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OFFICE OF PUBLIC RELATIONS, STRATEGIC PLANNING BUREAU

Hiroshi Nokihara, Miyako Horikoshi, Mari Hatakeyama, Toru Kishida, Hironobu Ohmatsu, Rika Kojima,

Kajitsu Ogawa, Rey Yoshida

Introduction

The Office of Public Relations has been
organized as one branch of the Strategic Planning
Bureau, which was assigned as a public section
under the supervision of the president of the
National Cancer Center (NCC) in April 2013.
A full-time staff member was newly assigned
to the Office of Public Relations in April 2014.
Our task is management of the NCC homepage
(http:/ /www.ncc.go.jp/), publication of reports,
coverage and delivery of press conferences and
press releases. By sharing the mission and vision
between staff members throughout the NCC, we
provide information about NCC’s most outstanding
activities in cancer care, research, screening,
prevention, and policy making.

Activities

During the weekly meetings of the Office of
Public Relations, we performed prompt decision
making regarding the public relations policy
and shared information about our tasks by using
a TV conference system between Tsukiji and
Kashiwa campuses. We received information on
the publicity work from each department, and
drafted the publication plan. Also, by distribution
of the intramural information for staff members in
the NCC, we shared vital messages via e-malil, a
bulletin board and/or an information magazine to
facilitate communication between the staff and the
executive. We distributed information promptly
by publishing and sharing press releases, press
conferences and seminars about novel treatments,
research activities and notable accomplishments
within the NCC and elsewhere.

— Homepage improvement and updates
— Public information magazine “The National
Cancer Center News”: for external hospitals,

academia, research institutions, administrative
agencies
— Public information magazine “hibiho”: for
patients in center Hospital and east Hospital
— Intramural information brochure “challenge”:
for staff members and their families in the NCC
Hospitals
— Support of the event, seminar and public
information
— Media support at press conferences, press
releases and media coverage
We held six press conferences (projected cancer
statistics in 2015, development of a novel nucleic
acid drug discovered by the NCC, genetic testing
lab established within the NCC Hospital, etc.) and
published 38 press releases.

The future direction

We need to renew the NCC homepage into a
more attractive, informative, and accessible page
for users to be informed about NCC’s activities
in cancer care, research, screening, prevention,
and policy making. We also feel it is important to
move forward public relations activities towards
expansion to overseas media via our homepage and
press releases. We hope that all staff members in
the NCC share their information and thoughts and
will move in the same direction to execute NCC’s
mission.



OFFICE OF INTERNATIONAL AFFAIRS, STRATEGIC PLANNING BUREAU

Seiichiro Yamamoto, Sakiko Suzuki, Mitsuko Otani

The main strategy of the international activities
of the National Cancer Center (NCC) is as follows:
1) Develop human resources to work in the fields

of oncology practice and research, and build
networks through exchanges of personnel with
world-leading oncology centers.

2) Contribute scientifically through international
collaborative studies, and enhance our
international presence,

3) Contribute medically to Asian countries as a
responsibility for leadership.

The Office of International Affairs supports
the NCC’s activities with these goals as its aim, and
supports other international activities and those
related with foreign countries and people.

As for 1. above, the NCC has dispatched
a nurse to Massachusetts General Hospital,
a prestigious hospital in the USA. The nurse
stayed four weeks and exchanged information
about cancer nursing, nursing education, cancer
survivorship, support for clinical trials, etc.

In May, the embassies of the USA, the UK,
France and Korea and the NCC co-organized an
international symposium on cancer clinical trials,
where attendees shared updated information about
development of precision medicine and established
platform for future collaboration.

The NCC has a lot of collaborative work
projects that have been completed or are currently
on-going, and some of them have achieved major
accomplishments. See the details in the reported
activities of each department.

