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In reply please refer to: M3/15/1 Dr Niranana Mahantashetti

Director

Women’s and Children’s Health Research Unit
Jawaharlal Nehru Medical Collage, KLE
Academy of Higher Education and Research,
Belagavi (JNMC Research Unit)

Karnataka 590010, India

16 September 2019

Dear Dr Mahantashetti

Subject: Designation of Women's and Children’s Health Research Unit, Jawaharlal Nehru
Medical College, KLE Academy of Higher Education and Research, Belagavi
(JNMC Research Unit) as a WHO Collaborating Centre for Research in Maternal
and Perinatal Health (WHO-CC IND 156)

| am pleased to inform you that the World Health Organization has designated the Women's
and Children’s Health Research Unit, Jawaharlal Nehru Medical College, KLE Academy of
Higher Education and Research, Belagavi (JNMC Research Unit) as a WHO Collabarating
Centre for Research in Maternal and Perinatal Health (WHO-CC IND 156).

As previously agreed, Dr Shivaprasad Goudar will act as Head of the Centre. Should there
be any change in the future, | would be grateful if you would inform WHO without delay.

The agreed terms of reference and workplan of the Centre are attached. We wish to
emphasize that institutions designated as WHO Collaborating Centres are expected to implement
the agreed workplan in a timely manner and to the highest possible standard of quality. Any issue
that may affect the implementation of the agreed workplan should be brought to the attention of
the WHO responsible officer, Dr Mariana Widmer, Technical Officer, HQ/MPA Maternal Perinatal
Health, Prevent Unsafe Abortion Tel:+41 22 791 4323,Email; widmerm@who.int

For information on administrative matters, please visit the WHO website
http:/fwww.who.intcollaboratingcentres/information/en/.

We wish to also emphasize that institutions designated as WHQO Collaborating Centres
must also comply with the attached terms and conditions for WHO collaborating centres. We wish
to draw your particular attention to the fact that the WHO name and emblem may only be used by
a WHO Collaborating Centre as described in those terms and conditions.

Cont'd...2/-

cc: The Secretary, Ministry of Health and Family Welfare, Government of India,
Nirman Bhawan, New Delhi

cc: The Joint Secretary (IH Division), Ministry of Health and Family Welfare,
Government of India, Nirman Bhawan, New Delhi

cc and through: The WHO Representative to India, Nirman Bhawan, New Delhi



Page 2/-
Dr Niranana Mahantashetti
Director
Women's and Children's Health Research Unit
Jawaharlal Nehru Medical Collage,
KLE Academy of Higher Education and Research,
Belagavi (JNMC Research Unit)
Karnataka 590010

M3/15/1 16 September 2019

Finally, please note that institutions designated as WHO Collaborating
Centres must complete a short online progress report form once a year. On the anniversary
of the designation date, details will be sent to the email address of the Head of the Centre
specified in the designation form.

The designation of your institution as a WHO Collaborating Centre will be effective
for a period of 4 years from 17 September 2019, and will automatically end on
17 September 2023, unless redesignation has been approved by WHO before that date.
During the period of designation, either party may revoke the designation at any time by
giving three months advance notice in writing.

I look forward to our successful collaboration.

Yours sincerely,

foe Noog 7 =

Dr Poonam Khetrapal Singh
egional Director

Encl: As stated



Collaborating Centres
DESIGNATION FORM

The designation form consists of three parts:

Part| - Institutional Profile
Part Il - Terms of Reference (TOR)
Part lll - Workplan

This designation form below, together with the Terms and conditions for WHO collaborating centres will
serve as the agreement between the proposed institution and WHO if the designation as WHO
collaborating centre is approved by WHO. Completion and submission of the designation form, however,
does not guarantee that the designation will be approved.

Folder eCC_00018807 is in stage Notification Letter

Name of the University, Hospital, Research Institute, Academy or Ministry

Jawaharlal Nehru Medical College, KLE Academy of Higher Education and Research, Belagavi (JNMC
Research Unit)

Name of the Division, Department, Unit, Section or Area

Women’s and Children’s Health Research Unit

City CC Reference Number
Belagavi IND-156
Title

WHO collaborating centre for research in maternal and perinatal health

The status of WHO CC is granted to an administrative unit of an institution (i.e. department, division or unit)
and not to the institution as a whole in the vast majority of cases. For example, WHO CC status is granted to
the Department of Microbiology of the University of ABC and not to the university itself. A WHO CC is not a
legal entity. The legal entity is the proposed institution, i.e. the ministry, academy, university, established
research institute or hospital, of a part thereof.

In the section entitled “sources of funding” some questions refer to the proposed terms of reference and
activities included in the workplan of this proposal. Therefore please limit your responses to what is relevant in
relation to the proposed terms of reference and activities included in the workplan.

However, when a question refers to the "proposed institution”, please provide information on the legal entity
as a whole (for example the University of ABC).

Address of the proposed institution

1.1 Street and number JNMC Campus, Nehru Nagar
1.2 City Belagavi

1.3 State/Region/Canton/Province Karnataka

1.4 Postal Code 590010

1.5 Country IND

1.6 WHO Region SEARO
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1.7 Phone +91 831 247 4200

1.8 Fax +918312472891
1.9 Web site http://kledeemeduniversity.edu.in/

If you would like your institution to receive important news and other communications from WHO
(unrelated to the work as a WHO CC) such as launching of new WHO campaigns, new WHO
publications, etc, please indicate an email address.

Staff of the proposed institution

1.10 Name of the director of the institution as a whole
Dr Niranjana Mahantashetti

1.11 - Name and email of the proposed heads of the WHO collaborating centre (Please note this
information will be listed in the public database)

- Salutation First Name Last Name Email Address
Dr Shivaprasad Goudar sgoudar@jnmc.edu
Salutation First Name Last Name Email Address

1.12 Please list the names of professional who will work on the proposed terms of reference or
activities of the workplan together with their professional qualifications (e.g. Dr John Smith MPH).
Please do not include full resumes or biographies.

Dr Avinash Kavi MD

Dr Yogesh Kumar S MD

Dr Sunil S Vernekar MD

Dr Yeshita V Pujar MD

Dr Manjunath S Somannavar MD
Dr Sangappa M Dhaded MD DM
Dr Shivaprasad S Goudar MD

Sources of funding

NOTE: Private-sector entities in this form refer to three categories: (i) business associations representing
commercial enterprises, (i) entities that are not at “arms’ length” from their commercial sponsors, and (iii)
partially or fully state-owned commercial enterprises that act like private-sector entities.

An entity that is “at arms’ length” from another entity should meet the following three conditions: (i) to be
financially and organizationally independent from the other entity, (ii) not to take instructions from the other
entity, and (iii) not to be influenced or not reasonably perceived to be influenced in its decisions, activities,
mandate and work by the other entity.

1.13 During the last two years, what percentage of the funding of the proposed institution was core
funding? Core funding refers to funding that is received regularly from secure sources, as opposed to
ad-hoc contributions.

over 75% regular (core) funding

1.14 Please provide a complete list of donors that provide funding for the proposed institution, such
as private-sector organizations, philanthropic foundations, nongovernmental organizations,
governments, inter-governmental organizations and members of the public. Please include the full
names of all donors, but not the amount donated.
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KLE Academy of Higher Education and Research- Not Applicable- >75% of the core funding is through tuition
fees from students of the University.

JNMC Women's and Children's Health Research Unit- NICHD Eunice Shriver Kennedy Global Network for
Women's and Children's Health Research (currently in the fourth cycle of funding), World Health Organization,
the National Institute of Child Health and Human Development, the American Academy of Pediatrics, the
Thrasher Research Fund, UK Medical Research Council — Department of Bio-technology, Govt. of India
Newton-Bhabha Fund, and the Bill & Melinda Gates Foundation.

With reference to the proposed terms of reference and activities included in the workplan of this proposal-
Source of funding is included in the work plan document.

)

1.15 Tobacco/arms-related disclosure statement .

Under the WHO Framework of Engagement with non-State Actors, WHO does not engage with the
tobacco industry or non-State actors that work to further the interests of the tobacco industry.
Moreover, WHO does not engage with the arms industry.

For the purposes of this statement: tobacco industry refers to any entity involved in the manufacture,
sale or distribution of tobacco and related products, and any affiliate of such an entity; and arms
industry refers to any entity involved in the manufacture, sale or distribution of arms, and any affiliate
of such an entity.

To determine whether the proposed institution conforms to this rule, please answer the following
questions:

« Is the proposed institution, or was the proposed institution over the last four years, part of the
tobacco or arms industries (as defined above)?

» Is the proposed institution, or has the proposed institution over the last four years, engaged in
activities that support the interests of the tobacco industry? This includes, but is not limited to,
supply contracts, contract work, services and lobbying.

* Does the proposed institution currently, or did the proposed institution over the last four years, have
any other association or relationship with the tobacco industry (as defined above)? This includes in
particular investment interests (other than general mutual funds or similar arrangements whereby the
institution has no control over the selection of the investments), commercial business interests, the
provision or receipt of financial and/or other support.

* Does the proposed institution have any formal association, affiliation or links with private-sector
entities and other non-State actors whose policies or activities negatively affect human health and are
not in line with WHO’s policies, norms and standards, in particular those related to noncommunicable
diseases and their determinants?

The answer is yes to at least one of the questions above. Please provide details [:
By selecting this choice | confirm that the answer to all the questions above is no | ]

[If yes] Please provide details (i.e. the names of entities, their activities, level of funding).

1.16 Is there any prospect that the proposed terms of reference or activities of the workplan will be
funded by one or more private-sector entities that have, or may be perceived as having, a direct or
indirect commercial interest in those proposed terms of reference or activities of the workplan?

Yes [7| No [¥]
[If yes] Please provide the names of these entities, their business activities and the level of funding.

1.17 Is any of the proposed terms of reference or activities of the workplan, or is there a prospect that
any of the proposed terms of reference or activities of the workplan will be, performed as part of or
related to work (research or other) commissioned by private-sector entities?

Yes 7| No [W¥]
[If yes] Please provide the names of these entities, their business activities and the level of funding.
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1.18 Is any of the proposed terms of reference or activities of the workplan, or is there a prospect that

any of the proposed terms of reference or activities of the workplan will be, funded directly or
indirectly by unspecified funds from one or more private-sector entities?

Yes ‘Tr‘”‘ No [FJA'
[If yes] Please provide the names of these entities, their business activities, level of funding, for what
such funding is being, or will be, used and whether the implementation of the proposed terms of

reference and activities of the workplan is dependent on the support of one or more of these private
sector entities.

1.19 Are the salaries of staff who will work on the proposed terms of reference or activities of the
workplan or their posts funded by one or more private sector entities, were they ever funded in this
way in the past or could they receive such funding in future?

Yes 7| No [W]
[if yes] Please provide the names of these entities, their business activities, level of funding, for which

staff or what posts such funding is being, or will be, used, and the functions of such staff and/or
posts.

1.20 Did over the last three years, does currently, or is there a prospect that, any specific staff who
will work on the proposed terms of reference or activities of the workplan (including the proposed
head(s) of the WHO collaborating centre), have any other interactions, affiliations or relations with, or
any other personal, professional, financial or business interests in, one or more private sector entities
that could give rise to a real or perceived conflict of interest or reputational risk?

Such risks may exist

(i) if the private sector entity has a direct or indirect commercial interest in all or part of the proposed
terms of reference or activities of the workplan, or may be perceived as having such interest;

(ii) if the business activities of the entity engage with the tobacco industry and /or arms industry; or
non-State actors that work to further the interests of the tobacco industry ; or

(iii) if the private sector entity has a vested interest in exerting influence on the proposed terms of
reference or activities of the workplan and/or their outcome or may be seen as having such interest.

Interactions, affiliations, relations with, or other personal, professional, financial or business interests
include, but are not necessarily limited to, collaborative projects or initiatives, employment,
consultancy, investment interests (e.g. stocks, bonds, stock options, other securities, but not mutual
funds, pension funds or similar investments that are broadly diversified), commercial business
interests (e.g., proprietorships, partnerships, joint ventures), patents, trademarks, or copyrights
(including pending applications), proprietary know-how in a substance, technology or process.

Yes 7| No [#]
[if yes] Please provide details.

Institutional characteristics

1.21 What type of entity is the proposed institution?
Private
Please provide details
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The K.L.E. Academy of Higher Education & Research was established on 13th April, 2006 as per the
Ministry of Human Resource Development, Government of India, Notification No.F.9-19/2000-U-R(A) dated
13th April, 2006, under the recommendation of University Grants Commission.

Vision: “ To be an outstanding university of excellence ever in pursuit of newer horizons- To build self
reliant global citizens through assured quality educational Programmes”.

Mission:

« To promote sustainable development of Higher Education consistent with statutory and regulatory
requirements.

* To plan and continuously provide necessary infrastructure, learning resources required for Quality
education and innovations.

« To stimulate, to extend the frontiers of knowledge, through Faculty Development and Continuing
Education Programmes.

* To make research a significant activity involving Staff, Students and Society.

* To promote Industry / Organization, Interaction/Collaborations with Regional National / International
bodies.

» To establish healthy systems for communication among all stake holders for vision oriented growth.

« To fulfill the National Obligation through Rural Health Missions.

The KLE Society, Sponsoring society of KAHER a private trust was established in the year 1916 and has
been serving thousands of people in the field of education for nearly 10 decades! Presently, KLE Society
manages a staggering 250 institutions including schools, colleges, technical institutions, research centers
and Business schools.

el
et

University
{3‘ By ticking this box you confirm that the entity you represent is a nonprofit entity.

1.22 Please attach a current organizational chart (1 page) of the institution, including its
administrative units such as divisions, departments, sections or areas (whichever structure
applies), indicating the one proposed as WHO collaborating centre.

Organisation Chart_KAHER pdf

1.23 Please attach the constitutive documents of the institution you represent e.g. constitution,
registration document, by-laws or similar.

MOA and Other Documents_KAHER pdf

1.24 Number of years the institution is in operation.
more than 10 years

1.25 Please list major facilities and any specialized equipment available to the proposed institution
(e.g. laboratories, training facilities, documentation centre), if applicable. Please do not list general
office space or standard office equipment.

Clinical Skill laboratory (with Simulation, Mannequins and models)

Meeting rooms and Conference halls (40 and 100 seating capacity) in a dedicated building of about 9000
square feet

25 MPBS Internet leased line with fibre optic backbone and WIFI network

Server for data storage with and Data Management System facilities.

Facilities for scanning, photocopy, cold storage, Data Archival, Dining area

Basic Science Research Centre (Laboratory)

1.26 Does the proposed institution currently establish a smoke-free environment across its
premises, which can be illustrated either through a documented institutional/departmental policy or
through the existence of national/llocal smoke-free legislation? The smoke-free environment must
apply to all indoor workplaces and public places of the institution's premises, and must entail a
complete ban of smoking indoors and no areas designated for smoking.

Yes
9/16/2019 5:27:37 AM Page (5/11)
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|’  lunderstand that information on my entity and its engagements with WHO that are categorized
as public domain will be published in the WHO Register.

¥ The proposed institution agrees with the following Terms and conditions for WHO collaborating ,
centres.

T e s AP il 5 el

Please include the proposed terms of reference for the future collaboration between the proposed institution and
WHO, as discussed prior to completing this form. In most cases, 1-3 TOR will be sufficient to provide a high-
level framework of the future collaboration. For redesignations, the current terms of reference is automatically
prefilled but can be revised as appropriate.

For detailed instructions on how to fill in this section please click on the link provided at the top of the form.

TOR 1 In alignment with WHO goals, to provide capacity building through Research Methodology
Workshops at country level.

TOR 2 To participate in collaborative research in the area of Maternal and Newborn Health developed under
WHO's leadership.

TOR 3  As agreed with WHO, disseminate and scale up evidence based interventions in the area of
Maternal and Newborn Health.
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ﬁi&

Activity title
Link to TOR

Name(s) of responsible staff at the
institution

Type of activity

Why WHO is asking for this
activity and how WHO will use the
deliverables?

What concrete actions will be
taken by the designated
institution? Be specific.

Capacity building in alignment with WHO goals
TOR1

Dr Avinash Kavi, Dr Yogesh Kumar S, DrM S
Somannavar, Dr S M Dhaded, Dr S S Goudar.

Training and education

As part of WHO and HRP mandate, research
projects include capacity building activities
through which investigators receive training on
research methodology. By doing this
WHO/HRP ensures to have a large network of
investigators capable of participating in any of
the WHO research projects.

In collaboration with WHO, the designated
institution will develop the training curriculum
for the research methodology (qualitative and
quantitative) and statistics workshops, will
customize it according to the participants
needs, and will conduct it among mid-level
faculty staff from India. Upon successful
implementation of the workshops in India, the
designated institution will evaluate the
possibility of replicating the courses in Nepal
and Bangladesh.
Mid-level faculty staff includes Assistant and
Associate Professors of various specialities, as
well as Research Scholars working in Medical
Colleges and Research Institutions
respectively in the North Karnataka region with
special focus on reproductive, maternal and
newborn health.
The training programme will focus on the
different study designs used in research, on
statistical methods for sample size calculation
and for analysis of the research outcomes, and
on quality control procedures during the
implementation of the research project. At the
end of the workshops, participants will be able
to write full grant proposals and scientific
manuscripts.
Workshops will be of 5 days to 2 weeks
duration. Each activity will accommodate a
maximum of 20 participants.
Any potential training to be delivered will not
be of a qualifying nature (Masters, PhD, etc.)
and the WHO name and logo will not be used
on any document or certificate of participation
or training.
Faculty from Women's and Children’s Health
Research Unit of KLE Academy of Higher
Education and Research’s J N Medical College
will conduct these workshops. Additional
support will be sought from the members of
Page (7/11)




What will be WHO'’s role in this
activity?

Expected deliverables

Intellectual property rights

WHOQO Deliverable Code
Name(s) of funding sources

Activity timeframe

Collaborating Centres
ation DESIGNATION FORM

Department of Medical Education J N Medical
College Belagavi.

WHO will collaborate with the designated
institution in defining the training programme
and in selecting the participants. WHO will
confirm the selection of participants for the
training and will approve the final programme.
In addition, WHO staff will provide technical
guidance for and during the workshops.

Two workshops conducted.
Capacity of participants on research
methodology increased.

IP rights of ALL deliverables belong to WHO
as per paragraphs 3.1.2 and/or 3.2.2 of the
Terms and Conditions

14.1.1.H3

The cost of conducting these activities will be
met from:

1. Indian Council of Medical Research, Fogarty
international Centre and Bill & Melinda Gates
Foundation

2. KLE Academy Higher Education and
Research, Belagavi

Every year one workshop on grant writing for
duration of 2 weeks and one workshop on
manuscript writing for 1 week duration will be
conducted.

This activity has been specifically developed for the workplan of the WHO
collaborating centre and does not constitute a standard activity of the
institution without WHO involvement.

9/16/2019 5:27:37 AM

Page (8/11)




Collaborating Centres
DESIGNATION FORM

Activity

Activity title With the guidance and leadership form WHO,
ID 27839 to conduct secondary analysis for CHAMPION
Trial
Link to TOR TOR2
Name(s) of responsible staff at the Dr S S Vernekar, Dr Yeshita Pujar, DrM S
institution Somannavar, Dr S S Goudar,
Type of activity Research
Why WHO is asking for this The CHAMPION trial database is a big and
activity and how WHO will use the rich database which could answer lots of
deliverables? interesting questions related to the postpartum
haemorrhage problematic. WHO/HRP does
not have the capacity to run these analyses in
a timely manner. Results of this analysis will
help WHO understand the socio-economic
aspects of the PPH problematic in one of the
countries where the burden of this maternal
complication is high.
What concrete actions will be With WHO guidance, the designated institution
taken by the designated will develop the protocol for the analysis
institution? Be specific. proposed, run the proposed statistical analyses
and prepare a report with the results.
What will be WHO’s role in this WHO will guide the process for preparing the
activity? proposal, will guide the data analysis process,
and will lead the discussion on the findings.
Expected deliverables Publication on the Effectiveness of Heat stable
Carbetocin compared to Oxytocin in women
delivering at public and private sector hospitals
of India.
Intellectual property rights IP rights of ALL deliverables belong to WHO
as per paragraphs 3.1.2 and/or 3.2.2 of the
Terms and Conditions
WHO Deliverable Code 3.1.5.H1
Name(s) of funding sources Jawaharlal Nehru Medical College Women's
and Children’s Health Research Unit
Belgaum
Activity timeframe December 2018: Secondary analyses to be
completed.
January 2019: Drafts of the publications for
review.
February 2019: Submission for publication
This activity has been specifically developed for the workplan of the WHO
collaborating centre and does not constitute a standard activity of the
institution without WHO involvement.
Activity Activity title Knowledge Translation on Maternal and
ID 27840 Perinatal Health Research Projects
Link to TOR TOR3

9/16/2019 5:27:37 AM

Dr Yogesh Kumar S, Dr M S Somannavar, Dr
S S Goudar, Dr.Yeshita Pujar, Dr.Sunil
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Name(s) of responsible staff at the Vernekar

institution
Type of activity

Why WHO is asking for this
activity and how WHO will use the
deliverables?

