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Creating and Nurturing Innovative
Technologies and Human Resources

for Future Medicine

My name is Miyagawa, and I have been appointed
as the Director of the Department of Medical
Innovation since April 1, 2024. In 2002, the
University of Osaka became the first University
in Japan to establish the Medical Center for
Translational Research at its affiliated hospitals
in order to promote the development of medical
innovation originating from academia. Since then,
the center has developed under the leadership
of successive directors (Yuji Matsuzawa, former
Director of the University of Osaka Hospital; Yuzuru
Kanakura, current Director of Sumitomo Hospital;
and Yoshiki Sawa, former Dean of the University
of Osaka Graduate School of Medicine and Faculty
of Medicine) and Kohji Nishida, Yasushi Sakata
and Hidetoshi Eguchi, former Directors of the
Department of Medical Innovation, and has played
a major role as one of the centers for translational
research (TR) in Japan.

Since 2007, with support from the Technology
Bridging Research Program of the Ministry of
Education, Culture, Sports and Science and
the Early and Exploratory Clinical Trial Center
Development Project of the Ministry of Health,
Labor and Welfare, we have been developing our
structure as an Academic Research Organization
(ARO). Furthermore, in 2012, the Medical Center
for Translational Research was reorganized and
expanded to establish the Medical Innovation
Development Department. In fiscal 2017, it was
reorganized into 4 centers - Medical Center for
Translational Research to provide integrated
support for bridging research of the practical
application of the medical technology seeds from
academia, and for the practical application of new
pharmaceuticals and medical devices through
clinical trials; Academic Clinical Research Center to
support the smooth operation of clinical research
with top priority.given to the protection of research
subjects; Data Coordinating Center to provide
comprehensive supp\?rt for interventional clinical
trials and analytical research with independent
data management a)\i{ statistical analysis; and
Center for Global Health to promote global health in
‘responsé to Th'ev..irgternationalization of healthcare.
%, ically:cooperates with each other
e e comprehens __"e and efficient support for
rresearch and 'development of advanced medical
‘technology, which is the responsibility of advanced

e displayed an original
nd have demonstrated

a track record of advancing original applied
research across a wider range of fields, including
drug development, regenerative medicine, and
medical devices. In addition to the research-
driven approach of the University, this department
organized the Alliance for Clinical Translation,
West Japan (ACT West) for practical applications
and contributed to the industrialization of superior
research throughout the country with a focus on
regenerative medicine, cell, and gene therapy,
which is a feature of the University of Osaka.
Later, it evolved into the Alliance for Clinical
Translation,Japan (ACT Japan). More recently,
it has supported a number of clinical studies as
well as investigator-initiated clinical trials and, as
a result of its long term strategic approach, has
achieved a level of leadership in Japan.

Our urgent challenge for the future is to ensure
the sustainability of the ARO; therefore, we believe
a need exists to accelerate society’s adoption of
the fruits of research leading to commercial uptake
and eventual global development. Moreover, the
Department of Medical Innovation must respond as
new medical needs arise with changing times. With
the imminent arrival of the super aging society, QOL
will become an increasingly important aspect of
medical care. In other words, medical intervention
occurred in the past mainly after a disease was
contracted, and the principal objective was to halt
the progress of functional loss of an organ. To
ensure a healthy society today, it is essential that
we intervene before disease begins to develop. To
that end, utilizing genome information is the key to
the medicine of the future. Going forward, I intend
to take steps toward improving the system by using
ICT to utilize big data such as genome information
in clinical studies. And also, in this society, I
believe that it is necessary to combine the power
of a wide range of disciplines besides medicine.
With the COVID-19 pandemic, society has begun
to face a variety of challenges at a rapid pace.
However, we need to make efforts to overcome
these challenged with the power of science. A
clinical research is truly a form of study that
focuses on the whole person. It is essential that we
gain the support of society as we move forward. We
all seek to develop medical innovations that truly
contribute to society by focusing the expertise
of all members of the Department of Medical
Innovation while maintaining our founding spirit.
I look forward to your cooperation as we pursue
these goals.
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The Department of Medical Innovation which is set
up in the Univerty of Osaka Hospital consists of
those institutions: they are the Medical Center for
Translational Research which seamlessly supports
a series of research and development processes
and that practicalizes a superior discovery and
invention of Academias including the research
organizations of the Univerty of Osaka as drugs,
medical devices, and regenerative medicines;
the Academic Clinical Research Center which
supports physician-initiated clinical studies
including clinical trials or observational studies;
the Data Coordinating Center to independently
and generally support the data management of
interventional clinical studies or analysis studies,
and statistical analysis; and the Center for Global
Health which accepts to receive overseas patients
or training of health professionals from foreign
countries corresponding to the increasing needs
of “global health” and which supports overseas
development of an Japanese-made innovative
medicine or medical devices and the organization
support room directly under the director who helps
each center cross-functionally. Through their
organic links, these centers provide to the Hospital
integrated and efficient support, enabling to fulfill
its obligation to research and develop advanced
medical technologies as an advanced treatment
hospital.

