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Seamless drug development
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Translational Research (TR) >

High priority to early drug development

= Phasel
= FIH (Top priority)
= First in Japanese
= Feasibility study (i.e., dose-finding) to joining the global
trial
= Phase II, III trials
= TR in collaboration with Research Institute
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FDA PRO Guidance 2009

Guidance for Industry Patient-Reported Outcome
Measures:Use in Medical Product Development to Support
Labeling Claims, 2009, FDA/CDER/CBER/CDRH
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International Society forPharmacoeconomics and Outcomes

Research (ISPOR) (EREERE - 77 M HLHRFR) &

International Society for Quality of Life Research (ISOQOL)
(EBRQOLIAZRZESR) THRT7 Uy saxy bOFE

200912 A ICIEChRFETT

£513([0]CSP-HORFE = FfEE 7

Concordance of Patient-Reported versus
Clinician-Reported Adverse Symptom Events

reporied

Strength of Concordance

Basch E. N Engl J Med 2010;362:865-869.
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Paper on the regulatory guidance for the use of
health-related quality of life (HRQL) measures in the
evaluation of medical products (2005 £ 7 B)"7'% %,
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A *Qualification of novel methodologies for drug
development: guidance to applicants (2009 &£ 1 B)”
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PRO: patient reported outcome
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SEHVRE SF-36, EQ-5D
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nlc, WHO T

WHO Health 2020 (2012) @ T Empowerment
Strategies and Areas of Action & L T,

(D Healthy public policy, political participation and
protection of rights

(2) Health literacy and disease self-management
3 High-quality care and accountability of services
@ Empowering communities

3T T, BFP\(Patient-Centered) DL % &
HHZExmBALTLND
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Information and Communication Technology
AW ABEIBRDOINE & ETHTR

[PABEICE T 2HEEEES(LORERAE
(LT A RL/T T2y T4 ZLDBIFHAS) |
RFLIZB Y 7 FREBRE

ESAARR L 2 —hombe  FFRBREARL/ TimERE AR

TLVEVYTA AL/ 77T ARLDAL A=

l

BLWHERITEENN H D

T A& L T LB HRAE
ZLEYT4 XL

I
b e N

‘ I 1
TREEBLOOHEB L CHELT S :\ é

B )
T7EVT4XLA




-.ri”" ERY 25HEY — L

WH O' H PQ (WHO Health and Work Performance Questionnaire, short form) BZAZEAR
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(http://www.hcp.med.harvard.edu/hpg/info.php)
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E ZFEEH&PRO'CTCAETM Patient-Reported Outcome (PRO) Common Terminology Criteria for
Adverse Events (CTCAE)
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[esenteeism in cancer patients via
ResearchKit will bo reviewed by the

prPErm———— L

a, auurane
afemr—.

Scientific Committes and the o
cutcome notification will be sent 1o
Wk firsd author by end-July 2019,

Kind regards
The ESMO 2018 support team
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\ PHR Database /

, PHR module integrated in EHR

EHR Database Clinicians

Patients

ePRO*>PHRD YN E

Lifestyle coaching feedback

@’ : Lifestyle counseling E

Pa_ller!t Clinician
Mobile App Lifestyle Data-driven EHR
Advice Prescription
Lifelog data' 5
Collection Ll_felog data
View
BE - EEREEHM7O—
EHR: electronic health record
PHR: personal health record
PHR system
J Med Internet Res 2017;19(12):e401
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Patients Know Best (PKB)
BEMITEREE AT LA

T5 KMOW BEST

NHSD %y b7 — 0 %
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Organise your circle of care
care

J Med Internet Res 2017;19(12):e401
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https://www.patientsknowbest.com/
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MyHealthKeeper mobile app

MyHealthKeeper

For your better health
So far, you've achiaved this by far.

Total percentage

of data user
recorded
Meals Breakfast/normal 3 times daily / normal
Steps 5,636 Steps 10,000 Steps
Sleep time 5 hours 9 min. slept 7 hours sleep
I S Weight 63.4 kg Reduceinto 61, kg

{Current input) {Goal of each data)

.
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PHR system
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Surveillance period
A

r 1

Medical consultation Next consultation day
or or
Chemotherapy administration Scheduled administration day

1

Time axis

_ snsultation

BMC Res Notes. 2015; 8: 315.
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