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ABSTRACT

Introduction: India’s National Mental Health
Programme (NMHP) was initiated in1982.1n
2016, the Indian Council of Medical Research
(ICMR) organized a Brainstorming Meeting
on Prioritization of Mental Health Research.
Recognizing the need for improving mental
healthcare by building a cadre of mental
health researchers based on focus areas of
the NMHP, the ICMR organized a research
training cum capacity building workshop

in collaboration with the Cross-Fertilized
Research Training Programme (funded by
Fogarty International Centre, NIH, USA) in
2016. The workshop successfully prepared
and reviewed 12 single and multicenter
research proposals in priority areas

of mental health research, which were
awarded by the ICMR to middle- and junior-
level research faculty and NGO.

Methods: A National Coordination Unit
(NCU) was set up to mentor investigators

and to coordinate, train, and monitor the
progress of their projects. Investigators
were paired with senior mentors and also
participated in four capacity building
workshops focusing on proposal-writing,
evaluation, and process tracking.

Results: Following discussions with [CMR
program officers, the NCU formulated
standard operating procedures for ethical
conduct, data collection, data sharing,
progress reporting procedures, and
manuscript preparation for all research
projects. Regularly scheduled long-distance
communications with investigators using
social media and group communications
were planned. NCU partnered with the
ICMR Database Management Unit to build
a shared online platform for real-time
data entry and storage, and organized
two project review meetings where it also
coordinated with US faculty to organize
public workshops on manuscript writing
and qualitative research.

Conclusions: The NCU will ensure timely
completion of research projects, data

entry and analysis, and reports and project
publications. It is feasible to evaluate
progress with the NMHP through coordinated
multisite research that also enables research
capacity building. Results from these projects
will help in formulating policies by the
Ministry of Health Government of India for
achieving objectives of the NMHP.

Keywords: Capacity building, mental health
research, coordination, multi centric data
collection, software

Key Messages: 1. National and international
agencies,working in collaboration, initiated
capacity building in research on national
mental health priorities, got 12 projects
funded.

2.The National Coordination Unit was set
up to coordinate, train, and monitor project
progress and formulated and implemented
standard operating procedures.
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4.The NCU will ensure regular mentoring,
organize research training workshops, guide
publications and regularly monitor and
evaluate progress removing roadblocks if any.

The 15% global disease burden is
explained by mental, neurologi-
cal, and substance use disorders in
India, which is more than that all devel-
oped countries together.' Only about 10%
of those with mental health disorderss
are considered to receive evidence-based
interventions®. People with mental disor-
ders get care at district hospitals (60%),
while 40% travel about 10 km to reach
these services. The burden of mental,
neurological, and substance use disorders
in India is estimated to increase by 23%
between 2013 and 2025.!

To deal with its unfulfilled mental
health demands, India’s National Mental
Health Programme (NMHP) was initi-
ated in 1982 and after this the District
Mental Health Programme (DMHP)
was launched in 1996.# The programme
focused more on the severely mentally
ill, while other issues such as suicide pre-
vention, dealing with workplace stress,
and teenaged mental health could not be
addressed. There was perceived focus on
medication management and also lack of
continuous and devoted supervising and
facilitating mechanisms.s Though the
DMHP proposed more extensive training
for health care workers, gains could not
be realized in this area. In their review,
Jain and Jadhav opined that community
mental health service in India is not cul-
turally planned and needs to be studied at
ground level.® In addition, implementa-
tion of the NMHP needed to be evaluated.

A workshop on “Prioritization of
Mental Health Research” was orga-
nized by the Indian Council of Medical
Research (ICMR) on May 12, 2016, to
identify NMHP focus areas for research.
The workshop attendees recommended
initiating a set of coordinated research
projects directed at evaluating the NMHP
and simultaneously building research
capacity within its scope. Following this
meeting, two of the authors (VLN and
SND) who attended the workshop and
were conducting an NIH-funded Fogarty
Institute Training Programme in India—
the “Cross-Fertilized Research Training
for New Investigators in Egypt and India”
(CFRT)Y— were invited by the ICMR
authorities to formulate ways to encour-
age young faculty to conduct mental

health research supported by regular
mentoring, specifically focusing on areas
relevant to the NMHP. Following dis-
cussions, the ICMR organized a five-day
capacity building workshop in Novem-
ber 2016 on implementation research,
in conjunction with CFRT faculty from
India and the USA.® Middle- and junior-
level faculty were invited to participate
through a nationally disseminated adver-
tisement. Each applicant provided their
biodata and a brief research proposal;
24 applicants were selected following
review. During the five-day workshop, all
successful applicants were mentored to
formulate research projects which were
then developed and submitted to ICMR
for funding. Participants submitted a
total of 12 projects (multicentric s5; single
7) with 21 grants (24 investigators) which
were subsequently funded after due dili-
gence.® While some sites had multiple PTs,
all multicentric projects worked together
with one name and a common protocol.

