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Targets for current or emerging therapy for PAH
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2% B FREEBTZE A P9 (Subject : Introduction to Clinical Research)

B EBHETE EM 242 (Organizer: Hideki Hanaoka)

B {71 (Credit:1) ] ##7 (Second)

BREMEBEOBEN(—RBFER):

General Instruction Objective(GIO)

BRI IEFLLAR A EDELICT AR THY ., BT S<DEEKS
E&IZ% Z 5N TEBM (Evidence based medicine) MY I>TLVS, CD&
STEEHRARETERTILEIEZMEERUVEMICE>TEETHL.
AEBCILEERMRICETIERWLEBRICTOVTRHMICESIL
1&?%‘]&11;. BREFBELTEEREOEEDIRICEDYEREFZDHI LD

Clinical research is indispensable for the development of new therapy.
Evidence Based Medicine (EBM) bases itself on numerous clinical trials,
and it is very important for medical researchers and doctors to
comprehend such trials. In this course students will learn the basic
methods of clinical research, and deepen their understanding through
the practice of planning proposals.

BRENBSHLIVER BE:

Contents and Specific Behavioral Objectives(SBO)

<EIED> 108308 (k) 18:00~18:45
HEm-fEm HER
(FERFEZIMBRRERGARS HE)
F—7: [EEBREFABRIINEZON BERABOEEMSCTOL

T

ERERAB O PHLMEN, BICEOEERITOVWTERNLEHZ
BT,

<{No.1-1>  October 30th (Tue) 18:00-18:45

Lecturer: Hideki Hanaoka
(Director, Clinical research Center, Chiba University Hospital)

“ Why Clinical Trials are Necessary” — The Importance of
Clinical Trials

Topic:

An introduction of the science and ethics of clinical trials, and specific
examples explaining its significance.

<E1EQ> 10A308 () 18:45~19:30
AR 0L H—
(FRRZEFHHERFR BERGRE HEH)
Tl RERTE BN OES -BRAFI/2I2O0T

AV UFEEOANILES LIR—b eV -EBERTIRERITT HICH
T THALEAMIEBEEE VO THREMRICHEBTIZEET LN
US<EEHRT S,

<{No.1-2>  October 30th (Tue) 18:45-19:30
Lecturer: Yuichi Maru
(Assistgant Professor, Clinical Research Center, Chiba University

Hospital)

Ethical Examples — Overseas Regulations and
International Guidelines

Topic:

An introduction to ethical guidelines such as the Helsinki Declaration
and Belmont Report. Targeted towards those becoming involved in
clinical research for the first time.

<Eom(®> 11H7H(K) 18:00~18:45
AR —&
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240&%@ %ﬂ’é%? LIzTROAVEBETODIMEEOBE RIS
DNTlRS,

<{No.2-1> November 7th (Wed) 18:00-18:45
Lecturer: Kazuki Kobayashi
(Assistant Proffessor, Depertment of Clinical Cell Biology and Medicine,

Graduate School of Medicine, Chiba University)

Management in SUCCESS STUDY (MulticenterType 2
Diabetes Trial)

Topic:

Discussion of points on management operation and project
implementation in a multicenter trial which had the participation of 37
hospitals and clinics, and enrollment of 240 cases.

<E2E@> 11878 ((K) 18:45~19:30
AN AIE F—AR
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F—7: NKTH#IREZR L =FSAL—at L3 —F
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DEBRRUBREZETT S

November 7th (Wed) 18:45-19:30
Lecturer: Shinichiro Motohashi

<{No.2-2>

(Associate Professor, Depertment of Immunology, Graduate School of]
Medicine, Chiba University)

Topic: Translational Research with NKT Cells

The lecturer has been conducting research on NKT cells which fight
lung cancer and has been continuing clinical research of advanced
medicine since 2012. The steps as well as issues in this process will be
presented..

<E3E@D> 118138 (k) 18:00~18:45
SEET: /A EBR
(X &HCTD KEIFHELR)
F—7: EMTEARICLIEER - ERBRBORMAE

ERMERAERICEIT HFIE. EIEAEF. LR, B, BEOMYEHER
gg{%)a %Eﬂiiﬂi‘n‘iiﬁl’i‘ BREMROETHEEHLIHZRDBHTHD
REEAT=LY,

{No.3-1> November 13th (Tue) 18:00-18:45
Lecturer: Fumiaki Kobayashi

(President and CEOQ, CTD inc.)
Investigator Led Clinical Trials and Development of
Medicine/Medical Devices

Topic:

An introduction to the system, implementation structure,
achievements, issues, and governmental approach of investigator led
clinical trials, in particular on its significance as the best material for
clinical research.

