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1. EREREAFRODEEESHIERE
History of Clinical Research and Protection of
research participants

SHIEREDHORHDIEZ L ESR
History and Justification of the Regulations for
Protection of research participants

BAEOBBICH A RIA B SAELN B OREBEF S,
Learn about historical events and reports that have influenced current regulations and guidelines.

1> 74— LRIVE> M- SHIEOHEF]
Informed Consent/Research Participants' Rights

ERERTAZRICS VI DI SINEOHER 212/ 9 3,
Understand the participants' rights in clinical research.

BRI EOERS
Responsibilities of the Clinical Researchers

TARSMENAFTSHH L TEIHNBHIETE IS0, ELWEREIRMTZEOEREZRHT 3.
Recognize the importance of providing accurate information to enable research participants to
make autonomous decisions about their participation.

FRIREEEES SARSIEN S EIERET S,

Understand that there are research participants who require special consideration.

AZLE(. ARSHEORROSH/ASINCEIDST, +IWERERIES 2L EIEEF 5.

Researchers learn the necessity of ensuring adequate treatment for research participants,
regardless of their participation or non-participation in the study.

AFRESINE BN BHRIREICRIT SRR, TNEER T DREBOITEEE RS,

Acknowledge the rights of research participants regarding the protection of their personall
information, and consider the best ways to achieve this.

AFRBOEHEL T HRSHICEDAFRSIIE IR FEBURIRRT 1y MOBIRY, BRRIAFTEITS L TORED
SBIHCOWTHIETA % B L% 5.

Researchers learn, as part of their responsibilities, that they must make judgments regarding the|
risk—benefit balance research participants may face through participation, as well as the eligibility|
of participants for conducting clinical research.

ERPRAAFE(CH T BIAFLAIE LA TENRRED
Research Misconduct and Codes of Conduct
in Clinical Research

Sz X DML IRES B,
Mentoring Understand the concept of mentoring.
RIELBS% ERARIAFUCBI B RIECBRETERL. T 9OV REDRIERIBAEFEIERE TS,

Misconduct and Fraud

Define misconduct and negligence in clinical research, and identify indicators that may suggest]
misconduct or negligence, such as the handling of data.

BFRAFATEIREE
Codes of Conduct for Scientific Research

BEDIDE  WE A BRBHEREEZT, NFARTHRGLHERT 3.
Review the codes of conduct for scientific research in light of past cases of fabrication, falsification,|
and plagiarism.

FlEAER
Conflicts of Interest

FIRBAR AL T EONEIEHET D,
Understand what constitutes a conflict of interest.

AROEAUFEROL B IRRT S,

A-—3vF Understand the necessity of ensuring transparency in research.
Authorship A—H -y T OBRDRVOER 4 EIZFET D,
Understand the importance of handling authorship appropriately.
HEMAF HEFAFKICEI DR MR EEEOREICEETERECIT S,
Collaborative Research Clarify the roles and responsibilities of each principal investigator in collaborative research.
NI ER DATEEOIMDBVSEF S,

Public Research Funds

Learn how to handle public research funds.

3. HAROEMBLARIEN TS (BiER)
Conduct of Research and Ethical
Requirements

AROEMEERIBNFHEOBEE
Conduct of Research and the Necessity of
Ethical Procedures

TRFOENMEIC(ARIRFHEN LB THI L EIRART B,
Understand that conducting research requires appropriate ethical review and approval.

MRMEREREG AR RIEER ORI B ZIRRT S,

Definition of a Research Ethics Committee Understand the roles and responsibilities of the Research Ethics Committee.
T RE B 7 Eap S OERERET S,

RENEEECHIZEIS RN FRECHIDARECARMEZEROEHEIERTS,

Responsibilities in ethical procedures

Understand the responsibilities of researchers and the Research Ethics Committee in the ethicall
review process.

F—IN-2ER
Database Registration

FAZEBILARIC. NFINILT —IN-ZNADERFRIARDEIRE , FERONKEITIEOVEN - BEEHIERI .
Understand the necessity and importance of registering clinical research in publicly accessiblef
databases before initiation and of disclosing the results.

4. EREREAFREEIEER
Clinical Research and Relevant Regulations

BRARIAZE DS MAL AR
Classification of Clinical Research and Relevant
Regulations

ERARIAFIOD ML, TNENERIH S ZRIBEEIERET 2.
Understand the categories of clinical research and the key regulations applicable to each type.