Also, in August 2015, the Univerty of Osaka
Hospital was designated as a Core Clinical
Research Hospital which is positioned by the
medical care law and plays the core role to promote
high quality clinical studies and clinical trials to
be required to develop a Japan-made innovative
drug or medical equipment and that is designated
by the authorization of the Minister of Health,
Labour and Welfare for only the institute that
can meet stringent requirements. By linking novel
medical technologies to practical application,
the Department of Medical Innovation aims to
contribute to the global health as well as health
of the Japanese people by overcoming incurable
diseases and offering measures to cope with the
aging society, which is a pressing issue in Japan.
At the same time, the Department aims to be a
driving force in the creation of medical innovation,
thereby creating the future of medical science and
practice.
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The roles of the Medical Center for Translational
Research (MTR) include, for a start, exploring
research basic ideas for practical application of
biomedical research conducted in academia such
as universities; supporting a series of early clinical
development processes, such as first-in-human
trials of drugs, medical devices and regenerative
medical products and POC acquisition in humans,
to incubate promising ideas; and translating the
ideas into practical use as medical technology
and turning them into a commercial reality by
the medical industry, i.e, promoting translational
research (TR). As the implementer at one of the
TR Core centers for the Japan Agency for Medical
Research and Development, MTR comprehensively
manages translational research projects of a
number of promising seeds for development,
providing consultation from the basic research
stage, support for intellectual property
management, business matching, licensing
agreement, regulatory affairs, cell and gene
therapy product preparation, and investigational
drug manufacturing through cooperation with the
hospital pharmaceutical department. MTR also
assists early clinical development through support
for research funding and project management.
Highly specialized staff who have career working
for pharmaceutical companies, CROs, or regulating
authorities will provide prompt and reliable support
to go forward. Through these kinds of support, we
are making efforts day and night so that excellent
research could be practical use and delivered to
patients as fast as possible.
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Director, Professor

[Specialty]

Orthopedics, Translational research, Regenerative
medicine, Biomaterials

Experienced in implementing and supporting of
commercialization research over 20 years

Vice Director, Professor

Vice Director, Co-Creation Bureau, the University of Osaka
[Specialty]

Gastroenterology, Translational research, Industry-
academia-government collaboration

In charge of industry-academia-government
collaboration and has experience in developing
translational research strategies at Ministry of
Education, Culture, Sports, Science and Technology

Specially Appointed Associate Professor (Full Time)
Head of Project Management Group.

[Specialty]

Translational Research, Drug Development
Experienced in Drug Development, Clinical Trial,
Project Management, Development Strategy in the
pharmaceutical industry

Professor
Director, Cell and Genetic Medicine Unit.

[Specialty]

Gastroenterology, Oncolytic viruses, Gene therapy,
Regenerative medicine, GMP manufacturing/CPC
management

Specially Appointed Associate Professor (Full Time)
Head of Strategic Planning Office.

[Specialty]

Translational Research, Industry-government-academia
Collaboration

Experienced in Drug Discovery Research, Product
Strategy, Business Evaluation, Portfolio Strategy in the
pharmaceutical industry

Specially Appointed Associate Professor (Full time)
Head of Development Planning and Regulatory Affairs.
[Specialty]

Infectious Diseases, Regulatory Science, Translational
Research

Expertise in development strategy planning and
regulatory affairs and has experienced in reviewing
and advising on collagen disease treatment drugs,
antimicrobials, vaccines at Pharmaceuticals and Medical
Device Agency

Specially Appointed Associate Professor (Full Time)
Head of Medical Device Unit.