Visiting fellowship (mainly observership)

One of the NCC’s longstanding medical
contributions is to accommodate medical
professionals around the globe as visiting fellows.
The NCC began this fellowship just after its
establishment. In 2015, the NCC had 159 visiting

fellows (at both campuses of Tsukiji and Kashiwa).
The number of visitors keeps rising. As for the
few-day visitors, the NCC had 121. (See the table
below for details.) Including the few-hour visitors,
the NCC has had over 400 in total. The majority of
visitors come from Asian countries, followed by
European countries. As a recent trend, visitors from
the Middle East are also on the rise. In order for
continuous support, an international party was held
to interact with employees from foreign countries,
international temporary visitors, and Japanese staff.
In addition, the Office continues to support former
fellows through the alumni organization to keep in
touch with them.

As another important topic, the NCC has
made donations for earthquake victims in Nepal
through the Embassy of Nepal. The donation was
collected from employees and totaled one million
yen.

The NCC works closely with the ministries of
Japan. In 2015, the NCC was involved in a project
supported by the Ministry of Economy, Trade
and Industry. This project was led by FUJIFILM
Corporation, aiming to establish a cancer screening
center in Brazil. The NCC’s endoscopists fully
cooperated.
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Fellowship (with and without fees)...4 days or more
Short-term visit... Within 3 days

Table 1. Visiting fellows (with and without fees) of the hospital

Hospital

e Count
Vistorsby - & homrz Head  Plastic & B;er:ft

region &Neck Reconstruc
Surg.  tive Surg.

Gastrointestinal ‘ Total #
ic: Ths?irramc Nursing by
9 division’

Total
. (Actual #)

Thoracic Esophageal Gastric Colorectal
Medical Oncology ~ Surg. Surg. Surg.
Oncology

India 2 2 2
Singapore 1 1 2 1
Thailand 2 1 3 5
Korea 2
China 1 3

Taiwan 1

Gastrointestinal Respiratory HPB
Endoscopy  Endoscopy Surg.

Diagnostic Radiation

Urology Hematology Radiology Oncology

organization Pathology

Oncology
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Hong Kong
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5 3
Philippines 1 1 1 8 5
Vietnam 3 1 4 4
Malaysia 2 2 2

92 Myanmar 1 1 1

Oceana - pustrala 1 1 1

N Americg USA 5 1 6 6

Colombia 1
Brazil 1
eru 1

L America

8 Mexico 1

UAE
MEast  Iran
Saudi Arabia
Turkey
Italy
UK 1
Austria

—~

Netherlands
Georgia 1 1
Spain 1 4
Germany 1
Poland
Portugal 1
Romania 1

27 Russia 1
Total 2 1 1 1 5 13 12 1 7 16 9 1 1 14 1 2 4 5 161 14

Europe
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*  Total number by division (Some visitors rotate between multiple divisions)
** A Vietnamese citizen, enrolled in a university in Japan, is counted as Vietham because they may return to their home country one day.

Fellowship (with and without fees)...4 days or more
Short-term visit... Within 3 days

Table 2. Visiting fellows (with and without fees) of all centers except the hospital

Research
((:)rgrrlbcg Cntr. for Cntr. for
Cancer Exploratory Oncology Research & Research
Hospital East Research Insfitute %O‘V:ffl Prevention Clinical Trial Cntr. Administration
Services & " & Support
Screening
Head Molecular
Visitors by ;O':‘;r% & Rezasstt‘rilc&lwe Esophageal Gastric HPB Radiation To[t)ayl# Total and Czﬁ:er Genome  Cancer Total # Total Total Total Developmental Total # Total Total
region organization - g Surg. Surg.  Surg. Oncology division* (Actual #) Asl::c‘jltlx:; Research Biology ~ Genomics division* (Actual #) [ (Actual #)| (Actual #) | Therapeutics division* (Actual #)|  (Actual #)
Indonesia 1 1 1
China 6 2 8 8
Asia Taiwan 1 1 1
Hong Kong 1 1 1
12 Philippines 1 1 2 1
NAmenca1 USA 1 1 1
LAmerlca1 Peru 1 4 1
Switzerland 1 1 1
Sweden 1 1 1
Europe  qpain 1 1 1 3 2
Germany 1 1 2 2
7 Portugal 1 1
Other 1Japan 1 1 1
Total 1 1 3 8 2 2 17 15 3 1 1 1 6 6 0 0 1 1 1 0