BRARAZTE
The Clinical Trials Act

ERPRTAZTADBIEICE LM R EOBARHE. BTFBHEZFCOVTERIS.
Understand the background, scope, and major compliance requirements of the Clinical Trials Act.

ICH-GCPOEIRERA!
Origin and Principles of ICH-GCP

ICHORYDIZBICOVWTIRARY B,

Understand the origin of ICH.

ICHTEDSNIZERFRRERDEIFREDH 1 RF1> (ICH-GCP) &, ICH-GCPHEMIKICARICE ANz ONE IR
EED

Understand the ICH guideline for Good Clinical Practice (ICH-GCP) in clinical trials and how ICH-|
GCP was introduced in Japan.

BEERBLEER
Regenerative Medicine and Relevant
Regulations

BEERBLEERZORLSUORREICHIZHERCOVTIRRT S,
Understand regenerative medicine and the Act on the Safety of Regenerative Medicine.

NERET BERRF - EFRIARICEI I SRIEET
Ethical Guidelines for Medical and Biological
Research Involving Human Subjects

ANEHRESBEDRINF - EFRAFICEIIZMIEHORS - BZIERETS.

Understand the principles and objectives of the Ethical Guidelines for Life Sciences and Medical
Research Involving Human Subjects.

AEHMRESBEGRF - EFRIARICH I DRIBIEH OB TERZIZAREI S,

Understand the compliance requirements of the Ethical Guidelines for Life Sciences and Medical
Research Involving Human Subjects.

5. HAROEML AN FHE (RER)
Conduct of Research and Ethical
Requirements: Practical Section

AREHEOTOCRARIBN TS
Research Implementation Process and Ethical
Procedures in Clinical Studies

BRERIAFOE, FIEANEHRES BERTF - EFRAFUICRIT HMBITIEHOT TITIMARCOVT, RFNRFFE
ZIPfET S,

Understand what researchers need to do when conducting studies covered by the Clinicall
Research Act or the Ethical Guidelines for Life Sciences and Medical Research Involving Human
Subjects.

RITOERICEL . BEMFBNFHECOVTIERET S,

Understand the necessary ethical procedures according to the research process.

6. EREREAFTEENEAASI VY —REBEH—
Clinical Research Infrastructure: Resources
and Responsibilities

HAREBCLERIY—R
Resources Required for Research
Implementation in Clinical Studies

AROEIECHERIY-Z (AR EHH) (OVWTEREIS,

Understand the resources required for conducting research (human and financial).
ABIY - ZERRRIEAS]. BLUEABORENOVWTIERERS S,

Understand human resources, the research implementation framework, and the roles of each
personnel.

BHHNVY -2, BENVY-RCHIHHRIBNEFTERICOVTREI S,

Understand financial resources and the ethical compliance requirements related to them.

7. BARTHLCONT
Clinical Trial Design

HARTHFLADNT
Clinical Trial Design

TRFET P DL ANEIRES 3.

Understand what clinical trial design is.
DUZDIVITRFIV RIS —FIIAF I NBIEL S BEEIBRET B,

Understand the Structuring of Clinical Questions into Research Questions
TRFT 1 > OIBRGEU SOV TERET D,

Understand the types of clinical trial design and how to choose them.

et A ARAT SRR
Statistical Evaluation and Analysis Populations

AT FHEHEOE XS L. k2 BTN G E BT B,
Understand the concept of statistical evaluation and the existence of various analysis populations.




B
23
L
®
()
=
.4

HE

$35)\Z/Syllabus ver.2.0(2026.4.1k%)

#BE#R/Learning Outcomes ver.2.0(2026.4.1k%)

8. MAFRGTEEDIFRESBF s
Preparation of the Study Protocol and
Various Procedures in Clinical Research

AT BB fRIRA R
Study Protocol and Ethical Principles in Clinical
Studies

TRFTETEBOIERICHII BRIBHRANE, RMINEBRIOVTEREI S,

Understand the ethical principles in preparing a study protocol and the items that should be
included.

TRFETERICRI D ETEN A RS OVTIERT 3.

Understand the various guidelines related to research protocols.