What concrete actions will be
taken by the designated
institution? Be specific.

What will be WHO’s role in this
activity?

Expected deliverables

Intellectual property rights

WHO Deliverable Code
Name(s) of funding sources

Information dissemination

The dissemination of the CHAMPION trial’s
results is very important for the uptake of the
WHO postpartum haemorrhage
recommendations by the country and it is part
of the WHO/HRP agenda. India is one of the
LMIC countries where the burden of
postpartum haemorrhage is high and
therefore, the need to implement the results of
the CHAMPION trial is a priority for WHO. By
requesting an Indian institute to disseminate
the results in India, WHO is increasing the
chances that the results of the research will be
widely applied.

Following WHO guidance and to raise
awareness on how to prevent postpartum
haemorrhage, the institution will present the
results of CHAMPION Trial at All India
Congress of Obstetrics & Gynaecology
(AICOG) and at the congress organized by the
Federation of Obstetrics & Gynaecological
Societies of India (FOGSI). The designated
institution will also present the results of the
trial in Nepal, at the Reproductive Health
Supply Coalition Caucus. In addition, with
WHO leadership, the institution will implement
a demonstration project to identify barriers and
facilitators for the eventual national roll-out of
the heat-stable carbetocin use in the area of
postpartum haemorrhage.

WHO will prepare the presentation that will be
used by the institution at different conferences,
and will discuss it with the institution to ensure
alignment on the message that has to be given
to the audience. In regard to the demonstration
project, WHO will wark jointly with the
institution in defining the project and the
process for a successful implementation.

1. 3 abstracts for dissemination meetings in
Iindia and in Nepal.

2. Use of heat-stable carbetocin for postpartum
haemorrhage prevention implemented at
district level of the 6 Indian provinces that
participated in the CHAMPION trial.

IP rights of ALL deliverables belong to WHO
as per paragraphs 3.1.2 and/or 3.2.2 of the
Terms and Conditions

3.1.1.R4

Jawaharlal Nehru Medical College Women's
and Children’s Health Research Unit

Page (10/11)




Collaborating Centres
107 DESIGNATION FORM

Activity timeframe December 2018 -March 2019: Dissemination
meetings
April 2019: demonstration project proposal
written
June 2019: Stakeholder meetings
August 2019: Training
October 2019-February 2020: Scale up

This activity has been specifically developed for the workplan of the WHO
collaborating centre and does not constitute a standard activity of the
institution without WHO involvement.
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Indian Council of Medical Research

Department of Health Research, Ministry of Health
and Family Welfare, Government of India

Dated: 28.12.2021

Notification

With reference to call for Expression of Interest for participation in the Indian Clinical Trial &
Education Network (INTENT) dated 22.09.2021, the applications received were reviewed by a
screening committee, consisting of external experts The institutes were selected under the
following s ubheads:

Advanced Centre for Clinical Trial (ACCT)
Regional Clinical Trial Unit (RCTU)

ICMR -Centre for Clinical Trial (ICCT)
Specialty Centre for Clinical Trial (SCCT)
Knowle dge Partner for Clinical Trial (KPCT)

a ks wnh e

The Institutes/Centres selected to be a part of the INTENT are tabulated below. The details of the
network, along with the Terms of Reference (ToR) will be shared with the centres individually.

Dr. Aparna Mukherjee

(on behalf of Indian Clinical Trial & Education Network)
Scientist-E & In charge
Clinical Studies, Trials & Projection Unit

Epidemiology and Communicable Division
Indian Council of Medical Research, New Delhi

le - . CU&- 1<b, :» B, Tel: +91-11-26588895 / 26588980 / 26589794
eC -1, 8 . Yi--« «-75 +91-11-26589336 / 26588707
V. Ramalingaswami Bhawan, P. O. Box No. 4911. Fax: +91-11-26588662 | icmr.gov.in

Ansari Nagar, New Delhi — 110 029, India

/



1. Advanced centers for clinical trials (ACTT)

Zone

North

West

East

North -

East

Central

South

Institute Lead Applicant |

All India Institute of Medical Sciences, New Delhi | Dr.
Post Graduate Institute of Medical Sciences and | Dr.
Education, Chandigarh

S.M.S. Medical College and Attached Hospitals, Dr.
Jaipur, Rajasthan

Mahatma Gandhi Institute of Medical Sciences, Dr.
Sevagram, Maharashtra

ICMR - National AIDS Research Institute (NARI), | Dr.
Pune, Maharashtra
All  India Institute of Medical Sciences,| Dr.

Bhubaneswar, Odisha

ICMR - National Institute of Cholera and Enteric | Dr.
Diseases(NICED), Kolkata, West Bengal

North Eastern Indira Gandhi Regional Institute of | Dr.
Health and Medical Sciences (NEIGRIHMS),
Shillong, Meghalaya

King George Medical University, Lucknow, Uttar | Dr.
Pradesh

Jawaharlal Institute of Medical Edu cation & Dr.

research (JIPMER), Puducherry

St Johns Medical College, Bengaluru, Karnataka @ Dr.
Amrita Institute of Medical Sciences, Kochi, Dr.

Kerala

2. Regional Clinical Trial Unit (RCTU) (MRU/ MRHRU Network)

Rakesh Lodha
Samir Malhotra

Sudhir Bhandari

Abhishek V. Raut

Abhijit Vasantrao Kadam

Sujit Kumar Tripathy

Suman Kanungo

Chayna Sarkar

Himanshu D Reddy

Sandhiya Selvarajan

Denis Xavier
Jaideep Menon

North All India Institute of Medical Sciences, Rishikesh, Uttarakhand
West ICMR-National Institute For Research In Reproductive and Child Health
Mumbai (Dahanu) , Maharashtra
ICMR -Regional Medical Research Centre Bhubaneswar (Tigria), Odisha
East
Rajendra Institute of Medical Sciences, Ranchi, Jharkhand
North -East | Silchar Medical College & Hospital , Silchar, Assam
South Gandhi Medical College, Secunderabad, Telangana
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3. ICMR Centers for C linical T rials (ICCT)

Zone

North

West

East

Institute

Pandit Bhagwat Dayal
Institute of Medical
Haryana
Government
Chandigarh

Medical

Sharma Post Graduate

College and Hospital,

Dayanand Medical College and Hospital, Ludhiana,

Punjab

Christian Medical College,

All India Institute of Medical Sciences,

Ludhiana, Punjab
Jodhpur,

Rajasthan
KEM Hospital & Research Centre, Pune,
Maharashtra
Dr. D. Y. Patil Medical College, Hospital and

Research Centre, Pune, Maharashtra

Datta Megha Medical College, Wardha, Maharashtra

SCBMedical College and Hospital, Cuttack, Odisha
IMS & SUM Hospital, Bhubaneswar, Odisha
ICMR- Rajendra Memorial Research Institute of

Medical Sciences, Patna,

Bihar

North -East JN Medical College, Imphal, Manipur

Central

South

All India Institute
Madhya Pradesh

of Medical Sciences Bhopal,

Tirunelveli Medical College, Tirunelveli, Tamil Nadu

Karnataka Institute of Medical
Karnataka

Pondicherry Institute
Puducherry

DM Wayanad Medical Col

Sciences, Hubli,
of Medical Sciences,

lege, Wayanad, Kerala

Narayana Medical College & Hospital, Nellore

_ r

SRM Medical College Hospital & Research Centre,

Chennai, Tamil Nadu

Lead Applicant

Sciences (PGIMS) Rohtak, Dr. Savita Verma

Dr. Deepak Chawla

Dr. Sandeep Kaushal

Dr. M Joseph John

Dr. Pankaj Bhardwaj

Dr. Anand Kawade

Dr. Srikanth Tripathy

Dr. Zahiruddin
Syed
Dr. Samita Mahapatra

Quazi

Dr. Soumya Surath Panda

Dr Krishna Pandey

Dr. H. Nirendrakumar
Singh

Dr. Rajnish Joshi
Dr. Shantararaman.K.

Dr. Ram S. Kaulgud

Dr. Anil J Purty

Dr. Aneesh Basheer

Dr. Surya Prakash Rao

Dr. Melvin George
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4. Specialty Center for Clinical Trial (SCCT)

Specialty

Tuberculosis

Institute

ICMR-National Institute for Research in
Tuberculosis (NIRT), Chennai, Tamil Nadu

Lead Applicant
Dr. C.

Padmapriyadarsini

Cancer

Tata Memorial Centre, Mumbai, Maharashtra

Dr.Rajendra A Badwe

Neurology

National Institute of Mental Health and
Neurosciences (NIMHANS), Bengaluru,
Karnataka

Dr Sriganesh K

Sree Chitra Tirunal Institute for Medical
Sciences & Technology, Trivandrum

Dr. Jeemon

Panniyammakal

Endocrinology

Diabetes Foundation, New Delhi

Dr. Anoop Misra

Laboratory

ICMR-National Institute of Virology, Pune,
Maharashtra

Dr. Pragya D. Yadav

5. Knowledge Partners for Clinical Trials (KPCT)

Institute

Lead Applicant

The George Institute of Public Health, Hyderabad,

Telangana

Centre for Chronic Disease Control (CCDC), New Delhi

Centre for Public Health Kinetics, New Delhi

Prof. Vivekanand Jha

Dr. Kavita Singh

Dr. Sunil Sazawal
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Department of Health and Human Services
National Institutes of Health
EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE O

HEALTH & HUMAN DEVELOPMENT

Notice of Awaurc

FAIN# UG1HDO764
Federal Award Dat

08/01/202%

Recipient Information

1. Recipient Name
THOMAS JEFFERSON UNIVERSITY
1020 WALNUT ST STE 1
PHILADELPHIA, PA 19107

2. Congressional District of Recipient
03

3. Payment System Identifier (ID)
1231352651A1

4. Employer Identification Number (EIN)
231352651

5. Data Universal Numbering System (DU
053284659

6. Recipient’s Unique Entity Identifier
R8JEVLAULGBY7

7. Project Director or Principal Investigator
RICHARD J DERMAN, MD
Associate Provost, Global Affairs
richard.derman@jefferson.edu
215/955-2153

8. Authorized Official
Jeanmarie Johnston

Federal Agency Information

9. Awarding Agency Contact Information
Marianne Galczynski
Grants Management Specialist
EUNICE KENNEDY SHRIVER NATION
INSTITUTE OF CHILD HEALTH & HUN
DEVELOPMENT
marianne.galczynski@nih.gov
(240) 276-5588

10. Program Official Contact Information
Nahida Abdo Chakhtoura

EUNICE KENNEDY SHRIVER NATION
INSTITUTE OF CHILD HEALTH & HUN
DEVELOPMENT
nahida.chakhtoura@nih.gov

(301) 435-6872

Federal Award Information

11. Award Number
2UG1HDO076457-11

12.Unique Federal Award Identification Number (FAIN)
UG1HDO076457

13. Statutory Authority
42 USC 241 31 USC 6305 42 CFR 52

14.Federal Award Project Title

TJU-INMC Global Network for Women's and Children's Health Research Unit

15. Assistance Listing Number
93.865

16. Assistance Listing Program Title
Child Health and Human Development Extramural Research

17.Award Action Type
Competing Continuation

18.1s the Award R&D?
Yes

22.Offset

Summary Federal Award Financial Information
19.Budget Period Start Date 08/01/2023 — End Date 07/31/2024
20.Total Amount of Federal Funds Obligated by this Actio $615,958
20 a. Direct Cost Amount $548,574
20 b. Indirect Cost Amount $67,384
21. Authorized Carryover
23.Total Amount of Federal Funds Obligated this budget peri $615,958
24.Total Approved Cost Sharing or Matching, where applicak $0
25.Total Federal and Non-Federal Approved this Budget Per $615,958
26.Project Period Start Date 07/01/2013 — End Date 07/31/2030
27.Total Amount of the Federal Award including Approved Ci $615,958
Sharing or Matching this Project Period

28. Authorized Treatment of Program Income
Deduction

29.Grants Management Officer - Signature
Marianne Galczynski

30.Remarks

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when funds are drawn down or othe

requested from the grant payment system.
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Notice of Award

Cooperative Agreement
Department of Health and Human Services

National Institutes of Health

EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN DEVELOPMENT

SECTION | — AWARD DATA — 2UG1HDO076457-11

Principal Investigator(s):
RICHARD J DERMAN, MD

Award e-mailed to: resadmin@jefferson.edu
Dear Authorized Official:

The National Institutes of Health hereby awards a grant in the amount of $615,958 (see “Award

Calculation” in Section | and “Terms and Conditions” in Section Ill) to THOMAS JEFFERSON UNIVERSITY in
support of the above referenced project. This award is pursuant to the authority of 42 USC 241 31 USC

6305 42 CFR 52 and is subject to the requirements of this statute and regulation and of other referenced,
incorporated or attached terms and conditions.

Acceptance of this award, including the "Terms and Conditions," is acknowledged by the recipient when
funds are drawn down or otherwise requested from the grant payment system.

Each publication, press release, or other document about research supported by an NIH award must
include an acknowledgment of NIH award support and a disclaimer such as “Research reported in this
publication was supported by the Eunice Kennedy Shriver National Institute Of Child Health & Human
Development of the National Institutes of Health under Award Number UG1HDO076457. The content is
solely the responsibility of the authors and does not necessarily represent the official views of the
National Institutes of Health.” Prior to issuing a press release concerning the outcome of this research,
please notify the NIH awarding IC in advance to allow for coordination.

Award recipients must promote objectivity in research by establishing standards that provide a

reasonable expectation that the design, conduct and reporting of research funded under NIH awards will

be free from bias resulting from an Investigator’s Financial Conflict of Interest (FCOI), in accordance with
the 2011 revised regulation at 42 CFR Part 50 Subpart F. The Institution shall submit all FCOI reports to
the NIH through the eRA Commons FCOI Module. The regulation does not apply to Phase | Small Business
Innovative Research (SBIR) and Small Business Technology Transfer (STTR) awards. Consult the NIH
websitehttp://grants.nih.gov/grants/policy/col/for a link to the regulation and additional important

information.

If you have any questions about this award, please direct questions to the Federal Agency contacts.
Sincerely yours,

Marianne Galczynski

Grants Management Officer

EUNICE KENNEDY SHRIVER NATIONAL INSTITUTE OF CHILD HEALTH & HUMAN DEVELOPMENT

Additional information follows
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Cumulative Award Calculations for this Budget Period (U.S. Dollars)

Salaries and Wages $78,180
Fringe Benefits $8,148
Personnel Costs (Subtotal) $86,328
Travel $9,000
Subawards/Consortium/Contractual Costs $453,246
Federal Direct Costs $548,57¢
Federal F&A Costs $67,38¢
Approved Budget $615,95¢
Total Amount of Federal Funds Authorized (Federal Share) $615,95¢
TOTAL FEDERAL AWARD AMOUNT $615,95¢
AMOUNT OF THIS ACTION (FEDERAL SHARE) $615,95¢
SUMMARY TOTALS FOR ALL YEARS (for this Document Number)

YR THIS AWARD CUMULATIVE TOTALS

11 $615,958 $615,958

12 $601,958 $601,958

13 $601,958 $601,958

14 $601,958 $601,958

15 $601,958 $601,958

16 $601,958 $601,958

17 $601,958 $601,958

Recommended future year total cost support, subject to the availability of funds and satisfactory progress
of the project

Fiscal Information:

Payment System ldentifier: 1231352651A1

Document Number: UHDO076457D

PMS Account Type: P (Subaccount)

Fiscal Year: 2023

IC CAN 2023 2024 2025 2026 2027 2028 2029
HD 8014707 $615,958 | $601,958 | $601,958 | $601,958 | $601,958 | $601,958 | $601,958

Recommended future year total cost support, subject to the availability of funds and satisfactory progress
of the project

NIH Administrative Data:
PCC: PPB -NC/ OC: 41027 / Released: Galczynski, Marianne 07/21/2023
Award Processed: 08/01/2023 12:32:00 AM

SECTION Il - PAYMENT/HOTLINE INFORMATION — 2UG1HD076457-11

For payment and HHS Office of Inspector General Hotline information, see the NIH Home Page at

httg://grants.nih.gov/grants/golicy/awardconditions.hﬂm

SECTION Il - STANDARD TERMS AND CONDITIONS — 2UG1HDO076457-11
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This award is based on the application submitted to, and as approved by, NIH on the above-titled project
and is subject to the terms and conditions incorporated either directly or by reference in the following:

The grant program legislation and program regulation cited in this Notice of Award.

Conditions on activities and expenditure of funds in other statutory requirements, such as

those included in appropriations acts.

c. 45CFR Part 75.

d. National Policy Requirements and all other requirements described in the NIH Grants Policy
Statement, including addenda in effect as of the beginning date of the budget period.

e. Federal Award Performance Goals: As required by the periodic report in the RPPR or in the final
progress report when applicable.

f.  This award notice, INCLUDING THE TERMS AND CONDITIONS CITED BELOW.

o®

(See NIH Home Page at http://grants.nih.gov/grants/policy/awardconditions.htm for certain
references cited above.)

Research and Development (R&D): All awards issued by the National Institutes of Health (NIH) meet the
definition of “Research and Development” at 45 CFR Part8§ 75.2. As such, auditees should identify NIH
awards as part of the R&D cluster on the Schedule of Expenditures of Federal Awards (SEFA). The auditor
should test NIH awards for compliance as instructed in Part V, Clusters of Programs. NIH recognizes that
some awards may have another classification for purposes of indirect costs. The auditor is not required to
report the disconnect (i.e., the award is classified as R&D for Federal Audit Requirement purposes but
non-research for indirect cost rate purposes), unless the auditee is charging indirect costs at a rate other
than the rate(s) specified in the award document(s).

Carry over of an unobligated balance into the next budget period requires Grants Management Officer
prior approval.

This grant is excluded from Streamlined Noncompeting Award Procedures (SNAP).

This award is subject to the requirements of 2 CFR Part 25 for institutions to obtain a unique entity
identifier (UEI) and maintain an active registration in the System for Award Management (SAM). Should a
consortium/subaward be issued under this award, a UEI requirement must be included. See

http:/grants.nih.gov/grants/policy/awardconditions.hfffor the full NIH award term implementing this

requirement and other additional information.

This award has been assigned the Federal Award Identification Number (FAIN) UG1HDO076457. Recipients
must document the assigned FAIN on each consortium/subaward issued under this award.

Based on the project period start date of this project, this award is likely subject to the Transparency Act
subaward and executive compensation reporting requirement of 2 CFR Part 170. There are conditions

that may exclude this award; sétp://grants.nih.gov/grants/policy/awardconditions.htifor additional

award applicability information.

In accordance with P.L. 110-161, compliance with the NIH Public Access Policy is now mandatory. For
more information, see NOT-OD-08-033 and the Public Access wetiitépublicaccess.nih.goy/

This award provides support for one or more clinical trials. By law (Title VI, Sectio_ (i /
F, the “responsible party” must register “applicable clinical trials” onf@iaicalTrials.gov Protogol
Registration System Information WebgitélH encourages registration of all trials whether required under
the law or not. For more information, s¢etp://grants.nih.gov/ClinicalTrials_fdaga/

Recipients must administer the project in compliance with federal civil rights laws that prohibit
discrimination on the basis of race, color, national origin, disability, age, and comply with applicable
conscience protections. The recipient will comply with applicable laws that prohibit discrimination on the
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basis of sex, which includes discrimination on the basis of gender identity, sexual orientation, and
pregnancy. Compliance with these laws requires taking reasonable steps to provide meaningful access to
persons with limited English proficiency and providing programs that are accessible to and usable by
persons with disabilities. The HHS Office for Civil Rights provides guidance on complying with civil rights
laws enforced by HHS. s://www.hhs.gov/civil-rights/for-providers/providdr-

bbhganons/mdex htgiuland ttps://www.hhs.govf.

