As the Satellite continues to attract even more review authors, additional capacity is required to
meet the demand for training and support, and to guarantee proper management of training
activities. Setting up a branch of the Australasian Cochrane Centre in Japan, similar to those that
exist in Singapore, Korea, Malaysia, New Zealand and Thailand, will boost local involvement in the
Cochrane Collaboration and encourage.others to participate.

There has been regular contact with the Australasian Cochrane Centre about the possibility of
establishing a Japanese Branch since Rintaro Mori and Steve McDonald met at the G-I-N conference
in Seoul in August 2011. Further meetings have taken place at the Cochrane Colloquium in Auckland
in October 2012, and in Tokyo in February 2013.

2.2 Proposed Co-Directors and Branch Manager

Rintaro Mori is the Coordinator of the Japanese Satellite of the Cochrane Pregnancy &
. Childbirth Group and has been an active author with the PCG since 2006 and an
Associate Editor since 2011. After paediatric training in Japan, Rintaro practiced as a
neonatologist in Australia, the UK and Nepal, and studied epidemiology/public health
| atthe London School of Hygiene & Tropical Medicine, before being involved in
gundehne development for the UK National Institute for Health and Clinical Excellence (NICE). He has
also actively been involved in research and aid-works in Nepal, Madagascar, Bangladesh and
Mongolia, as well as research in women’s and children’s health at the global level. He has teaching
roles at the University of Tokyo, Kyoto University, the London School of Hygiene & Tropical
Medicine, and others, plus active roles in the Japanese Pediatric Society, including Chair of its
Strategic Planning Committee, and is a Fellow of Royal College of Paediatrics and Child Health (UK).

Toshi Furukawa, Co-Director for the proposed Japanese Branch, has long been involved
with the Depression, Anxiety and Neurosis Group, and has been Editor of CCDAN since
December 1998. He has authored or co-authored 13 reviews and six protocols for

2l CCDAN, and two more for other Cochrane Review Groups. For the past three years he
has been particularly active in training young reviewers {(see the list of review courses held in Kyoto
University School of Public Health), leading to six more new protocols currently under review with
various Cochrane Review Groups. He was Professor and Chair of Department of Psychiatry and
Cognitive-Behavioral Medicine at Nagoya City University Graduate School of Medical Sciences
between 1999 and 2010, and is currently Professor and Chair of Department of Health Promotion
and Human Behavior, and Professor of Department of Clinical Epidemiology at Kyoto University
Graduate School of Medicine / School of Public Health since 2010.

Erika Ota, Branch Manager for the proposed Japanese Branch, has been involved with
both the Cochrane Pregnancy & Childbirth Group and HIV/AIDS Group since 2010. She
has published, authored and co-authored five full reviews and seven protocols, and is
presently leading more than five co-authored protocols and reviews under editorial
review. Erika has a background in midwifery with a PhD in health science, and has been providing
author support and training for the Cochrane PCG Japanese Satellite since April 2012. From 2010 to
2013, she worked as Research Fellow and Assistant Professor at the Department of Global Health
Policy, the University of Tokyo, where she trained many young researchers and conducted a
Cochrane review course. In May 2013, Erika was appointed Chief of the Epidemiology Division at the
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National Center for Child Health and Development, and in this role she manages Cochrane activities
for the PCG Japanese Satellite.

2.3 Training in Cochrane systematic reviews

Since the first Cochrane systematic review workshop in 2010 in Tokyo, which was supported by the

Thai Cochrane Network, there have been numerous Cochrane courses and workshops held in Japan.

The majority of workshops have been tailored to researchers who are new to Cochrane reviews and
have focused specifically on title registration, protocol development and full review development.