All research projects commenced in
2018. To coordinate between multi-
ple sites, to provide real-time technical
advice, and to monitor the progress of
research at all sites, a National Coor-
dinating Unit (NCU) was established,
headed by SND. The NCU serves as the
bridge between sites, investigators, data-
base management team, and the ICMR.
This paper describes the mechanisms
and goals of the NCU.

Materials and Methods

The 24 PIs were trained in concep-
tualizing a research question and
converting it into a research proposal at
the initial Grantathon.® PIs were trained
in research fundamentals and generat-
ing data on their research questions. In
addition, they also learnt the minutiae
of research administration—from how
to hire research assistants, undertake
research with technological support,
participate in conferences, and to be
productive. The research proposals were
submitted to and funded by ICMR. After
funding, PIs needed intensive support
related to program initiation, admin-
istrative issues, and other aspects of
research projects, which were carried out
by the NCU with active support of ICMR
headquarters (HQ ICMR). To fulfill the
aim of mentoring and coordinating PTs,
Data Management Unit (DMU), and
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HQ ICMR, the following methods were

adopted:

1. Research training and mentoring:
This was conducted initially during
the Grantathon at Delhi and contin-
ued through active review and specific
workshops during the project review
meetings at Delhi and Bengaluru.

2. Coordination, uniformity, and pro-
curing tools: All PIs were requested
to use validated and free-for-use tools
to the greatest extent possible, as an
online database for all projects was
envisaged. PIs were also encouraged
to use the same tool for similar evalu-
ations for comparability. NCU began
with collection of all evaluation tools
thus ensuring a level playing field.
But between the grantathon in 2016
and funding in 2018, several tools
were copyrighted and monetized.
The NCU undertook a major exer-
cise to obtain necessary permissions,
or help PIs procure the tools they
needed with authorization from the
DG ICMR. Some tools/new manuals
were expanded, tweaked, changed,
or modified and the NCU helped this
exercise.

3. Monitor progress and resolve road-
blocks: Through multimodal meth-
ods as listed below.

4. Ensure quality: Through online
meetings, online platform, personal
interactions, and field visits.

5. Compilation of the progress of these
projects.

6. Overall investigator support—solv-
ing the problems related to meth-
ods, methodology, tools, preparation
of report, budget, and communica-
tion outside the group for scientific
matters.

To achieve the above objectives, follow-

ing methods were adopted:

1. Consensus standard operating pro-
cedures (SOPs): SOPs are sets of
instructions that can be taken as a
mandate, covering those attributes
of operations that lend themselves to
a definite or standardized procedure
without losing efficiency.® SOPs were
developed for smooth functioning of
multiple projects.

2. Coordination with ICMR and DMU:
NCU acted as a bridge between the
funding agency, faculty and inves-
tigators to expedite research. Being
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mental health workers ourselves, we

could help the computer scientists at

the DMU build a suitable database.
3. Communication:

a. Building social groups: Group
communication was established,
using modern means of commu-
nication including digital mes-
saging platforms.

b. Teleconferencing review meetings:
In order to ensure adherence to
objectives of their own proposal,
maintaining time schedule of the
project and meeting research goals,
regular and as-needed telephonic
review meetings were created.

c. Face-to-face biannual review
meetings: The purpose of regu-
lar group project review meetings
was to obtain an update on the
status of activities, identify prob-
lems, and so on. It was planned to
hold review meetings of faculty,
ICMR, DMU, and all PIs bian-
nually to evaluate progress and
smoothen the path of all projects.

d. One-on-one on-site meetings: As
needed.

Results

The capacity building model was suc-
cessful in attracting young faculty
incubate their ideas. Projects were pro-
posed, written, reviewed, improved,® and
subsequently funded. The NCU acts as
a bridge between the premier medical
research agency of India—the ICMR—
and middle and junior level faculty,

TABLE1.

many of whom had never successfully
received a funded research project prior
to this project.

The first aim was to formalize terms
and conditions of work, not the least
because a new database and online data
entry was envisioned. During meetings
with the funding agency, database man-
agement experts, and the NCU, SOPs
were proposed, which would include all
aspects of research. The drafts were circu-
lated among stakeholders and final SOPs
were prepared. These were designed to
remain in force for the duration of the
projects, until all academic manuscripts
related to the data collected are published
and until all claims are settled between
ICMR,NCU, and PI sites. The SOP covers
all aspects of program operation and
provides guidance to all stakeholders
on how to handle particular situations.
The stakeholders of the Task Force
projects on capacity building projects,
ICMR-NMHP, are Division of Non-Com-
municable Diseases (NCD), HQ ICMR,
DMU ICMR, National Coordinating
Unit, CEIMH, ABVIMS-Dr. RML Hos-
pital (NCU), and Principal Investigators
of Research Projects funded by ICMR
under Capacity Building, ICMR-NMHP
(PI). Some important SOPs are tabulated
in Table 1. The SOPs were signed by all
investigators and NCU, and are retained
at the ICMR HQ (Appendix 1).

Coordinating 12 projects involving
21 sites and 24 PIs requires continuing
communication. Several channels were
established for smooth communication
between the four arms of the Task Force.