TR R EF RS
Study Protocol and Various Procedures in
Clinical Studies

AT EIECRI B EFMRE(COVTIRRT 3.
Understand Procedures Related to Research Protocols in Clinical Studies

ERPREAFROENM I SHEOHEFAN
Implementation of Clinical Research I:
Recruitment and Participant Enrollment

SIEFEOHBREF LS
Strategies and Challenges of Participant
Recruitment

TEHBNISA LT O THEAERIE &I ANBTEORULEIZART D,
Understand the difficulty of enrolling the required number of cases within the specified timeline.

RSB FELHHAHDE RS
Stages of Participant Recruitment and
Enrollment in Research

SFELHHANZEBL, B2 BARSIEREOSEEHATD.
Define recruitment and enrollment, and understand various methods of participant recruitment in
research.

BEBIMEAN//NEOAFTSHIECTIBIC
Patient Information and Informed Consent for
Adult and Pediatric Research Participants

FRALNR, EREEORUHIBIC (FREH) 0T0RLZOXBLOTSEEIRRET 3.
Understand the process of informed consent for adults and children, or their parents, and the|
methods of documentation.

ASFE=F=F
Eligibility Assessment and Registration of
Participants

AREEEMICLPEMS BRI ANBELITRTT S,
Understand registration of participants by the principal investigator and the inclusion criteria.

SIEOSHIGE
Retention of Participants

FROBE. ARSMEORE (FAFHERTIHERZRROP THARSINERICREN$350)
BLUARORHAPLEICOVT, TNETNORLEIEBET S,

Understand the differences among withdrawal of consent, dropout of research participants (due to
participant-related reasons making study continuation impossible), and early termination of the|
study.

SIETRETIVA0M0 £
Inproving Paticipant Adherence

SIEOTRET T A% 0 LS EBbOERL BITEEIRRET 3.
Understand various methods to improve participant adherence.

10. ERARFAROEMI mEEE- RS
Implementation of Clinical Research II:
Quality Control and Quality Assurance

BRARZRICH T2 mE B - RERGE
Quality Control and Quality Assurance in Clinical
Research

BRERFRICHI 3. REEIRERERITEIEET 3.

Understand Quality Control and Quality Assurance in Clinical Research.
BEIRIAD I ATACBFBIRIIRI A NIRRT B

Understand risk management in quality management systems.

AFRT —HOT I DI REEIREIERET B,

Understand how research data move through the data cycle and how their quality is managed.
ARSAOREEIEZIZART D,

Understand quality management of the entire research process.
TAFRORERIEL AN EIRRET 3.

Understand what quality assurance in clinical research means.

1 1. ERAREAZROEMIT
ERPRIATEICHIF DR ML
Implementation of Clinical Research III:
Safety Management in Clinical Research

BRARIFRICHEIT 2T L
Safety in Clinical Research

ERERFAFRICBIIZ R M. BLUVRIEAR T4y MOFHEIC OV TIREES B
Understand safety in clinical research and the evaluation of risks and benefits.

BEBROBANBERLZODA
Basic Definitions and Classification of Adverse
Events

LRI EELRMAE. BLUTOIEEE (AE. SAE. ADRRY) ZIELCEHRYT 3.

Accurately define key safety-related terms and their abbreviations (AE, SAE, ADR, etc.).
BEBRCEERGOEVEIERFTS,

Understand the difference between adverse events and adverse reactions.
ERAASEREERIDEELTIETD.

List the criteria defining a serious adverse event.

ERECEEEDEVEIRRT S,

Understand the difference between serious and severe events.

BEBROBRBLRE
Management and Reporting of Adverse Events

ERLESBRTHREOHER, BIRRE. BLUBEORNCOVTHATS.
Explain the process of confirming a serious adverse event,
management flow.

appropriate reporting, and

12. ERAREAFIOIET FEROIMELNT

Completion of Clinical Research: Reporting

and Publication of Study Results

RO T L BREETS
Completion of Research and Required Tasks

AZROE T (CHEREOVTIERT S,

Understand the tasks required at the completion of research.

FAZROIE T ([CEIEIBAEDERCOVTIEREI 2,

Understand the responsibilities of each role in the completion of research.

Handling of Information and Specimens

AU T B OIER - SRS OMDRVOVTERET 2,
Understand the handling of information and specimens after the completion of research.

HFHEROATE
Publication of Study Results

ARMRONRICOVTIERES S,
Understand the publication of research results.

S5\ ERROER :

2TOEBZEVILZBIBLTLSH 20

BB - FHEDIRUTEGS EREBEOBSRHBITEICAILET .

DEEBBRHEATEELBIECEL TRDZ.