Table 3: Cochrane training activity in Japan (2010-2012)

2010 Mar Protocol development (two-day course) Tokyo
2010 Jul Full review development (two-day course) Tokyo
2011 May-Jul Cochrane review course (held 8 times) Kyoto
2012 July Introductory author training Tokyo
2012 Aug Introduction to RevMan 5 Tokyo
2012 Sep Protocol development (two-day course) Tokyo
2012 July-Dec Cochrane review course (held 8 times) Kyoto
2012 Oct-Mar Cochrane review course (held 8 times) Tokyo
2013 Feb Full review development (two-day course) Tokyo
2013 Apr Cochrane review course {one-day course) Kyoto
2013 Jul-Dec Cochrane review course (held 8 times) Kyoto

2.4 Organisational structure
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2.5 Translation activities

MINDS (Medical Intervention Network Distribution Service) of the Japan Council for Quality Health
Care has been translating abstracts of selected Cochrane reviews into Japanese for guideline
developers and for general public for many years. We plan to explore how the new Branch can build
on these efforts, and will continue to liaise with Prof Naohito Yamaguchi, the Director of MINDS,
about providing translations of abstracts to a potentially wider audience in Japan. We will also liaise
with the Transiation Strategy Group and Cochrane Translation Exchange to investigate the most
efficient ways of translating content.

2.6 Countries supported by the Branch

The Japanese Branch will have responsibility for supporting Japanese contributors. Other countries
in the East Asia region are either branches of the Australasian Cochrane Centre (Korea and
Singapore) or the Chinese Cochrane Centre (Hong Kong). The East Asia Cochrane Alliance (EACA) also
includes Taiwan, and EACA members have met regularly for several years. It is anticipated that the
increased focus on advocacy and impact of Cochrane in the new Strategy to 2020 will lead to
renewed efforts to strengthen regional links.

2.7 Vision, Mission, Goals and Activities

Vision |

To achieve the best health and wellbeing possible for all through excellence and leadership in
research, education, and knowledge transfer.

Goals

The goals and objectives of the Japanese Cochrane Branch are closely aligned to Cochrane’s Strategy
to 2020 with respect to producing evidence, making evidence accessible and advocating for
evidence:

1. Tointroduce new review authors and other contributors to Cochrane methods, and
support Japanese authors to prepare, publish and maintain their Cochrane reviews.

2. Toincrease the accessibility of Cochrane Reviews and related content through translation.

3. To advocate for evidence-informed practice in Japan, particularly through promoting
access to Cochrane content and facilitating the use of Cochrane Reviews to inform decision
making.

Activities
The Japanese Branch will work closely with the editorial teams of the CRGs with support from the

Australasian Cochrane Centre, and will facilitate the following main activities in Japan:

1. Inorder to generate research evidence of the highest quality that promotes the best health and
wellbeing possible for all, the Branch team will:

> support Cochrane authors on a one-to-one basis (in person, email or by phone),
including editorial and language support, to produce and maintain high-quality Cochrane
systematic reviews;
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» organise work-ins and workshops in lapan for new and existing Japanese authors, as well
as organise work-ins and workshops alongside relevant national conferences;

> monitor the number of Cochrane review titles and Cochrane publications involving
contributors based in and around Japan;

» publish at least seven full Cochrane systematic reviews within two years.

In order to increase capacity in research synthesis, randomised trials, and implementation and
translational locally and nationally, the Branch will:

> advocate on behalf of Cochrane and promote its mission and values in relevant local and
national forums;

» hold regular local monthly meetings and training sessions;

» disseminate information on Cochrane-related activities in Japanese, including setting up
a Japanese Branch website;

In order to promote access to Cochrane content and increase the impact of Cochrane on health
and healthcare decision making in Japan, the Branch will:

» translate Cochrane abstracts and plain language summaries in Japanese;
» work towards improving access to The Cochrane Library by pursuing a national licence;

» collaborate with MINDS to promote utilisation of Cochrane Reviews in clinical practice
guidelines developed by MINDS and other organisations.

In order to strengthen our existing collaborations, and to identify and communicate with new
national, regional and international collaborators, the Branch will:

» ensure communication between the team and other clinical epidemiologists and related
organisations in Japan, as well as consumer organisations, the Ministry of Health, Labour
and Welfare, and other relevant organisations and national agencies in Japan;

» facilitate communication between other related organisations regionally and worldwide,
for example, other relevant Cochrane groups, particularly the East Asia Cochrane
Alliance, the Department of Reproductive Health and Research (WHO), and other
maternal and newborn health specialists around the world.

5. To assist with the identification of relevant studies, the Branch’s Information Specialist will:

> identify relevant Japanese trials from databases and journals;
> coordinate the translation of relevant Japanese trials into English;

> identify search activities to enhance the Cochrane Review Groups’ current search
strategy for ensuring the inclusion of Japanese studies in the Group’s register of trials.