Essential Elements of Standard Operating Procedures (SOPs)

Distance communication was ensured by
establishing chat groups on social media
platform WhatsApp and an email group.
These groups helped members develop
cross linkages between themselves as well.
While the social media and email groups
disseminated suggestions and news, they
helped the PIs remain in contact with
NCU on day-to-day basis. Problems were
solved as quickly as possible. PIs contact
each other and help whenever needed.
Detailed instructions, deadlines, and doc-
uments are shared on emails.

In addition, monthly telephone review
meetings were started between the NCU
and PIs to review project progress. While
PIs from multicentric projects discussed
progress together, single site PIs either
joined in or communicated separately
in their own turn. We discussed issues
around recruitment, database, ethical
issues, any other problems, and ideas for
manuscripts. These target setting calls
increased recruitments, and many PIs
were able to start writing their manu-
scripts. This is a very successful ongoing
process that motivates the PIs. Some visits
by the NCU, ICMR HQ, and even faculty
were carried out at various sites to build
trust and inculcate bonding.

Biannual meetings were planned and
two were conducted. The two-day first
review meeting took place at Delhi in
March 2019. All PIs presented their proj-
ects’ progress and described challenges.
These were reviewed by the ICMR HQ,
NCU, and faculty of the CFRT. Breakout
groups of PIs and CFRT faculty collabora-
tively developed solutions. Most projects

Agency Responsibility

Asset

HQ ICMR Progress review

Funding

Equipment, data: property
of ICMR

National Coordi-

nating Unit Recommend to ICMR

Evaluation of Periodic progress of scientific achievements and utilization of funds

Oversee strict maintenance of scientific standards
Encourage and mentor publications

Know-how generated from
the projects at different

sites will be the joint prop-
erty of ICMR, NCU and sites

Data Management

Unit, HQ, ICMR with the NCU.

Create software, maintenance, storage and retrieval of research data of all sites in consultation

Prepare and implement data flow plan while maintaining strict confidentiality

Site/Principal
Investigators Data access permissions

Quality control of data

Data collection in field settings

Obtaining instruments for their own research projects
Maintaining strict ethical standards

HQ, headquarter; ICMR, Indian Council Medical Research; NCU, National Coordination Unit.
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were in the initiation, tool procurement,
and translation phases, and faced chal-
lenges regarding copyright and local
language translations. Solutions were
suggested by the faculty regarding data
collection, sampling issues and improve-
ments.

Before the second review meeting,
held at Bengaluru in September 2019,
all PIs were expected to recruit at least
one-third of their total sample. Since
the database was now operational,
PIs provided objective proof of their
achievements by entering recruitment
data in the database. Progress was
reviewed by the ICMR HQ and CFRT
faculty from University of Pittsburgh,
USA, Mansoura and Cairo Universities in
Egypt, and Indian faculty. The research
issues faced by the PIs were discussed
and consensus solutions were suggested.
Attendees recommended some changes
in ongoing projects for increasing their
scientific merit and implementation
practicality. Most sites had achieved
recruitment targets, which was very
satisfying. Some had translated instru-
ments, developed research SOPs and
developed implementation manuals.
Manuscript writing was encouraged.

During both meetings, faculty from the
University of Pittsburgh Graduate School
of Public Health organized public scien-
tific workshops to educate participants
on research methods. The first meeting
included a workshop on manuscript
writing, and the second included one on
qualitative research. These workshops
were widely attended and appreciated.

FIGURE 1.

The NCU also took the lead in facili-
tating budget preparation, developing,
and implementing codal formalities
for tools. After projects were approved,
NCU guided all PIs in making budget in
correct formatand facilitated administra-
tive procedures which were prerequisites
for funding. PI documents were pro-
cessed as a group, and thus disbursement
of funds happened simultaneously. NCU
is currently facilitating the second-year
review of projects and budget transfer.

A database was planned for real-time
data entry for all projects in collaboration
with DMU. NCU facilitated communica-
tion between database software experts
and the PIs. NCU collected all project
research tools and advised DMU on how
to incorporate them in the database. The
first database structure was presented
by DMU in the first review meeting
but was found to be unsuitable for the
scope and depth for such large amounts
of data. Hence DMU shifted the data-
base on DHIS2 platform. The database
was launched before the second review
meeting and populated by all PIs. Con-
tinual tweaking and improvement has
ensured acceptability of this online data-
base which will be a research resource in
perpetuity. Full care has been taken to
ensure data safety, confidentiality, and
protection of copyright.

NCU also facilitated obtaining tool
copyrights with support from ICMR,
NCD. ICMR NCD led efforts to com-
municate with copyright holders and
ensured compliance of all formalities

required by publishers or authors of the
instruments. Through the good offices
of the ICMR, permission for 14 tools was
received. Process is ongoing for others.
Some tools were only for sale; these tools
were purchased. Full care has been taken
to ensure the copyrights and sale agree-
ments are not breached by the database.
Figure 1 illustrates the design of the
project; and responsibilities of various
arms of this project.