[Specialty]

Medical device development, Translational research,
Regulatory science

Experienced in medical device approvals review at the
Ministry of Health, Labour and Welfare
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Strategic Planning Office

Strategic Planning Office strives to promote
implementation of advanced medical technology
seeds from academia into our society through
strategic planning and facilitation of industry-
government-academia collaboration. Specifically,
in collaboration with relevant organizations
inside and outside of the University of Osaka,
we promote search & evaluation for academia
research seeds, provide advice for implementation,
and follow progress to optimize support for each
seed. Furthermore, we offer various kinds of
support as appropriate; such as facilitation of
communication among researchers with diversified
background, IP strategy development, seeking
potential partner companies, and agreement
negotiation.
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Project Management(PM) Group

In the PM group, project managers who have
lots of clinical and research experiences give
all the kinds of support to researchers who
promote translational research of novel medical
technologies. Those include consultation aimed at
practical application of new technologies, progress
management, and advice for development projects.
We also support patent applications and strategies,
and consultations to the Pharmaceuticals and
Medical Devices Agency, cooperating with other
groups.
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Development Planning and Regulatory
Affairs Group

Today’s regulatory requirements are too complex
for most of academia researchers and start-
ups to comply with. The Development Planning
and Regulatory Affairs Group of MTR provides
various regulatory affairs services for them to
accelerate development of innovative drugs,
medical devices and regenerative medical
products. The services include development
of regulatorystrategy,facilitating good
communication with PMDA in Regulatory Science
General Consultation/Regulatory Science
Strategy Consultation (R&D), and promoting
successful application of Advanced Medical Care
B program to the MHLW. The group also provides
medical writing services of clinical trial protocols,
investigator brochures, clinical study reports, and
other non-clinical/ clinical research documents
requiring the highest expertise and reliability.
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Cell and Gene Therapy Unit

The Cell and Gene Therapy Unit provides
researchers aiming to develop regenerative
medicine, cell and gene therapies in the future
with high quality gene and cell products for use
in investigator-initiated and industry-sponsored
clinical trials. We have created a revolutionary era
in the field of regenerative medicine including
iPS-related products.

As a new challenge, we will establish the
infrastructure enabling process development
and GMP-compliant manufacturing to provide
investigational drugs for gene therapy to
researchers, and will strongly promote the
practical application of gene therapy in Japan. We
also provide tumorigenicity test for non-clinical
safety study. The unit also operates a clinical
cell bank of high quality xeno-free mesenchymal
stem cells for academia. Under such high-quality
management system, in order to match the
requirements of researchers, we provide detailed
services that only our team can do, supported
by advanced technology based on abundant
experience and proven achievements.
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Medical Device Unit

The Medical Device Unit provides comprehensive
development support specialized in medical
devices by taking advantage of the characteristics
of academia and hospital affiliation to provide
support for unmet needs finding, concept
building, and clinical development of medical
devices, as well as advice on exit strategies such
as regulatory and insurance unique to medical
devices.

We also implement various support programs to
promote the development of innovative medical
devices, such as the Bloom Journey program,
which supports the identification and validation of
clinical needs through on-site clinical observation,
and Training program for medical /healthcare
device startup CEOs (TRACS) , a training program
designed to nurture entrepreneurs leading
medical and healthcare device startups.
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Academic Clinical Research Center