* Total number by division (Some visitors rotate between multiple divisions)
** A Malaysian citizen, enrolled in a university in Japan, is counted as Japan



Fellowship (with and without fees)...4 days or more
Short-term visit...Within 3 days

Table 3. Short-term (within three days) visitors of the hospital

Hospital
Count . Anesthesia Clinical Trial
V\:S;rsnby ofhomrg &Hszgk Ga‘_strJoimestma\ Eeipiratory Gsaslric Colorectal HPB  Esophageal Thoracic Heg::;:;gﬁt\c Dermatologic and‘ Diagnost\c Radiation Pathology Nursing Pharmacy Coordination Total
Surg. urg. Surg.  Surg Surg. Surg. Transplantation Oncology Intce;rs;ve Radiology ~ Oncology (&O?#cpepon)
Indonesia 1 1
Singapore 1 1
Thailand 1 1 4 6
. China 1" 1 5 6 6 29
Asia
Taiwan 4 3 7 3 17
Korea 1 1
Philippines 1 1
Vietnam 3 3
62 Malaysia 3 3
Oceania  New 1 1
1 Zealand
NAmerica USA 1 2 15 2 20
21 Canada 1 1
SAmerca g i 3 1 4
4
Europe Sweden 3 3
8 Russia 3 2 5
M East Israel 1 1
3 Kuwait 1 1 2
U"k”°W”5 Unknown 1 1 1 7 5
Total 4 26 1 1 3 1 7 7 6 2 6 19 6 5 3 5 2 104

*

Because an application for a short-term visit does not require the country of the home organization of applicants, it is unknown, unless otherwise
declared by the applicant
Same visitors as the visitors at the Research Coordination of Control for Research Administration & Support

ke

Fellowship (with and without fees)...4 days or more
Short-term visit...Within 3 days

Table 4. Short-term (within three days) visitors of all centers except the hospital

Hospital East Research Cntr. for Cancer Control & Research Cntr. for Cancer Prevention & | Exploratory Oncology Research Cntr. for Research
Visitors by ~ Country of home P Institute Info. Services Screening & Clinical Trial Cntr. Administration & Support
region organization Radiation Health Services Screening Floor for Cancer Research
Oncology Total Total Research Total Practice Screening Total Immunotherapy Total Coordination Total
Asia China 2 2 10 2 12
2 Korea 5 5
N America
1 USA 1 1
Europe . 1 1
Russia
1
Unknown*
Unknown 2% 2
2
Total 3 3 0 5 5 10 2 12 1 1 2 2

*

Because an application form for a short-term visit does not require the country of the home organization of applicants, it is unknown, unless
otherwise declared by the applicant
Same visitors as the visitors at Clinical Trial Coordination (& Support) Office of Hospital

*x
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CENTER FOR RESEARCH ADMINISTRATION AND SUPPORT (CRAS)

See the CRAS Organization Chart for Division Chiefs and Section Heads.

Introduction

The Center for Research Administration and
Support (CRAS) was established on July 16, 2014.
At that time, CRAS started with approximately
160 staff members, who together offer diverse
functions and specialties, ranging from research
fund administration, alliances with the private
sector, intellectual properties, clinical research
coordinators and data managers, monitoring and
audit, biostatistics support, offices for research
ethics (IRB) and COI committees.

Dr. Hotta, President of the National Cancer
Center (NCC), explained the reason and the purpose
of the creation of CRAS in NCC News 2014 Vol. 5/
No. 3 (in Japanese). NCC was founded in 1962,
and since then, it has added several new segments
and organizations to evolve as a comprehensive
cancer center. Because each segment needed its
own research infrastructure, support activities in
NCC had become fragmented and scattered with
the possibility of gaps and redundancies. Dr. Hotta
approached the Strategic Planning Bureau and put
together the "NCC New Vision" in 2014, in which
he proposed integration and communication of
various research support functions in NCC.