Recipients of FFA must ensure that their programs are accessible to persons with limited English
proficiency. For guidance on meeting the legal obligation to take reasonable steps to ensure
meaningful access to programs or activities by limited English proficient individuals,
seehttps://www.hhs.gov/civil-rights/for-individuals/special-topics/limited-english-
roficiency/fact-sheet-guidance/index.hrahdhttps://www.lep.goy.
For information on an institution’s specific legal obligations for serving qualified individuals with
disabilities, including providing program access, reasonable modifications, and to provide
effective communication, see
http://www.hhs.gov/ocr/civilrights/understanding/disability/index.html

HHS funded health and education programs must be administered in an environment free of
sexual harassment; s¢etps://www.hhs.gov/civil-rights/for-individuals/sex-
Eiscrimination/index.htﬁll For information about NIH's commitment to supporting a safe and
respectful work environment, who to contact with questions or concerns, and what NIH's
expectations are for institutions and the individuals supported on NIH-funded awards, please see
https://grants.nih.gov/grants/policy/harassment.him

For guidance on administering programs in compliance with applicable federal religious
nondiscrimination laws and applicable federal conscience protection and associated anti-
discrimination laws, sdettps://www.hhs.gov/conscience/conscience-protections/index.html
andhttps://www.hhs.gov/conscience/religious-freedom/index.h

In accordance with the regulatory requirements provided at 45 CFR 75.113 and Appendix Xll to 45 CFR
Part 75, recipients that have currently active Federal grants, cooperative agreements, and procurement
contracts with cumulative total value greater than $10,000,000 must report and maintain information in
the System for Award Management (SAM) about civil, criminal, and administrative proceedings in
connection with the award or performance of a Federal award that reached final disposition within the
most recent five-year period. The recipient must also make semiannual disclosures regarding such
proceedings. Proceedings information will be made publicly available in the designated integrity and
performance system (currently the Federal Awardee Performance and Integrity Information System
(FAPIIS)). Full reporting requirements and procedures are found in Appendix Xll to 45 CFR Part 75. This
term does not apply to NIH fellowships.

Treatment of Program Income:

Deduction

SECTION IV — HD SPECIFIC AWARD CONDITIONS — 2UG1HD076457-11

Clinical Trial Indicator: Yes
This award supports one or more NIH-defined Clinical Trials. See the NIH Grants Policy Statement Si
for NIH definition of Clinical Trial.

Foreign Clearance

RESTRICTION: No funds may be expended, and no activities may be conducted at JINMC, KLE
Academy of Higher Education and Research in INDIA until all NIH administrative requirements
have been met. These activities and funds will remain restricted until a revised Notice of Award
has been issued rescinding this restriction.

Failure to comply with the above requirement may result in suspension and/or termination of this
award, withholding of support, audit disallowances, and/or other appropriate action.
Page 5 of 7



Dissemination Plan

RESTRICTION: In absence of a plan for the dissemination of NIH-funded clinical trials
information, all funds for this award are restricted [with the exception of those costs associated
with supporting currently enrolled patients].

No funds may be drawn down from the payment system and no obligations may be made against
Federal funds, [except for those associated with patient care for currently enrolled patients] prior
to NICHD notification to the recipient via a revised Notice of Award that the identified issues have
been resolved and this restriction removed.

Cooperative Agreement

This award is issued as a cooperative agreement, a financial assistance mechanism in which
substantial NIH scientific and/or programmatic involvement is anticipated in the performance of
the activity.

This award is subject to the terms and conditions of award as set forth in NOFO NUMBER
HD-23-004, “NICHD Global Network for Women'’s and Children’s Health Research: Research
Units (UG1 Clinical Trial Optional),” posted August 03, 2022, which are hereby incorporated by
reference as special terms and conditions of award. See the site for more
information.

These special terms and conditions of award are in addition to, and not in lieu of, otherwise
applicable OMB administrative guidelines; Federal Regulations including HHS Grant
Administration Regulations at 45 CFR Part 75; other HHS regulations; and the NIH Grants Policy|
(rev. 12/22).

Project Scientist Contact Information:

Project Scientist: Marion Koso-Thomas, MD
Email: kosomari@mail.nih.goy Phone: (301) 435 - 6873

Foreign Component
This award includes foreign component at the following site(s): INMC, KLE Academy of Higher
Education and Research in INDIA

Human Subjects - Delayed Onset

RESTRICTION: This award is issued with the knowledge that subjects may be involved within
the period of support, but definite plans were not set forth in the application as per 45 CFR
46.118. No human subjects may be involved in any project supported by this award until all
requirements for human subjects’ research as identified in the PHS398/SF424 instructions have
been provided to and approved by NICHD.

For all competing applications or new protocols, the NICHD expects investigators for ALL NICHD
Clinical Trials to abide by the requirements stated in NIH Guide Notice NOT-HD-20-034G “NICHD
Data Safety Monitoring Guidelines for Extramural Clinical Trials and Clinical Research”. All
NICHD applications which include Clinical Trials must include a Data Safety Monitoring Plan. All
NIH-sponsored multi-site clinical trials, NIH-defined Phase lll clinical trials and some single site
clinical trials that pose potential risk to participants require Data and Safety Monitoring Board
(DSMB) oversight. Applicants are expected to establish an independent, external DSMB when
required by this policy.

For all competing applications or new protocols, the NICHD expects investigators for ALL human
subject research to abide by the requirements stated in NIH Guide Notice NOT-HD-20-035
“NICHD Serious Adverse Event, Unanticipated Problem, and Serious Adverse Event Reporting
Guidance”.

SPREADSHEET SUMMARY
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AWARD NUMBER: 2UG1HDO076457-11

INSTITUTION: THOMAS JEFFERSON UNIVERSITY

Budget Year 11 | Year12 | Year13 | Year14 | Year15 | Year 16 | Year 17
Salaries and Wages $78,180 | $78,180 | $78,180 | $78,180 | $78,180 | $78,180 | $78,180
Fringe Benefits $8,148 $8,148 $8,148 $8,148 $8,148 $8,148 $8,148
Personnel Costs (Subtotal) $86,328 | $86,328 | $86,328 | $86,328 | $86,328 | $86,328 | $86,328
Travel $9,000 $9,000 $9,000 $9,000 $9,000 $9,000 $9,000
Subawards/Consortium/Contrg $453,246| $453,246| $453,246| $453,246| $453,246| $453,246| $453,246
ctual Costs

TOTAL FEDERAL DC $548,574| $548,574| $548,574| $548,574| $548,574| $548,574| $548,574
TOTAL FEDERAL F&A $67,384 | $53,384 | $53,384 | $53,384 | $53,384 | $53,384 | $53,384
TOTAL COST $615,958| $601,958| $601,958| $601,958| $601,958| $601,958| $601,958
Facilities and Administrative | Year 11 | Year12 | Year 13 | Year14 | Year15 | Year 16 | Year 17
Costs

F&A Cost Rate 1 56% 56% 56% 56% 56% 56% 56%
F&A Cost Base 1 $120,328| $95,328 | $95,328 | $95,328 | $95,328 | $95,328 | $95,328
F&A Costs 1 $67,384 | $53,384 | $53,384 | $53,384 | $53,384 | $53,384 | $53,384
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,Q UHSO\ SOHDVH TXRWH 1+05& &HQWUHV RI 5HVHDUFK ([FHOOHQFH $SSOLFDWL

3URIHVVRU &DUROLQH +RPHU
FDUROLQH KRPHU#EXUQHW HGX DX

81'(5 (0%$5%2 $1' 3529,'(' ,1 &21), (1&(
7KLV DGYLFH DQG GRFXPHQW V UHIHUUHG WR EHORZ DUH SURYLGHG XQGHU VWULF
GRFXPHQW V DQG WKH LQIRUPDWLRQ DUH QRW WR EH PDGH SXEOLF DW WKLV WLPH
$GPLQLVWHULQJ ,QVWLWXWLRQ ZKHQ \RXU RXWFRPH LV QR ORQJHL

VVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVV

'HDU 3URIHVVRU +RPHU

$SSOLFDWLRQ ,°

*UDQW 2SSRUWXQLW\ &HQWUHV Rl 5HVHDUFK ([FHOOHQFH

$SSOLFDWLRQ 7LWOH $53$1 $FFHOHUDWLQJ 5HVHDUFK DQG 3URJUHVV LQ PDWHUQE
([FHOOHQFH WR LPSURYH PDWHUQDO DQG QHZERUQ KHDOWK LQ WKH SRV

, DP SOHDVHG WR DGYLVH WKDW WKH OLQLVWHU IRU +HDOWK DQG $JHG &DUH KDV D¢
OHGLFDO 5HVHDUFK &RXQFLO 1+05& &HQWUHV RI 5HVHDUFK ([FHOOHQFH FRPPHC

7KLY OHWWHU SURYLGHV \RX ZLWK LPSRUWDQW LQIRUPDWLRQ DERXW WKH RIIHU RI ]

$VVHVVPHQW '"HWDLOV

:KHUH DYDLOQEHROUMH DWLRQ DERXW WKH DVVHVVPHQW RI \RXU DSSOLFDWLRQ LV
6XPPDU\

$FFHSWLQJ WKLV RIIHU

7KH RIIHU RI )XQGLQJ IRU \RXU $SSOLFDWLRQ LV PDGH XQGHU 1+05&TV )XQGLQJ §
$XVWUDOLDQ *RYHUQPHQW DQG \RXU $GPLQLVWHULQJ ,QVWLWXWLRQ <RXU $GPLQL\
UHTXLUHPHQWY RI WKH )XQGLQJ $JUHHPHQW LQFOXGLQJ LWV 6FKHGXOHV WKH
SROLFLHYV

<RXU $GPLQLVWHULQJ ,QVWLWXWLRQ KDV XQWLO WR FHUWLI\ WKDW WKH LQI
KDV EHHQ HOWHUHG LQWR 1+05&TV *UDQW ODQDJHPHQW 6\VWHP DQG WR DGYLVH 1+
DFFHSWHG E\ WKLV GDWH LW PD\ ODSVH ,I \RX ZLVK WR GLVFXVV WKLV RIIHU RI )XQ
$GPLQLVWUDWLRQ 2IILFHU 5%$2

$Q $SSOLFDWLRQ $VVHVVPHQW 6XPPDU\ LV QRW DYDLODEOH IRU DSSOLFDWLRQV WR JUDQW R:

YXQGLQJ $JUHHPHQW 'LUHFW 5HVHDUFK &RVWYV *XLGHOLQHYV DQG RWKHU SROLFLHV DUH DYDL
KWWSV QKPUF JRY DX IXQGLQJ PDQDJH \RXU IXQGLQJ IXQGLQJ DJUHHPHQW
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* u

,QIRUPDWLRQ UHTXLUHG SULRU WR SD\PHQW EHLQJ PDGH

KHUH DSSOLFDEOH DQG H[FHSW ZKHUH RWKHUZLVH LQGLFDWHG 1+05& ZLOO W
VXEFODXVH D RI WKH )XQGLQJ $JUHHPHQW ZLWK \RXU $GPLQLVWHULQJ ,Q\
REOLJDWLRQV IURP SUHYLRXV 1+05& JUDQWY LQFOXGLQJ VXEPLVVLRQ RI D )l

,Q VRPH FLUFXPVWDQFHV &,$V PD\ QHHG WR SURYLGH DGGLWLRQDO HWKLFV LQIRI
*UDQW ODQDJHPHQW 6\WWHP E\ WKH &,$ DQG FHUWLILHG E\ WKH 5%$2 6KRXOG \RX KL
LQIRUPDWLRQ SOHDVH VSHDN WR \RXU 5%$2

,/ \RX QHHG WR VHHN DSSURYDO WR GHIHU WKH VWDUW GDWH RI WKLV JUDQW SOHD
5%2

)XQGLQJ

$V VHW RXW LQ WKH 6FKHGXOH WR WKH )XQGLQJ $JUHHPHQW WKH &HQWUHYV
:KHUH DSSOLFDEOH WKLV EXGJHW KDV EHHQ DVVHVVHG E\ WKH SHHU UH
REMHFWLYHV RI WKH UHVHDUFK SURSRVDO VWDWHG LQ WKH DSSOLFDWLRQ IRU IXQG
LQ WKH 6FKHGXOH WR WKH )XQGLQJ $JUHHPHQW DQG ZKHUH DSSOLFDEOH WKH
DFFRUGDQFH ZLWK WKH UHTXLUHPHQWY RI WKH )XQGLQJ $JUHHPHQW

SBDUWLFLSDWLRQ LQ 1+05& 3HHU 5HYLHZ

1+05& UHOLHVY RQ WKH RQJRLQJ SDUWLFLSDWLRQ RI WKH UHVHDUFK FRPPXQLW\ WR
1+05& LV JUDWHIXO IRU WKLV FRQWULEXWLRQ ZKLFK LV DFNQRZOHGJHG RQ LWV ZHE

7R HQVXUH WKDW DSSOLFDWLRQV IRU IXWXUH URXQGYVY DUH DSSURSULDWHO\ DVYV
5HVHDUFK $FWLYLWLHYVY DUH UHPLQGHG WKDW WKH\ PD\ EH UHTXHVWHG WR PDN
SURFHVYV LQ DFFRUGDQFH ZLWK FODXVH RI WKH )XQGLQJ $JUHHPHQW
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Response to Assessment Criteria (20 page limit)

EXECUTIVE SUMMARY

The problem: Maternal and perinatal morbidity and mortality rates worldwide remain

unacceptably high, particularly in levand middleincome countries (LMICs)? The AsiaPacific

region exemplifies thiproblem — amongst the 36 LMICs (22 in Asia and 14 in the South Pacific)

ten women die due to pregnan®jated causes every houbriving these deaths is a lack of

quality, respectful care for women and newborns, and knowledge gaps in the care of small and sick
newbornsin addition, the problems with routine health management information systems and a
paucity of other data monitoring systems means that evaluating the magnitude, causes and trends in
maternal and perinatal morbidity and mortality to deiae health system responses is challenging.

The COVID-19 pandemic has significantly worsened woménand newborn’s health across

the region, with three years of major disruptions in health servicedMany Asia-Pacific LMICs

are unlikely to meet their 2030 Sustainable Development Goal (SDG) targets for reducing maternal
andnewborn mortality, and ensuring universal health covet@jsruptions in essential services

and reduced use of lifgaving interventions haweorsened maternal and newborn heaffihe next

7 years is aritical window for intensifying efforts — regaining the progress lost to CGMDand
ensuring SDG maternal and newborn mortality targets are reached by 2030. Research that drives
improvement invomen’s and newbots health services in the AsRacific region will not only

save lives, but lead to healthier communities, greater civil stability and better economic
opportunities

We will establish the Acelerating Research and _[Pogress in maternal_And Newborn health: A

Centre for Research ExcellenceARPAN CRE). This unique collaborative network will improve
outcomes for women and newborns by strengthening reproductive, maternal and newborn research
across the Asi®acific region. We will create evidence and grow international and-cross

disciplinary partnerships to drive improvements women'’s and newborn’s health.

The ARPAN CRE builds on greater than 20 years of our teaitéstive effors that have

generated real improvements in wonagrd newborn health in the AdRacific region and other

LMICs. We bring together researchers, clinicians, policymakers and parent advocates from across
the region to identify problems, aveate solutions and strengthen local reseainchtranslational
capacity. We will build on our existing strong linkages with key organizatrarhgding the World

Health Organization (WHOh Geneva, WHO Collaborating Centres in India, Thailand and

Australig the United Nations Population Fund (UNFPA), global professional associations,
consumeind advocacy organisatioasd theNHMRC Stillbirth Centre for Research Excellence.
Together we will address the region’s major maternal and newborn health priorities and help reach
SDG targets

Our team includes internationaxperts in reproductive, rreanal and newborn health (midwifery,
obstetrics, neonatologpaediatrics, sexual and reproductive health, public health, epidemiology,
infectious diseases, social sciendeawwledge synthesis and research translatide) bring

together three outstanding international research groups (India, Thailand and Papua New Guinea),
leaders from five Australian institutions (see Cover Page) with expertise in research and
implementation, and a global consumer and advocacy organisation, the International Stillbirth
Alliance (ISA). The ARPAN CRE will conduct much needed research and knowledge translation
across the region, collaborate with WHO and UNFPA on shared priority areas, build collaborative
networks to share skills and expertise, and devitlemext generatioof researchers. THERPAN

CRE will be a regionallypwned, multilateral platform that enabkagnificant and sustainable
collaborationdetween research groups and countries
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BACKGROUND

Many Asia-Pacific countries will not meet their2030 targets for reducing maternal and

newborn deaths and stillbirths. Approximately 800 women die each aayldwide from
preventable causes related to pregnancy and childbirth, and an estimated 20 &3 3@atimumber
experience pregnanaglated severe morbidityGlobally, approximately 2 million babies are
stillborn after 28 weeks’ gestatidhwhile 2.4 million infants die in the first month of life Efforts

to reduce maternal and newborn deaths are working, but are wltlike SDG global targeof

70 maternal deaths per 100,000 live births and 12 newborn deaths per 1000 live births®dy 2030.
Global progress toward the ‘Every Newborn Action Plan’ goal of 12 stillbirths per 1000 births is
also falling shorf More than 90% of maternal deaths, stillbirths and neonatal deaths occur in
LMICs and our work has shown that around 88Rthese could be prevented through universal
access to quality maternal and newborn care, as well as contraception and reproductive health
services:? B Stillbirths rates are a sensitive indicator of the quality of care during pregnancy, labour
and birth® For women in the Asi®acificregion,the risk of experiencing a stillbirth is 4 to 8 times
greater than for women in Austrafidlost of these stillbirths can be prevented through good-
guality maternity care, but new knowledge is needed to optimise stillbirth prevention in limited-
resource settings.

Inadequate coverage and quality of reproductive, maternal and newborn care services,
worsened by the COVID19 pandemic, is a major driver. Goodjuality care in thentenatal

period (pregnancy), intrapartum period (onset of labour until 1 hour after the birth) and the early
postnatal period (first 24 hours after childbirth) are critical to improving maternal, fetal and
newborn survival and webeing, with qulity antenatal care critical to identifying at risk
pregnancies and preventing small and sick newbdridswever, even in those LMICs where

women caraccess health facilities during pregnancy and childbirth, rates of preventable maternal
and perinatal mortality and morbidity remain hifihis is due to substantial gaps in the quality of
care provided in many healtfare facilities™

The COVID19 pandemic has dealsgnificant blow to decaddsng efforts to improve the

coverage and quality of maternal and newborn health services in I'MIC& redirection of staff

and resource®tCOVID-19 activities has dprioritised essential healthcare for pregnant women

and babies. This has manifested as lower rates of attendance to antenatal care and childbirth
facilities and an increase in otherwise preventamdeernal deaths, stillbirths and neonatal detths.
Contraception access and coverage has signilffcatuced in many countri€swith a

concomitant increase in unintended pregnancies, a leading contributor to unsafe abortion, maternal
deaths and stillbirth®. Australia’s regional neighbours include 36 LMICs in the ARamific —

many experienced multiple COVIDO wavegshatdisrupted reproductive, maternal and newborn
health serviceand straiedresourcesThis caused avoidable maternal and newborn mortality and
stillbirths and worsened the wellbeing of women and §i#$A WHO scoping revied? (led by Al

Portelg showed that the inability to provide fade-face care during the pandemic was far more
extreme and longdasting than during other disruptive events, such as natural disasters. Challenges
with ‘access to maternal, sexual and reproductive healthcare amahgstble populations’ and
‘access to healthcare for children’ are highly ranked global research priorities post Q981D

While the pandemic may be in a new phase in many courttieémpact of nearly three years of
disruptions to essential health services will be felt for decades.