6. To work towards a sustainable organisation, the Branch will:

» identify ongoing funding opportunities;

> support the professional and leadership development of current and future staff and
contributors to the Japanese Branch.
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2.8 Funding

The administrative office will be set up in the NCCHD, where the core staff will be based. We will
continue to seek financial support. Currently, the Pregnancy and Childbirth Group Satellite in Japan
receives a research grant from the Japan Ministry of Health, Labour and Welfare (¥12,000,000
(approx. US$120,000) per year, including overheads, for three years). The NCCHD can provide office
space, support for workshops, and allow staff to spend time on Cochrane author support.

2.9 Staffing and personnel

The following staff will support and undertake activities on behalf of the Branch, supported by
NCCHD and the other organisations.

Branch Co-Directors e Rintaro Mori, Associate Editor, Pregnancy and Childbirth
Group, Chair of PCG Japan Satellite
e Toshiaki Furukawa, Editor, Depression, Anxiety and
Neurosis Group

Branch Manager (NCCHD) o Erika Ota, Chief, Division of Epidemiology
Trainer (Kyoto Uni. and NCCHD) e TBC
Statistician e Hisashi Noma, Associate Researcher, Department of Health

Policy (Biostatistics)

Miwako Segawa, Associate Researcher, Department of
Health Policy (Information specialist)
e Chiemi Kataoka, Information Specialist, NCCHD

Information specialists (NCCHD)

Linguistic support (NCCHD) e Emma Barber, Research Fellow, Department of Health
Policy (Editor)

Administrative assistants (NCCHD) TBC

2.10  Advisory Board

The Advisory Board will be established to provide advice and suggestion on the management and
strategic direction of the Branch. Board members will be expected to advocate the work of Cochrane
in Japan. We are keen to appoint a chair who has standing within Japanese medical societies and
influence among other key stakeholders, such as the Ministry. We have begun informal discussions
with potential Board members, and plan to finalise the membership and terms of reference after the
Branch application has been approved. We anticipate the Advisory Board will have at least one face-
to-face meet annually.

2.11 Communication

There are three forms of communication we will establish to support interaction with the
Australasian Cochrane Centre:

1. Face-to-face meetings
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We will hold annual face-to-face meeting to discuss any issues above to proceed with our
work more effectively and efficiently, most likely during the Cochrane Colloquium.

2. Regular teleconferences

Apart from the annual face-to-face meeting above, we will hold telephone conferences
quarterly to catch up on all the activities that the Branch and the Centre work together on.

3. Email and/or telephone meetings

In daily situations and when necessary, we will communicate via email or by setting up extra
telephone conference.

We see the main areas of support from the Australasian Cochrane Centre as:

Providing advice and support with fulfilling the activities of the Branch strategic plan, and
ensuring we are integrated within the broader activities and priorities of Cochrane, as set
out in the Strategy to 2020,

Support for training activities through sharing of materials and facilitating workshops;
Acting as a link between the Japanese Branch and the rest of Cochrane, particularly when
issues arise involving other groups in Cochrane;

Helping to establish the Branch website, updating Archie records, completing monitoring
obligations, and other tasks required by Cochrane.

3. SUPPORTING DOCUMENTATION

3.1 Declarations of interest

Declarations based on the questions required of Steering Group members. The term 'related
organisation' in the questions below means any organisation related to health care or medical
research. Responses from Rintaro Mori and Toshi Furukawa (current September 2013, covering
previous five years).

1. Received research funding: any grant, contract or gift, commissioned research, or fellowship from
a related organisation to conduct research?

RM

TF

Yes, from World Health Organization for grants relating to systematic reviews, guideline
development and surveys in maternal and newborn health; Ministry of Health, Labor and
Welfare of Japan on development of neonatal clinical database, systematic reviews and
clinical practice guidelines; Ministry of Education, Culture, Sports, Science and Technology of
Japan on birth cohort study in Mongolia; Gates Foundation on health system in Japan;
Ministry of Foreign Affairs of Japan on systematic reviews for global women’s and children’s
health; and Save the Children on the global burden of diseases project.