The Projects: All funded projects
focus on various objectives of NMHP. A
very important aim of NMHP is suicide
prevention services. “A multicentric
randomized controlled trial to evaluate
the efficacy of telephone based psychoso-
cial interventions on future suicide risk
in suicide attempters” and one single PI
“Psychological intervention by videocon-
ference for vulnerable family members
of farmers who have committed suicide”
projects on suicide. Both are RCTs inves-
tigating the effect of counseling through
electronic media (telephone and video-
conferencing) on suicide attempters or
families affected by suicide. These proj-
ects can suggest economical methods
of reaching to the suicide attempters
and their families to prevent suicide or
reduce its aftermath.

Two proposals aim at empowering
general health staff on diagnosis and
intervention for depression in physi-
cal illness (“Managing depression in
diabetes: A multi-centre randomized
controlled efficacy trial comparing Flu-
oxetine and Mindfulness in primary

The Figurative Presentation of the Design of the Project and Responsibilities of Various Arms

Goals of Capacity
Building projects

—

To build research
capacity among
Junior/middie level
faculty members,
strengthen networking
between ICMR and
researchers

ICMR Responsibilities

Administration
Overall Supervision
Smooth transfer of funds

8S

Building Research
Capacity

Workshop: identifying
areas, Research
methods, Project
writing, Ethics Training

DMU Responsibilities

Crea

Data Management

Shar
data

>

10 21 sites (24P1s)

Expected Outcome

outputs, Nationally
shareable database

ting Software Scientilic inputs

ing and analysing Quality Control

Bridging between head
quarter, DMU and Pls.
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ICMR funded 12 projects

Generalizable resecarch

NCU Responsibilities

Administrative Oversight

Stakeholders

=

ICMR Head Office

Data Management Unit
(omu)

National Coordinating
Unit (NCU)

Principal Investigators
(Pis)

Pls Responsibilities

Data Collection
Ethical Oversight
Checking and Entering
data in database
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TABLE 2.
List of Projects

Name of Project

Principal Investigator

Name of Institution

Data Management Unit

Dr Harpreet Singh

ICMR HQ

National Coordination Unit

Dr Smita Deshpande

ABVIMS-Dr. RML Hospital, New Delhi

A multi-centric randomized controlled trial to assess the effec-
tiveness of screening and a brief nurse-delivered intervention
for depression in pregnancy

Dr Prerna Kukreti

Dept. of Psychiatry, Lady Hardinge Medical College, New
Delhi

Dr Ramdas Ransing

Dept. of Psychiatry, B.K. L. Walawalkar Rural Medical
College, Ratnagiri, Maharashtra

Dr Pracheth R

Dept. of Community Medicine,
Yenepoya Medical College, Mangalore, Karnataka

Dr Mahesh Mahadevaiah

Dept. of Psychiatry, Bharwad institute of Mental Health
and Neurosciences (DIMHANS) Dharwad, Karnataka

Alcohol use among adolescent tribals in three corners of India:
prevalence and pilot intervention studies

Dr Shyla Devi

Gudalur Adivasi Hospital, Association for Health Welfare
in the Nilgiris (ASHWINI), Nilgiris, Tamil Nadu

Dr Ryntihlin Jennifer War

Martin Luther Christian Univ., Shillong, Meghalaya

Dr Vaibhav Gharat
Dr Sunil Nayak

Dept. of Community Medicine, Gujarat Medical Education
& Research Society (GMERS) Medical College, Valsad

A multi-centric randomized controlled trial to evaluate the effi-
cacy of telephone based psychosocial interventions on future
suicide risk in suicide attempters

Dr Priya Sreedaran

Dept. of Psychiatry, St John's Hospital, Bengaluru

Dr R.P.Beniwal

Dept. of Psychiatry, ABVIMS, Dr. RML Hospital,
New Delhi

Managing depression in diabetes: A multi-centre randomized
controlled effectiveness comparison trial of fluoxetine and
mindfulness in primary care setting.

Dr Mina Chandra

Dept. of Psychiatry, ABVIMS-Dr. RML Hospital,

Dr Rushi New Delhi
Dr Dhanya Dept. of Psychiatry, St John’s Medical College & Hospital,
Raveendranathan Bengaluru

Dr Johnson Pradeep

Dr Suravi Patra

Dept. of Psychiatry, All India Institute of Medical
Sciences (AIIMS) Bhubaneswar

Implementation and Evaluation of the NIMHANS-ECHO Blended
Training Program for the DMHP Workforce in a Rural South-
Indian District of Karnataka State

Dr C. Naveen Kumar

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

Effectiveness of addition of Virtual NIMHANS ECHO tele-mento-
ring model for Skilled Capacity building in providing Quality care
in Alcohol Use Disorders (AUDs) by existing staffs of the DMHP
Districts of Karnataka

Dr Prabhat Kumar Chand

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

Community Based Intervention on Mental Health in Kashmir

Dr Aadil Bashir

Dept. of Social Work, University of Kashmir

Effectiveness of community-based rehabilitation delivered by
ASHASs for persons with severe mental illness in a rural com-
munity in Karnataka: A randomized controlled comparison with
specialist-delivered care