Reliable national health information systems on maternal and newborn care are lacking in

LMICs. Even prior to COVID19, there were major challenges to reproductive, maternal and
newborn health across the Agtacific region Most LMICs, including in the Asi®acific, have

few or no health system mechanisms in place for continual monitoring of quality of care indicators
or health outcomes at facility and national levels. Critical indicators such as nfaaechal
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newborr? mortality and morbidity, stillbirthand preterm birth@ls Vogel, Lumbiganor® are no
collected or reported, and there is considerable variation in how preterm birth and stillbirth is
measured(ls Voge| Homer, Al Scoullg?4 as well as a high burden of severe maternal morbidity
(Cl Vogel).2> Our team’s revievin The Lancet Regional Health (tern Pacificaccepted and in
press¥® (Cls Vallely, Vogel, Homer, Leisher, Als Durina, Bolngd highlighted unique

challenges in measuring and monitoring maternal and perinatal outcomes across 22 Pacific Island
Countries and Territories, including Papua New Guinea. Inadequacies in the measurement of
stillbirth and a lack of clear initiatives to address prevdatstilbirth were key findings.
Policymakers, clinicians and healthcare managersss our region ladkliable data to guide,
optimise and evaluate quality improvement initiatives.

Contraception, especially postpartum contraception, is a critical intervention to improve the
lives of women, girls and communities. @ntraception can significadgtimprove maternal and
child wellbeing by ensuring healthy birth spacing and reducing unintended pregnancies. Postpartum
contraception has the potential to have a majpact on maternal and child morbidity and
mortality by reducing unintended pregnancies and high risk births and ensuring healthy birth
spacing Access to contraception can prevent over 70,000 maternal deaths annually. However,
globally over 200 milbn women still have an unmet need for contraception; this unmet need is
particularly high amongst postpartum wontémongst LMICs in the AsidPacific region, iere

are persistergaps in women’s access to modern contracepés well asignificant shortages

the reproductive health workforce and essential commodftfésVvhile new WHO Guidelines for
PostnatalCare® (including contraception) are availabt®(ed by Al Porteland Cl Homewas a
member of the@xpert panel)LMICs are currently unable to fully implement them.

ARPAN CREwill addressthe major gaps acrosghe Asia-Pacific region to improve

outcomes for women and newbornsThese gaps include:

x Lack of a regionahpproach to monitoring quality of care using harmonised dafgecially
in the intrapartum and early neonatal period, that can be easily used to drive local
improvementsn maternal and newborn care service delivery

X The need for feasible and cont@yipropriate interventions to address preventable stillbirth

X The need for novehcceptabland coseffectivemodels of care that can improve women’s
access and use of postpartum contraception.

X A need to improve critical elements of quality of care including implementing global
recommendations for antenatal, intrapartum and postnatahedrensuring systems and
processefor maternalaindperinatal deatlsurveillance and responaee functional.

ARPAN CRE’s scope is acrodbe
reproductive, maternal and newborn care
continuum in the Asia Pacific region This
is reflected in specificesearch, knowledge
translation and capacity strengthening
activities related to pregnancy, childbirth
and the postnatal perioencompassing both
mother and baby. The focus on preventing
stillbirth, reducing maternal and newborn
mortality and morbidityandincreagng
access to postpartum contraceptireflects
areas that have been most negatively
impacted by COVIB192°

Thelnvestigator team has deep experience conducting research, training and implementation across
our region §ee Map. ARPAN CRE unites three regimading research itisutions from India,
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Thailand and Papua New Guinea, five Australian institutions, the International Stillbirth All@ance (
global organization of bereaved parents, researchers and clipi¢he@n®Vorld Health Organization
(WHO) and the United Nations Population Fund (UNFPA).

Our linkagesensure our activities are highly feasible and swwekgrated with other national and
regional initiatives, as well as with workplans of Ministries of Health and international agencies
ARPAN CRE takes a decolonising approach — focusing on equitabletrjcmucountry” cross
collaboration and capacity strengthening. Skills, experience and expertise can thus be shared
between countries, institutions and researchers who face similar challenges. Austiclia
international investigatonwill utilise their collective expertise to build up early investigators and
emerging institutions in other AsRacific LMICs, where research, funding and collaborative
opportunities are rare or n@xistent.

The ARPAN CRE Vision a multihational, collaborative network that builds and sustains research,
knowledge translation and capacity strengthening, driving improvements in thBaksie’s
reproductive, maternal and newborn healthcare services.

Criterion 1: ARPAN CREwill generatenew knowledge to improve health outcomethrough
three key interlinked streams of work:
(1.1) The Global Platform for Maternal and Newborn Health in the Asa-Pacific region
(1.2) Innovative interventions to prevent stillbirth

(1.2.1) Testing the éasibility of maternal sleeping positiamtwo countries

(1.2.2) Developingtdlbirth prevention care bundles for the Ad?acific context
(1.3) Innovative models of cargo improve access to postpartuntontraception

Our flagship multicountyroject -Global Platform for Maternal and Newborn Health - will
also be a mechanism fsanslation of evidence into practi(eRE Criterion J, as well as being
a key to successful capacity strengthenigft Criterion ¥ and strengthening collaborations
across the Asi®acific RegionNCRE Criterion 2.

Criterio n 2: ARPAN CRE will ensure effective transfer of research outcorbys

(2.1) Implementation research on the WHO Labour Care Guide for labour and childbirth and
early postnatal care

(2.2) Optimising national Maternal and Perinatal Death Surveillance and Resporna®grams
(2.3) Regional scale up of key elements of WHO recommendations on antenatal, intrapartum
and postnatalcare

(2.4) Dissemination and implementationof ARPAN CRE findings and products

Criterion 3: ARPAN CRE will develop the health and medical research workforce by:

(3.1) Research training and education, staff development, and other collaborative activise
to strengthen maternahd newborn research capability across the-Rsific

(3.2) Establishing a mentoring and development prograrbetween Australia, India, Thailand,
PNG and Pacific Island researchers.
(3.3) Establishing a regional network of consumerand advocates to better engage consumers
in research activities and ensé&dBPAN CRE workplan medhe needs of diverse commungtie

Criterion 4: ARPAN CRE will facilitate collaborationby:

(4.1) Establishing a Pacific Perinatal Health Research Community of Practice with the
Pacific Society for Reproductive Health
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(4.2) Establishing &Regional Stillbirth Alliance with theNHMRC Stillbirth CRE and the
International Stillbirth Alliance to identify regional research priorities for stillbirth prevention
and bereavement care
(4.3) Qollaborating with UNFPA and WHO to enhance trainingise guidelines and improve
access to postpartucontraception

Criterion 5: Record of research and translation achievement

(5.1) Teamexpertise, research record, reputation, and discipline contributio ARPAN CRE
brings together an exceptional team of chief investigators, associate investigators, and
organisational and individual partners to deliver this CRE. In the last 5 years, our Cl team have
collectively received >$A150M funding, published >1300 papers and have >65,000 citations
(5.2) Researchrranslation: In this proposal our CVs and 10 BestuBlicationswe demonstrate
our superb record of transition into guidelineknical practiceupdatesand policyreforms

CRITERION 1: GENERATING NEW KNOWLEDGE TO IMPROVE HEALTH
OUTCOMES

| (1.1) The WHO Global Platform for Maternal and Newborn Health in the Asia-Pacific \
Project Steering GroupAll Cls and Als National Principal Investigators in each country, WHO
GenevaSupported by &onsumer Reference groupCollaborators WHO and UNFR

The WHOGIobal Platform for Maternal and Newborn Health is a mewti-country network (~50
countriesworldwide) to conduct research and improve quality of intrapartum and early postnatal
care in health facilities. This Platform buildas previous WH@&ed multi-country studies on
maternal neamiss(Cl Vogel), abortion, sepsjand mistreatment of women and newborns during
childbirth and postnatal car€(s Bohren, Vogel)Collecting observational data every 3 years until
2030, it will provide periodic, globallyepresentative “snapshots” on intrapartum and early
postnatal care quality and associated health outcomes for the SDG era. The Platform will also
support dissemination and training in evidebesed productand drive epidemiological research
capacity strengthening at local and national leviisough ARPAN CREurnet Institute will be

the Coordinating Institution for the Asia-Pacific region, overseeing study conduahd capacity
strengthening activities for 10 countries and théi20 facilities the first wave is already funded)

OBJECTIVES:

1. Evaluate the quality of intrapartum and early postnatal care in facilitiesand measue the
burden of maternal and newborn morbidity and mortality: The Platform will bethe main
international platform for global situational analyses on intrapartum and early postnatal care
practicesand health outcomes. Women'’s experiences of materarg/will also be evaluated

2. Supporting data-driven approaches to improving quality of maternal and newborn care
Platform data will identify the knowledge translation gapsky WHO maternal and newborn
care guidelines, which will help facility and national stakeholders target quality improvement
initiatives (CRE Criterion . It also provids the multinationahetwork through which
evidencebased productsan be disseminate@hisincludes: WHO intrapartum and postnatal
carerecommendation¥ 32 WHO Labour Care Guide toolkjts the digital Caesaan section
monitoring toot* and a postnatal care toolkit (forthcoming 2023)

3. Strengthening maternal and newborn health research capacity in LMICs: Througthé
Platform the ARPAN CRE will support local, national and regioesgarch leadership,
embedding research scholarships, training and supervision into data collection, analysis and
quality improvement activiéis It will also be a collaborative netwovkithin which further
ARPAN CRE research activitiedl be conducted. Furthéunds will be soughtor
opportunistic observationahterventional and qualitative studigsRE Critera 3 and 9.
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APPROACH: In ~120facilities across 10 AstRacific countrieswe will collect prospective data
for all women who give birth in a Bronth period. Individuallevel data will be collected on
intrapartum and early postnatal care quatityasuresmaternal and newborn health outcojraesl
women'’s experiences of carehe latteiwill be collected via audio computessisted self

interviews with randonty-sample womenprior to dischargeThe Consumer Reference Grq@p4
consumer representatives fror8 Zountries) will advise on women and community priorities
around experiences of childbirth and postnatal care. We will also conduct a survey of all maternity
care providers in participating facilities their selreported clinical practices, and a separate
survey of the Head of Department their obstetric care capacity, intrapartum and postnatal care
policies, physical environment, equipment and commodities

OUTPUTS: Establishment of WHO Global Platform for Maternal and Newborn Health in 10 Asia
Pacific countries, which will be a sentinel network for maternal and newborn health surveillance
until 2030. Data will infornfacility- and nationalevel decisioamaking on quality improvements

as well ensure standardised monitoring of care quality and health outcomes over time.

| (1.2)Innovative interventions to prevent stillbirth |

(1.2.1) The feasibility of maternal sleeping positioim two countries

Project Steering GroupCls Vogel, Homer, Vallely, Leisher, Gordon, Goudar, Lumbiganon and
Al’s Bradford, ScoullagrPujar Supported by a Consumer Reference Graupollaborators
NHMRC Stillbirth CRE, International Stillbirth Alliance

In Australig giving women‘going to sleep on the side” advice is now embeddedantenatal
care,following studiesn New Zealand, Australia and the WKowing that supine sleep position in
late pregnancy was associateith stillbirth.3>38 An estimated 6% of stillbirths could be avoided
through ths low-cost interventior?® Midwives, doctors and community health workers who provide
maternity care in LMICs do not usually recommend “sleep on side”, and it is not known whether
sharing such advice with pregnant women would change their behavioprove outcome®Our
systematic review on safe sleeping position in LMICk (Vogel, Homeyshowed insufficient
evidence on what constitutes normal sleep position for pregnant women in EMt@snot known
whether “sleep on side” advice is effective, practical or feasible in these settings

OBJECTIVES:

1. Explore what constitutes a normal goitogsleep position among pregnant womeihnidia,
Thailand and Papua New Guinea

2. Assess the knowledge, attitudes and practices on sleep position advice during pregnancy among
maternity care providers in thethree countries

3. ldentify if health educatio messages about side sleeping would be feasible and acceptable for
healthcare workers and pregnant women isdlieree countriesand

4. Build mixedmethods research capacity for LMb2sed investigators through embedded
research training?hD/postdoc engagement anirdsscountry senior researcher mentoring.

APPROACH: ARPAN CREwill lead a mixedmethods formative study on maternal sleep position

in six facilities across Asia-Pacific countries, to explore whether and how this intervention can be
used. We will use focus group discussions, interviews and surveys of pregnant women and
providers to explore current practices, feasibility and acceptability. Consumer Referencél&oup
representatives from each country) will advise on strategies for engaging with pregnant women for
study participation, and interpretation of data on acceptability of health messaging.

OUTPUTS: Evidence base to inform development of this novel intervention for stillbirth
prevention in limiteeresource settingsvith expanded capacity in LMH3ased institutions for
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conducting mixeednethods researcH.we identify that safe sideleeping advice is transferrable to
LMIC contexts, a larger effectiveness trial will be planned.

(1.2.2) Developingtillbirth prevention care bundles for the Asi®acific context
Project Steering GroupCls Homer, Vogel, Bohren, Gordon, Goudar, Lumbiganon, Vallely, and
Als Bolnga, Bradford. Supported by Consumer Reference GroQpllaborators Stillbirth CRE

The Stillbirth CRE(Cls Homer, Gordonhas led the

development of a bundle of care to address the priority

evidence practice gaps in stillbirth preventtéA care

bundle includsthree to five evidenebased elements

designed to formalise caneeduce practice variaticand

improve outcome® The Australian Safer Baby

Bundle (see the Figupds being implemented in several

Australian states and is endorsed by multiple advocacy

groups and professional collegdsconsists of five

elements (smoking cessation, fetal movements, fetal

growth restriction, side sleeping and timing of birth).

The bundle is showing promising results with a 30%

reduction in stillbirth in participating maternity services

in Victoria in 2020% However, it is not clear whether

the Australian bundle would be appropriate or applicable

in LMICs in the AsiaPacific region.

We have undertaken studies exploring stillbiitland newborn deatlsin PNG®1°(Cls Vvallely,
Pomat, Homer, ¥gel, Al Bolngg and these highlight the need for effective stillbirth prevention
programs, and potentially an adapted or novel stillbirth prevention btfhdle.

OBJECTIVES:

1. Conductstakeholder consultationgth maternitycare providers, healthcare administratamsl
consumer representatives in 4 countries tdesign a stillbirth prevention bundle for LMICs in
the AsiaPacific region.

2. Explore facilitators and barriers to implementing a stillbirth prevention bundle for LMICs in
PNG, Thaland, India and one other Pacific Island country.

APPROACH: CI's Bohren and Vogewill lead develoment ofa ‘clinical care bundletising a ce
design processimilar to their multinational study on a postpartum haemorrhage care Btindle
This process uses behawiachange and implementation science frameworks [e.g. capability,
opportunity, motivation and behaviour (COB) and theoretical domains framerk (TDF)] to

guide data collection and analysis. Data collection includestgtive interviewsandsurveyswith
providers, administrators and consumer representatigesell as systematic reviewde will
triangulate findings across data sourcestiggpant groups, and countries to explore factors that
influence stillbirth prevention and how the Australian Safer Baby Bundight be adapted.
Collected data will inform and guide stakeholders participating-tesign workshops, where they
will develop the tailored bundle and associated implementatrategiesThe Consumer Reference
Group (46 representatives from across 4 counjneso will participate in data collection and-co
design wokshops.

OUTPUTS: A bespoke stillbirth prevention bundleo-designedwith stakeholders for LMICs in
the AsiaPacific, that could be implemented across the regiwhin other LMICs internationally.
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| (1.3)Innovative models of care to improve access to postpartum contraception |
Project Steering GroupCls Black, Vallely, Homer, Bohren, and #Bolnga, DurcAina,
Bradford.Supported by a Consumer Reference Grougollaborators Pacific Society for
Reproductive Health

The postnatal period is a crucial time for women, newborns, partners and their community.
Postnatal women are among those with the greatest unmet need for contraceptidmit they

often do not obtain the services they need to support longer birth intervals or avoid unintended
pregnancied’ Reducing the unmet need for contraception in this period can result in fewer
unplanned pregnancies, resultingeduced maternal and child mortality, morbidity and
malnutrition*>8 Vitally it can also ensure healthy birth spacof@-3 years as recommended by
the WHO#8 In the Pacific, PNG and Solomon Islands hamengst the world’s lowest
contraceptive prevalence rates (32% and 26% amongst married women, respéttivedgent
UNFPA report of Pacific Island natio€1 Homer was a contributing researcheirncluding the
Solomon Islands, Kiribati, Samoa, Solomon Islands, Tonga and Vanestimated that if the
unmet need for contracepti were reduced to zero between 2020 and 2030, there would be 28%
fewer stillbirths and a 29% reduction in maternal mortaft@ur research in PNG has found that
more than half of pregnancies are unintend&d {/allely, Pomat, Al Scoullyyand that access to
effective methods of contraception (such as contraceptive implants) are not only ac¢eptable
women CI Black, Al Bolngd?! but can reduce maternal and neonatal morBidi6i Black, Al
Bolngg. ClI Blackis leading the development of an international consortium on postpartum
contraception which wWidirectly relate to this project.

OBJECTIVES

1. To determine contraceptive preferences, barriers and facilitators to postparttraception
access, as well as delivery systems and health workforce caipatitge Pacific Island
countries

2. Develop pilot, and evaluate a midwife/nurted model of care to delivgrostpartum
contraception in the three countries

3. Assess the impact of the model of care on contraception use and short birth intervals

APPROACH

We will undertake semstructured interviews in each country with at least 10 consumers, 10
midwives/nurse and 10 other stakeholders to identify current issues and opportunities in postpartum
contraception provision. With this information and, informed by the dolkeco-design experience

of the Cl and Al team as well as input from key stakeholder organisations such as UNFPA, we will
develop a context specific model of care that will involve upskilling of health care professionals and
resources for consumers andfstThe impact of the model of care will be evaluated with a before

and after study that will survey women before and after the model of care has been implemented at
3 and 12 months postpartum. We will document the proportion of women using effective
contraception (those methods with typical use effectiveness>90% efficacy including intrauterine
devices, contraceptive implants, injectables, oral contraceptive pills and correct use of lactational
amenorrhoea) at 3 months and effective contraception usepeat pregnancy at 24 months.

OUTPUT: a midwife/nurse led model of care will be developed and tested thatehiler

postpartum contraception in three Pacific Island countries (PNG, Solomon Islands and Samoa) that
institutionalises consumer preferences, eviddrased interventionsools, and approaches that

ensure access and provide sustained improvemergsvicesand impact positively on

contraceptive uptake and birth spacing.
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CRITERION 2: EFFECTIVE TRANSFER OF RESEARCH OUTCOMES

The ARPAN CRE will by guided the Knowledge to Action
(KTA) framework to link knowledge creation with
knowledge application {gure, right)>! The framework

has two components: a ‘knowledge creation’ funnel and an
‘action cycle’, each containing multiple phases. We will
use the knowledgee have created in Criterion,1
combined with evidenebased WHO maternity guidelines
(see 2.2). The actiorycle requires analyses of local
context, barriers and facilitatorahich we will conduct
through projects within Criterion 2Collectively, these

will enhance the translation of local evidence glabal
guidelines into realvorld practice and policy upgrades
The KTA framework will supporéngaging with regional,
nationaland localstakeholders, and help to tailor
implementation efforts

| (2.1) Implementation research on the WHO Labour Care Guide for labour andchildbirth |
Project Steering GroupCls Vogel, Goudar, Lumbiganon, Homer, Bohaam Al s Bradford,
Pujar, SomannavaSupported by a Consumer Reference Graupollaborators WHO

In 2018, WHOs recommendationen intrapartum care for a positive childbirth experiéhaere
released. A key consequence was the need for a new clinical tool to replace the old WHO
partograph, so health workers can monitor a woman during labour and offer timely, edidsade
interventons The LCG emphasises respectful maternity care and helps ensure supportive
interventions (labour companionship, pain relief, mobility in labour, food/fluid intake and birth
position) are routinely offered.

Our collaborationCls Vogel, Homer, Goudar, Al Pu)anas led a skcountry study that testl this
“next-generation” partograph, the WHO Labour Care Guide (LC@) 12 hospitalsWe
demonstrated that the LCG is acceptablefaadible for providers in limitedesource setting¥,
and it is now WHO’s "standard of care” tool for worldwigge*! We (Cls Vogel, Goudar, Homer,
Als Pujarand Somannavprecently completed elusterrandomised, steppedledge trial that
evaluated the effects of introducing LCG in four hospitals in India. For this trial, we developed
LCG training curricula, implementation topknd technical expertis&dow to implement LCG at
scale in limitedresource context3.he trial (completed, not yet publishexijowed that routine
LCG use can safely reduce unnecessary obstetric interventions and promote veorcentred
care during labour and childbirth. Building on our experience, we wibhrbrate further
implementation research using the LCG in hospitals in two additionalPssidic countries.