Yes, the Japanese Ministry of Education, Science, and Technology, the Japanese Ministry of
Health, Labor and Welfare, and the Japan Foundation for Neuroscience and Mental Health
have funded his research projects.

2. Had paid consultancies: any paid work, consulting fees (in cash or kind) for a related organisation?

RM

TF

Yes, as an external tutor at the London School of Hygiene & Tropical Medicine; consulting
fees from Japan International Cooperating Agency on its programme on maternal and
newborn health in Bangladesh.

Yes, on advisory board for Sekisui Chemicals and Takeda Science Foundation.
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3. Received honoraria: one-time payments (in cash or kind) from a related organisation?

RM Yes, payments from The University of Tokyo, Kyoto University, Nagasaki University and Tokyo
Women’s Medical University for lecturing.

TF Yes, received honoraria for speaking at CMEE meetings sponsored by Asahi Kasei, Eli Lilly,
GlaxoSmithKline, Mochida, MSD, Otsuka, Pfizer, Shionogi and Tanabe-Mitsubishi.

4. Served as a director, officer, partner, trustee, employee or held a position of management with a
related organisation?

RM No.
TF No.

5. Possessed share-holdings, stock, stock options, equity with a related organisation (excludes
mutual funds or similar arrangements where the individual has no control over the selection of the
shares)?

RM No.

TF No.

6. Received personal gifts from a related organisation?
RM No

TF No.

7. Had an outstanding loan with a related organisation?
RM No.

TF No.

8. Received royalty payments from a related organisation?

RM Yes, royalty payments for books published from Iwanami Shoten Publisher, Igaku-shoin
Publisher and Medicus Shuppan Publisher.

TF Yes, royalties from Igaku-Shoin, Seiwa-Shoten and Nihon Bunka Kagaku-sha.

9. Do you have any other competing interests that could pose a conflict of interest that would
reasonably appear to be related to the primary interest?

RM No.
TF No.

3.2 CVs of Co-Directors

See Appendix 1.

3.3 Letters of support

See Appendix 2 for letters of support from the following:
e Cochrane Pregnancy and Childbirth Group
e National Center for Child Health and Development (NCCHD)
e Kyoto University
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3.4 Application checklist

Information about the applicants

- Evidence of support for evidence-based practice and promotion of systematic reviews
Xl | - Expertise and competencies in systematic reviewing

X | statement of the resources available to support the Branch

Rationale for establishing a Branch

<] | List of countries the Branch will support (if applicable)

Proposed membership of Advisory Board or description of how stakeholders will be engaged
X | strategic plan (2 year)

X1 | Funding sources of the Branch

DX] | Proposed staffing of the Branch

<] | Outline of communication plan between Centre and Branch

Xl | Description of the support the Centre will provide the Branch

Declarations of interest of Director(s)

X | curriculum vitae of Director(s)

<] | Letters of support
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UNIVERSITY

UVERPOOL

Professor J Neillson, BSc MD FRCOG
NIHR Dean for Faculty Trainees;

Professor of Obstetrics & Gynascology

Department of Women’s and Children’s

Health
Institute of Transiational Medicine
University of Liverpool

University Department, First Floor
Liverpool Women'’s Hospital
Crown Street

Liverpool

L8 788

T 0151 795 9551
2 October 2013 F 0151 795 9599

E ineilson@liv.ac.uk

www liv.ac.uk

To whom it may concern

I am very happy to add my support to the application by Rintaro Mori and Toshiaki Furukawa (with Steve
McDonald) for recognition of a Japanese Branch of the Australasian Cochrane Centre.

Japan is, of course, a very important country in terms of population size, culture, language and influence
but, until recently, there has been less engagement with the Cochrane Collaboration in Japan than we
would all like to see. The Cochrane Pregnancy & Childbirth Group has a long-standing link with Rintaro
Mori since his secondment with NICE in the UK some years ago. This relationship has developed since to
the point at which Rintaro has become an Editor of the Group and Rintaro and colleagues, notably Erika
Ota, have established a satellite of the Cochrane Pregnancy & Childbirth Group in Tokyo. | was privileged
to visit the satellite in July this year and was able to see the enthusiasm and commitment of those
involved. | was also able to meet Professor Furukuwa, who has been a longstanding Cochrane contributor
in the area of depression.