Dr Sivakumar T

Psychiatric Rehabilitation Services, Dept. of Psychiatry,
National Institute of Mental Health and Neurosciences,
Hosur Road, Bengaluru

Development and validation of the screening version of Indian
Scale for Assessment of Autism

Dr Satabdi Chakraborty

Dept. of Psychiatric Social Work, ABVIMS, Dr. RML
Hospital,

Psychological intervention by videoconference for vulnerable
family members of farmers who have committed suicide

Dr Raghavendra B.
Nayak

Dept. of Psychiatry, Bharwad institute of Mental Health
and Neurosciences (DIMHANS) Dharwad, Karnataka

Outcome of services at the community extension clinics for pa-
tients with common mental disorders (CMDs): A client centered
approach

Dr Varun S Mehta

Central Institute of Psychiatry Kanke, Ranchi, Jharkhand

Development of a community level module for physical illness-
es in patients with psychiatric illness

Dr G.Ramanujam

Tirunelveli Medical College, Tirunelveli, Tamil Nadu

Evaluation of District Mental Health Programme (DMHP) psychi-
atric services to the severely mentally ill in their old age

Dr Jayakrishnan

Dept. of Community Medicine, Government Medical
College, Manjeri, Kerala

ABVIMS, Atal Bihari Vajpayee Institute of Medical Sciences; ICMR, Indian Council for Medical Research; RML, Ram Manohar Lohia

care setting”) or during pregnancy (“A
Multi-Centric Randomized Controlled
Trial to Assess the Effectiveness of
Screening and a Brief Nurse-Delivered
Intervention for Depression in Preg-
nancy”). The first aims to develop a
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sustainable model for the management
of depression in patients with diabe-
tes at the primary health care level,
and second is to train nurses to screen
the pregnant women for depression
and give brief intervention. This is in

consonant with NMHP goals of train-
ing general physicians in mental health
issues. The project “Development of a
community level module for physical
illnesses in patients with psychiatric
illness” has been planned to identify

95
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comorbid physical illness in persons with
psychiatric illness applying survey design,
and develop an interventions program for
both physical and mental health through
a task-shifting and stepped-care model
using telemedicine technology within the
public health system. Similarly, another
proposed study “Effectiveness of com-
munity-based rehabilitation delivered by
ASHAs for severe mental illness in rural
community in Karnataka: A randomized
controlled comparison workers with spe-
cialist-delivered care” is implementing
training to ASHA workers in rehabilita-
tion of severely mentally ill applying a
randomized controlled design.

The project “Evaluation of District
Mental Health Programme (DMHP) psy-
chiatric services to the severely mentally
ill in their old age” is in congruence with
the goal of the capacity building proj-
ects evaluating the DMHP by studying
their reach to senior citizens with mental
illness and to identify barriers. In another
survey study “Community Based Inter-
vention on Mental Health in Kashmir” in
tension ridden Kashmir aims at screening
the population in that area for anxiety
and depression and to establish a commu-
nity counseling center in Budgam District
of Kashmir where 26% of prevalence of
mental disorders is reported.*

A multicentric project “Effectiveness
of addition of Virtual NIMHANS ECHO
tele-mentoring model for Skilled Capac-
ity building in providing Quality care
in Alcohol Use Disorders (AUDs) by
existing staffs of the DMHP Districts of
Karnataka” based in Bengaluru proposes
to apply an easily available (and afford-
able) technology NIMHANS ECHO
model to the DMHP. The other collab-
orator is applying the same technology
to overcome the barriers (continuous
hand-holding and regular monitoring
of the program implementation) in effec-
tive mental health care delivery in a
rural health setting. If found successful,
this has the potential to be extended
throughout the country.

An evaluation study “Outcome of ser-
vices at the community extension clinics
for patients with Common Mental Disor-
ders (CMDs): A client centred approach”
aims to study the outcome of the services
provided at the outreach clinic which in
turn could help in improving the stan-
dards of care across the state.

The tribal population needs atten-
tion for mental health issues in India; a

10S

multicentric project “Alcohol use among
adolescent tribals in three corners of
India: prevalence and pilot interven-
tion studies” is studying prevalence of
alcohol use among tribal adolescent
population and intervening with life
skill teaching.

A study “Development and Valida-
tion of the Screening Version of Indian
Scale for Assessment of Autism” aims
to develop a screening version of Indian
Scale for Assessment of Autism (ISAA) so
that it can be used more extensively even
in primary health care centers, so that
not a single child with this disorder is
missed out. All projects and their PIs are
listed in Table 2.

Discussion

Enhancing health research capacity will
facilitate countries like India to identify
interventions that are efficient in their
cultural and geographic surroundings,
to implement and reproduce results, and
ultimately to enhance the implementa-
tion of National Mental Health Policy
(Ministry of Health and Family Welfare,
2014). Our “grantathon” model® enabled
the establishment of a funded consor-
tium of Indian mental health researchers
in a comparatively short period of time,
as medium or early level researchers
were trained to design and start running
research projects. The researchers were
empowered to design clinical and trans-
lational research questions and receive
funding. They are successfully con-
tinuing their research projects. In fact,
considering the success of this model,
the pan-Indian association—Indian
Association of Private Psychiatrists
(TAPP) organized a similar meeting with
CFRT faculty which resulted in two other
research projects that received funding
from IAPP and CFRT.