OBJECTIVES:

1. Undertake adllow-up study in India to evaluatehether the benefits of LCG implementation
are sustained long terrand its coseffectiveness

2. Utilise findings from LCGIndia trial to cedevelop and evaluate a strategy for implementing
the LCG in another site in India and two otAsia-Pacificcountries.

APPROACH: For Aim 1 (funded) we will conduct a followup evaluation of the four India

hospitals where LCG is currently implemented, to assess sustainablli§G use as well as its

effects on intrapartum care practices and Maternal and Newborn outcomes in the longer term. An
alongsde economic evaluation will demonstrate whether and how implementing LCG can reduce

health system costs. FAmm 2, we will conduct an implementation trial across 3 countries (another
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Indian stateand 2 other AsiPacific counties). This larger trial will expand our LC@&dia
implementation strategly differentcontexts and evaluatés effect on health, processf-care and
experience outcome®e will engage ouConsumer Reference Group%4ndividuals from these 3
countries) in how to improve our measurement of women’s experiences during childbirth, and how
study findings can be best communicated to local communities. We will also condiohgside
process evaluation to 1) identify the challenges to implementing LCG in difiesatexts, 2)
explore acceptability, sustainability, and any adaptations that can optimisete2@e will use a
nested, realist evaluation approach using mixedhods to evaluate stakeholder experisies.
gualitative interviews andurveys with postpartum women and health workers), labour ward
observations, and document analyses. We will use the-B@Nt TDF as overarching frameworks
to guide data collection and analysis, with the goal of improving understandindpatf Worked,

for whom, where and why”

OUTPUTS: LCG and corresponding implementation strategies and tools adapted for three different
contexts and implemented and evaluated in 12 hospitals in 3 coumtigsvill generate necessary
implementation evidence base to drive further LCG sgplat regional and global levels.

| (2.2) Optimising national Maternal and Perinatal Death Surveillance and Response |
Project Steering GroupCls Homer, Vogel, Vallely, Leisher, Gordon, Pomat, Lumbiganon,
Goudar, Black. Al8olnga, Breen Kamkong, Durdina, Bradford, Portela, Kongwattanakul,
Pattanittum, Pujar, Somannav@ollaborators UNFPA, WHO

Maternal and perinatal death surveillance systarasssential to ensuring quality of care however
they are not well developed in a number of AB&ific countries. We have undertaken two studies
in PNG213(Cls Vallely, Homer, Vogel, Pomat, Al Bolnpthat highlighted deficiencies in

perinatal (stillbirth and newborn) death classification and identified preventable factors, especially
around essential quality of care at birth. In 2@21-CI Homer and Al Breen Kamkong reviewed

the impact of COVIBL9 disruptions on maternal and perinatal death suavedl and response
(MPDSR) in 16 Asia Pacific countries and showed significant gaps, especially where the
surveillance systems were implemented less than 5 yea(Ragort under reviejy

A scoping review of MPDSR implementation shsat a culture of learning, continuous
improvement and accountability is critiGAMWHO (linked through Al Porte)ehas a new, extensive
suite of MPDSR implementation toots These tools provide a roadmap for conducting effective
MPDSR involving clinicians, policymakers and healthcare manage20232024, UNFPA(AI

Breen Kamkonywill support at least 4 countries, including Indonesia and PNG, with MPDSR
system suppoiand targeted capacity development through subnational and national committees
using the new WHO MPDSRimplementation tools. Implementing these new tools will be
undoubtedly challenging and require ongoing mentoring and support, but alsogaeséidal
opportunity to generate new knowledge on their effective implementation.

This project leveragethe expertise and experience of teams fhodna (C| Goudar, As Pujar,
Somannavgr Australia ClI's Gordon, Bradford) and PN&(s Vallely, Pomat, Homeand Al

Bolngg in conducting effective MPDSR. We will utilise a similar conceptual framework applied in
the PURPOSe studyroject to Understand andeRBearch Reterm pregnancy @comes and

Stillbirths in South Asia)n India and Pakistan C| Goudar, Als Somannavar, P& This work

draws upon our existingartnership with the Minimally Invasive Tissue Sampl{MJTS) Alliance

(CI Goudar, Al Somannavar

OBJECTIVE: To implement the new MPDSR tasf in three countries (PNG, Thailand and one

other Pacific Island countrgnd undertake a process and impact evalu&tiokevelop an
implementation framework
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APPROACH: We will implement the new MPDSR todls collaboration with Ministries of

Health, UNFPA and WHO in these 3 countries. We will use implementation research to understand
the barriers, enables and essential elements for success tboleghngqualitative and

guantitative data at selectedesiin the three countried/e will takea health policy and systems
approachexamining people, their relationships and communication chantitble strong focus on

how data drives responsé&/e will be able t@augment this study with data generated by provider

and facility-level data from the Global Platform related to maternal and perinatal death audit and
reporting practicesHroject 1.1).Theanalysiswill supportcountries to implement the new MPDSR
tools as part of an accountability system for every death and ensutfeethesults are able to be
translated into local quality improvement measures

OUTPUT: A framework will be developed to support implementation and sustainability of the new
WHO MPDSR tools that can be used in other countries across the region.

(2.3)Regional scale up of key elements of WHO recommendations on antenatal,
intrapartum and postnatal care.
Project Steering GroupCls Vogel, Bohren, Lumbiganon, Homer, Vallely, andsM8lolnga,
Portela, Pattanittum, Kongwattanakul, Pujar, Somannavar, Scoullar, Breen Kamkong. Supported by
a Consumer Reference GroupCollaborators WHO, UNFPA

The suite of WHO guidelines for maternal and newborn
care(seeFigure, left) wasompletel in 2022 with the

release of the WHO recommendations on women and
newborn care after birth for a positive postnatal
experiencé® These join WHO’s antenat# intrapartun®
andpostpartumhaemorrhagerevention guideline® These
have all been developed through WHO expert pagls (
Homer, Cl Lumbiganomwere members) with significant
leadership fromAl Portela, Cl Vogel and CI Bohren. WHO
has developed an implementation toolkit for antenataPtare
and arecurrently developing toolkits for intrapartum and
postnatal care. It is not known to what extent\WigO
recommendations have been implemented across the Asia-
Pacific regionand the specific barriers and enablers to
implementation. We will use the WHO Toolkits as part of
exploring the barriers and enafsdéo successful translation.

OBJECTIVE: Explore barriers, facilitatorand strategies
for implementing WHO maternal health guidelines in three LMICs in the-Radafic region.

APPROACH: This project will be conducted in India, PNG and Thailard] adapted from our
previouswork in Myanmar, Uganda, Tanzania and Ethiopia, based on the KTA frameiek

will first engage senioMinistry of Health, WHO and UNFPA staff via our existing linkages and
ensure country engagement and ownership. We will use first use stakeholder andiegas

group discussion® understand current barriers and enablers to guideline implementation. This will
be combined with reakorld data derived from our Global Platform study (see Prdiek)that will
reflect current implementation gaps in facilities providing intrapartum and postnatal care. We will
then hold inperson workshops with multipléakeholdergroups(administrators, policymakers,
professional associations, healthcare providers and consumer represgritateview these data,
deliberate on local barriers and facilitators to WHO guideline uptaiaidentify potential

solutions Prioritisation exercises and nominal group techniques will be used to reach consensus.
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The Consumer Reference Grodp(individuals from across the 3 countries) will be involved in
engaging consumgiin data collection, ensuring diverse consupespectiveare heardand
ensuring implementation strategies address thenreddl needf communities

OUTPUTS: Development of contexdpecific implementation strategies for successful translation
of key WHO recommendations into clinical practice @olicy in three countriesvith applicability
to other LMICs countries in the region.

| (2.4) Dissemination and communication oARPAN CREfindings and products |

In the first 6 monthsARPAN CRE will establishdetailed research translation and communication

strategyto ensure that evidence products are widely dissemiaateds the region. Thstrategy

will include:

x ARPAN CRE Website will be developed a launched in Year 1. This will showcase our
activities, investigators, earlyareer researchers and students, promote funding opportunities
and provide a central resource for knowledge outputs. We will establish social chediaels
(Facebook is most populan the region)in consultation with our Consumer Reference Group.

x Peerreview publications in high-impact journals. Our publication plan will leverage our CI
team’s extensive ditorial experience(l's Homer, Vogel, Bohren, LumbiganorBurnet
Institute will fund autho#processing charges to ensure generated knowledge araoqess.

x Annual ARPAN CRE Scientific Meetings: ARPAN CRE Investigators hold leadership roles in
key regional conferences — Asia @ddeania Federation of Obstetrics @&wyhaecology
biennial Congressd| Lumbiganon is President), the biennial International Conference on
Maternal, Newborn and Child HealtHdsted by JNM@ndia, Cl| Goudar Al's Somannavar
and Pujar are Lead Organising Committelee biennial Pacific Society for Reproductive
Health Cl Homer is on Scientific Committee), and the annual Perinatal Society of Australia and
New Zealand @l Homeris President). Annual ARPAN CRE Scientific Meetings will be
organizel alongside these conferenceasuring weeach a widemternational and
multidisciplinary audience. We will also organzatellite sessions/symposiaithin high-
profile international conferences such as the International Federation of Gynecology and
Obstetrics (FIGO) World Congress, the International Confederation of Midwives (ICM)
Conference, and tHaternational Maternal Newborn Health Confere(ié4NH C).

X Quarterly CRE Webinars ledoy Australia, India, PNG and Thailand investigators will be used
disseminate outputs across the regleweragingour existing linkages with professional
societies.

CRITERION 3: DEVELOPING THE HEALTH & MEDICAL RESEARCH WORKFORCE

ARPAN CRHs committed to delivering training and
support to future leaders in research in maternal and
newborn health in the Asigacific Region. We will
provideeducation and development opportunitieso
boost capability of the health and medical research
workforce at all levelsThis includesall disciplines
involved in maternal and newborn health including
medical doctors, midwives, nurses, epidemiologists
social scientistand knowledge translation experts. We
aim to especially support PhD students, early b mi
career investigators and clinician researchers through
five key areas (see Figure right).

Our activities to develop the health and medical
workforcewill be integrated with the Global Platform (see Whjch will link researchers and
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produce noveépidemiological datérom ~120 facilities in 10 countries. The previous WHO multi
country neaimiss study CI's Vogel and Lumbiganon were investigators) resulted in 41- peer
review articles and >15 higheegree student projects, as welkasbedding LMIC esearch
capacity strengthening throughout the study implementation, analysis and write up Yraaes

to emulatethis level of success.

(3.1) Research training and education, staff development, and other collaborative activige
to strengthenmaternal and newborn research capability across the AsiRacific
Project Steering GroupAll Cls and Als Collaborator WHO HRP Alliance

We will establish &Research Development Committee with representation from CREtGIs
oversee development and training of PhD students, sadycareer academics, clinicians and
consumers.

PhD student program: We will attract and support at least three PhD scholars from across the
region. These will be based in overseas institutiodi@l, Thailand and PNG). Students will be
recruited from a range of relevant disciplines including obstetrics and gynaecology, midwifery,
sexual and reproductive health, social science, epidemiologyastiatricsPhD students will be
embedded in the ARPAN CRE program of watlgmenting the crosuntry linkageswithin the
network. We will provide toptp scholarships and annual competitive funding to support student
attendance at relevant regional and global conferences.

Network for supporting early career researcherdECRs). We will also developmECR network
(research assistants, PhD students, recent PhD graduates) which will be led by @ithogel
involvement of other Cls and Als on a rotational basis. the ECR network vétlmmanthly (online)
for mentoring, support, practical advice and to foster a{wepeerresearch support culture. This
network will be open to researchers from across the region, includingftbosether institutes and
other Australian CREs (StillbirfiHealth in Preconception and Pregnandyiese relationships will
be augmented through Australia Awards Fellowships for ARPAN CREECR

Research leadership programme and seddnding: Ensuring that promising ECRs can continue

to develop into research leaders is critical to progress on maternal and newborn health in the Asia
Pacific. We will suppor6-12 month Researdkellowships that will provide project seed funding to
enable ECRs to leaal project within the ARPAN CRE network.

Research skills progranme as part of the WHO’s HRP Alliance: The HRP Alliance is part of
the UNDP/UNFPA/UNICEF/WHO/World Bank Special Programme of Research, Development
and Research Training in Human Reproduction (HRFhe HRP Alliance provides opportunities
for developing local research capacity through a né&twbHRP Alliance Hubs and research
partner institutions, WHO country and regional offices, WHO special programmes, and WHO
Collaborating CentresVe will partner with the WHO HRP Alliance to utilise and augment their
successful approagcthat has been shown to build the capacity of LMIC institutions to conduct their
own researcland promote use of evidence for better outcoih&sds Lumbiganon, Goudand
Bohren are Directors of WHO Collaborating Centres and are alreadyngalksely with the HRP
Alliance to mainstream research capacity strengthening in existing prajsctg.the HRP

Alliance model, Cls VogesiindBohren previously built capacity in research teams in Ghana,
Guinea, Myanmar and Niger&s part of a multicountgtudy. Al four country teams led multiple
peerreviewed publicationdeveloped through training workshops and mentorship on research
methods, data analysis, and scientific writing.

The HRP Alliance is operationalised through regional Hubs based in research institutions in Brazil,
Burkina Faso, Ghana, Kenya, Pakistan, Thailand aridt Nam. CI Lumbiganon and Khon Kaen
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University are the HRP Alliance Hub for Souflast AsiaActivities supported through the
Thailand Hub(and other Hubshclude:

x Workshops and trainings on research methodologies and biostatistics, systematic review and
metaanalysis, qualitative research methods, implementation research, monitoring and
evaluation, protocol development and manuscript mgiti

X Postgraduate education (through masters and doctoral degrees)

x Tailored support to national research institutions for development and implementation of
research studies and producing scientific publications

x Leadership in knowledge transfer activitteat ensug implementation of WHO
recommendations for policy and practice

x Crossinstitution grant proposalevelopment, supported by senior HRP Alliance researchers

X New collaborations among HRP Alliance fellows for specific research projects

X Research mntoring programmne including specific mentoring for femaCRs

The ARPAN CRE will extend HRMliance workby undertaking these activities with researchers
across the Asiacific region HRP Alliance has prioritised this region for expansion.

(3.2) Establish a mentoring and development program between India, Thailand, PNG and
Pacific Island researchers
Project Steering GroupAll Cls and Als Collaborators WHO HRP Alliance

We will establish a formal research mentorship progoatween India, Thailand, PNG and Pacific
Island researcher3his program aims to support highbtential health researchers to progress into
leadership positions, retaining their skilh our sector. The program will pair ECBs1erging

leaders with more senior CRE investigaj@dvancing ECR skilland advancing their careers

through international collaboratione@der equityill be ensured by efforts to engage early and
mid-career women and men equally. Our program will also provide current leaders the opportunity
to develop ECR mentorship skillas well as increasing awareness of the value of a diverse and
inclusive workplace and the role they play in achieving this.

We will build on a model successfully implemented in Austr&lighich is a structured program

that combines informal mentoring sessions with formal sessions facilitated by experts in inclusive
leadership. This will be supported by a specialist mentoring agegcerendis Leadership) to
deliver the programThe Cls will work with this agency to develop aador a formal mentoring
program to our contexts and neeldsvill include a 12month schedule for designated ECR/MCR
team members fromithin the ARPAN CRE Network with formal group sessions (6 workshops)
and oneto-one meetings between mentees and mentors. Another unique attribute of the mentoring
program will be a considered matching process for the mentees and mentor pairs, whadle will t
into account their career level, their aims are for the mentoring program and in consultation with
their organisational representative. We plan to run a new program each 12 months with up to 6
menteementor pairs per year with ongoing support provided to the mentees.

| (3.3)Establishing a regional network of consumers and advocates \

Consumer and advocaogpresentativeare key to ensurg ARPAN CRE meets the needs of
diverse communitiesChis is currently no regional entity or organisation that links maternity
oriented consumer and advocacy groups across thePAasiéic, though several national and local
groups do exist. ARPAN CRE, in partnership with ISA Western Pacific Regional @ificee
Stillbirth CRE, will firstcreate a register of theseganisations in our priority countries
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JNMC:-India team CI Goudar, Als Sommannavar, Pujar) have >20 years experience with
community engagement in study design, implementation and dissemination. We shall adopt their
successful approach in our study activiiresther countries

X

X

X

Establishing a community engagement board at study sites to provide a forum for local input
regarding research relevance, ensure we remain sensitive to community needs, and assisting
with integrating research findings into local practice. The group usually comprises 10 to 12
individuals, including community leadetisat are sought througbdal government, schools,
religious organizations and local industriése board meets with study investigators on a
regular (quarterly) basis, or when new studies are proposed.

Prestudy community sensitization meetings held in public venues to explain research purpose,
relevance and processs with community feedback obtained

Early and continual engagement with Ministry of Health and local government officials, as well
as community health workers and peer counsellors

Poststudy dissemination meetings share findings, discuss pathways to implementation

The aforementioned consumer/advocacy network, as well as community engagement boards, will
be utilised to help identify appropriate individuals for Consumer Reference Groups within
individual projecs.

CRITERION 4: FACILITATING COLLABORATION

Our governance model (Figure beloams to facilitate collaboration both within ARPAN CRE
stakeholders and more broadly across the Rsiafic region. A Steering Committewvill have
overarching responsibility, ensuring that all CRE activities are wigrated. The Steering
Committee, incluohg all Cls and the CRE Manager, will meet ever§y &onths via
videoconference.

The Steering Committee will have a
rotating chair between Clsdher,
Goudar, Lumbiganon, Vogel aftbmat
(oneyear term per person). A detailed
strategic plan with Key Performance
Indicators will be drawn up in the first 3
months and reviewed annually. Project
management support will be provided
across the CRE program through the
Operational group, consisting of ClI
Homer, the CRE Managy and Research
Support Officer and key Cls or Als
depending on the projects underway at the
time. The Consumer Advisory
Committee will be cochaired by a

consumer advocate aft Leisher provide advice across all key activitiesmd administer the
regiser of consumer/advocacy groups across the regem 3.3 Membership will be nominated
consumers/consumer advocates across the region. The Consumer Reference &ngaged with
specific projectwill be sourced and cordinated via this Committee.

A Research and Evidence Translation Committee will bestablisheavith representation from

the Cl and Al teams, Partnership Advisory Committegnd the Research Career Development
Committee. This Committee will meet every 3 months to monitor project implementation and
ensure performance indicators are nitewill also oversee the dissemination and communication
strategy (see 2.4). The Partnership Advisory Committee will be chaired by onth@fCls and

will include the key partners as well as our Als from WHO and UNFPA. The membership will vary
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over the Syear period depending on the key activities underway at the time. Similarly, the
Committee will meet every 3 months monitor progress, troubleshoot problems and support new and
ongoing partnershipghe Research Career Development Committee will be chaired by one of

the Cls and will have representation frathARPAN countries. This committee will include
representatives from the Cl and Abgps and will meet every 3 months to develop and oversee the
mentoring program, drive researcher development, and monitor, promote and support publications
and funding opportunities.

WHO Collaborating Centres (WHO CC): The ARPAN CRE will also build agional
collaboration between the three WHO Collaborating Centres
o WHO CC for Women’s Health in the Western Pacific Region, University of Melbourne
(Cl Bohren is the Gdirector)
o WHO CC for Research Synthesis in Reproductive Health based in Théiland
Lumbiganon is the Director)
o WHO CC for Maternal and Perinatal Health Research based in Ddiaoudaris the
Director).