I have no doubt that this team will build on current considerable achievements and make a real difference,
through training and support, to increasing Japanese contribution to the work of the Cochrane
Collaboration.

I support this application without any reservation.

Yours Sincerely,

Professor J P Neilson
NIHR Dean for Training,
Professor of Obstetrics & Gynaecology

A member of the
Russell Group
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National Center for Child Health and Development

@
Y 2-10-1 Okure, Setagoya-ky, Tokyo 157-8535, JAPAN
Tel 81-3-3416-0181 Fax 81-3-5727-1075

Takashl lgarashi, M.D., Ph.D.
Chief Executive Officer

28 October 2013
Dear Sir or Madam

On behalf of the National Center for Child Health and Dévelopment, I am pleased to
support the application of the Japanese Branch of the Australasian Cochrane Centre.
QOur Center has been hosting the Japanese Satellite of the Cochrane Pregnancy and
Childbirth Group since last year. Awareness of the need to promote clinical research
and cvidence-based medicine has substantially increased as a result of the Satellite’s
activities, not oaly within our Center, but within other hospitals/facilities in women’s
and children’s health, as well as other disciplines.

This application fits well within our mission to promote evidence-based children’s
families” health care and promotion in Japan. T am sure that establishing the Japanese
Branch of the Australasian Cochrane Centre will enhance the movement and also
contribute fo promoting health in Japan and around the world.

Yours sincerely,

Takashi Tgarashi
CEO and President
National Center for Child Health and Development

T157-8535 ERHBHEEAEAR10-] BIFHEAEINEESETR T S—
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DEPARTMENT OF EPIDEMIOCLOGY AND HEALTHCARE RESEARCH
GRADUATE SCHOOL. OF MEDICINE AND PUBLIC HEALTH

KYOTO UNIVERSI]

YOSHIDA KONOE-CHO, SAKYO-KU, KYOTO, 606-850 1 JAPAN

SHUNICHI FUKUHARA, MD. MSc, FACP
PROFESSOR AND CHAIR

September 3, 2013

Re: Application for the Creation of the Japan Branch of the Australasian Cochrane
Centre: Letter of support

To the Monitoring and Registration Group:

In my capacity as Dean of the School of Public Health at Kyoto University, I am
pleased to support the establishment of the Japan Branch of the Australasian Cochrane
Centre. One of the co-directors of the proposed Centre, Professor Furukawa, is
Professor of the departments of Health Promotion and Human Behavior and of Clinical
Epidemiology at our School, and many of the review authors of completed Cochrane
reviews, protocols and registered titles are current students and graduates of our School
who were supervised by Professor Furukawa and other professors here. We have also
had the honor of hosting a number of Cochrane workshops for systematic reviews at

Kyoto University.

Given the past efforts and achievements of Professor Furukawa and Dr. Mori (National
Center for Child Health and Development, Tokyo) in their coordination of Cochrane
activities in Japan, and their strong vision to advance the role of Cochrane in Japan, as
outlined in the Proposal, I am convinced that the Japan Branch will greatly enhance the
presence of the Cochrane Collaboration throughout Japan and lead to a rapid increase in
the participation of many Japanese authors in various aspects of Cochrane activities.

TR AER EENEE EREEFEOE

1B0B-8501 M ASNRKEMAEE Phone:+81-75-753-4646 Fax:+81-75-753-4644  http://www.epikyoto-ujp
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DEPARTMENT CF EPIDEMICLOGY AND HEALTHCARE RESEARCH
GRADUATE SCHOOL OF MEDICINE AND PUBLIC HEALTH

KYOTO UNIVERSITY

YOSHIDA KONOE-CHO, SAKYO-KU, KYOTO, 606-850 1 JAPAN

SHUNICHI FUKUHARA, MD, MSc, FACP
PROFESSOR AND CHAIR

I look forward to the approval of this proposal by the Cochrane Collaboration, to the
establishment of the Japan Branch of the Australasian Cochrane Centre in Kyoto and
Tokyo, and to the increased presence and recognition of the Cochrane Collaboration in
Japan. I would feel honored to collaborate in this great endeavor.