SOPs act as a resource to inform roles
and responsibilities. They help in man-
agement, ensure compliance of study
design, and spell out collaboration rules.
SOPs can act as source document to
provide a level of formal accountability
for all stakeholders." They aid a coordi-
nated approach. Our SOPs were detailed
and incorporated all aspects of research
yet were simple, easy to understand,
and focused. We took good care that
every stakeholder could understand and
follow procedures. Till the present, we
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have not encountered any difficulty in
implementing SOPs.

The review meetings helped to evaluate
progress and assess targets by focusing on
the research. Innovative ideas developed
as various researchers and faculty from
different disciplines met, and solutions to
problems were found with contributions
from different stakeholders. Suggestions
from principal investigators of other
research projects were also very useful
and ideas germinated through these
dialogues. The qualitative research work-
shop, part of second review meeting,
stimulated new ideas and many investi-
gators included some qualitative aspects
in the study. Biannual meetings thus ger-
minated new ideas for further research.
More subtly, review meetings encour-
aged bonding as a research group. Some
investigators are now taking their collab-
orative ideas forward separate from the
bigger Task Force.

ICMR will receive these research
results as important outcomes which
can be implemented in the country. They
may help in formulating policies by the
Ministry of Health Government of India.
Group research proposals increased the
visibility of the funding agency, aiding
them in developing their mission state-
ments and strategic planning.? Research
organizations haveacentralrolein ensur-
ing exchange of ideas and networking.
This requires the allocation of resources
for these activities for organizations to
support joint activities. The outcomes
of this capacity building program can
be measured by the number of papers
published. The i-MANN database, which
is under development, is another major
achievement. Projects are developing
a number of deliverables in the form
of manuals, training programs and the
like which will be published. An intan-
gible but the most important outcome
will be building up research infra-
structure for mental health research in
the country.

Mentoring is very important for the
advancement of a successful research
career, and it needs to be aimed at devel-
oping collaborative research.* Mentoring
produces benefits in research capacity,
career fulfillment, and career success for
both mentor and mentee* Capacity
building is a process for development of
competence and capability to carry out
and publicize high-quality research in
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organizations and systems.’s** Capacity
building training for implementation
science requires both mentoring and
partnership. Evaluation of research
capacity building programs put forward
challenges, including defining “research
capacity building” and assessing it.
Propagation and implementation of
research outcomes into system are man-
datory to close the gap between an
effective treatment and new research con-
clusions being implemented in routine
management.?”

Some ongoing challenges, however,
continue. The project proposals were
completed and reviewed within four
months of the capacity building work-
shop in 2016 but could be started only in
September—October 2018. Some institu-
tions were beginners in research funding.
This resulted in avoidable delays in
project initiation. As in other groups, pro-
ductivity varies widely and may require
further handholding and evaluation. On
the whole, however, this experiment has
been successful so far in improving the
research climate at several sites.

A new venture is bound to encounter
challenges. The present capacity build-
ing model with close mentoring and
monitoring has successfully overcome
several challenges, including recruit-
ment across diverse populations, keeping
to timelines, developing and implement-
ing the database, gradual monetization
of free tools, and unforeseen ones such
as the pandemic. PIs will continue to
publish their research addressing thrust
areas of the NMHP, evaluate imple-
mentation models across the country,
and bring results to the attention of
policy makers. Coordination across new
researchers in multicentric projects has
been a novel experience on how strang-
ers can work together yet retain their
uniqueness.

Conclusion

The “grantathon” model initiated in 2016
successfully took off. Over a period of
time, the 24 PIs built new research infra-
structure and learnt to tackle problems as
they arose. As their projects demanded,
PIs worked together to develop training
programs for implementation of mental
health targets, prepared manuals and
published papers in international peer
reviewed journals. The journey was

rudely interrupted by the pandemic. It
faltered but arose and continues in spite
of the virus. The ICMR should seriously
examine this model for wider use, as also
help disseminate the results of these
projects across the country.
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Appendix 1: Standard
Operating Protocol
Formulated for the
Capacity Building Projects

Capacity Building Projects, ICMR-NMHP
Standard Operating
Procedures (SOPs)

The capacity building projects, ICMR-

NMHP have following stakeholders:

1. Division of Non-Communicable Dis-
eases (Headquarter), ICMR (HQ-IC-
MR)

2. Data Management
(DMU)

3. National Coordinating Unit, CEIMH,
PGIMER-Dr. RML Hospital (NCU)

Unit, ICMR

4. Principal Investigators of Research
Projects funded by ICMR under ca-
pacity building, ICMR-NMHP (PI)

Mentors who taught and guided the PIs

are special invitees.

The basic responsibility of all four
arms of the capacity building projects,
ICMR-NMHP is to facilitate smooth
running of the research projects sanc-
tioned for achieving their goals in the
larger interest of the Indian public.

