
Institute for Advancement of Clinical 
and Translational Science (iACT),
Kyoto University Hospital 

‘Translational Research’  Support Organization 
Accredited by the Ministry of Education, Culture, Sports, Science and Technology in December 2021

Supports ‘Translational Research’ which commercializes the results of excellent 
basic research at universities and other institutions as innovative pharmaceuticals 
and medical devices, etc.

Seamless system from drug 
development to clinical trials 
and clinical application

Establishing a system of 
collaboration with basic research 
unique to Kyoto University

A large number of 
highly specialized staff with 
expertise in clinical research

Features 
of iACT

†Clinical Research Coordinator

 Number of cases of support
（By research type, As of 2022.11）

Physician-initiated clinical trial 21

Specific Clinical Research 13

Regenerative Medicine Research 1

Company clinical trials 111

Observational studies, etc. 6

Number of cases of support 
for clinical research practices

（By job type, FY2021）

Research and development strategy 
support (project management) 84

Support for coordination and 
management practices
 (study management)

20

CRC† operations support 229

Monitoring services 15

Data management services 27

Statistical analysis services 28

Audit 15

Clinical pharmacology support 1
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　Number of registered seeds 　（As of 2022.8.31）

Number of Supported Trials by Phase
（2017.4-2022.8）

Number of investigator-initiated 
research supported by phase

Number of company clinical 
trials supported by phase

phase  Ⅰ
phase Ⅰ/Ⅱ
phase  Ⅱ
phase  Ⅱ/Ⅲ
phase  Ⅲ
phase  Ⅳ
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*First-in-Human: 12 trials

*iACT-supported physician-initiated clinical trials, 
  specific clinical research,  and regenerative 
  medicine research are included.

*First-in-Human: 6 trials others

Click here to download this poster

Clinical Research Core Hospital
Approved by the Ministry of Health, Labor and Welfare in March 2017

Supports clinical researches to bring innovative, safe and secure medical 
technologies to patients, by leveraging the development of advanced medical 
technologies born and nurtured at Kyoto University

Director, Kyoto University Hospital

Director, iACT

Deputy Director, iACT
Strategy and Public Relations Office

Business Development Office

Clinical Research Strategy Division, Administration Office

Site Functions

Central 
Functions

Research 
Implementation 
Functions

Promote and support drafting of development strategy 
from basic to clinical and practical applications

Fulfill biostatistical and data management functions to support 
medical development and clinical research conduct

Promote and support implementation of clinical researches 
at intramural and extramural hospitals

Department of Clinical Trial Science

Department of Clinical Research Facilitation

Ki-CONNECT
(Kyoto Innovation Center for Next Generation Clinical 
Trials and iPS Cell Therapy)

Ki-CONNECT
(Kyoto Innovation Center for Next Generation Clinical 
Trials and iPS Cell Therapy)

Department of Medical Development

Preemptive Medicine and 
Lifestyle Related Disease 
Research Center

CBRC 
(Clinical Bio-Resource Center)

CRCMeD
(Clinical Research Center for 
Medical Equipment Development)

Drugs and Regenerative Medical Products Unit

Medical Devices and In Vitro Diagnostics Unit

Monitoring Unit

Data Management Unit

Data Science Unit

IT Support Unit

Clinical Research Administration Unit

Education and Training Unit

Clinical Research Navigation Unit

Study Management Unit

Clinical Research Coordination Unit

International Collaboration Unit

Audit Unit

Site 
Functions

Academia/
Company・

Venture

Needs 
from patients/
citizen to cure 

‘‘incurable 
diseases’’

Non-clinical Development Support
Department of Medical Development

Clinical Studies in Regenerative Medicine, 
including studies involving iPS cells, 
and First-in-Human Studies, etc. 

Contract Clinical Studies

Medical Seeds

Conducting and 
Supporting Research 
and Medical Care

Ⅰ（Patients: Cancer, 
   Rare Disease, etc.）

Ⅱ Ⅲ
Ⅰ（Healthy Volunteers）

Non-Clinical

Medical Development Phase

Clinical Studies at Ki-CONNECT

Valley 
of 

Death

Department of Early 
Clinical Development

Ventures, Pharma
Researchers, both 
Internal and External
to the University

Practical 
Application

Clinical

Study Management 
(Clinical Trial Coordination Office)

Department of Clinical Research 
Facilitation

Project Running
Safety information
Monitoring information
Problem solving

Closing of Clinical Trial
Task list
Schedule
Reporting

Clinical Trial Planning
Role assignment 
   and financial planning
Task list
Schedule

Project Management
Site support
Coordination with clinical 
   trial support sites
Information sharing

Preparation for
Clinical Trials
Protocol
Implementation
Contract
Documentation
Consensus formation

Investigator

Clinical Trial
   Coordination Office
Study Manager

Drug or
Device

Provider

Clinical Task
and Scope 

of work

Implementing
medical

institution

Third-party
evaluation

organization

PMDA†
Discussions regarding
   manufacture, supply,
   and contract

† PMDA: Pharmaceuticals and Medical Devices Agency
††  CSR: Clinical study report

Protocol writing
Laboratory testing companies
Procurement of investigational
   drugs/equipment
Safety information
   management services
Case registration Services
Monitoring services
Data management services
Statistical analysis services
Audit
CSR††

Compilation of test plan opinions
Unification of test plan interpretations
Sharing of documents and information

Effectiveness and
   safety evaluation committee
Central judgment
   committee

Submission of
   clinical trial notification
Adverse effects report

 

Clinical Research Navigation 
and Consultation Support

Department of Clinical Research Facilitation

Data Management and Analysis
Department of Clinical Trial Science

Clinical Research Audits
Department of Clinical Research Facilitation

Exit Strategy
Business Development Office

Seeds Discovery
Department of Medical Development

Organization of iACT

Clinical Research Ward
Ki-CONNECT

Technology Transfer
Department of Medical Development

Intellectual Property 
Management
Department of Medical Development

Translational Research,
Early Phase Exploratory Clinical Studies
Ki-CONNECT

Planning Support

International 
Collaboration

Business Plan
Business Development Office

Clinical Research Coordination
Department of Clinical Research Facilitation

Department of Clinical Trial Science

Monitoring 
Unit

Data 
Management 

Unit

Data 
Science 

Unit

Patient Registration

System Development 
and Operation

Data Management

Study Design

Data Analysis

Monitoring

IT Support Unit

Support 
for Monitoring

System Development and Operation, IT Strategy

Support for 
Paper Writing

Quality Control /
Quality Assurance

Summary and 
Expansion

Approval and 
Clinical Application

Preparation

Conducting 
Clinical Trials

Contribution 
of treatment 
for patients/

citizen

Development Planning