The NCC Hospital and Hospital East have
been certified as the Core Clinical Research Hospital
based on the Medical Care Acts of August and
September 2015, respectively. It is then required
that the support functions for clinical research,
especially those concerning clinical trials, need to
be operated under the responsibility of a hospital
director. As a result, the governance of the Research
Coordination Division, Research Promotion
Division and Regulatory Science Section of CRAS
have now been moved to the Clinical Research
Support Office, which belong to the common
departments of each hospital. The annual report of
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the activities of the three divisions and the section
will be found in the respective hospital sections.

(Future Prospects)

The mission of CRAS is to enhance the
research support and administration capabilities
of NCC based on the "NCC New Vision". It entails
well-functioning integration and interaction of
both campuses, Tsukiji and Kashiwa, as a solid and
efficient NCC system. However, the integration
should not necessarily mean homogenization but
should respect differences in roles and various
characteristics of each NCC campus to make the
most of their strong points. Similar to last year,
CRAS will keep evolving through a further trial-
and-error process to find the best-fit system, with
bridging both campuses being its fundamental
spirit and agenda.

Activities and Future Prospects of each
Division/Section

1. Research Administration Division

1) Research Administration Section

The Research Administration Section is a
central office in charge of various administrative
work related to research funding including
application and reporting. The major external
funding sources of NCC are competitive grants
from the government and government-supported
agencies, such as the Ministry of Health, Labour
and Welfare (MHLW), Japan Science and
Technology Agency (JST) and Japan Agency for
Medical Research and Development (AMED). The
Section also serves as an administrative office for
the NCC Research and Development Fund, which
is provided directly from the government to NCC
for fulfillment of its mission as the national core
institute of cancer control. The Section organized
seminars regarding research funding and its rules
to prevent financial misconduct.



(Future Prospects)

The Guidelines for Managing and Auditing
Public Research Funds at Research Institutes was
updated by the Ministry of Education, Culture,
Sports, Science and Technology (MEXT) in February
2014 and adopted by MHLW in March 2014. The
Section serves as a compliance promotion office of
the Guidelines and has established a new system
for research fund administration, which is fully
compatible with the new Guidelines.

2) Research Administrators

Research administrators (RA) helped the
Director of the Research Institute to review the
research achievements in 2015 and to develop
research plans in 2016. RA also offered to undertake
administrative office work for the NCC Seeds
Selection Committee, which was established in 2015
to identify promising research and development
seeds of cancer diagnostics and therapeutics in
NCC; in 2015, 11 seeds were selected to be funded
for 1 year by the NCC in-house grant.

RA has supported the promotion of the
commercial viability of research outcomes based
upon three main pillars: a comprehensive alliance
with companies, academic drug discovery research
supported by the Drug Discovery Support Network,
and establishment of NCC-launched venture
companies. Candidate compounds for clinical
development have been provided by collaboration
with business enterprises, and four themes are in
progress as a Drug Discovery Support Network. In
2015, one venture company was established as an
NCC-spin off.

(Future Prospects)

RA promotes translation of innovative research
in NCC to clinical diagnostic and therapeutic
development and to patient care through four major
mechanisms: the NCC Seeds Selection Committee,
comprehensive alliances with leading companies,
participation in the academic Drug Discovery
Network, and establishment of NCC spin-off
venture companies.

3) Research Auditor
For clinical studies led by the National Cancer
Center’s (NCC’s) investigator, thirteen audits were

conducted on GCP trials, and internal audits were
conducted on departments in the NCC conducting
clinical research. Other activities included GCP-
related training and consultation as well as support
of regulatory inspection management.

(Future Prospects)

Audit and its related activities will be
continued to boost the quality of NCC’s clinical
research. In addition, as clinical interventional
studies with invasive procedures will come into
audit targets along with the implementation
of “Ethical Guidelines for Medical and Health
Research Involving Human Subjects”, preparation
of processes and techniques will be critical for the
new type of audit. Moreover, building a risk-based
audit plan will be effective for improvement of our
research process.