Data Management Unit (DMU) under
Dr. Harpreet Singh will be primarily
responsible for data management, devel-
oping and managing software, storing,
retrieving, sharing, and analyzing data
whenever required. DMU will be in
charge of all data of all projects.

The main responsibility of NCD-III
headquarter under the leadership of Dr.
Ravinder Singh is administration and
overall supervision of the projects and
units. He will facilitate administrative
help from funding agency and smooth
transfer of funds.

National Coordinating Unit (NCU)
under Prof. Smita N Deshpande will
facilitate the projects in terms of scien-
tific inputs, administrative oversight
(meeting deadlines, meeting scientific
targets, quality control), and bridging
between headquarter, DMU, and PIs.

To fulfill the above-
mentioned responsibilities,
the following SOPs are
proposed:

This SOP will remain in force for the
duration of the projects, till papers
related to the data collected are pub-
lished and until all claims are settled
between ICMR, NCU, and PI sites. Dis-
putes will be primarily resolved through
consensus. Further, rules and regula-
tions of Government of India will be
paramount.

HQ-ICMR

The progress of implementation of the

project and proper utilization of grant

shall be reviewed by the NCU and by

ICMR.

e Funds will be disbursed every six
months after scrutiny of reports with
regard to achieving goals of research.

e All PIs need to prepare their
six-monthly report in time and send
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to NCU. Progress will be evaluated
by NCU and recommendation for re-
lease of funds will be made to HQ-IC-
MR without which funds will not be
released. NCU will check whether the
goals mentioned in the project are
achieved in a timely manner.

NCU will provide guidance for pre-
paring periodic progress report of sci-
entific achievements and utilization
of funds which shall be evaluated
and approved by HQ-ICMR.

Upon evaluation of progress report/s,
NCU can recommend continuance
or termination to the ICMR. In the
event, ICMR terminates the grant, PI
shall hand over all documents includ-
ing technical details, data collected,
and equipment purchased related to
the project to ICMR.

All the assets including the equip-
ment will be the property of ICMR
and shall not be utilized for purposes
other than those for which the grant
has been sanctioned. The rights of
the site under this MoU shall not
be transferred to any other party
without prior approval in writing of
ICMR.

The know-how generated from the
projects at different sites will be the
joint property of ICMR, NCU, and
sites. It shall be the responsibility of
PI to take necessary action for protec-
tion of the intellectual property aris-
ing out of the project through proper
instruments, such as, patents, copy
rights, etc.

DMU, ICMR

125

DMU will deal with creating soft-
ware, maintenance, storage, and re-
trieval of research data of all sites in
consultation with the NCU as per fol-
lowing guidelines:

Pre-data collection issues like Creat-
ing Software at DMU with Unique ID
for Center/PI, taxonomy, Keywords,
etc.

o A system for generating the
participant ID will be es-
tablished for each site and
participant population, by
NCU-DMU. Each participant
will have an independent ID.

o All PIs must clarify the in-
structions and rules for each
question of all their respective

questionnaires/scales/instru-
ments to the NCU and DMU.

o The questionnaires and forms
will be designed in the mod-
ular system. Questionnaires/
forms with specific instruc-
tions and rules have to be clar-
ified by the PI responsible for
that questionnaire/form.

o All scales will be modular at
the database at DMU acces-
sible to all PIs according to
requirement of the study, e.g.
MINI is being used by many
sites as diagnostic tool but
may be used in different lan-
guages. This will be available
to all PIs. PIs using scales/
instruments in local lan-
guages may please send
soft copy to NCU.

o Some modules will require
follow-up data. The system
will show those visits or fol-
low-ups as active to enter data
per visit.

o Complex analytics need to ap-
ply and the program will be
made accordingly by DMU.
DMU will also undertake sta-
tistical analysis as needed.

o A taxonomy will be built
by DMU.

o A cell phone-based version of
ISAA will be made freely ac-
cessible online.

Data flow plan

o The data collected across all
sites will be entered online
immediately in real time. All
data will be entered with-
out personal identifiers and
shared with NCU and DMU.

o Participants’ personal details
will be maintained at their
respective sites. Maintain-
ing confidentiality of partici-
pants’ personal data (NOT to
be provided to any unautho-
rized person even under RTI
Act) and due ethical standards
will be the responsibility of
the PIs.

o All online modules/boxes (for
scales or instruments) will be
kept independently.

o They will be linked to the
IDs according to participant
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ID, their site, study, and fol-
low-ups if any. These will be
accessible only to the PI and
research staff responsible for
that particular data.

Data collection in field settings

o Data collection and correct
coding will be the sole respon-
sibility of the site and the re-
spective PI.

Checking of the data by PIs
and quality issues

o Quality assurance will be en-
sured by PI.

o Data will be checked and val-
idated by the respective PIs at
least weekly.

o The PI is also responsible for
on the spot checking of site
specific data.

Data accessibility permissions

o PIs will be provided access to
all the modules, after informa-
tion to the NCU.

o The modules will not be
site-specific.

o Customization will be al-
lowed in order to ensure stan-
dardization.

o In case a PI needs to access
data from other sites, please
contact NCU, and obtain per-
mission from PI of the other
site.

