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PREPARING CONCEPT PAPER FOR RESEARCH PROJECT & IMRAD -

Research aims to establish facts or principles through systematic and careful investigations in a
particular area. The first step in research in a specific area is formulating research (s). The
generation of research questions requires a higher cognitive level, which is beyond the level of
problem-solving needed for health professionals' day-to-day performance. Hypothesis generation
is one of the areas that belongs to the higher cognitive level. Medical teachers who train their
students up to the level of problem-solving cannot justify their role unless and until they themselves
inculcate the practice of hypothesis generation. Therefore, since the period of MCI, the publication
of research work in peer-reviewed journals has been considered as evidence for the practice of
hypothesis generation by medical teachers and has been included as eligibility for promotion to
higher academic rank. Moreover, those who have received or are undergoing training in ACME
either submitted or are working on their research project(s) in education, science, and technology.
The seven steps of a successful research protocol are as follows:
a) Identification of research topic, formulation of research question, framing objective
b) Writing one one-step concept paper
c) Prepare dummy table
d) Write draft protocol
e) Prepare instruments and annexures, including an information sheet and consent form
f) Submit for peer review to the scientific advisory committee
g) Then, submit to the ethics committee to review the research project for ethical approval.
As time is precious for the researcher and the funding agency reviewer to assess the project's benefit
to the population studied and its innovativeness, the proposer must be focused on writing the
project. This shortened form saves time for both the researchers and reviewers.
Next, what should be the content of the one-page concept paper?
1) Background and justification
Importance of the study problem: what is known and unknown about the problem, which can be
elicited from the literature and information that is needed to address the problem
2) Objective
2-3 objectives where primary and secondary objectives must be specified
3) Method
Study design, study population, operational definition, sampling procedure, sample size, data
collection and analysis plan
4) Expected benefits
The future course of action after obtaining the result of the research project in terms of changing

policies, research agenda, etc.
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5) Budget

Neither a detailed budget nor a detailed justification of the budget is needed.

It may include the personnel's salary in the research project, per diem for the participant or human
volunteers, instrument cost and maintenance, and other miscellaneous expenditures deemed fit to
carry out the research.

For better understanding, one may go through the Extramural Grant Section of the ICMR website
(www.icmr.nic.in), click on Guidelines and look at the format for submission of the research
proposal (Annexure I)

An Area of Confusion

What is the IMRAD format, and how is it related to concept paper development?

Scientific articles in health science in the seventeenth century were in letter form (now letters to
the editor format) and purely in descriptive form, which has been transformed into a highly
structured format known as Introduction, Method, Result, and Discussion (IMRAD).

A study on leading journals in internal medicine, such as BMJ, JAMA, The Lancet, and NEJM,
established that before 1935, no IMRAD article was to be found. NEJM fully adopted the IMRAD
format in 1975, followed by BMJ in 1980 and JAMA and Lancet in 1985.

After World War II, international conferences on scientific publishing recommended this format,
culminating in publishing the guidelines set by the International Committee of Medical Journal
Editors, formerly known as the Vancouver Group, in 1970. The credit for the wide use of the
IMRAD format goes to journal editors who insisted that papers be clearly formatted to benefit
readers and facilitate peer review.

Therefore, the research study's results need to be written in IMRAD format for publication in health

science journals.

\NTRODUCTION / WHY?

(LIT REVIEW)
METHOD —»  HOW?
RESULTS WHAT?
/ DISCUSSION ., SOWHAT?
CONCLUSION
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FORMAT OF RESEARCH PLAN

1.  Title of the proposed research project: should be concise and yet sufficiently
descriptive and informative. Title may include study design such as randomized
controlled trial; an observational study; a case-control study etc.

2. Summary (up to 250 words): A structured summary should contain the following
subheadings: Background, Novelty, Objectives, Methods, and Expected outcome.

3.  Keywords: Six keywords separated by comma which best describe your project may be
provided.

4. Abbreviations: Only standard abbreviations should be used in the text. List of
abbreviations maximum of ten may be given as a list.