Key partners: Our CI/Al team are well connected and will utilise our wide networks to strengthen

collaborations with partners regionally and globally. The names intmld agreed to support the

work. For example:

x Asia Oceania Federation of Obstetrics and Gynecolo@H®G):Cl Lumbiganon is the
Presidentaind CI Blackis on the SRH Committee

x International Stillbirth Alliance (ISA): CI Leishas the ex officio Chair as well as current chair
of ISA’s Stillbirth Advocacy Working Group, Professor Vicki Flenady from the gttalian
Stillbirth CRE is a former ISA Chair and C| Gordisma board member.

x Pacific Society for Reproductive Health: Dr Kara Okese@@fa is the PresidenDr Amanda
NoovaoHill (close collaboratof®) is the Secretariat ar@@l Homeris a Life Member

X RANZCOG global health committee: CI Black is a member and<tie@ Sexual and
Reproductive tdalthSpecial Interest Group

x WHO'’s HRP Alliance for Research Capacity Strengthening: Professor Anna Thassan
specialist in infectious disease epidemiology whodinates the WHO HRP Alliance. The
Alliance brings together institutions conducting research in sexual and reproductive health and
rights (SRHR) andC| Lumbiganon represents tBeuthEast Asian Hul5*

X International Confederation of Midwives (ICMANnn Kinnear is the ICM Board rember for
the Western Pacific region and will provide key links to midwifery associations

(4.1) Establish a Pacific Perinatal Health Research Community of Practice with the Pacific
Society for Reproductive Health
Project Steering GroupCls Homer, Vogel, Vallely, Black. A Bolnga, Bradford. Collaborators
Pacific Society for Reproductive Health, WHO CC for Women’s Health in the Western Pacific
Region

The Pacific Society for Reproductive Health (PSRH) is a multidisciplinary society open to all those
involved in reproductive, maternal and newborn health care in the Pacific. It was fe2thgdars

ago to foster education and assistance between members in Bioifiicountries through

educational workshops and development of distance edadat continuing professional
developmentlt is an activenetwork of professionals in reproductive, maternal and newborn health
across 14 Pacifitsland nations and neighbouring countries. For the past 10 years, Cl Homer has
delivered 23 day intensive research and audit workshops prior to biennial PSRH Conferences.
Moving training online due to COVH29 led to the creation of the Pacific Perinatal Health

Research Community of Practice in 2021, which >30 clinicians from across the regionihage |
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Support from thédRPAN CRE will enable this Community of Practice to be formalised
strengthened and expanded. Pacific clinicians need access to online training on research
methodologies, workshops to assist with grant writing and developingspgapg@ublication and
opportunities to present their work. This Community of Practice will directly link with the research
development opportunities and networks described in Criteriofhé Community of Practice will
use a structured online program t@age the skills and expertise of our teams in India, Thailand
and PNG to support research capacity strengthening across Pacific fdtiods We plan to link
mid-career researchers in our three countries Ratific colleagues through the PSRH via a
mentoring program

(4.2) Establishing a Regional Stillbirth Alliance to identify stillbirth prevention and care
research priorities in the region
Project Steering GroupCls Homer, Vogel, Goudar, Vallely, Leisher, Gordon &ld Bolnga,
Duro-Aina, Bradford. CollaboratorsStillbirth CRE and ISA

The Australian Stillbirth CRE is the Western Pacific Regional Office of the International Stillbirth
Alliance, with a focus on expanding activities regionally through the Burnet Insfifuge_eisher,
Homer, Vogel, Gordon)As described irCriterion 1, we have undertaken studies on stillbirths and
newborn deaths in PNEIs Vallely, Pomat, Homer, VogelndAl Bolngg and the potential
application of elements of a stillbirth prevention bundle into LMICs in the region. Members of our
team(Cl Goudar, Al Somannavighave led a large prospective, observational cohort study in India
and Pakistan examining the pathways to fetal and neonatal deaths with the Child Health and
Mortality Prevention Surveillance (CHAMPS) netwdpié®

The next step is to formally linthe Pacific Society for Reproductive Healtith the ISA Western
Pacific Regional Office and the Stillbirth CR& establishthe Regional Stillbirth Alliancas part of
the Global Monitoring PlatformHroject 1.1). We will have a specific page for this Alliance on the
ARPAN CRE Website that will enable cross country collaboration, networking anmaysifari
knowledge and experiences. \Wel draw on the Alliance to develop and identify stillbirth research
priorities in the region, and examine feasibility of projects, such as developing a regional
classification system to improve quality of data on cawdeerinatal death3he Alliance will also
provide education and training to clinicians and researdtmrsthe countries in the region through
a series of Webinars

| (4.3)Regional collaborationsto enhance training, guidelinesand access to contraception. |
Project Steering GroupCls Homer, Black, Lumbiganon, A Breen Kamkong, Duréina.
Collaborators UNFPA, WHO

In 2018 the Australian Government committed $30 million to the UNFPA Transformative Agenda
Program in six Pacific countries (Fiji, Kiribati, Samoa, Solomon Islands, Tonga, Vanuatu). The
objectives of the Transformative Agenda programt@aiacrease supplgnd improve client demand

for integrated sexual and reproductive health information and seriigearticular family

planning, and promoting a more conducive and supportive environment for people to access good-
guality servicesBurnet Institute€ Cl Home) is one of seven regional implementing partners for the
Transformative Agenda with ABreen Kamkog and DureAina.

A key area of the Transformative Agenda is improving access to modern methods of contraception.
ARPAN CRE will link researchers with clinicians, regional development partners (UNFPA, WHO)
and policymakers in the Pacific to improve coagéjation programs, but also utilise the expertise of
India and Thailand research teams that have successfully addressed these issues in their own
contexts. UNFPA team membenrsl also facilitate sharing of research and translation into policy

level action with parliamentarians through theigional network on sexual and reproductive health
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and rights. UNFPA'’s Asia Pacific Office (througt Breen Kamkong) will raise issues with the
Association of Southeast Asian Nations (ASEAN) through formal channels.

CRITERION 5: RECORD OF RESEARCH AND TRANSLATION ACHIEVEMENT

| (5.1) Team expertise, research record, reputation, and discipline contribution \

The project builds upon strong, proven collaboration between Cls, Als and our partner
organisations. The team comprises internationally recognised experts in midwifery, obstetrics,
newborn health, reproductive health, public health, epidemiology, infectious diseases, social
science, knowledge synthesis and research translation. The team includes researchers with
exceptional track records relative to opportunity at various career stages, includin@early (
Leishe) and mideareern(Cls Vogel, Bohren, Vallely) researchers, who are supported by global
leaders. The team'’s highternational standing is evidenced by high publication output, grant
success, leadership in professional organisations and frequent invitations for presentations and
addresseat international foraThe team have demonstrated capability to advance research and
translation in maternal and

newborn health through

collaboration across borders

and through key global

organisations for advancing

health €.9. WHO, UNFPA,

Cochrane and theilBand

Melinda Gates Foundation).

Many of our team have worked

together (see Figuraove;

this CRE provides opportunities

to expand into new

collaboratve areas

The reputation of our team is further evidenced by our leadership within national, regional and
global professional organisations and contribution to major journals as editors anelvimeers.
Notably, CI Homeliis the toprated expert in Midwifery in the world during the years 2Q021
(according to Expertscape); EdiiorChief of Women ad Birth (highest ranked global midwifery
journal) and President of the Perinatal Society of Australia and New Zealand (PSANZ);
Bradford is a board membet| Lumbiganon is Convenor of Cochrane Thailand and President
Elect of the Asia Oceania FederatiminObstetrics and Gynaecology. C| PonsaDirector of the

PNG Institute of Medical Research and Editor of the PNG Medical Jo@h&budaris Director

of WHO Collaborating Centre for Research in Maternal and Perinatal Health and Senior Foreign
Investigator, Global Network for Women’s and Children’s Health Research. Cl Leisher is Chair of
the International Stillbirth Alliance andl Gordonis a board member.

Our international research groups We bring together three outstanding ABiacific research

groups (from India, Thailand and Papua New Guinea), leaders from five Australian institutions with
expertise in research and implementation, and a global organisation, the International Stillbirth
Alliance (ISA).

Jawaharlal Nehru Medical College (JNMCis a constituent medical school of KLE Academy of
Higher Education and Research (Deernteetie University) located in BelgayrKarnataka State in
India. The INMC Women's and Children's Health Resdanihis a member of the Eunice
Kennedy Shriver National Institute of Child Health and Human Developfuaded Global
Network for Women's and Children's Health Research since 2001.nites @ WHO
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Collaborating Centre for Research in Maternal and Patifigalth and has collaborations with
international institutions from UK, USA and Canada, all aimed at reducing maternal and neonatal
mortality. The Unit's 22year research pgoam has been funded byethedical Research Council
(UK), Government of India, National Institutes of Hedlits), WHO and the Gates Foundation.

Khon Kaen University is a public research university in Thailand that offers 105 undergraduate
majors, along with 129 master's degree programs, and 59 doctoral programs. The Faculty of
Medicine is a WHO Collaborating Centre for Research Synthesis in Reproductive Health, the host
institution of Cochrane Thailand, and is the Southeast Asia Regional Hub for Research Capacity
Strengthening for the WH®IRP Alliance. The Faculty has collaborations with academic
institutionsin Argentina, Burkina Faso, France, Kenya, WHO, UK, USA, and Australia, and has
received research funding from NHMRC, European Commission, WHO, United States Agency for
International Development, and Wellcome Trust (UK).

PNG Institute for Medical Researcis PNG’s primary medical research institution with aygar

history of research into causes and solutions to PNG’s major medical issues. PNGIMR conducts
research in close collaboration with many Australian and international medical research
organisations. The Institute was established in 1968 as a statutory body and is the research arm of
the PNG Department of Health. One of the key programs in the PNGIMR is sexual and
reproductive health. With its headquarters in Goroka, PNGIMR has more than 500 staff and has
research sites, facilities and laboratories in Mad&faprik, Alotau, Kokopo and Port Moresby.

International Stillbirth Alliance (ISA) is a global membership organization uniting bereaved

parents and other family members, health professionals and researchers. ISA’s mission is to raise
awareness and promote global collaboration for the prevention of stillbirth and newborn death and
provision of appropriate respectful care for all those affected. The ISA was established in 2003 and
is an alliance of over 50 member organisations and individual supportersrgr@veénent. The

Stillbirth Centre for Research Excellence and the Burnet Institute host the ISA office of the Western
Pacific region. ISA leads the Parent Voices Initiative with projects in India (through our partner
organizations in Delhi and Chandigarh) and Kenya; manages the Global Stillbirth Support Registry
of parent support organizations, which identified over 100 support organizations in Asia and the
Pacific region; and leads the Global Scorecard work which recently included adaptation for the
Wesern Pacific regior®

| (5.2) Research Translation \

The ARPAN CRE team have an exceptional record of scientific excellence and research translation.
Our team has particular strengths in affecting research translation in LMIC country contexts, driven
by a collective commitment to advancing equity in maternal and nevieaith. Critical elements

in our team’s success in health research and translation areanigiag involvement in

international and regional bodies advancing maternal and newborn healthdisuttiinary

collaboration and significant experience in @aiipractice/public health guideline development

and communication.

Cls Homer, Vogel, Goudar, Lumbiganon and Bohren and Al Panigle all made significant
contributions to WHO guidelines or standards for maternal and newborrCéanembiganon, Al
Patanittum, Cl Vogel and’| Bohren have played a key role in Cochrane activities in the Asia
Pacific Region. Al DureAina and Al Breen Kamkong are technical advisors with UNFPA and
have extensive experience implementing eviddrased policy on maternal and reproductive
health, including in low resource settings and during humanitarian crises.

Major achievements in research translation by our team members in maternal and newborn survival
and health include the following. Cl Lumbiganamnd Cl Godar have conducted randomised
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controlled trials of heastable medicines for prevention and treatment of major obstetric
haemorrhage in LMIC’s where cold chain is difficult. For exampleWti# CHAMPION Trial
HeatStable Carbetocin versus Oxytocin to RmetvHaemorrhage after Vaginal Birth (111

citations) led to Carbetocin being introduced at low cost in >90 countries advancing a significant
fight to reduce maternal deaths due to haemorrhage. CligaminandCI| Bohrenare

implementing a §ear multicente implementation research project to reduce caesarean section,
supported by the WHO and the European Commission. Cl Geudugstigations into healthcare
provider competence in newborn resuscitation led to development of nationwide Helping Babies
Breatle curriculum in India.

Cl Homer’sresearch findings on midwifery continuity of care have been integrated into the
recommendations in tt#021 State of the World’s Midwifery Repbend informed the

development of midwifery education standards of Wi8er research has informed international
guidelines for the implementation of midwifery continuity of care by the WHO (Pregnancy 2016,
Intrapartum 2018, Postpartum 2022); implementation toolkits from New South Wales, Queensland
and Western Australia and theZZ0National Stillbirth Action Plan. The outcomes been

implemented in more than 50 hospitals in Australia and 14 publicly funded homebirth programs.

Cl Homer andCl Vogellead the paneldl Gordonis a member) developing the living guidelines

for the clirical care of pregnant woman with COWD in Australig® Cl Gordon andhl Bradford

have led the development and update of the PSANZ clinical practice guideline for care of women
with decreased fetal movemen® Bohren'’s research findingf$° have led to significant changes

in maternity service provision, and influenced policy and implementation guidance, including four
WHO guidelines and standards, a World Health Assembly resolution ‘Strengthening Eadpéel
health services), a WHO position statement and us#tkidevelopment of national maternal health
indicators Cl Valley’s communitybased intervention to reduce postpartum haemorrhage (with ClI
Home)* led to the design of a distrilstvel evaluation of the intervention, supported by UNICEF
PNG.CI Pomat led a series of clinical trials of pneumococcal vaccines that changed immunisation
policy in PNG. CI Black’gesearch has been cited in WHO guidance for Actions for scaling up
long-acting reversible contraception in Papua New Glifraad has informed the development and
continuation of a cordiception service in one hospifal.

CONCLUSION

ARPAN CRE is a unique opportunity to bring researchers, clinicians and consumers together to
build back better and far in the posCOVID-19 era. Our CRE responds to key challenges facing
the AsiaPacific region including an inability to monittire quality of maternal and newborn care; a
lack of capacity to reduce preventable stillbirthaekl of access to postpartum contracepti@orp
implementation of WHO recommendatioasross many of the countries; andyitations in

reviewing and responding to maternal, newborn deaths and stilll?thkese issues have been
exacerbated by disruption due to the GD\M.9 pandemic.

This is a significant opportunity to bring together stellar teams from Australia, India, Thailand and
PNG to improve the quality of maternal and newborn cadyae maternal and neonatal morbidity
and mortality and stillbirthand strenthen the capacitgf the workforceto ensure that women,

babies and families have the best chance of improved health outc@uanggogram of work will
support the countries to meet the important Sustainable Development targets in reproductive,
maternal ad neonatal healthnd make a considerable difference across the Pesi#ic region.
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Consumer and Community Participation (1 page)

Working across several AsRacific countriesARPAN CRE will engage with multiple consumers
and community representativeprimarily pregnant women, their families and representatives or
leaders of their communities. This engagement builds on our CI's existing partnerships with their
local and national community organisations. We will be guided by NHMRC’s consumer and
community involvement framework to ensure we deliver value to these communities.

The Consumer Advisory Committee will be the c@rdinating entity for our consumer and
community engagement, and the main forum for ensuring relevancy of research, that we remain
sensitive to community needs, and to assist with integrating research findings into local practice. The
groupwill comprise 1012 individuals including community leaders, women with lived experience

of childbirth, and social activists. We will ensure equitable representation from key Thailand, PNG,
India, Pacific Islands and Australia, with equal feral@e propations. The study Cl/Als and study
Coordinators will convene quarterly meetings or as needed when a new protocol is being proposed
for a community or country. Projespecific Consumer Reference Groupsdrawn from local
consumer/advocacy networks in thetm#pating countries or the Consumer Advisory Committee as
needed. The level of consumer engagement will vary between projects, but includesgeitnty
(seel.l, 1.3, 3.3)research design and developmesde(l.2.1, 1.2.2, 2.1. 2.3 and 3.3),-desgn
activities geel.2.2, 1.3, 2.3yesearch governancegg3.3),andcommunication and implementation

(see 2.1, 2.3, 2.4).

We have a strong partnership with the International Stillbirth Allian¢éSA, represented by ClI
Leishe). ISA is a membership organization uniting bereaved parents and other family members,
health professionals and researchers to drive global change for the prevention of stillbirth and
neonatal death and bereavement support for all those affected. It ispaofibglobal parent and
advocacy organisation established in the USA in 2003. CI Leiasémmediate past Chair of ISA,
has strong relationships with community groups in India and across Asia and now into the Western
Pacific through the Stillbirth CRE. Cl Gordon is a Boardnwber of ISA. The accomplishments and
partnerships of ISA that we will draw upon include:
X creating the firsever global registry of stillbirth parent support organizations, and participatory
development of toolkits to support parent advocacy in India and Kenya
X Supporting the Lancet’s landmark 2016 Ending Preventable Stillbirths seriesmgcludi
producing a Laypersons’ Summary with consumers and translating it into 11 languages
X co-hosting the launch of the firstver regular countrgpecific UN stillbirth estimates in 2020
and making space for parent voices from Indonesia, Kenya, and Nidgerispoke to >2000
global participants
X working in partnership with Save the Children’s Healthy Newborn Network, to support a
monthly stillbirth-focused blog seriesith posts by parents, researchers, clinicians and policy
makers globally (from many settings, e.g. Uganda, Nigeria, Australia, USA, Haiti, Zambia,
Ghana, Sweden).

Our teams in India and PNG have existing community engagement boards and committees, that
will engage in projeespecific Consumer Reference Groups. Other countries and research institutions
(Thailand, other Pacific Island nations) do not yet have such community partnerships. ARPAN CRE
crosscountry collaboration will help address this gapth India and PNG&asedinvestigators
coaching international colleagues on establishing similar relationships.
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Cl Track Record (1 pages per ClI)

CIA PROFESSOR CAROLINE HOMER AO RM MN (UTS) MMedSc(Clin Epi) (USyd) PhD
(UTS) FAAHMS

Career summary2017<€urrent, CIHomer is a leading midwifery and maternal health researcher,
globally and in Australia. She is the ®oegram Director for Maternal, Child and Adolescent

Health at the Burnet Institute and has honorary academic appointments at UTS, University of
Melbourne Monash, Deakin, Cardiff Universities and Kings College London. She holds an
NHMRC Investigator Grant (L3) 2023027), is a recipient of the Order of Australia, Fellow of the
Australian Academy of Health and Medical Sciences, was named as one of the 2020 WHO 100+
Outstanding Women Nurses and Midwiyesceived the Women'’s Hospitals Australasia — Medal

of Distinction (2019) and has twice been named by the Australian’s Research magazine as the top
researcher in the field of pregnancy and childbirth (2020 and 2022022, Cl Homer was

awarded an honorary Fellowship of the Australian and New Zealand College of Obstetricians and
Gynaecologists in recognition of collaboration.

International standing: Inaugural Chair of WHO's Strategic and Technical Advisooufsof

Experts (STAGE) for Maternal, Newborn, Child, Adolescent Health, and Nutrition (Q026n})

and a member of WHO'’s Scientific and Technical Advisory Group (STAG) for the WHQO'’s Special
Programme of Research, Development and Research Training imHRepaoduction.

Research supporttast 5 years 1). LBIHMRC Investigator Grant ($3.4M) “Reducing maternal

and newborn deaths: Transforming midwifery in the Azaific region through research and
innovation (20232027); 2) Cl on NHMRC Stillbirth CRE2021-25), NHMRC Ideas Grant (2020
2022) “An investment ¢ to catalyse funding for maternal, newborn, and child health”, NHMRC
Partnership Grant (2022023) “Advancing women in healthcare leadership” and MRFF Grant
(20202022) on “The impact of neonatal care on ldagn healthcare needs and outcomes”.
Collaborations: Collaborations at a local, national and international level especially on global
maternal healthCl Homer has led collaborations with policy/decision makers in government to
translate evidence into practice and is currently working with WHO anthtarnational

Confederation of Midwives on research on mickéd birth centres in 4 LMICs

Community engagement:i§nificant contributions in midwifery, both in Australia and globally. CI
Homer is the immediate Past President of the Australian Callelgédwives and has undertaken
volunteer work teaching maternity emergencies across Australia as well as in Samoa and Timor
Leste. Previous member of Boards (volunteer capacity) Australian College of Midwives; Advanced
Life Support in Obstetrics (ALSO) AsPacific and a current member of the Board of the Catherine
Hamlin Fistula Foundation and the Perinatal Society of Australia and New Zealand (President).
Professional involvement: Chair of NHMRC Council, Deputy Chair, Australian Medical Research
Advisory Board, Cachair of the COVID19 Clinical Evidence Taskforce: Pregnancy and Perinatal
Care Panel, Chair of the Steering Committee for the National Clinical Evidence Taskforce and
Steering Committee member for the Australasian Nursing and Midwifery Clinical Trials Network.