The environmental change over clinical research is very
fast- moving. The “Clinical Trials Act” came into force
in April, 2018, and the “Ethical guidelines for medical
and health research involving human subjects” was
revised in June, 2021. Globally, debate has begun on
reforming the GCP. It is thought that the regulations
of authorities will continue to evolve in the future
as a response to the development of new regimens,
globalization, active use of Big Data and Real World
Data, the evolution of the IT technology, and the
introduction of artificial intelligence and Decentralized
Clinical Trials, etc. On the other hand, there are some
things which do not change: patient-centered concepts
and the idea that “Human Subjects Protection (HSP)”
is given overriding priority in any research. However,
what falls under the idea of the HSP will also evolve
more than the regulations. The University of Osaka
Hospital has been conducting many clinical studies.
We constantly endeavor to develop techniques for
new and safer therapies, having carried out the first
PET-microdose study in Japan in 2013. Furthermore,
cooperating with the Office for the Protection of
Research Subjects,the Office of Research Integrity,
and the Audit office, we advocate for the safety of
research subjects and the improvements in research
quality. At the consultation desk, we engage in nation-
wide consultation relating to clinical research including
the Patient-Proposed Health Services. Based on such
achievements, we were designated as the Clinical
Research Core Hospital in the Medical Care Act,
receiving the authorization of the Minister of Health,
Labour and Welfare in 2015. Under the act, we are
charged with promoting development initiatives such
as the innovation of medical drugs and devices from
Japan and in playing a central role in clinical research
at the international level. Besides, the University of
Osaka Hospital was fully accredited first as a hospital
in Japan by the Association for the Accreditation of
Human Research Protection Programs, Inc (AAHRPP),
which is an international accreditation incorporation
for human research protection, in 2022. Based on
these foundations, we support clinical research so that
many research can be planned and conducted, and
their results can be promptly delivered to patients. We
will actively endeavor to fulfill expectations from our
various stakeholders. Therefore, we would very much
appreciate any frank feedback and/or opinions from
the various sectors with whom we work as well as from
the public, including patients.
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Study Management Group

The Study Management Group provides advice, support,
and training to investigators from the viewpoint of drug
evaluation, regulatory science, and program-project
management. This group supports investigators in
each process of clinical research-initiation, planning,
execution, control and closing so that the investigators
can progress their clinical research strategically and
effectively.

Monitoring Group

The Monitoring Group provides monitoring according
to the risks of each research as a study support for
researchers inside and outside of Osaka University.
Highly-trained and specialized monitors perform
the quality control required by relevant laws and
regulations. For researchers conducting monitoring, we
provide training, consultation on monitoring and support
tools.

DCT/DX Driving Group

The DCT/DX Driving Group focuses on supporting and
promoting Decentralized Clinical Trials (DCT). We offer
comprehensive support for DCT from planning through
implementation, with the goal of reducing participant
burden and expanding opportunities for more patients
to participate in clinical trials. Additionally, we
continuously explore ways to integrate cutting-edge
technologies, such as generative Al, into our operations.
Through these initiatives, alongside conducting
seminars and fostering dialogue with relevant
institutions, we actively work to resolve challenges and
advance the development of DCT.

J-GCP based Clinical Trial Promotion Group

Our group was reorganized in 2025 with the aim of
further promoting J-GCP based clinical trials. It consists
of three units: the Clinical Trial Administrative Support
Unit, the CRC Unit, and the Investigator-Initiated
Clinical Trial Support Unit.

The Clinical Trial Administrative Support Unit
collaborates with the Educational and Research Support
Division to support the administrative work of the
Institutional Review Board (IRB) and the establishment
of clinical trial implementation systems. We are also
working on centralizing clinical trial reviews and acting
as the contact point for “Osaka Clinical Trial Network” ,
striving to contribute to the efficient conduct of clinical
trials.

The CRC Unit is responsible for CRC operations in
clinical research, primarily J-GCP based clinical trials.
We manage the Clinical Trial Unit (CTU) for studies
involving healthy subjects. Additionally, we handle
student internships, and engage in training activities
related to CRC, thereby focusing on nurturing the next
generation.

The Investigator-Initiated Clinical Trial Support Unit
mainly supports our hospital researchers in investigator-
initiated clinical trials coordinated by other institutions.
We make it easier for our physicians to participate.

In this way, the three units will work together, taking
advantage of their respective characteristics, to
contribute to the development of groundbreaking new
drugs and medical devices and to help stimulate clinical
trials in Japan.
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Director of the Academic Clinical Research Center
Professor

[Specialty]

Research Ethics/ Human Research Protection/
Research Governance/ Research Integrity/
Neurology

We are aiming at achieving the world’ s most
advanced clinical research promotion and human
research protection system.

