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ERARASREF

NIH ¢ Aresearch study in which one or more human subjects are

prospectively assigned to one or more interventions (which may include placebo or
other control) to evaluate the effects of those interventions on health-related
biomedical or behavioral outcomes.
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* https://www.nih.gov/health-information/nih-clinical-research-trials-you/glossary-common-terms#clinicaltrial
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e FDA: clinical trials are research studies in which people volunteer to help find
answers to specific health questions.

EMA: Clinical trial - A study performed to investigate the safety or efficacy of a
medicine. For human medicines, these studies are carried out in human volunteers.

« PMDA (CEHEiE) @ Exo. mign mrEssusofan
AT AR E LT, B, EMRESE MTEBESEEEICES &
D& 5 B OEWER DS B h A EERB CEL D, DT — X EEDS S
%k IRERl LuwnE T,

https://www.fda.gov/patients/clinical-trials-what-patients-need-know/basics-about-clinical-trials
https://www.ema.europa.eu/en/glossary/clinical-trial
https://www.pmda.go.jp/review-services/trials/0001.html
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IARSDIE G7 Health Ministers’ Commitment
Lessons Learned from Ebola

Page 8 In the research and development (R&D)
response to the Ebola crisis, we identified a number of
gaps and inefficiencies where actions are needed to
prevent and manage future outbreaks. We stress that
progress should be made as a matter of preparedness
on lead candidate products (vaccines, treatments,
diagnostics, and personal protective equipment) pre-
established protocols, and capacity to ensure the
ability to quickly move to advanced phase clinical
trials, product development, and scaled-up product
manufacturing, which may only be performed when
the outbreak occurs.

ER274E (20154)9811H
ERICERBELTHBREERKREBESE RENEE)RE
[ERNICEBEGABREEMNEDERLGE ] £E
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pl12 [l - BEREF(CRE T S EM -FRRAEZHET S
(ZhH ., BRI AT D OERRERIZKY .. EFF LR
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%, 1&EHB,
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RIV)OGIRBRKESADFHASH TRERHONTILNVS
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BERBEOEJLHEIZDONT, BRBICE RSN TULVELY,
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https://lwww.kantei.go.jp/jp/singi/kenkouiryou/iyakuhin/dai4/sankou8.pdf 37
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G7 Ise-Shima Leaders’ Declaration
Health: We commit to take concrete actions for advancing global
health as elaborated in the G7Ise-Shima Vision for Global Health,
highlighting that health is the foundation of economic prosperity and
security. We commit to promote Universal Health Coverage (UHC)
as well as endeavor to take leadership in reinforcing response to
public health emergencies and
antimicrobial resistance (AMR) which could have serious impacts on
our economies. We also emphasize promoting research and
development (R&D) and innovation in these and other health areas.

BREIXEDOVED
[ERERO-ODOGTRBEEE DIy ]
G7 Ise-Shima Vision for Global Health

4-1 R&D and innovation on addressing diseases that are needed but not market-
driven

4-2 Accelerate R&D such as testing and manufacturing and distribution of
medical products for public health emergencies
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CIZE R DRFISREANGEEZEZ 505N H D
NREE EORSER R U EAM M (AMR) ~D %
[GZEHTET AT ETHLI8HAHIECaZVE

T5, HRITFER: CNERUVZDMBDRESEFIZH
LT, SAEEFE (RD) RUA/R—L a3V F{RET D

"EEFHIAT S,

4-2. NRBELORSSEROEIES DA Sk - ftis
ED RAD B

1) AREBELORIBEFOMEMAFZTILRSELAH=

ALZEWHERTHCEOEEMFEHL, WHO Blueprint D &S

HRIRIERZEEIMRFOEBZEIL, HEBERZER

PEA LT T47 PREFEX KD D EE K FHZE

(GloPID-R)IZH 1+ HiEimE £l T 5,

2) TINUT IV AT=DOF A/ R—=230D1=6HD

IN—FF—29T 1D K5 IN—F— TR IOF R

REITOCEDERMTEEMZRETT S,

3) B R AERF DO ARG XIIL D=6, FrEEEEDFE

PR ETERRAERE R ET S,

https://www.mofa.go.jp/mofaj/ecm/ec/page4 _001562.html
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INTEGRATING CLINICAL RESEARCH
INTO EPIDEMIC RESPONSE