Contribution to field, including translation of research into healttfshe has an outstanding

research output —>140 publications since 2017. Career®@8l peeireviewed journal articles, 4
books and 14 book chapters.

Example of the impact of previous research in the last 5 ye@isHomer’s research has made a
significant impact on midwifery education and development of maternal health services. The
findings from the Lancet Series on Midwifery (2 papers) have been integrated in the Standards for
improving quality of maternal and newborn care in health facilities from the World Health
Organization (WHO) in 2016, as well as informing the development of midwiferyagdac

standards by WHO (2019). Cl Homer’s research on homebirth is cited in the Victorian
Government’s guidance on safe and sustainable homebirth (Safer Care Victoria 2021), has been
used by the ACT Government and the Australian College of Midwives to support homebirth, and
was showcased in the 2020 Birth Time documentary. The study attracted media from the ABC,
Sydney Morning Herald and Brisbane Times.
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CIB ASSOCIATE PROFESSOR VOGEL BMedSc MBBS PhD

Career summaryCl Vogel is an internationally recognised perinatal epidemiologist and a Senior
Principal Research Fellow in maternal and perinatal health at the Burnet Institute in Melbourne. He
co-heads the Global Women’s and Newborn’s Health Group with Prof Hateas an NHMRC
Emerging Leadership Fellow (EL2, 202025) and as the highest ranked applicant he was
recognised with the 2020 NHMRC Peter Doherty Investigator Grant Award and the Commonwealth
Health Minister’'s Award for Excellence in Health and Medical Retedde has honorary
appointments at the University of Melbourne, Monash University, Deakin University and the
University of Birmingham. Prior to coming to Burnet, he held maternal health research and
guideline development roles at WHO.

International standng: Cl Vogel has strong international research collaborations with senior
researchers in Kenya, India, Nigeria and the H& has produced 188 pe@viewed publications
(10726 citations), including 99 in the past 5 years. His research is published impayt-general
journals including NEJM (1), Lancet (5), Lancet Global Health (7), PLoS Medicine (2) and
Cochrane (9). His scientific contributions have been recognised as the 2020 winner of the Nature
Driving Global Impact Awards.

Research support: Cl Vgel has been an investigator on >20 primary research studies recruiting
women in 39 countries and has led, od@ddevelopment 018 WHO guidelines. His research has
been supported by Gates Foundation, WHO, UNFPA, Wellcome Trust, USAID, Merck for
Mothers Gates Foundation and others. During the past five years, he has been a ldadar co
investigator on projects with grants totalling >A$86 mil. This includes >A$76 mil for the WHO
ACTION Trials Collaboration, which he cestablished with WHO colleagues for research on
artenatal corticosteroids for preterm birth in legsource countries. This collaboration has
completed two multicentre trials (ACTIGNand ACTIONHI), with another ongoing (ACTIONII)

and a new multicountry implementation research study (ACTIRNunded In the last 3 years he

has been awarded &mvestigator Grant ($1.6 mil), a multentre trial in India (CIA, A$410,102)

and establishing a maternal health drug development pipeliBe AS2.56 mil).

Contribution to field of research: Cl Vogel has ant@émnational reputation in the field of preterm
birth, evidenced by his leadership roles in WHO global estimates of preterm birth (Lancet Glob
Health 2019), the WHO preterm birth guidelines (WHO 2015) and the WHO ACTO&l

(NEJM 2020). He was a member of the leadership group that developed the 2018 WHO intrapartum
care guidelines, the 2020 WHO Labour Care Guide and he led the evaluation of this new clinical
tool in 6 countries (Vogel et al, Birth 2020). CI Vogel was a lead investigator on the Umbiflow
International Study (recruiting 7,000 pregnant women in five countries), and from 2012 — 2015 he
co-ordinated the WHO MulCountry Survey on Maternal and Newborn Health Network (A$3.7

mil survey across 29 countries) which produced 41 scientific papers.

Community Engagement and participation: Cl Vogel has run training workshops on research
methods in several African countries and facilitated workshops on guideline development and
implementation for national ministries of health, UN agencies and development organizations in
>10 countries. He is a grant reviewer for national (NHMRC, MRFF) and international (UK MRC,
Swiss National Science Foundation, European Research Council) organisations. He has supervised
34 individuals (26 female, 8 male) in a research environment, including 6 PhD st&demg®ing,

1 completeyl 6 Masters, 6 Honours, 7 medical student research projects (all completed), and 13
people through WHO internships.

Professional Involvement and International Standin@:l Vogel has presented & Bational and
international scientific meetings across 17 countries in the past 8 years, including 12 as invited
speaker on preterm birth. As a WHO Officer, he convened >20 technical consultations of
international experts. He is an Editor for two Cochr@neups, was a cauthor on the landmark

2016 Lancet Maternal Health Series.
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CIC: PROFESSOR PISAKE LUMBIGANON MD, Dip Thai Board of Ob & Gyn (Mahidol
University), MS in Clinical Epidemiology, (University of Pennsylvania), Certificate in Strategic
Leadersip (Johns Hopkins University), FRCO@Gd eundem

Career OverviewCl Lumbiganon is a prominent and highlggardedesearcher and administrator

at regional, national and international levels. He is President of the Asia Oceania Federation of
Obstetrics and Gynaecology. Cl Lumbiganon was the President of the Royal Thai College of
Obstetricians and Gynaecologists (2@11-8). He has been a professor of Obstetrics and
Gynaecology since 1998 and was a dean of the medical faculty, Khon Kaen University (2009-
2013). He has been a technical advisor for WHO since 1987. He was admitted as the Fellow ad
eundem of the Royal College of Obstetricians and Gynaecoldgisisin 2019 and was awarded

the Prototype Doctor Award by the Thai Medical Council in 2018. He received Senior Researcher
Awards and Distinguished Professor Award from Thailand Research Fund in 2004, 2007 and 2014
regectively. He has published > 200 papers with > 11,000 citations in the SCOPUS system.
Research SupportCl Lumbiganon was the CB} of the South East Asia Optimising Reproductive
and Child Health in Developing Countries (SEAORCHID) Project jointly funded by an

International Collaborative Research Grant from the Australian NHMRC (No. 307703) and
Wellcome Trust, United Kingdom (071672/Z/03/Z), a total budget of £1,037,641. He received two
Senior Researcher Awards and one Distinguished Professor Award from Thailand Research Fund
with a total budget of about US$750,000. Cl Lumbiganon was the PI (Thailand) for WHO
CHAMPION Trial Group. HeaStable Carbetocin versus Oxytocin to Prevent Haemorrhage after
Vaginal Birth financially supported by the Department of Sexual and Reproductive Health
Research, WHO with a budget of US$154,177. Cl Lumbiganon is also a director of the WHO LID
Regional Hub for the HRP Alliance of the Department of Sexual and Reproductive Health
Research, WHO to do research capacity strengthéoinyy HO/SEARO region. This is an ongoing
project, the budget up to this fourth year is#888,191. Most recently, CI Lumbiganon is the Pl for

a 5year multicountry study on the Implementation and evaluation of nonclinical interventions for
appropriate us of caesarean section in loand middleincome countries jointly supported by

WHO and European Commission (EUR 631,011).

Research Translation and ImpacCI| Lumbiganon’s publications have been cited as in Williams
Obstetrics24" and 2%' Editions, WHO ecommendations on interventions to improve preterm birth
outcomes (2015), WHO recommendations for prevention and treatment of maternal peripartum
infections (2015), WHO Guideline for protecting, promoting and supporting breastfeeding in
facilities providing maternity and newborn services (2017), WHO recommendations: uterotonics for
the prevention of postpartum haemorrhage (2018) and WHO recommendaticisicaih-
interventions to reduce unnecessary caesarean sections (2018).

Community Engagement and Pacipation: ClI Lumbiganon has served as chair of the maternal

and child health board of Khon Kaen Province in Thailand for more than 20 years. In 2017, when
he was the president of the Royal Thai college of Obstetricians and Gynaecologists, he successfully
convinced the Ministry of Public Health of Thailand to accept proposals to prioritise reducing
unnecessary caesarean section and elimination of cervical cancer as national agendas. At the
international level, CI Lumbiganon has served as the technicabadeighe department of sexual

and reproductive health research (WHO HRP) for more than 30 years.

Supervision and MentoringCl Lumbiganon has been convenor of Cochrane Thailand since its
inception in 2002. CI Lumbiganon has extensive experience inssiparand mentoring of faculty
members and residents undertaking primary research and systematic reviews focusing on sexual and
reproductive health. In 2017, he was appointed to be the director of the WHO/HRP Alliance LID
HUB for research capacity strehghing in WHO SEARO.
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CID DR SHIVAPRASAD S GOUDAR MBBS (Medicine and Surgery) 1984 Karnataka
University Dharwad, MD (Physiology) 1988 Karnataka University Dharwad, MHPE (Health
Professions Education), 2001 University of lllinois at Chicago, USA

Career summaryCl Goudar is DirecteResearch, KLE Academy of Higher Education and
Research, Belgaum (since 2020). Director, WHO Collaborating Centre for Research in Maternal
and Perinatal Health (IND 156) (Since 2019). Senior Foreign Investigator, Gletvabrk for

Women'’s and Children’s Health Research Site 8 (Since 2018), Research Coordinator, Global
Network for Women’s and Children’s Health Research Site 8 (2@018), Professor of

Physiology, J N Medical College, Belagavi (Since 2001).

International standing: Cl Goudar as the former Research Coordinator and current Senior Foreign
Investigator, has been responsible for implementation of all the research studies by the Belgaum site
of the NICHD Global Network for Women’s and Children’s Health Research (GN) since 2001. CI
Goudar also the Principal Investigator for a number of research protocols of the RHR and MNCAH
Divisions of WHO and currently head the WHO Collaborating Center for Research in Maternal and
Perinatal Health at J N Medical College adiisector.

Research supporttast 5 years 1). Pl for Indian sites on; Mudlitie Efficacy and Safety Trial of
Intrapartum Azithromycin in LMICs (2019 to 2022); Lewthweight Infant Feeding Exploration
(20182022); Limiting Adverse Birth Outcomes in Resourcenited Settings — The LABOR

Study (20182023); WHO ACTION (Antenatal CorticosTeroids for Improving Outcomes in

preterm Newborns) Trials (2012024); Aspirin Supplementation for Pregnancy Indicated Risk
Reduction in Nulliparous Women (202822)

Collaborations: Besides working with a number of international academic partners from the USA,
Canada, UK, Africa and South Asia, Cl Goudar has developed research collaborations with 25
academic research centiadifferent geographical regions of Indis DirectorResearch of

KAHER, Belagavi, Cl Dr Goudar is facilitating collaborative academic and research activities with
Thomas Jefferson University, Philadelphia to address major global public health challenges,
especially affecting mothers and children as well as mentoring junior investigators.

Community engagement: Evidence generated from studies Dr Goudar is involved has informed
public health policy as well as leading to programmatically scale up for improving the health status
of mothers and children gjbally. Notable being: the endorsement of oral misoprostol for prevention
of PPH by the Govt. of India and FIGGM, its registration in 26 countries for this indication, and
its inclusion in the WHO List of EM and the UN Life Saving Commodities for Woameh

Children; revised 2015 WHO guidelines for the use of ACS in preterm births; refinement of the
NRP and development of HBB newborn resuscitation training curriculum for birth attendants in
community settings by the AAP and its subsequent incorporatitireiGovernment of India
guidelines of Newborn Resuscitation.

Professional involvement: Member of; Scientific Committee for Maternal Health Research and
Emergencies Initiated by WHO & funded by BMGF; ICMR Expert Committee on Research
Priorities in Stillbirth of ICMR, DHR, Ministry of Health and Family Welfare, Govt. of India;
Technical Evaluation Committee for the Women and Child Health and Nutrition of DBT, Ministry
of Science & Technology, Govt. of India.

Contribution to field, including translation of research into healtibr Goudar has more than 200
peer reviewed publications and 702&tdns.

Example of the impact of previous research in the last 5 years: Cl Goudar’s research has made a
significant impact; for example, the inclusion of hstthle carbetocin in the WHO guidelines and
FIGO-ICM recommendation for the use of uterotonics for the prevention of PPH, its inclusion in
the 21st WHO model list of essential medicines and UNFPA product catalogue of quality assured
products related to reproductive health.
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CIE PROFESSOR WILLIAM POMAT PhD MSc Post Graduate Diploma in Science BSc

Career OverviewCl Pomat is a public health researcher with a background in immunology, and
expertise in neonatal pneumococcdéction and other respiratory pathogens. Cl Pomat is the

current Director of the PNG Institute of Medical Research, the country’s leading academic research
institute and an internationally recognised centre of excellence. CI Pomat’s major research lies in
the evaluation of new vaccines to prevent bacterial and viral infections and understanding protective
immunity to infectious diseases among children, especiallygaibbgen interactions at mucosal
surfaces. Since 2016, he has jointly led a wérkt-cluster randomised trial that is evaluating
point-of-care testing and treatment of sexually transmitted infections in pregnancy to improve birth
outcomes in highlourden, lowresource settings. This trial is-fanded by the NHMRC and a Joint
Global HealthTrials award from DFID/MRC/Wellcome Trust UK, and is the largest clinical trial

ever conducted in PNG. Cl Pomat has 72 peer review publications; 52 in the past five years.

Research Supportin the past five years Cl Pomat has secured >10 million USD in research
funding. He is CIB of a cdunded NHMRC (APP1084429) and Welcome Trust (NO06089) clinical
trial in PNG ($8.1 million; 20121); CIB of a World Health Organization funded study identifying
the impacts and responses to COMIDin primary health carin PNG ($219,406; 2022022);

CIB of an NHMRC GACD grant of HP\based testing and treatment for the elimination of cervical
cancer in Papua New Guinea ($1,590,166;22225). Cl| Pomat is also dovestigator and in-
country lead of a Gates Foundation aivaf pilot study to determine the feasibility, safety, and
possible impact of probiotics to prevent eatife infections, early pneumococcal colonization and
vaccine immunity in PNG infants (202%); and an NHMRC (APP1142715) project grant for
control of endemic tuberculosis (202921).

Research Translation and Impactn the last decade, Cl Pomat has led a series of clinical trials of
pneumococcal vaccines that changed immunisation policy in PNG. Prof Pomat’s specific skills in
relation to this application relate to hisdepth understanding and experience in the conduct of
clinical trials and interventions research in resoliroged settings; his extensive PNG field
research experience; his proven track record in the establishment and leadeotiupto
collaborative research partnerships in PNG; and his leadership in the successful translation of
research findings into public health policy and practice.

Community Engagement and Participatioi€l Pomat is Deputy Chair and Secretary of the
Institutional Review Board of the PNGIMR and committee member of the PNGIMR Biomedical
and Social Science Society.

Supervision and MentoringFour Honours students completed in the last 5 years with ongoing
mentoring of students on training programs throunghltstitute and from the University of Goroka.

Peer Review and Discipline Involvemer@l Pomat is Editor of the PNG Medical Journal and
Editorial Board member of Pneumonia Journal. He has been an invited speaker at UNSW (2018,
2021) and recently presewt at the Indd?acific Centre for Health Security on research activities
through partnership.
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CIF ASSOCIATE PROFESSOR MEGHAN A. BOHREN PhD, MSPH, BA (Psychology,
African Studies)

Employment history:Associate Professor (since 2022), Senior Research Fellow 22219;

Lecturer (2018019), University of Melbourne. Previouslyesearchewith WHO in Geneva
(20122017), Research Assistant, Johns Hopkins University (201@), Research Ethics Board
Coordinator, Population Services International (PSI) (220B9).

Career summaryCl Bohren is a leading social scientist and global health researcher specialising in
gender and maternal health. Cl Bohren’s research is at the intersection of epidemiology and social
sciences, using innovative approaches to understand complex healtittaceiatal contexts to

improve the quality of maternity care globally. CI Bohren has >100 research publications, including
in high impact journals (Lancet, Lancet Global Health, PLOS Medicine), and >7500 citations. Cl
Bohren won the UniMelb Faculty of Medicine, Dentistry and Health Sciences 2020 research
excellence award (early career).

Research supportAwarded >$34M in research funding from international and Australian

funders, including >$2.7 million as CIA. Cl Bohren has an Australian Research Gbunc

Discovery Early Career Award (202023) and Dame Kate Campbell fellowship (UniMelb MDHS
faculty). Cl Bohren is a Cl on 1 NHMRC Ideas grant, 2 Bill and Melinda Gates Foundation grants,
2 UK Medical Research Council grants, 1-Eldrizon 2020 grant, and$2.5 million of research
contract funding from national and international organizations.

Contribution to field of researchMistreatment of women during childbirth (43 publicatiori®)e
findings from this body of work have been applied globally, ledgoicant changes in maternity
service provision, and influenced policy and implementation guidance, including 4 WHO guidelines
and standards (2018 Intrapartum care guideline, 2016 Standards for improving quality of maternal
and newborn care, 2016 Globdh® of Action to strengthen health systems to address interpersonal
violence, World Health Assembly resolution ‘Strengthening peogidred health services), a

WHO position statement (2014), and used in the development of national maternal health indicators
(Guinea, 2020).

Community engagement and involvemefiixpert testimony at the United Nations Special
Rapporteur on Violence Against Women'’s technical consultation on mistreatment during childbirth
(2019, United Nations Office of the High Commissioner for Human Rights, Switzerland); Global
Respectful Maternity Care Council (20}, 3sreviously volunteer peer educator and HIV counsellor
(Whitman Walker Clinic, Stellenbosch HIV Programme).

Collaborations National and international collaborations includihg ¥WHOCollaborating Centre

for the Western Pacific Region, Burnet Institute (honorary), Cochrane Effective Practice and
Organisation of Care, GRADEERQual

Professional involvementWHO Guideline Methodology team (intrapartum care, preterm birth),
GRADE-CERQual Methods Group QBenvener (2018-and Steering Group Member (20)1,4-

Editor: Cochrane Effective Practice & Organisation of C&2615), Section Editor: Reproductive
Health(20192021), Conference corganiser (Fiocruz Brazil, Norwegian Institute of Public

Health) “Using qualitative evidence to support decisiweking in the SDG era” (2019), Human

Ethics Advisory Group/Advisor University of Melbourne (20119

Peer review Australian Research Council (2020=uropean Science Foundation (2Q19VHO
guidelines, clinical guidance, and technical documents (2017-

Supervision and mentoringSince 2018, Cl Bohren has supervised 2 PhD students and 14 Masters
research students to completion, and is currently supervising 9 PhD students.
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CIG: DR LISA M VALLELY PhD, MSc MCH

Career summaryAug 2020eurrent Senior Research Fellow; Aug 2Q1LB-2020, Research Fellow,
Kirby Institute, UNSW, Sydney. CI Vallely is an eartyid research fellow with the Global Health
Program, Kirby Institute. Sheecently celed aworld-first cluster randomised trial of antenatal
point-of-care testing and treatment for sexually transmitted infections to improve birth outcomes in
high-burden, lowresource settings (2018). She was CIC of a study identifying thepacts and
responses to Covid 19 in primary health care in PNG (2231She is CIC of an adolescent sexual
health study in PNG (20182). She is leading community and faciliigsed research to improve

birth outcomes in rural settings in PNG (2022-

Academic Qualifications: PhD, University of Queensland (2015); MSc MCH, University of
London, UK (2000); Registered Midwife, Dip midwifery, UK (1994); Registered General Nurse,
UK (1990).

Research Supporttn the past five years Cl Vallely has secured & million in research funding.

In 2018 she was awarded an NHMRC Early Career Fellowship (CIA; $319K). She is CIH of a co-
funded NHMRC (APP1084429) and Welcome Trust (NO06089) clinical trial in PNG (WANTAIM
trial $A9.1 million; 201622), a worldfirst cluster randomised trial among antenatal women and
their newborns; and CIC of an NHMRC project grant (APP1144424) on adolescent sexual,
reproductive and maternal health in PNG 782,234; 201&841); and CIC of a WH&unded study
identifying the impacts and respoege Covid 19 in primary health care in PNG 288,406;
20212022).