Deputy Director of the Academic Clinical Research
Center

Specially Appointed Associate Professor

DCT/DX Driving Group Chief

[Specialty]

Study Management, Clinical Trials DX, Organizational
Management

10+ years of experience in investigator-initiated
clinical trials and 10+ study management of
specified clinical trials, with experience in initiating
multiple clinical trials/clinical research DX projects.

Specially Appointed Professor
Study Management Group Chief

[Specialty]

Specialized in Drug Evaluation, Regulatory Science,
Program and Project Management. Responsible
for clinical research consultation and its support
and training, with over 35 years of experience in
pharmaceutical and medical device research and
development and its management.

Chief Nursing Officer

[Specialty]

Nursing management

I am involved in operational management, work
environmental maintenance, and human resource
development of the center, consisting of various
professions.

Pharmacist
J-GCP based Clinical Trial Promotion Group Chief

[Specialty]
Secretarial operations under J-GCP
Administrative duties for IRB

Clinical Laboratory Technologist
Monitoring Group Chief

[Specialty]
Monitoring of investigator-initiated clinical trials
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Data Coordinatina Center

BREEMEERZMICEREL. BEOBEWIET VA%
/BAHHICIE. BYRMRETEORE. FHMEZ R
TZ57T—RINE. MEBROBIELRETETHESR
RBEZEVET., 7222 —0D%EIE. BDOFL
T—AIRIAY N KORET AT 2B LT, BRERM
EORIFEEEEEETADIETT .

RAEEERBRIT T —2 2 —I&. 2009 FEIZFHKFK
EELZ—RICHKEE L. 2012 F (¥ L TLEE.
PRADE L OMEBEFT A, HEFPT —EXRIX Y
NCEATHIMREZEAE L. £EFPIAMEBEHRL T
TFE L

ZRRBZ—XICIGA DT, BEDOHEHRMEET
RBIAK YR NTEDHEFIZHEELTVET, £
TERICBET7 VCATESRAZED L. EEBR
e EEE LT R RERRIAR T — KUNEEBR DE
EICOWMWUIHATNET,

DI, MEHRITP T — AR I X > NDAERRIC
BY2M7E. XRMRZHEOIFEFAROERZBL T K
KOBRKMEOREBICHEML TLVET,

Ivyvay
7= DERRIE.

Data Coordinating Center

Valid research protocol, trustworthy and
transparent data collection, and appropriate
statistical analysis. These are all essential for
creating high-quality evidence through clinical
research, and often require involvement of
diverse talents.

The Data Coordinating Center ensures
accuracy and trust of clinical research through
professional support in statistics and data
management, with a track record since 20009.
Utilizing a wide range of resources, we support
not only clinical trials for drug/device approval,
but also observational studies, and pragmatic
and/or exploratory trials.

Closely collaborating with the Department
of Medical Informatics and our network of
hospitals, we implement data collection
methods for multicenter clinical research that
minimize manual data entry.

We also create knowledge in applied statistics
and data management, and train experts in the
field to further contribute to the society.

PATITPDT—IEII—EULT,
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Mission

Our mission is, as an academic data center, to contribute to the society through the

following three areas of activities:

1. Support clinical research to ensure its accuracy and trust (Support)
2. Create knowledge in statistical and data management methodology for clinical

research (Research)

3. Train specialists that will lead the next generation clinical research (Training)
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Eist. T—REIB. BHRIFMTOEPIRD. £FE Experts in biostatistics, clinical data management,
MRS LET. £EUTOLS R —E %124t and health information technology provide

£ consultation and support in areas including the
following.

EYriat Biostatistics

AT OWNTCOAYTIT A>T - Support study design, protocol writing, and

- FROEEEE - HETRRARE BB ORI statisticalianalysis

Ry HOES EYEES R

BRRRT—INRI AL Clinical Data Management

- FEGIRREE DREET IR - Support designing CRFs

- FEBESR - B - Identify and address issues with collected data

AVEF— 2 DFER. BIE - Central monitoring

CRE— &S - Prepare dataset for analysis

BRI — 2ty bOEK

TSR FL {7 Health Information Technology
-EDC Zth 0 &ET BT —RINES AT LDIEE - Build a data collection system, including,EDC
. CDISC &zt - Data standardization utilizing CDISC

L TIRISIVY (F—RFIvy. Eik Eitg) Programming _
(data check, conversion, summary, etc.)