Please feel free contacting me for any questions and comments.

Sincerely,

-

Shunichi Fukuhara, MD, DMSc, P
Professor and Dean, Kyoto University School of Public Health and Graduate
School of Medicine

¥

FEFAEXRE R EERARE EEEZEDE

T606-8501 RIMHAERKXFHELABMA Phone:+81-75-753-46468 Fax:+81-75-753-4644  http://www.epikyoto-ujp
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Cipriani?

Gartlehner3

Ramsberg?

Patients: Adults with acute
phase treatment of major
depression as diagnosed with
standard operationalized
diagnostic criteria
Interventions: Any one of the
pre-defined 12 new generation
antidepressants used as
monotherapy (bupropion,
citalopram, duloxetine,
escitalopram, fluoxetine,
fluvoxamine, milnacipran,
mirtazapine, paroxetine,
reboxetine, sertraline,
venlafaxine)

Outcome: Response defined as
reduction of at least 50% from
the baseline score on the
Hamilton depression rating
scale (HAMD) or
Montgomery-Asberg
depression rating scale
(MADRS), or as scoring much
or very much improved on the
clinical global impression
scale at 8 weeks (6-12 weeks)
Study design: Head-to-head
double-blind RCTs

Patients: Adults with major
depressive disorder in
primary care
Interventions: Commonly
used 13 medications or
placebo for depression
(bupropion,

citalopram, desvenlafaxine,
duloxetine, escitalopram,
fluoxetine, fluvoxamine,
mirtazapine, nefazodone,
paroxetine, sertraline,
trazodone, venlafaxine),
with preferably flexible
dose design

Outcome: Response at

>6 weeks study duration,
defined as a 50%
improvement of depression
scores

Study design: Head-to-head
double-blind RCTs,
Placebo-controlled RCTs
only when head-to-head
RCTs are not sufficient

Patients: Adults with a
diagnosis of major
depressive disorder in
primary care receiving
the first-line treatment
Interventions:
Monotherapy with 17
antidepressants
including citalopram,
duloxetine,
escitalopram,
fluoxetine, fluvoxamine
mirtazapine,
paroxetine, reboxetine,
sertraline, venlafaxine
plus less commonly
used amitriptyline,
dosulepin, imipramine,
lofepramine,
maprotiline,
milnacipran, and
nortriptyline.
Outcomes: Remission at
6-12 weeks, defined as
HAMD score =<7 or 8 or
as MADRS score =<12.
Study design:
Head-to-head
double-blind RCTs
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Cipriani2 Gartlehner3 Ramsberg?
mirtazapine | Amini2005 Amini2005
Hong2003 Hong2003 Hong2003
Leinonen1999
Versiani2005 Versiani2005 Versiani2005
Wheatley1998 Wheatley1998 Wheatley1998
Winokur2003
escitalopram | SCT-MD-16 Mao02008
Kasper2005 European518 Kasper2005
venlafaxine | Alves1999 Alves1999 Alves et al 1999
Clerc1994 Clerc et al 1994
Costaesilval998 Costa e Silva 1998
DeNayer2002 DeNayer2002 De Nayer et al 2002
DiazMaritinez1998
Dierick1996 Dierick1996 Dierick et al 1996
Rudolph1999 Rudolph1999 lfggglph & Feiger
Silverstone1999 Silverstone1999 Silverstone et al 1999
Tyleel1997
Tzanakaki2000 Tzanakaki et al 2000
Schtzberg2006 Schatzberg et al 2006
Nemeroff2007 Nemeroff2005 I;Igg;eroff & Thase
Rudolph & Feiger
1997
Kornaat 1998
S332
Rudolph et al 1998
S606
S102
Keller et al 2007
Mehtonen 2002
Stevens 1997
Cantillon & Daley
2000
sertraline Sechter1999 Sechter1999 [nonel
Benniel995 Bennie1995
Fava2000
Fava2002 Fava2002
Newhouse2000 Newhouse2000
Van Moffaert1995
Aguglial993
Suri2000
citalopram Khanzode2003
Stahl2000
Bourgerol1997 Patris1996 Patris1996
bupropion Coleman2001 Coleman2001 [none]
Feighner1991 Feighner1991
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