4) Research Alliance Section and Intellectual
Property Section

To make the NCC research outcomes clinically
useful products available to cancer patients, the
Research Alliance Section promotes collaborative
research arrangements with the private sector. The
number of collaborative research projects and their
funds has been increasing each year (Figure. 1). As
of December 31, 2015, the number of collaborations
was 199, and their research funds amount to
approximately 1.0 billion yen, which exceeded those
of 2014. NCC has developed a comprehensive
collaboration research system with companies and
academic institutions. With the addition of a new
collaborative framework this year, NCC has eight
comprehensive collaborative alliances (Figure.
2). The section supported a nationwide genomic
screening project with the participation of major
pharmaceutical companies and institutions across
Japan (SCRUM-Japan “Cancer Genome Screening
Project for Individualized Medicine in Japan”),
which was launched in March 2015. Currently, 14
pharmaceutical companies have registered (Figure.
3). The section has also assisted regional alliances
with medium-sized medical device companies.

The Intellectual Property (IP) Section
constantly reviews IPs and declines those that
cannot find a business sponsor within a certain
period; the limited budget can then be focused
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on IPs that are commercially viable. The number
of patent licensing agreements in recent years is
shown in Figure. 4.

Staff members actively participate in seminars
with regard to IP laws and regulations to update
their knowledge and elevate their skills to promote
academic-industrial alliances. Their competency in
problem solving gained through OJT and effective
consultation with experts will enable them to face
new challenges in innovative fields.

(Future Prospects)

In the trend of Open Innovation, the Section
will keep supporting the creation of systemic and
effective collaborative research frameworks. It also
foresees the possibility of a new laboratory setup
where research is being performed by researchers
from both industry and NCC, and should lead to
more functional collaboration.

As to IP management, NCC employs
patent strategies to protect the potential value
of the invention for industry, through which the
translation of academic science and technology is
made to the patient’s bedside. The IP section plays
an important role in assisting NCC’s comprehensive
decision making, taking various aspects into
consideration such as incubation of innovative
technologies, cost and effect balance, and risk
management.

2. Biostatistics Division

The Biostatistics Division has a responsible
role in study design, analysis, interpretation
and publication, especially in the Japan Clinical
Oncology Group (JCOG) and the Exploratory
Oncology Research & Clinical Trial Center (EPOC)
clinical trials. We have also committed to support
the investigator-initiated clinical trials led by
investigators in the NCC Hospitals.

We provided introductory biostatistics lectures
(10-part series) for investigators in NCC to learn
and review the elementary aspects of biostatistics.
We had a cumulative total of 447 participants. In
addition, we newly launched advanced biostatistics
lectures to cover the important biostatistical side of
various application fields. We hosted 7 lectures and
a cumulative total of 418 investigators participated.

Furthermore, we have provided biostatistical

12

consultation and expertise, which supports NCC
investigators working on basic, translational,
clinical and epidemiological research. We offered
advice regarding 117 problems (74 in the Tsukiji
campus and 43 in the Kashiwa campus) for which
biostatistical consultation was requested.

(Future Prospects)

NCC has a critical role for providing clinical
service, education, conducting research and making
policy recommendations/proposals, which all
need decisions on the basis of solid and scientific
evidence from reliable data and information.
The mission of the Biostatistics Division is to
contribute to providing the best evidence and
the improvement of clinical practices and public
health through the development and application
of statistical methods. The Biostatistics Division
is expanding its independent and collaborative
research within a range of areas, including
prevention and policy recommendations/proposals,
as well as treatment development. We are also
opening up a new methodological research area in
which a mathematical approach will serve as a solid
basis.

3. Human Research Protection Section

The major role of the Human Research
Protection Section has been its function as a
secretariat for various research ethics committees
(IRBs) in NCC for human subject research. In 2015,
the Section led efforts involving various sections
in NCC to overhaul the NCC codes, rules and
Standard Operating Procedures to adapt the newly
enforced Ethical Guidelines for Medical and Health
Research Involving Human Subjects in April 2015.
Moreover, the Section has revised and developed
the system to accept the ethics review requests
from other institutions including those protocols
that do not include NCC researchers; this will be an
important step forwards to the future evolution to
the Central IRB.