Example of the impact of previous research in the last 5 ye@kVallely's research impact in the
last 5 years has provided new knowledge to address a critical gap in determining ®fhéther
testing and treatment in pregnancy leads to a reduction in adverse birth outcomes in LMIC. CI
Vallely identified a high burden of STIs among pregnant women in PNG and demonstrated that
WHO-endorsed strategies based on clinical diagnosis do not werkvétk went on to show the
clinical performance, acceptability, and operational feasibility of pafitiare testing and treatment
for the management of STI among women attending routine antenatal clinics in LMIC that drove
the design and funding of theAMTAIM trial among 4600 women and newborns in PNG. CI
Vallely’s research on perinatal mortality in PNG has confirmed the high burden of avoidable
perinatal deaths in PNG. These findings have highlighted the importance of stillbirth as a regional
and globabpriority.

Collaborations:Honorary Senior Fellow, Burnet Institute (20@1ren); Honorary Senior

Research Fellow, PNGIMR (20X&te).

Community engagementCl Vallely provides mentorship and support to the PNG Midwifery
Society and provides technical guidance and support to governmemgowemment and
development partner agencies at national and provincial level in PNG, includiNgttbeal
Department bHealth, Susu Mamas, Care PNG, UPNG.

Supervision and MentoringCl Vallely supervises two PhD candidates at the Kirby Institute,
UNSW. She recently supervised to completion a Papua New Guinean doctor undertaking her
researckbased MMedSci at the Univegiof PNG. She provides mentorship and support to three
Papua New Guinean PhD students, all of whom are conducting their research as part of studies on
which she is a Cl

Peer Review and Discipline Involvemer@l Vallely regularly acts as peer reviewer for several
journals in the field of midwifery, infectious diseases and public health. These include Repro Health
J, Midwifery, PlosOne, ANZJOG, PNG Med J, BMJ Open, among others.
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CIH: PROFESSOR KIRSTEN BLACK MBBS, MMed, FRANZCOG, FFSRH, DLSHTM,
DDU, PhD

Career summaryCl Black is Professor of Sexual and Reproductive Health at the University of
Sydney, a Fellow of the Royal Australian and New Zealand College of Obstetricians' and
Gynaecologists' (RANZCOG) and a Fellow of the Faculty of Sexual and Reproductive Health
(FSRH) in the UK. She obtained a PhD from the London School of Hygiene and Tropical Medicine
and works clinically as a gynaecologist in the areas of contraception, abortion and preconception
care. At the University of Sydney CI Black leads the medical student teaching in Perinatal and
Women'’s Health at her clinical school and is an academic leader in the Masters of Sexual and
Reproductive Health Program. In 2018 CI Black received the Professor JA Young Medal, awarded
by the Faculty of Medicine for excellencergsearch coupled with exemplary service to Sydney
Medical School, the University and the community at large.

Contribution to field of researchCl Black undertakes epidemiological and clinical studies in
obstetrics and gynaecology and in the last fiveg/bas published 90 peer reviewed publications

and been named investigator on 9 successful grants totalling more than $8 million, including 4
NHMRC grants and a national Department of Health Grant.

Collaborations CI Black has established collaborations with CI Homer, Cl Vallely, and CI

Gordon. She is a member of the Sydney Health Partners Clinical Academic Group on Reproductive,
Maternal and Newborn Health along with CI Gordon.

Community engagement and participatiof| Black chairs Family Planning NSW'’s clinical

Advisory Committee and previously chaired theavy Menstrual Bleeding Clinical Care Standard
Topic Working Grougor the Australian Commission on Safety and Quality in Health&lre is a
member of NSW Health’s advisory group on abortion access. She regularly appears on national
radio and television; in 2022 on SBS News, ABC News, ABC Health Report and Radio National's
Background briefing.

Professional involvementCl Black is a member of RANZCOG Women'’s Health Committee, the
Global Health committee and chairs the special interest group in Sexual and Reproductive Health, a
role which has seen her lead RANZCOG's development of training pathways in abortion and
contraception. She is currently the deputy cbathe abortion guideline development group for
Australia and New Zealand.

International standing Cl Black was a member of the FSRH International Affairs Committee
between 2019 and 2021 and in 2021 was appointed to the Sexual and Reproductive Health
Committee of the Asia Oceania Federation of Obstetricians and Gynaecologists (AOFOG). ClI
Black is regularly invited to speak at international meetings; in the last three years has presented at
the RCOG World Congress in London, the Hong Kong Society afe®lts and Gynaecology and
conducted webinars for AOFOG. Her research has been cited in a World Health Organization
Action Plan, the National Clinical Care Standard for Heavy Menstrual Bleeding, the Faculty of
Sexual and Reproductive Health Guidelines and RANZCOG clinical statements.

Supervision and mentoringCl Black has had 9 PhD and 5AKiil completions. She currently

supports 6 PhD students, a pdsttoral midwife, as well as MD and Masters’ student projects. She
has been an academic career mentor through the Franklin Women’s Program.

Peer review involvemenClI Black has been a paneember for the MRFnternational Clinical

Trial Collaboration2021 and the 2022 EMCR Grant Opportunity Assessment Committee, the
Medical Research Council (United Kingdom), the National Institute for Health Research (UK) and
the Irish Medical Council. Cl Bck is a scientific editor on BMJ Sexual and Reproductive Health
and until recently a scientific editor of BJOG.
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Cll PROFESSOR ADRIENNE GORDON MBChB, MRCP (UK), FRACP, MPH (Hons), PhD

Career summaryCl Gordon is a Senior Neonatal Staff Specialist in the Royal Prince Alfred
Hospital (RPAH) centre for newborn care and a Clinical Professor with the Discipline of Obstetrics,
Gynaecology and Neonatology at the University of Sydney. CI Gordon is known nationally and
internationally as an academic clinician whose research career has focused on prevention of adverse
pregnancy outcome, and improving care, in particular stillbirth. Cl Gordon is a chief investigator on
the NHMRC Stillbirth CRE and leads a collahtive intervention enabled cohort called

BABY1000 at the University of Sydney’s Charles Perkins Centre, which is focused on the impact
of intergenerational obesity, and includes the recently MRFF fundeeBABEE trial. Cl Gordon

has been a plenary or ited speaker Nationally on > 60 occasions and invited speaker
internationally 4 times including the World Obesity Congress 2016. Cl Gordon is regularly asked to
present at relevant National Annual Congresses including the Perinatal Society of Australia and
New Zealand, RANZCOG, the Global Obstetric Update and the Sydney Innovation Symposium. ClI
Gordon represented both the Royal Australian College of Physicians and the Stillbirth CRE at
public hearings for the recent Australian Senate Enquiry into Stillbirth Research and Education. ClI
Gordon has received several awards in the last 5 years including: NSW Health Harry Collins Award
(2016), Sydney Local Health District Patients as Partners Award (2016), Sydney Local Health
District Innovation Symposium “the Pittf2016). ClI Gordon has 62 original and review peer
reviewed publications in the last 5 years (total pubs 90; 4528 citations).

Research SupportCl Gordon has been a Cl on grants totalling more than $13 million in the last 5
years and Al for grants of 23nillion. Cl Gordon is CIA for three currently recruiting RCTSs -
PREBABE Trial (20202025 — MRFF $1,920,566), the SLiPP Trial (2018 — 2021 — RedNose/Cure
Kids $182,917 and the Gloves On Trial (2019 — 2022 NSW Health TRGS $442,262).

Research Translation and Impac€Cl Gordon is a chief investigator on the “Safer Baby Bundle”
NHMRC partnership grant; aiming to reduce stillbirth rates by 20% in 5 years. ClI Gordon has also
been a key member of the development of significant maternity clinical practiceigesd@ler the

past 5 years, including the Perinatal Society of Australia and New Zealand (PSANZ) Care after
stillbirth or neonatal death guidelines (March 2018), Care of women with decreased fetal
movements (August 2019), and evidence based position stateon fetal growth restriction,

maternal sleep position and smoking cessation in pregnancy (2019). Cl Gordon is National
Coordinator for the IMPROVE program focused on implementation of the PSANZ perinatal death
guideline, which has been run internatibynand nationally and has recently been developed into

an eLearning program. Cl Gordon is CIA for a recently funded translational cluster randomised trial
to reduce late onset infection in preterm infants usingsterile gloves, which 8 health districts

have committed to introducing into practice if effective (Gloves On Trial NSW TRGS).

CI Gordon contributed to the Lancet Stillbirth Series in 2016 and led the Sydney Stillbirth Study
which contributed to an international collaborative IPD naetalysis pblished in 2019

synthesising the best available evidence on sleep position and stillbirth. This evidence has informed
2 public health campaigns in the UK and NZ, and sleep position is included as an element in the
Australian Safer Baby Bundlard part of this CRE). Cl Gordon leads the Public Awareness

work of the Stillbirth CRE and led the design, development of evaluation of the Movements Matter
Campaign run in Victoria in 2018.

Community Engagement and Participatiof©l Gordon has significant involvemewith Stillbirth
Foundation Australia, RedNose and Still Aware. CI Gordon also has collaborations with Miracle
Babies Foundation, Raising Children Network and Best Beginnings.

Supervision and MentoringCl Gordon is currently primary supervisor for firéD students and
associate supervisor for a further 2 PhD students. Cl Gordon has supervised 3 completed PhDs as
associate supervisor (2 awarded 2019, 1 awarded 2020) Cl Gordon is also primary supervisor for
two postdoctoral project officers, two reselarmidwives and a trial dietitian. Cl Gordon has

mentored many advanced trainees in Neonatal/Perinatal Medicine and also supported 2 MFM
advanced trainee projects.
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CIJ ASSISTANT PROFESSOR SUSANNAH LEISHER BA MA (Hons) MSc (Hons) (PhD
Epidemiology to be awded December 2022)

Career summaryCl Leisher is a stillbirth epidemiologist and global stillbirth advocate. She came to
epidemiology from a 2%ear prior career in global poverty alleviation, including 10 years living and
working in Vietnam and 5 years working in Africa, Central America and South Asia. Cl Leisher was
motivated in her career direction by the unexplained stillbirth at term of her first child. She is honorary
research fellow at the Stillbirth CRE, and ex officio chair of the International Stillbirth Alliance for
which she has served since 2012. CI Leisher-sheor of the Stillbirth Advocacy Working Group
(founded by WHO’s PMNCH) since 2016.

International standing:CI Leisher is a member of the WHO/UNICEF Every Newborn Action Plan
(ENAP) management team since 2019 andleair of the ENAP/EPMM Advocacy and

Accountability Working Group. She has represented parent voices in various other global platforms
eg presented at India’s ‘National Data Quality Forum Webinar Series on parents’ role in improving
stillbirth data’; moderated panel on parent voices for the global launch of AlignMNH, funded by

the Gates Foundation, JHPIEGO and USAID; invited to make a statement of support at global
launch of the new ENAP targets and milestones for 2025; member of the International Advisory
Board, Stillbirth Society of India (since 2021); invited panelist for WHO'’s Patient Safety Day 2021
global event together with the presideatsctof FIGO, IPA, etc on “the role of partners in

advancing the safety and respectful care agenda in maternal and newborn health”.

Research supportCl Leisher was PI, F31 Ruth L. Kirschsté\iational Research Service Award,
National Institute of Child Health and Human Development, U.S. National Institutes of Health, 2020-
2022 (US $83,280), for her doctoral research; signatory amdac@ger on behalf of International
Stillbirth Alliance for gants from WHO Geneva (Parent Voices Initiative including first global
registry for stillbirth support organizations; advocacy toolkits for parents and clinicians in India and
Kenya to support respectful stillbirth care and parent advocacy, US$38,873), SEBABRO
(incorporating parent voices into India stillbirth advocacy toolkit, US24,940), Gates Foundation (for
creation of global stillbirth advocacy and prevention guide, $99,900).

Collaborations:ClI Leisher collaborated with UNICEF to-¢mst the globaldunch of the UNGME

stillbirth estimates in 2020, including managing the placement of parent and midwife spokespersons
from Kenya, Nigeria and Indonesia, and aweated the Global Scorecard for Ending Preventable
Stillbirths which has most recently been updated by UNICEF, published in UNICEF's Every
Newborn Action Plan Progress Report 2020, and was integrated into Australia’s National Stillbirth
Action Plan. CI Leisher is a member of core management team for COCOON, a global survey of
pregnancy and birthhallenges during COVIEL9; an international initiative working on the
development of a new classification system for causes of stillbirth and newborn death for use in high-
resource settings, being piloted in Australia and the Netherlands; a group reESRECT global
principles for respectful bereavement care to ensure inclusion of voices from parents/clinicians in
LMIC; and groups adapting Global Scorecard.

Community engagement: CI Leisher designed, secured WHO funding for, anthrcaged the
Parent \bices Initiative which includes the firsirer global registry of stillbirth parent support
organizations (identifying over 600 organizations in 75 countries) as well as projects with partner
agencies in India and Kenya to develop advocacy toolkits to support clinicians and bereaved parents
for respectful care. Her work creating and leading the Parent Voices Initiative funded by WHO and
the Gatedunded Global Guide for Stillbirth Advocacy and Prevention, to be launched in May 2023,
contributes to raising global awareness of stillbirth and ensuring it is not left out of action for maternal
and newborn health. The Stillbirth Scorecard shereated highlights progress and gaps within
countries and regions as well as globally on stillbirth prevention and support.

Contribution to field, including translation of research into healtbAs a member of the Lancet’s
Stillbirth series study group, CI Leishanalysedhe extent of inclusion of stillbirth in global health
initiatives for the 2016 series “Ending Prevavie Stillbirths”. The series led to inclusion of the
global stillbirth rate as an indicator within the monitoring and evaluation framework for the SDGs.
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Fwd: Recognition of your Institute as Adverse Drug Reactions Monitoring Centre (AMC)
under PvPI.

From: IQAC Cordinator (igac@klepharm.edu)

To: preeti.salve@gmail.com; preetisalve@klepharm.edu; rohinikavalapure@yahoo.com;
rohinikavalapure@klepharm.edu

Date: Saturday, 8 July, 2023 at 01:40 pm IST

---------- Forwarded message ---------

From: Dept.Pharmacy Practice KLECOP, Belagavi <klebgmpharmacypractice2016@gmail.com>

Date: Sat, Jul 8, 2023 at 1:30 PM

Subject: Fwd: Recognition of your Institute as Adverse Drug Reactions Monitoring Centre (AMC) under PvPI.
To: IQAC Cordinator <igac@klepharm.edu>, <klecopnaac@gmail.com>

---------- Forwarded message ---------

From: Dr. Ramesh Bhandari <rameshbhandari@klepharm.edu>

Date: Wed, Jan 4, 2023 at 2:11 AM

Subject: Fwd: Recognition of your Institute as Adverse Drug Reactions Monitoring Centre (AMC) under PvPI.
To: <klebgmpharmacypractice2016@gmail.com>

---------- Forwarded message ---------

From: NCC PVPI <pvpi.ipc@gov.in>

Date: Mon, 23 Aug 2021, 11:31 am

Subject: Re: Recognition of your Institute as Adverse Drug Reactions Monitoring Centre (AMC) under PvPI.
To: <msganachari@gmail.com>

Cc: JAIPRAKASH JAIPRAKASH <jaiprakash.ipc@gov.in>, SHASHI BHUSHAN <bshashi.ipc@gov.in>,
<rameshbhandari@klepharm.edu>, <principal@klepharm.edu>

Sir/Madam,

Greeting from NCC-PvPI !!!

This is with reference to your letter of intent to participate in a nationwide programme to
monitor the safety of drugs. It is a matter of great pleasure to bring in your kind notice that the
Indian  Pharmacopoeia Commission (IPC), National Coordination Centre (NCC)
- Pharmacovigilance Programme of India (PvPIl), Ghaziabad has approved your institution as
an Adverse Drug Reactions Monitoring Centre under PvPI.

The detailed roles, responsibilities of Coordinator and Deputy Coordinator of AMC are
attached herewith.
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INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centr@harmacovigilance Programme of IndiavER)

Roles & Responsibilities of Coordinator and Deputy Coordinator
Of

Adverse Drug ReactioMonitoring Centres (AMCS)

With the aim to fulfil the oveall quality objectives ofPharmacovigilance Programme of
India (PvPI), the followingyuiddine hasbeen designed fall structures, process well as
the conduct of all tasks and respongiiei. If performance othe ADR Monitoring @ntre
(AMC) is found unatisfactory, he Competent Authoritgeserveshe right to derecognigee
AMC, and no further correspondence in this regard will be entertained.

The Coordinators and Deputy Coordinatasf the Adverse Drug Reaction Monitoring
Centres (AMCs) hae been asgined thefollowing Roles & Responsibilities in order to
ensure the smooth functioning of the AMCs.

Role of the AMC Coordinator :

1) Establishment and capacity building of AM@&nd assuring the logistics &

infrastructurafacilities for smooth functioning of # PvPI activities.
2) Ensureadherence to the defined core principles and quality polityed?vPI.

3) Ensure a systematic approach towards qualigznagement systerits implementation and

maintenance.

4) Meeting commitments and respondingthe requestsfrom competent authorities/NCC for

correct and complete information

5) Ensurethe timely and effective communicatianth NCC-PvPI.

6) Communicating information to healthcare professionals and patients about Drug
safety alerts and signals issued from NB@P| topromote patient safety.

7) Ensurethe adequate compliance management (if any) when asked frorPNEIC

8) Coordinationwith the auditors appointed BYCC-PvPICDSCO in order tensure
thesmooth functioning of AMC.

9) Good cooperation should be fostered betwBbarmacovigilance #sociate(PvA)
competent authorities, patits, healthcare professionalsd other relevant bodies in
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INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centr@harmacovigilance Programme of IndiavER)
accordance with the provisions for the conductPbérmacovigilance processas

AMC.

Responsibilitiesof the Coordinator:

1) Responsite for theoverall performance of Rarmacovigilance activitiesnd progress
of AMC.

2) To ensure the formation of Causality Assessment Committee (CAC) and timely
conductance of meetings as per SOP.

3) Ensure the availability of all thdocumentsat AMC as per SP.

4) Monitor and guide thé?harmacovigilance Associate (if appointed) to perform the
assigned duties of PvPI.

5) Maintainthe confidentiality of the Vigiflow login details andguretimely electronic
transmission of fdividual Case Safety @éports (ICSRs)to NCC-PvPI through
software

6) Ensurethequality of Pharmacovigilance datsubmitted to te NCC-PVPI.

7) Establish mechanisms enabling the traceability and fellpwof ADR reportsand
ensure thait is handled and stored in a wayyallow accurate reportingyterpretation
and verification of that informatiorwherever queried from NC@Competent

authorities

8) Ensurethe availability of the archiving arrangements fdhe electronic and/or
hardcopis of theADR reports (Source documents) at ANM@d he retention bthe

documents as pdéne Pharmacovigilance norms

9) Ensureavailability of thesummary/ descriptionof the training/ CME / awareness /
sensitization programmes on Pharmacovigilaricemnductedat AMC including the
records and certificates.

10)Ensure goodCoordination/communication between the appointed PvA and various

departments of the college/hospital.

Role of theDeputy Coordinator:
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INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centr&harmacovigilance Programme of IndiavER)
Assistingand coordinating with the Coordinator of the AMC RwPI activitiesand

smooth functioning of thé&MC.

Assig in ensuring the adherence to the defined core principles and quality policy of
PVPI.

Ensurethe timely and effective communicatiomith NCC-PvPI in absece of theAMC
Coordinator and viceersa

Handling of overall activities of AMC in case of Superartiardtransfer of the Coordinator
till further appointment of the Coordinator at the cendémed intimation to NCEPVPI
immediately.

Coordination with the AMC coordator for awareness among headire professionals and
patient for ADR reportingnd drug saty.

Assisting coordinator to prade the informatiorfor adequate compliance management

Foster @od cooperation betweenPharmacovigilance Associatecompetent
authorities, paénts, healthcare professionasd other relevant bodigg any) in
accordane with the provisions for the conduct Bharmacovigilance processes
AMC.

Responsibilitiesof the Deputy Coordinator:

1)

2)
3)

4)

Responsible for the conductance of thenacovigilance activitieand progressf
AMCs.

Verifying the availability of all thelocunentsat AMC as per SOP

Ensure the quality of Pharmacovigilance datancluding the correctness and
completeness submitted to the N@EPI.

Ensurethe traceability and followup of ADR reportsand providing thenformation

when queried from NCC/Competenttlaorities through the coordinator of AMC.
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