HARREZS F 11 BFERR=

AT/ A A NE ¢ g
Program - Handout

202010 H30H (&) . 31 H (1)
BREIEFT - B
VT7aAsm (BARBEIA 7 A AT 4 ) |

LIVE & Web Eifg, A7~ NEME

The Japansese Assoctation of Mhuarmecoution! Mrdu'uw/

—i U EEA BARRRESFRR

http://www.japhmed.jp/



http://www.japhmed.jp/

SRR —

ZOREE, BARKERZSE 11 [EHERKESY, 2020410308 (&) 318 (1) o2 B/, FEXE
HEEITA TV A TV RAENLNT 4 722Gl LTHHRZED TE D £33, COVID-19 DRI HES
Web Bif#E (TLIVE B! Web BtfE] + (A v F <~ FEME)) A THLHEBRT A ZLLWELELE,

HARBKEZS T, 2009 FIZ— KM FAEASDOBITE, 2010 2L 0 F—T U BMBOERKREZ
BERM L, NEBSIOZOBEERE, 7H7 I7., HEIMRE L OEREE AT 0% —R CTIEE
LTNBYBEE AV AN—RENFOHEMENSE L, BIRER, RERESOFIETM - REMER,
AT AANT 7 =27 — R, MEEZ/ERLFARBEIRR AL TERRBREToTBVELL

SEDERRETIE, BEIAZHLNI, EEFROEE, T L CEHR - TROEIAOTEED S 2
T, MEEZZHEL, JVRVWEERZ1ADVEL, BEIALZOZFRICBRIT TS Z A3, MK
EZICEDLIEOMEM, BEETHLILEAND, [ “EFARFTHEICL Z2MUEEZOHE~ LY RVE
izl AbRLBEIALEDOIRIBECBRITITEE®DIC~ | AL T —~IC, TrTFAEKR
RIS T AT RRAPF—DERE L BT TLEEFELTEY £7,,

BAFEEMICIT PMDA BER OBRERILEA, EFREICIIE SR - RERFEE v & —Rtk D
dUAFSERAEZBRELE L, £, £y g Tih, VEEDERKEN D ORER - BB L 2R3
[EE# Real World Data DRUERFE#R R MR TORE | © [BEKES/EELFERICRZEMARM,
77— )WVABMOER], € LT EEEZOSLEND REFHan ;U A )V RAEGEAE (COVID-19) | R
[COVID-19 284,72 5 L7z MAMSL {EBI~DA L /%7 b 728, BARMEEZEENS ZZHBY EiF5
EhbHdEyvaretBEBLTRY £9,

UED XSz, GEDERRKETEH, COVID-19 DR ZEMBK Lz LT, BEZESZIICODEDHFOE
FARDF L IZTBMN=TEE, IERLEBR, BARH - FREFOBL L THEAIDIREZEHELTEY
*7,

ARKEN, EERLVIRIBMOBREICHERVEF T2 L5, KEEFRE—F. —iL& o THHBEE
BDTEYET, EEOEFEOTEMEZLNLBHELLTEY £,

2020£7H20H
—RMEEA R ARMEEYS #F 11 BFERASR/BHE
ESIAF SRR IE NE SR - SR ERE R v & —
FSGURL—YaF e AF 4 ANEUF—
HHREH - TR N

' APhMed_

1



—F 1 EFERRE TursJ LK —

<Fm7r77rEH (BHE) >

RORE (MA #8&. 7R b7 BRI HEH)

MLl B (MAEE, ANVI AL FT7 7 —<HRED)

FTEE —HR (MS #&., ¥ v&A KL TEBRRSH)

AH Rk (MS #i=. BHEBRTRAT)

HiT 3T (BEBE. KERKF)

AR Fot (Bl s, A ARNEERYS)

il g (EREMEEFSHEY, AEARERKS)

M B (LSS, EP 7 )V — AR Ett)

E® E£T71 (REEHE., A ANEERYS)

e 5Lz (RER#E., F—=1HASt., A RBRARES)
HH (RERHM#E. KAt =0, BRBRARES)

<FuT T LT FALF— (g >

N H
[iE)S
A
i
A

(A AR
(A AR

EFR.
EFR.

KBRKRZE)
TR - 2 ¥ —RRT A THRE)

(AAREREZS, RERIEKRAS1)

(A AR
(A AR

< Graphic Recording (BX#rHlg) >

=

=

EFR.
EFR.