BRARIAROFHE —— XIS LRBEL T — 2 INE S R T LDiRH

Optimal data collection for specific needs and study features

REDCap
A bl RSN BTETH
HMREE S HLENBRSIC BEBFHLT &
HEEETTHE REERIEHRABL FRF
Self-service management Linkage with EHRs*
by researchers * Electronic health records

Real World Data

[\ %HEHR L | f-Data warehouse (DWH) D5ERIC L B ERERIEHRINE

DWH#%ER L TREARBEMENRER O1EHR « BELH DTEICUNE

DWH for efficient data extraction from the hospital information systems
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Fostering synergy through support, research, and training
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Training
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Our research focuses includes practical
issues related to the risk-based approach,
infrastructure and statistical issues for using
real-world data, standardization of research
data through use of the CDISC standards, and
process automation in data management. Our
training activities include provision of in-person
and distance-based courses and consultation
on specific projects.

Fostering synergy is our important strategy.
Involvement in diverse clinical research
projects promotes professional development of
our staff, while research and training leads to
excellence in support activities.
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Director of Data Coordinating Center

Head of Statistics Group

Specially Appointed Professor

[Specialty]

Biostatistics.

Leads the DCC team to continuously enhance
its capability and ensure its long-term viability,
providing an essential foundation for reliable
clinical research. o o

Possesses deep understanding in clinical research
and its education after two decades of dedicated
service as an academic biostatistician.

Head of Data Management / Information Technology/
Enrollment / Treatment Allocation Group/

Specially Appointed Associate Professor (Lecturer)
[Specialty]

Clinical data management.

Ensures reliability of clinical research through
high-quality data management. Applies over a
decade’s worth of proficiency in data management
for academic clinical research in diverse fields:
cardiology, nephrology, endocrinology, oncology,
hematology, neurology, orthopedics, obstetrics,
respiratory medicine, and immunology.

Information Technology Group o

Specially Appointed Technical Specialist

[Specialty]

Health information technology (HIT).

Promotes efficient clinical research and utilization
of real-world data through advanced IT and
standardization. Bears more than 15 years of
experience in managing data infrastructure for
academic clinical research. Specific areas of
expertise include: Computerized system validation,
the CDISC standard, and operational process
standards for clinical research data centers.

PhD

Data Management Group / Statistics Group
Specially Appointed Associate Professor (Lecturer)

[Specialty]

Epidemiology, applied statistics, and HIT.

Pursues quality and viability of continuous clinical
knowledge generation, leveraging a unique range of
competence: clinical cardlology, design and statistics
of observational studies and randomized controlled
trials, large-scale international collaboration, and
perspective from the corporate environment.
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In recent years, globalization has been growing in
a number of fields, including economic activities,
politics, culture, and sports. In the areas of
medicine, medical care, and health too, patients
and health care practitioners are traveling across
national borders in order to receive or provide higher
quality medical treatment and reliable, safe health
care. In addition, new and innovative drugs, medical
devices, and regenerative medicine are becoming
more common, making it necessary to develop
human resources who can study, conduct research
on, and resolve issues on global medical care and
health today. In the University of Osaka Hospital, the
Center for Global Health was established in 2013 to
respond to the internationalization of medical care
and promote “global health” The following three
main groups are working together in the Center: the
International Medical Service Support Group, which
assists in admitting international patients wishing to
receive advanced health care from the University of
Osaka or in receiving health care practitioners from
around the world for training or education programs;
the Global Clinical Research Support Group, which
promotes the use of excellent Japanese medical
products, devices, and health care devices in other
countries; and the international Medical Education
& Research Group, which develops human resources
who conduct research on international health
care issues and contribute to the globalization of
health care. In order to effectively develop such
international health care, we work with departments
and graduate schools with knowledge of foreign
languages and international fields in the University
of Osaka, and actively collaborate with relevant
organizations in Japan and overseas. We are striving
to become a hub for international health care not
only in our hospital, but also in the Kansai region
and even the whole country, to form an international
health care network in Japan, and to make medical
innovations.