Questionnaires (purchase/ad-
aptation/language)

o Obtaining any permissions re-
quired for copyrighted scales
is the responsibility of the PI.
Please provide permission let-
ter to NCU.

o Translation and back trans-
lation of the scales if needed
will be taken care of by the
respective PI keeping the font
size and format across all lan-
guages the same.

o Ethical Issues. The rights of
research participants must be
protected and the confiden-
tiality of their data must be
maintained.

e PIs must ensure that they have
data sharing approval from
their respective authorities.
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e DPIs must ensure that any
individual identifiers or fea-
tures in their data have been
removed prior to sharing the
data.

e Maintaining confidentiality
of participants’ personal iden-
tifiers will be the responsibili-
ty of the PIL.

e Research participants diag-
nosed under the study will be
treated at participating center
or if necessary, referred to a
higher center. The soft copies
of the data, hard copies if any,
as well as consent forms, will
be stored at the respective site
for the duration of the project,
and preserved for the number
of years as required by ICMR
Ethical Guidelines, 2017.

e The database containing
pooled capacity building
data will be available to all
researchers upon request. PIs
can run their own analyses on
the database, but they must
ensure prior contact other
with PIs, NCU, and DMU
with information regarding
the planned analyses, in or-
der to avoid conflict and to
ensure that similar analyses
are not duplicated by different
groups.

o A list of contact information
(email address etc.) of all re-
searcher users will be made
available in a final document
to facilitate communication
once signed consent has been
received.

o Site-specific follow-up issues
Review calls with NCU will take
place once in 3 months through
videoconferencing of all sites.

NCU, PGIMER-Dr. RMLH

Each site will interact with the NCU
for review of progress of their project
(through conference calls or physical
meetings) every 3 months. Technical
support for this purpose will be pro-
vided by DMU. Scientific achieve-
ments, data entry, data management,
paper writing, and administrative is-
sues will be discussed on these calls.
All PIs, as per roster, need to present

their issues during these calls and
discuss their progress.

NCU will visit the center from time
to time for inspection, scientific dis-
cussion, and overseeing data at the
site. These meetings are required to
maintain scientific rigor of the proj-
ects. NCU may organize group re-
view meetings also.

Scientific standards: In case of mul-
ticentric projects, all PIs will have
to establish reliability of scales and
questionnaires used by their projects
though videoconference calls or any
other means. PIs will be responsible
for reliability of scale administra-
tion and will supervise staff (raters)
recruited for the project in order to
ensure reliability.

Publications: PIs need to discuss
ideas for papers arising from these
projects in the three-monthly re-
views. Authors who have actually
contributed to the paper actively
will be included as authors. It will
be the responsibility of PIs to ensure
that support of ICMR/NCU/DMU is
suitably acknowledged in the pub-
lications (papers, reports, etc.) aris-
ing out of the project or in case of
contribution, authorship provided.
For publications, they can use data
of their own site with support from
DMU and NCU so that there are no
errors in retrieving data. If they want
to use data from other sites, NCU and
the other site/s need to concur and
due authorship/acknowledgement
be provided according to the effort
made. In case of disagreements, mat-
ters will be resolved through discus-
sion and consensus. Decision of NCU
will be final.

Combined data collected in these
projects can be utilized by NCU in
concurrence with HQ for publica-
tions after completion of the projects
and due authorship/acknowledge-
ment will be given to participating
sites and contributing project per-
sonnel.

All PIs and Co-PIs who have provid-
ed data, and contributed to the paper
writing constructively, will be offered
co-authorship on papers. Research-
ers are free to decline co-authorship.
Co-authorship is still subject to usual
authorship guidelines, and the order
of the authorships of the papers can

be determined by the primary author
of the paper.

Respective Pls from each
site

Quality control: Data collected on
their respective sites will be checked
for errors by PI weekly so that correc-
tions can be made in a timely fashion.
It will be checked at DMU also for
outliers and inconsistencies which
will be built into the software with
the help of NCU.

PIs’ institutes will make it possible
to provide facilities as required in the
project document so the projects can
run smoothly.

PIs will be responsible for accom-
plishing objectives identified and
activities listed in the project. They
will follow the letter and spirit of the
project proposal.

PIs will prepare and submit all peri-
odical reports to NCU and HQ and
other documents that would be re-
quired by ICMR.

PIs will maintain an account for the
grants received from ICMR for the
project and submit an annual audit-
ed statement of expenditure incurred
under the project.

PIs and NCU will ensure effective uti-
lization of the grant given by ICMR
for the purpose for which it was
granted and to ensure timely prog-
ress of project work.

In case of clinical trials, any adverse
event/s related or unrelated to inves-
tigational drug or intervention, PI
is responsible for notifying to NCU,
ICMR, and Institutional Ethics Com-
mittee.

In case of any injury occurring to par-
ticipant as a result of her/his partici-
pation of the study, PI will provide
medical treatment at her/his institu-
tion free of cost.

Signed
HQ DMU NCU PI
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