<E3E@> 118138 (k) 18:45~19:30
Hem- =% BEF
(FERZARZREZHER #HEREE BiH)
F—7: BREELMASETIEERABRIOR—IL MO THES

EBHIONDED=HI

FERFPTAEEERMAEMEERRICESTROZIFEERMIGLIZOTS
hEBNd 5.

November 13th (Tue) 18:45-19:30
Lecturer: Sonoko Misawa

<{No.3-2>
(Assistant Proffessor, Depertment of Neurology, Graduate School off
Medicine, Chiba University)

Clinical Trial Protocols Written by Clinical Investigators -
How to Write Protocols for the First Time

Topic:

An introduction to translational research support at Chiba University,
funded by the Advanced Medicine Development Propulsion Grant.
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<{No.4-1> November 22nd (Thu) 18:00-18:45
Lecturer: Shingou Sakurai
(Visiting Professor, Depertment of Medical Administration, Graduate

School of Medicine, Chiba University/
Office director, Office of GMP/QMS Inspection, PMDA)

GMP of Cellular Tissue Medicine

The need for legal regulation of cellular tissue medicine has been
under debate in recent years. Points on manufacture management and
quality control of cellular tissue medicine under the current
pharmaceutical law and GMP ministerial orders will be discussed.

Topic:

118228 (R) 18:45~19:00

EET .U {£8R

(FEXRZEFHER ERTHE FERZR PMDA LF¥a3k)—4
ATIURMES HARER)

<EARED)>
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EOFDEEMICOVNTRETS,

November 22nd (Thu) 18:45-19:00
Lecture: Yoshiaki Uyama

<{No.4-2>

(Visiting Professor, Depertment of Medical Administration, Graduate
School of Medicine, Chiba University/
Manager, Pharmaceutical Affairs Consultation Group on R&D Strategy,
Office of Review Management, PMDA)
Indication Review and Regulatory Science of Medical
Products

Topic:

As globalization of medical development has been progressing in
recent years, development in the East Asian region has also been
increasing. This lecture will discuss the issues in developing medicinal
products for Japanese patients, and the roles and importance of
regulatory science.

<ESE> 12848 (k) 18:00~19:30
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= EREREAREE
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<No.5> December 4th (Tue) 18:00-19:30
Lecturer: Taro Shibata

(Section Head, Regulatory Science Section, Multi-institutional Clinicall
Trial Support Center, National Cancer Center)

Topic: Clinical Research Training
In this lecture attendees will practice planning a clinical trial protocol
using a mock protocol so they can develop a scientific, ethical, and

effective clinical trial protocol.

<EeEA> 128138 (XK) 18:00~18:45
EED R E—
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<No.6-1> December 13th (Thu) 18:00-18:45

Lecturer: Shinichi Koizumi
(Board of Director, RaQualia Pharma Inc.)
Topic: Translational Research from the Drug Discovery Stage

In drug development, the potential of conducting translational
research at the drug discovery stage must be considered. Specific
examples of such approach will be presented.

<E6EE@> 128138 (K) 18:45~19:30
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December 13th (Thu) 18:45-19:30
Lecture: Tomoko Nii

<{No.6-2>

(Seniar Vice President, Management, RaQualia Pharma Inc.)

Validation of New Drug Development Concepts and
Translational Research

Topic:

In the development of trial drugs with new mechanisms, the validation
of a treatment hypothesis of drug discovery is desirable at an early
stage of clinical trials. Translational research is an effective tool to
meet such aims

<E7ED> 12A188 (k) 18:00~19:30
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~ [FERPZEZHHBHBRIRBTF AL
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<{No.7> December 18th (Tue) 18:00-19:30

Lecturers: Kanako Katayama, Reiko Aoyagi, and Hideki
Hanaoka
(Clinical research Center, Chiba University Hospital)

On the Basic Procedures of the Chiba University Clinical
Trials — Chiba University Hospital IRB Text as a Guide

Topic:

Using our IRB text amended this year, the basics and procedures to
initiate clinical trials/ independent clinical research will be discussed.
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