5. Background (up to 500 words): State the background information to adequately present
the problem, mention how the research question addresses the critical barrier(s) in
scientific knowledge, technical capability, and/or programmatic/clinical/lab practice and
its relevance to local, national and international context.

6.  Literature review (up to 1000 words): Review to be written cohesively to build
justification for the research question to be addressed with reference of key publications
i the field. Reference up to 30 in Vancouver style may be provided at the end of
literature review.(References will not be included in the word count)

7.  Novelty/Innovation (up to 250 words): Describe how the proposal challenges and seeks
to shift the current research/knowledge/clinical practice paradigms etc. by utilizing novel
theoretical concepts, approaches or methodologies, instrumentation, or interventions etc.
Mention if there is a refinement, improvement, or new application of theoretical concepts,
approaches or methodologies, instrumentation, or interventions in the proposed study.

8.  Study Objectives: Define the objectives clearly and in measurable terms; mention as
primary and secondary objectives if necessary. Do not write too many objectives.

9.  Methodology (up to 2000 words): Include the following subheads

i. Study Design: Proposed study design should be appropriate to fulfill all the objectives;
details of study design whether descriptive, analytical, experimental, operational, a
combination of these or any other; and adequate description of study population should
be provided. Explain the rationale of selection of the research participants and controls
(human or laboratory animals), whether chosen randomly, consecutively etc. with
inclusion and exclusion criteria, rules for discontinuation, definitions of cases, controls
and lost to follow up etc.; in case of Intervention studies a detailed description of
Intervention (drug/device/behavioral intervention) should be given. The use of
quantitative and qualitative methods may be specified if any.

ii. Sample Size: Details of sample size and/or power calculation should be described with
references where needed. [Please note: the sample size calculation should provide
adequate power to the study to satisfactorily answer all the primary objectives, data
from pilot studies can also be used for sample size calculation]. Operational definitions
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10.
11.
12.
13.

14.

15.

for key variables should be presented. A flow chart indicating study design with
number of participants should be given where applicable.

iii. Project Implementation Plan: Describe the overall strategy for enrollment of
participants including collaboration with other departments where applicable, process
of enrollment of participants — how, where and by whom will the participants be
enrolled, how and when and where will they be followed up; collection, storage and
testing of samples; 1f new tests are being done describe the process of standardization
etc. Describe quality assurance processes to accomplish the study objectives.

iv. Ethics Review: Address review requirements including ethics review [human or
anmimal], approval for use of stem cells, biological etc. and other regulatory
reviews/approvals as applicable. Details of obtaining informed consent and its
documentation should be described along with risks and benefits to the participants.
[Ethics and other regulatory guidelines related to Bio-medical research are available
on ICMR website]

v. Data collection & statistical analysis plan: Describe the key variables of the study,
how will they be measured and unit of measurement. Specify comprehensively the data
collection methods and tools are relevant to the study objectives and study design and
provide structural components like data entry and analytical platforms to be used for
analysis. Present data analysis plan comprehensively mentioning appropriate statistical
methods to be used in order to answer/achieve the study objectives.

Expected Outcomes (up to 100 words)
Limitations of this study (up to 100 words)
Future plans based on expected outcomes if any (up to 100 words)

Timelines: Details of activities to be carried out along with timelines during preparatory
phase, data collection, analysis & report writing to be provided.

Institutional Support: Mention the efforts made to achieve inter-departmental or inter-
institutional collaboration needed for study implementation, details of coordination
between clinical, laboratory and data management procedures, mention the institutional
resources such as equipment and other physical resources available for use in the project
proposed.

Budget: Should be appropriate and as per ICMR guidelines available on the website.
Justification for staff along with their roles and responsibilities in the project to be
provided.
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Prof. Indranil Chakrabarty
Head, Department of Biochemistry
College of Medicine & Sagore Dutta Hospital, Kolkata
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