lead Satoshi Yamanaka

Chair Taku Seriu
APCER Life Sciences/Kyoto Pharmaceutical University

Chair Sakura lizumi
Takeda Pharmaceutical Company Limited Japan Oncology Business
Unit Medical Affairs

Session Title

Be a global leader for creative disruption: Globalizing and harmonizing an organization in
pharmaceutical companies

Abstract/ TR FSH b

Patients waiting for new medicines exist across all over the world regardless of country.
Delivering innovative new medicines developed at great cost and time to as many patients as
possible is pharma’s mission. Pharmaceutical companies are driving globalization &
harmonization to accomplish the mission. However. due to differences in culture .
language. geographical distance. regulations. etc.. globalization & harmonization is not
always being promoted efficiently.

During this session you will learn about,

-The reasons for globalization & harmonization of organizations in pharmaceutical companies
-The process of engaging in creative disruption-Sustaining and reinforcing the changes made to
create a new cultural norm in a global environment

-The required talent in global organizations
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Be a global leader for creative disruption: Globalizing and harmonizing an organization in pharmaceutical
companies

Creating a Global Pharmacovigilance Organization: Reasons Why and Steps for
Using Creative Disruption to Strategically Build Such an Organization

Mirzal. Rahman, MD., MPH., FAAFP. FACPM. President-Elect of the American College
of Preventive Medicine and Former Senior Vice President & Chief Global Pharmacovigilance
Officer at a Global Japanese Pharmaceutical Company

Despite the ongoing COVID-19 pandemic that has limited our ability to travel freely these
past two years, we are still a very interconnected world! It is one where pharmaceutical
companies discover. develop. manufacture, and market products across international
borders. Thus. there is a responsibility for all pharmaceutical companies to be compliant with
the rules that govern these activities globally. especially in the realm of pharmacovigilance.

In this presentation, the reasons for creating globally harmonized. compliant, and cost-
effective organizations, along with the strategy necessary for creating such organizations.
will be explored. The concept of creative disruption has been used by global leaders to
effectively create globally harmonized pharmacovigilance organizations . in addition to
creating globally harmonized organizations in Regulatory Affairs, Quality Management, and
Medical Affairs in the pharmaceutical industry.

During this presentation. the objectives are as follows. and you will learn about:

Reasons for creating a new global organization in pharmaceutical companies

- The need to do this as quickly as possible once a company starts to work globally

*Benefits and risks of creating a new globally harmonized organization

- The process of engaging in creative disruption to do this effectively

* The personnel required across a global organization to do this successfully

- Challenges presented by differences in culture, language. regulations. and time-zones.
and how these can be managed and mitigated

* The need to sustain and reinforce the changes made in these global organizations. in order
to create a new cultural norm in the respective pharmaceutical companies
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Be a global leader for creative disruption: Globalizing and harmonizing an organization in pharmaceutical
companies

Be Bold to Pursue Your Career

Tomoko Maeda-Chubachi, MD. PhD. MBA
Chief Medical Officer . Novan . Inc & Founding Director of the Institute of Drug
Development Career Promotion (DDCP)

Whenever I talk to young professionals, I enjoy conversation with an individual who is
serious about his/her career. I ask what you want to be in the next 5 years. I also sometimes
ask what you wanted to be when you were a child. You would feel fulfilled when you achieve
something you wanted to be., or you wanted to do. You do not need to take the exact
occupations or roles, but you should feel happy with a part of features of the jobs. Yes.
prioritization of your dream career. To achieve career goals, I recommend creating a career
map and update every few years. To develop the map. you need mentors who can navigate
you the opportunities and roles in the industry. I held too much pride and was meaninglessly
hamble when I was young. and I did not ask for help. That was wrong. Accomplished
professionals are eager to help you. and you achieve goals at higher level than you ever
imagined with their help.

To become a global leader and act as a leader. working hard is not enough. You have to
develop your network intentionally. ask for help respectfully. enjoy serious conversations.
and follow your heart. Time on this earth is limited. Invest in yourself, be open to learn from
anyone, have courage. and be bold to pursue your career.
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Be a global leader for creative disruption: Globalizing and harmonizing an organization in pharmaceutical
companies

Working in Global Organization

Ken Ogasawara,
Bristol Myers Squibb, Clinical Pharmacology & Pharmacometrics

The speaker will provide his perspective on how to work in global organization and soft skills
which would be helpful in working in global organization, based on his career journey.
including post-doc at universities (Medical College of Georgia and University of Rhode Island)
and regulatory agency (Food and Drug Administration) in the United States (US). Master of
Public Health (MPH) student at a university in the US (Johns Hopkins Bloomberg School of
Public Health). and scientist in US-based pharmaceutical companies in both Japan (Eli Lilly
Japan) and US (Celgene and Bristol Myers Squibb).
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MEEZF 2030 :
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<VURIDDL1T (RIFA) >

Medical Doctor Forum
(KeRtEtEYSaY)
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<VURIDHLI12 (RIFB) >

Beyond MSL - 2030 &£, MSL &7 1=1d?
(MA BELtEEY S 3 V)
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—RUEEA BRREEFS

BEBR MARdAITAT7TH)

e-mail : zymukyoku@ japhmed.org

URL : http://japhmed.jp/
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