On the other hand, however, one major issue
in the Section has been the long review waiting list
fueled partly by the review complexities introduced
by the new Ethics Guidelines and by an increase in
the ethics review requests from other institutions.
However, the more fundamental problem is the



paucity of human resources in the field of the
research ethics review.

(Future Prospects)

The CRAS and Clinical Research Support
Offices in both hospitals keep working to further
update the research support system in NCC, which
will enable the IRB to concentrate more on its
core responsibility of ethics reviews. Sometime in
2016, the Human Research Protection Section is
planning to call regular IRB meetings twice a month
and in both campuses alternatively, to respond to
the increasing demands for ethics reviews and to
enhance the equal participation and communication
of both campuses in the process.

4. Bioethics Section

The Bioethics Section provides research ethics

Collaborative Research Trends in NCC

consultation service to researchers/research support
staff, IRB members/staff, and other stakeholders
in research enterprises throughout the lifecycle of
a study. The research ethics consultation service
plays a strictly advisory role and is independent
The Bioethics Section started
providing an ethics consultation service from 2015

from IRB decisions.

and received about 100 calls a year. Also, this
Section provides ethics education to researchers and
IRB members/staff.

(Future Prospects)

The Bioethics Section will produce a standard
format for requesting a consultation service and
improve quality of the consultation service. Also,
the Section will provide advanced education on
research ethics as well as basic education.

(Case) (¥ thousand)
250 460,133 500,000
mm Research Funds - 450,000
200 188 189 - 400,000
——Number of Cases - 350,000
151
150 135 ¢ 293 441 - 300,000
248,421
107 ~ 250,000
100 183,121 - 200,000
~ 150,000
50 71,054 - 100,000
~ 50,000
0 0
O T T - O
2008 2009 2010 2011 2012 2013 2014 (FY)

Collaborative Research Funds from industry have increased each year
since the IP and Research Alliance Division was set up in 2010.

Figure 1. Collaborative Research (FY 2008-2014)
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Major Industry Partners of NCC
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NCC has concluded a number of partnership agreements with Pharma-,
Diagnostic- and Med-Device Industries at various R&D stages.

Figure 2. NCC-Industry Partnership
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Patent income has increased each year, especially in later years.

Figure 4. Licensing Deals (FY2008-2014)

Organization of Center for Research Administration and Support (CRAS) (s of June 20, 2015

Research Administration Section
(Head: Ushirozawa, N)

Research Administrator
(Ao, S Aoki, K)

President

Research Auditor

(Kuwaki, T: Kuwayama, S)

Research Administration

Division
(Chief: Simokawa, M)

Research Alliance Section
(Acting Head: Shinoda, Y)

Intellectual Property Section
(Acting Head: Shinoda, Y)

Research Coordination Sections
(Heads: Sato, A/Katayama, H)

Research Coordination Clinical Research Coordinator Section

ivision SUKiji
(Chief: Sato, A) (Head: Nakahama, H)

Clinical Research Coordinator
ection (Kashiwa
(Head: Uchiyama, Y)

] CRAS
(Director: Yoshida, T)

Data Management Section

Tsukij
(Head: Kaba, H)
CRAS Research Promotion Data Management Section
Steering Committee — Division (Kashiwa)
(Chief: Fukuda, H) (Head: Sato, A)

Yoshida, T: Sato, Al Fukuda,
H: Shibata, .T: Shimokawa, M:
tsu, A; Fujiwara, Y: Tobinai,

Multicenter Clinical Trial Section
Head: Nakamura, K.)