* ABABESAICRNU TEBREZIT TELZHOYR—~
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+ Support patients from abroad or with limited Japanese proficiency
for safe and reliable medical care.
- Training / observer-ship of overseas medical professionals.
ERZR<IR
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International Medical Service

Support Group
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Global Clinical Research
Support Group

+ Global development of Japanese excellent
medical technologies, services and systems.

» Promotion of global clinical research
projects.

As of May. 2022

EEOJO-/VEICAFE
ZENSEOEH

s TS OEREEOERRR
ERARTAREIBS A B

+ TO—/VILNILRABRUER »
A INR=Y 3 IYBHICHTDH
BEMHR

B - g
II—7

Education & Research
Group

» Development of human resources for
international medical care and
collaborative clinical research

» Education and research in the fields of
global health and medical innovation
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[Specialty]

Medicine for Sports and Performing Arts,
Arthroscopic treatment, Cartilage meniscus
ligament surgery, Regenerative Medicine
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Vice Director/ Professor
Global Clinical Research Support Group

[Specialty]
Cardiology, Myocardial infarction, heart failure

Vice Director/ Specially Appointed Associate
Professor (Lecturer)
Education and Research Group

[Specialty]
Medical Sociology, Global health Minority health

Vice Director/ Specially Appointed Associate
Professor (Lecturer)
Ineternational Medical Service Support Group

[Specialty]
Spine and Spinal Surgery, Regenerative Medicine,
Deep Learning

International Medical Service Support Group

Our International Medical Service Support Group
provides health care services to international patients,
develops training systems for international health care
practitioners, and assists in receiving such professionals.
In October 2017, doctors in charge of international
health care were placed in each medical department
to establish a system to receive international patients.
As a result, medical collaboration to handle inquiries
from international patients and health care services
has become easier and more efficient. Furthermore, we
updated our recommendations for the Japan Medical
Service Accreditation for International Patients (JMIP) in
March 2019 and Japan International Hospitals in the same
year.

In order to deliver reliable and safe health care using
medical interpretation services, etc. to patients with
whom it is difficult to communicate in Japanese, we strive
to provide consistent support. We are continuing to
provide support services for hospital tours and training
programs for international trainee doctors and health care
practitioners.
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Global Clinical Research Support Group

In response to the fact that the Japan Agency for Medical
Research and Development (AMED) designated us as an
implementation and promotion institution for the Global
Clinical Development Trial Project in September, 2016,
we set-up the Global Clinical Research Support Office
(GCRSO; renewed as Global Clinical Research Support
Group (GCRSG) in April 2018.). The following are the main
activities of the group.

1.Structural organization to support global multi-regional
clinical research

We will emphasize cross-sectional cooperation for the
existing facilities and organizations in the University of
Osaka and build the structure to perform and support the
global clinical research that meets international standards
as a core institution of the global clinical research.

2. Slupport for global multi-regional clinical research and
trials

To date, the Department of Medical Innovation(DMI) has
supported more than 150 research projects regardless
of internal and external projects of our university. Among
them, there are some research projects that advance the
development with a view to international development.
We will support and promote these research projects by
allocating the Global Project Manager to the projects, by
providing overseas regulations and information of grant
and planning global clinical research projects. Moreover,
as for new projects from outside campus or global clinical
research, we will support them proactively.

Education & Research Group

Education and Research Group is committed to fostering
young professionals, who will be responsible for
international medical care and international clinical
research in the future, by conducting education and
research in the fields of global health and medical
innovation. We provide lectures and trainings on global
health and regulatory science to promote international
clinical research, not only for medical students but
also for a wide range of undergraduate and graduate
students including dentistry, pharmacy, engineering,
humanities and social sciences, as well as researchers
and healthcare professionals from both inside and outside
of the University of Osaka. In addition, together with our
domestic and international partners, we host educational
seminars and international symposiums to provide up-to-
date information related to global health and opportunities
to learn variety of knowledge based on global perspectives
in order to conduct international collaborative clinical
research. We are also involved in research related to the
healthcare services for foreigners as one of the global
health issues in Japan.