PN D)
7 LAY = U EREH)

' APhMed_

2



— BRIEGAT - BRI —

[V 7rsm] c BABITA TV AV RAELT 47 201 K&%%=E
(7272 L. COVID-19 ~DEEND, JHRINAEANEIX, (7241 720 FT,)

[LIVE # Web BfZS] : Zoom « 7 = B —HREIZ X D Web BRI & 720 £,
(772U, YUARIVULG c IMADFY YT T AATONTEVELB Y] 1.
Zoom* TV AT M —AbLBERERH LIy a & Ed,)

[ArTF<=r FEME] : By a VY BORNELZER L, HEILS U —ERED L, FEBMEE BRI,
UToHEIZ, A5 ~r FREZITVWET,
FrFer FEMERI 202011 H14 B () ~11 H23 8 (H)

— 2B TRAN —

BABIA 7V AV AEAT 47 T103-0023 FIEHHRX B ABEAT 2-3-11
£33 HP  https://www.nihonbashi-lifescience.jp/building/

T7RREREA e SRER ZEAERTE A6, A9, AI0HA #EH3I45
A be EEMRR BARRTE #5745
JRFAAEERTE HO 5 #5145

L
HSEIS '2‘!
- 0 X
.—ME ;(E
i 2%
7 B
=2
— | 1
= a=m 7
= D
i o
7/
A
g
1
T
{
fo 7
Oty 7

AAPhMed
3


https://www.nihonbashi-lifescience.jp/building/

10 H30H (&) 13:10~14:10

(&% A)

AAPhMed

4



FATFRRTH

ERA ) _N—3 g o OHEEIZ AT 72 PMDA O B2

RN RRAL
MNATBHE NERGERESROHE (PMDA) HER

IRNTATEOE N EHR G RS 5754 (PMDA; Pharmaceuticals and Medical Devices Agency) 3. fdt5E
WERFES, KRB EEBEROLENREERED 3 ODOEGEIEE LI TH D, ik 16 FEDI L
UREOIFITEIT [ KT v 7« T7) &, a2 22 TWeh, kORI EORICEX 5 Z &
IZE - T, & TEECKOHRI YR &8 2~ 2 FEM 2 Ek T 572 EE AT 72, 2019 FENGH
MG C S EBEAA LI 2ATH LN, TRETORLEILD L Z &L, BEEOHK
TRICHDICHE LR D ERFTOBRFEATOBRZ B £ 2 728 LV FESCRMICREBICTF vy LY
LTWn&E7uy,

ARFEE TIE, T E TRV R EANIC RS S EREL M OHFAERER L E 2 L0 RCERIZ)E
iF % 7212 PMDA 23 T2 TV DIEENZ DWW TR L2,

@

5



10 H30H (&) 14:20~16:10

<VURTDT AL (BFEA) >

COVID-19 28 % 7= & L7~ MA/MSL {EBI~D A 237 |

(MA#HEEY v a V)

@

6



Graphic Recording
— SURITAL (BRHA) — iaidediidien

Session Coordinator 1/ I—F4$%—%—1 % Ex

Session Coordinator 2/ A—TF4%*—%4—2 | #f+t &

Chair 1/ FEEE 1 & EE  (FRMNERIKBEKSH)
Chair2/ FEE 2 HE FE (AILINAAT77—<HERXEH)

Session Title / #1kJL

BAZE | COVID-19 Abf=bLi= MAIMSL EBIND A2/ \Jk

English | Impact on MA/MSL activities resulting from COVID-19

Abstract /| 7IArSHk
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English

The spread of COVID-19 infection impacted not only in the medical industry but also in social life.
Especially, the change of the way of working with utilizing technology has had a big impact in various
industries. What impact does these changes have on MA/MSL activities in pharmaceutical companies, and
what needs to be considered in their future roles and ways of working?

In this session, it is expected that having deep discussion about future of MA/MSL based on examples of

MA/MSL activities in the COVID-19 environment and opinions from health care professionals on MA/MSL.
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English | The Next Generation Medical Infrastructure Act:

Possibility of utilizing real world data(RWD) and future prospects
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English

Under recent progress in digital technology, it is important for the development of pharmaceutical medicine,
such as clinical development and safety evaluation, to utilize real world data(RWD). The utilization of data of
claims, medical records, disease and patient registries has been increasing.

The Act on Anonymized Medical Data That Are Meant to Contribute to Research and Development in the
Medical Field, which is known as Next Generation Medical Infrastructure Act, came into force in May 2018, and the
Certified Business Operator on this act was firstly established in December 2019. Now it became possible to
anonymize the patients’ medical records for research purpose, and the research and development in the field of
health care is expected to be more and more accelerated.

In this session, speakers will provide the overview of Next Generation Medical Infrastructure Act and Millennial
Medical Record Project and share the latest cases of the project, and we will discuss the current situation and

possibility of utilizing RWD and future prospects.
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Session Title / #1kJL

BAZE | COVID-19 I3 HERKIG. X, EEETORGEGHEIZDONT

English | Correspondence and Cooperation between Medical Site, Industry and Authorities against COVID-19.

Abstract /| 7IArSHk

HAGE
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English

Information on COVID-19 such as pathophysiology, treatment methods, epidemiology, etc. is transmitted from
all over the world. On the other hand, it is a fact that medical personnel in the field have a hard time dealing with
individual patients, and useful information is not always spread.

What companies and government agencies should do in such a clinical crisis should be considered based on the
experience of COVID-19.

In this session, we will discuss the status of examination / development of COVID-19 diagnostic agents and
therapeutic agents, the response from government agencies, and what is needed as a clinician in the field.