Biostatistics Division Biostatistics Section
(Chief: Shibata, T) (Head: Shibata, T)

Regulatory Science Section
(Head: Shibata, T)

Human Research Protection Section
(Head: Yamashita,

Bioethics Section
(Head: Tashiro, S)
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List of papers published in 2015

Journal
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. Kataoka K, Aoyama |, Mizusawa J, Eba J, Minashi K, Yano T,

Tanaka M, Hanaoka N, Katayama H, Takizawa K, Fukuda H,
Muto M, Gastrointestinal Endoscopy Study Group (GIESG) of
the Japan Clinical Oncology Group. A randomized controlled
Phase II/lll study comparing endoscopic balloon dilation com-
bined with steroid injection versus radial incision and cutting
combined with steroid injection for refractory anastomotic
stricture after esophagectomy: Japan Clinical Oncology Group
Study JCOG1207. Jpn J Clin Oncol, 45:385-389, 2015

Tsukada H, Yokoyama A, Goto K, Shinkai T, Harada M, Ando M,
Shibata T, Ohe Y, Tamura T, Saijo N, Lung Cancer Study Group
of the Japan Clinical Oncology Group (JCOG). Randomized
controlled trial comparing docetaxel-cisplatin combination with
weekly docetaxel alone in elderly patients with advanced non-
small-cell lung cancer: Japan Clinical Oncology Group (JCOG)
0207+t. Jpn J Clin Oncol, 45:88-95, 2015

Kurokawa Y, Sasako M, Sano T, Yoshikawa T, Ilwasaki Y,
Nashimoto A, Ito S, Kurita A, Mizusawa J, Nakamura K, Japan
Clinical Oncology Group (JCOG9502). Ten-year follow-up
results of a randomized clinical trial comparing left thoracoab-
dominal and abdominal transhiatal approaches to total gas-
trectomy for adenocarcinoma of the oesophagogastric junction
or gastric cardia. Br J Surg, 102:341-348, 2015

Tahara M, Kiyota N, Mizusawa J, Nakamura K, Hayashi R,
Akimoto T, Hasegawa Y, lwae S, Monden N, Matsuura K, Fujii
H, Onozawa Y, Homma A, Kubota A, Fukuda H, Fujii M. Phase
Il trial of chemoradiotherapy with S-1 plus cisplatin for unre-
sectable locally advanced head and neck cancer (JCOGO0706).
Cancer Sci, 106:726-733, 2015

Kato T, Takashima A, Kasamatsu T, Nakamura K, Mizusawa
J, Nakanishi T, Takeshima N, Kamiura S, Onda T, Sumi T,
Takano M, Nakai H, Saito T, Fujiwara K, Yokoyama M, ltamo-
chi H, Takehara K, Yokota H, Mizunoe T, Takeda S, Sonoda
K, Shiozawa T, Kawabata T, Honma S, Fukuda H, Yaegashi
N, Yoshikawa H, Konishi I, Kamura T, Gynecologic Oncology
Study Group of the Japan Clinical Oncology Group. Clinical
tumor diameter and prognosis of patients with FIGO stage IB1
cervical cancer (JCOGO0806-A). Gynecol Oncol, 137:34-39,
2015

Satoh T, Tsuda H, Kanato K, Nakamura K, Shibata T, Takano
M, Baba T, Ishikawa M, Ushijima K, Yaegashi N, Yoshikawa
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Introduction

The Center for Education and Professional
Career Development was established in July 2014.
The purposes of the Center are nurturing and
securing of able human resources, clarification of
career paths in each type of job, and improvement
of systematic educational programs. Under the
director of the center and two vice-directors, the
Office for Career Management, the Office for
Graduate Medical Education, and the Office for
Professional Education Management are placed.

Routine activities

The Office for Career Management conducts
career path development of each professional,
strategic securing of able professionals, and
management of the information about alumnus.
The Office for Graduate Medical Education
conducts the promotion of the cooperative post-
graduate school and management of the education
program for residents. The Office for Professional
Education Management conducts the planning
of education programs for all the center staff, the
planning and implementation of common training
programs at the time of adoption, the planning
and implementation of the individual education
program for each professional field, and the
management of attendance on various lectures.

The resident educational program of the
National Cancer Center has a history of nearly
50 years, and has started the re-examination of
the resident educational program to effectively
produce more able cancer specialists. We carry out
discussions to build a new resident educational
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program that can cope with the change of a new
board certification system that will start in 2017.

Education

The cooperative post-graduate school program
with Keio University and Juntendo University
were started in 2012. In 2015, 16 and 55 post-
graduate students, 71 in total, were registered at
the cooperative post-graduate school program
with Keio University and Juntendo University,
respectively. Among them, 23 post-graduate
students received a PhD.