We conduct education and research on global health, both
communicable and non-communicable diseases, transfer
our findings and knowledge to further medical research,
and thereby contribute to the promotion of the practical
application of pharmaceutical products, medical devices
and technologies in regenerative medicine initiated by
Japanese academia.
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Office for the Protection of Research Subjects (OPRS)

Clinical research is a collaborative work of researchers
and research participants (research subjects).The
OPRS has developed and has been adoministering our
“Human Subjects Protection Program (HSPP)” which
includes a range of important activities to support the
protection of research subjects:support Institutional
Review Boards’ offices from the ethical, scientific,
and reliability viewpoints; education of researchers,
study supporters, ethics committee members, and the
secretariat of the Ethical Review Boards; maintenance of
a first-class clinical research implementation structure
which prioritizes” Human Subjects Protection (HSP)” .
Furthermore, with the goal of achieving international
standards of HSP,we are pursuing collaborative
partnerships with advanced institutions in Europe,theU.
S.and Asia.
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AuditOffice

The Audit office belongs to the Department of Medical
Innovation but is separated and independent from
those functions perform nor support clinical trials and
research. Since the aim of the Audit office is to conduct
audits as part of the quality assurance activities and
to conduct various quality related services, it assigns
qualified auditor(s) with enough training and experience
who can conduct them properly. The main purpose
of an audit is to evaluate clinical trials and research
are conducting properly and to evaluate compliance
status with protocol, Standard Operating Procedures,
and applicable regulatory requirements, such as GCP.
However, the auditor(s) not only points out problems, but
also regards audit as an opportunity to raise awareness
of quality and an opportunity of enlightenment, for
investigators/researchers. This is why auditor(s) provides
education through auditing and gives suggestions for
quality improvement positively. Moreover, objectives of
supporting and auditing is not limited to own site but
accepts various questions and consulting from other
sites and accepts speaker of study meeting of other sites
or training course of auditors. Also, conducts entrusted
audit when conditions allow. The Audit office contributes
to maintaining and improving the quality of clinical trials
and research, protects the right, safety and well-being of
subjects/patients and ensures the reliability of study data
through above broad activities.
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Advanced Medicine Support Office

The Advanced Medicine Support Office responds to
all consultations from the viewpoint necessary for
implementation of advance medicine at every stage of
development from trial planning to implementation with
regard to “clinical trials” to be conducted in the “advanced
medicine system” which is the framework of “evaluation
treatment” for evaluation of advanced medical care
techniques.
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Support Office for Regenerative Medicine

The Support office for regenerative medicine has been
the formally established department since 2017 taking
the opportunity of the Clinical Trial Promotion Model
Project on iPS-cell which was entrusted from the Japan
Agency for Medical Research and Development in 2016
and of the Research Project for Practical Application of
Regenerative Medicine in which we participated in as an
task-sharing institution. As for the development of the
regenerative medicine, our purpose is to professionally
support you from early period of the development, clinical
studies. to practical use of it while cooperating with
other departments.We will contribute to the development
of the regenerative medicine not only by remaining in
the development seeds of the University of Osaka, but
also by engaging in a problem solving on the regenerative
medicine developed in various organizations.
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The Office of Research Integrity

The Office of Research Integrity (ORI) was newly
established in October 2021. ORI collects and shares
information from each department on issues related
to research fairness in medical research conducted at
the University of Osaka Hospital that are considered
more appropriate to be handled by Department of
Medical Innovation. Currently, we hold a meeting once a
month to discuss how to conduct higher quality clinical
research. Our objective is to build a system that prevents
unintentional misconduct and fabrication of papers and
presentations at conferences and other occasions when
researchers in our hospital conduct clinical research and
publish them, and to promote fair research practices.
We are also working on the establishment of a Quality
Management System as a way to create such a system.
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Administration Management Office

The Administration Management Office manages and
administers operations among the each center and
each office of the Department of Medical Innovation
transversely under the director of the Department
of Medical Innovation. Especially, the Administration
Management Office tries to manage efficient, strategic,
and flexible organizational operations by unitarily
controlling the operation of personnel, accounting, public,
and intelligence infrastructure. Also, we have a function
as the clerical contact of each office of the Department
of Medical Innovation by cooperating with the University
of Osaka Hospital and each administrative section of the
Graduate School of Medicine, Faculty of Medicine, the
University of Osaka.
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Department of Medical Innovation, the University of Osaka Hospital
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