To clear a more useful correspondence for the pharmaceutical medicine from now.
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Session Title / #1kJL

AARIE | *kkEF Medical ZBFANDE S HKXETIL

English | The future business model for Medical department

Abstract /| 7IArSHk

HAGE
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KRIEZBIEHEINTVBEIRD B EERLIZ Medical ERFIN) —FTEZHMAL VLIS THFEL TS,

ARtyiar TR MA/MSL BRI SEFREANDORMEDEREZE —HALL, EHAD MA/MSL DEDRRETIL
[ZDNTEZTULELY,

English

Whereas Medical Affairs division and Medical Science Liaison, have been established in the pharmaceutical
companies since around 2000 in Japan, they are, for the time being, installed almost pharma companies regardless
of whether it is a domestic or foreign company. Nevertheless, the Medical Affairs division still held down some
challenge for its business, such as how their outcomes are directly beneficial for HCPs or whether their way of
working and outcomes are regarded as meaningful value by related departments, top management and even
HCPs.

Furthermore, MA in Japan lags far behind other advanced countries’ pharma in some areas, which are in
forwarding various clinical research after approval and in submitting articles to peer reviewed scientific/medical
journals. This session will provide an opportunity to consider near future business model as a second-lined MA/MSL
if it is regarded the dissemination of MA/MSL and being on the right track as a first-line MA/MSL.
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Session Title / #/1kJL

BAGE | HEEFEERLTUNKEODAMER : REGHE LR EHE

English | Human Resource Development to Spread Awareness on Pharmaceutical Medicine: Necessary education

and certification system

Abstract /| 7IRFS59k

HAGE
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AMBROBRREFHL T FETHD. RIC. REEMODHE/ERGIEAHEILILTLSREED FPM(Faculty of
Pharmaceutical Medicine) ICER MBEAFEICHE THERMDZ DL TRENALTELD,

English

In recent years, the enforcement of clinical research methods and the revision of ICH guidelines for clinical
trials have continued, and the need for human resource development related to global trials for pharmaceuticals and
doctor-led clinical trials has become higher. In order to develop human resources, it is necessary to collaborate with
industry, government and academia. In this symposium, the role of doctors in industry, government and academia,
and the present situation and future of human resource development will be tackled.

The authorities are expected to present their views on the human resources with emphasis on doctors’
involvement in drug development; and medical institutions and related academic societies are expected to explain
the current state of human resource development for doctors.

Finally, we would like to ask the FPM (Faculty of Pharmaceutical Medicine) in the UK, which has an

established education/qualification system for pharmaceutical doctors, to introduce the role of doctors in drug

development.
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Session Coordinator 1/ I—F4$%—%—1 % Ex

Session Coordinator 2/ A—TF4%*—%4—2 | #f+t &

Chair 1/ FEEE 1 & EE  (FRMNERIKBEKSH)

Chair2/ EEE 2 HE ME (ALONAAT77—THKEH)

Session Title / #1kJL

BARE | MADOXY)T7TSUIZDOWNTEYEES

English | Let’s talk about career of MA/MSL

Abstract /| 7IArSHk

HAGE
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English

Since the early 2010s, Division of Medical Affairs(MA/MSL) has been established in Pharma Japan, and
MA/MSL has been attracting attention as one of the carriers in pharmaceutical companies. On the other hand,
the current MA/MSL carrier background is various, and there is not a situation in which sufficient cases are
obtained about what kind of career option can be in the future as MA/MSL. In this session, it is expected that
participants get understand of a career plan as a MA/MSL and the skills needed for this purpose by

exchanging their own examples and ideas at a world café-style workshop.
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Session Title / #/1kJL

BAE | 7OTRBEICBT5EZEFDRRNT 5T/ X (ERHEEZFLR IFAPP Asian Meeting)
(EFHEESS IFAPP Asian meeting)

English | Best practice in pharmaceutical medicine in Asian national Member Associations of IFAPP
(IFAPP Asian meeting)

Abstract /| 7IRFS59k
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English

By participating in our session, you’ll learn about the focuses and best practices given to Pharmaceutical
Medicine in different Asian countries, presented by representatives on these regions.
Learning Outcomes:
* Discuss the role of local associations in promoting pharmaceutical medicine in their countries.
» Learn from the experience of other associations on how to foster education in pharmaceutical medicine.

 Consider the role of local associations in relationships with regulatory agencies.

» Extrapolate experience from other countries on the world-wide level."
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Session Title / #/1kJL

BAE | 77—VYAEDIVRADTORIBMDER —T ORISR TH—A—130 —

English | Utilization of the digital technology in Pharmacovigilance —Digital Transformation—

Abstract /| 7IRFS59k

HAGE
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English

In recent years, we utilize digital technologies such as big data, Al, loT, ICT and RPA. Thus "Digital
Transformation (DX)" is advancing to drastically change business models, organizations, daily works, corporate
culture, etc., and to lead to new growth and strengthening of competitiveness.

Pharmacovigilance is an important activity to monitor the proper use of pharmaceutical products through a risk
minimization activities, becomes complicated such as increase in the amount of data collected and the utilization of
the big data. Therefore, the utilization of the digital technology in pharmacovigilance is also being considered.

In this session, we would like to discuss the possibility of the digital transformation of pharmacovigilance through the

utilization of digital technology.
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