Future prospects

The National Cancer Center has to nurture
experts in a variety of job types to engage in
medical treatment and cancer research, support
cancer patients and provide such experts throughout
Japan. It is also expected that we nurture able
professionals who should be leaders in their field in
the near future. We want to aim at the construction
of a system performing personnel training by all
types of jobs about medical treatment and cancer
research, and support of cancer patients including
office workers as well as doctors.
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Introduction

The scientific background about supportive,
palliative and psychosocial care to reduce both
physical and mental distress caused by cancer
treatment and/or cancer itself is insufficient.
In particular, the development of new medical
interventions regarding symptom control in the
progressive period and the end-of-life period are
insufficient worldwide. We have many experience-
based guidelines for pain, vomiting, fatigue,
numbness, dysgeusia, insomnia, depression,
anxiety and delirium, but said guidelines are
not well supported by evidence. Developing a
standard treatment based on scientific evidence for
supportive, palliative and psychosocial care is our
responsibility as a developed country. However,
there isn’t a secure base for conducting clinical
research and developing a support organization in
Japan. First, we made preparations to establish the
Innovation Center for supportive, palliative and
psychosocial care at the National Cancer Center
Hospital Japan in 2015. Second, we are building
J-SUPPORT [Japan Supportive, Palliative and
Psychosocial Oncology Group] as an open hub for
multi-institute collaborative clinical research for
supportive, palliative and psychosocial care.

Routine activities

We cooperate in providing consultation

services and expert advice on clinical research
design and statistics to investigators as they launch
new research projects in the field of supportive,
palliative and psychosocial care. This service
includes face-to-face clinical design and biostatistics
consultation. In addition, we adjust collaborative
studies with other study groups or institutions.

Research activities

We have made preparations to start
J-SUPPORT. In particular, we organize operating
structures, basic constitutions, and procedures
to review study protocol. We classified a study
implementing group into five regions: 1) medicine
and device development, 2a) supportive care, 2b)
palliative care, 3) psychosocial and behavioral
care, 4) research methodology, 5) needs survey
and implementation. First, we launched a protocol
review committee, which was held in August and
October 2015.

Future prospects

We plan to hold the protocol review committee
regularly and are going to launch the J-SUPPORT
website in spring 2016. According to a roadmap
(Figure 1), we plan to expand J-SUPPORT as an
open hub to contribute to the development of
supportive, palliative and psychosocial care for
cancer patients.
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Figure 1. Roadmap of J-SUPPORT
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Introduction

In November 2013, our Office was established
by the NCC as a secretariat to “evaluate advanced
medical treatments involving anti-cancer drugs
due to high unmet medical needs”, a project
commissioned by the Health Policy Bureau of the
Ministry of Health, Labour and Welfare (MHLW).

Our Office’s mission is to provide support for
institutions, including the “core clinical research
hospitals”, that are going to conduct clinical
studies of anti-cancer drugs identified as potential
treatments for diseases with high unmet medical
needs by the Evaluation Committee on Unapproved
or Off-label Drugs with High Medical Needs,
within the framework of the Advanced Medical
Care B program of the MHLW.

Routine activities

We assist institutions by 1) preparing their
study plans, 2) supporting their application
procedures, e.g., facilitating discussions with

regulatory authorities, and 3) reviewing the
technical adequacy of the applications and the
content of the study implementation plans by
establishing and operating the Assessment
Committee on Advanced Medical Care. We also
report the assessment results to the Advanced
Medical Care meeting.

As of now, the anti-cancer drugs expected
to be covered by this system include 1311-MIBG
(pheochromocytomas, neuroblastoma, medullary
thyroid cancer, etc.). We are currently discussing
their development strategy in coordination with
clinical experts, the pharmaceutical industry, and
regulatory authorities.

We also make a list of unapproved anticancer
drugs (i.e., those approved in the United States
and/or the European Union, but not in Japan)
for the understanding of drugs as a target of this
system.
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