THE EBOLA EXPERIENCE

Gerald Keusch, Keith McAdam, Patricia A. Cuff,
Michelle Mancher, and Emily R. Busta, Editors

Committee on Clinical Trials During the 2014-2015 Ebola Outbreak
Board on Global Health
BEoard on Health Sciences Paolicy

Health and Medicine Diwision

A Report of
The National Academies of

SCIENCES - ENGINEERING - MEDICINE
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https://www.nationalacademies.org/news/2017/04/new-report-outlines-how-to-improve-the-speed-
effectiveness-of-clinical-trials-during-an-epidemic
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Diversity and inclusion of clinical trial participants

Q@ ERERBIREBDEROBME

Convergence of clinical research and clinical practice

@ ERRRBRDOT—5#H

Clinical trial data sharing

@ EEZORDIZHHARKMOEALE

Incorporation of new technologies into drug research
and development

2021418268 2898, ® FEEFEXVYITHR
38248, 58118 Workforce and career development
staE/ A —F v LB ® —BTHREOSELRE
Public engagement and partnership
@ FRERE

Regulatory environment

SCIER . BABRO BB S 1+
Cultural and financial incentives
https://www.nap.edu/resource/26349/interactive/

https://www.nap.edu/catalog/26349/envisioning-a-transformed-clinical-trials-

enterprise-for-2030-proceedings-of#toc 10
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https://www.who.int/our-work/science-division/research-for-health/implementation-
of-the-resolution-on-clinical-trials
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https://www.who.int/news/item/29-11-2023-first-who-global-clinical-trials-forum-puts-
forward-a-global-vision-for-sustainable-clinical-research-infrastructure
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F1 A~ EU Accelerating Clinical Trials in the EU

https://accelerating-clinical-trials.europa.eu/index_en
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https://assets.publishing.service.
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437230c3/life-sciences-vision-
2021.pdf

https://www.abpi.org.uk/pu
blications/abpi-life-
sciences-superpower-report/

AR E CERFAROBERUNSAEEHNTI 5 : 650

Clinical trials are a critical component of R&D to
establish evidence-based practice and deliver benefits
to patients. Access to a diverse pool of patients with
the ability to conduct trials at pace and scale s o govigovernmentioublications e sinces sctor <t 2023 e scionces competitvenss inieators 202
improves the quality and quantity of research output.
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UK CTU (Clinical Trial Unit) Network

https://ukcrc-ctu.org.uk/about-us/
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NCT03423199
country JPY # of patient Per pst cost
KR 79,110,249 31 2,551,944
JP 85,569,540 118 725,166
TW 96,148,637 24 4,006,193
SG 31,829,223 11 2,893,566
total 292,657,648 184
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FRIRAERDEZERBEEZFEU,
BODEERTRLTWSERETHRRT S
ZAka—)LLIC (Informed Consent) XEF TERLT 5

MONDAY, JULY 24 FRIDAY, JULY 28

Breakfast

7:00 am-8:00 am
Protocol Development Group Session &

Lecture Session 1 11:20 am-=1:00 pm

Session Chair: Julie M. Vose, University of Nebraska Medical Center, Omaha, Nebraska

8:00 am-10:00 am Lunch (Boxed)

1:00 pm-1:30 pm
o Clinical Trial Design: Asking Important Questions that Impact Our Patients
Julie M. Vose, University of Nebraska Medical Center, Omaha, Nebraska
s Answering Important Questions: From Hypothesis to Analysis

Administration of Post-test
1:30 pm-2:30 pm

Thomas M. Braun, University of Michigan Comprehensive Cancer Center, Ann
Arbor, Michigan

e Phase | Trial Questions
Manuel Hidalgo, Weill Cornell Medicine, New York Presbyterian Hospital, New
York, Mew York

o Phase | Trial Designs
Molan A. Wages, Virginia Commonwealth University Massey Cancer Center,

Independent Study Time
2:30 pm-T:00 pm

ASSIGNMENT DUE: FINAL PROTOCOLS, INFORMED CONSENT FORMS, and ALL
WORKSHOP EVALUATIONS

7:00 pm

Richmaond, Virginia

Closing Reception / Banquet / Dance

Questions / Panel Discussion 7:00 pm-11:00 pm

Break
10:00 am-10:20 am
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