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1. Why the abstract matters
The abstract is the first page every reviewer and member reads, and at a full-board meeting it is often the only part of the protocol that all members have in front of them. It must let a reader understand, in about two minutes, what the study will do, to whom, and what the ethical issues are. The Institutional Review Board will not consider an application that does not include a specific abstract or summary for the committee.
Every application therefore includes two items, placed immediately after the list of abbreviations in the protocol (GL-1, section 3):
1. Part 1 — Structured abstract of not more than 300 words (sections 2 to 5 below).
1. Part 2 — Ethics summary for the Board, addressing the twelve items in section 6. It has no word limit but is usually one to two pages.
2. Rules for the structured abstract
1. Length: not more than 300 words, excluding the title, the headings and the keywords. State the word count at the end.
1. Headings: use the five headings in section 3, in that order, each followed by one paragraph.
1. Tense: describe the planned study in the future tense (“will be recruited”).
1. Abbreviations: spell out every abbreviation at first use, or avoid it. Do not cite references.
1. Consistency: numbers (sample size, dates, sites, age range) must match the protocol and APP-1 exactly.
1. Specificity: state the actual design, place, period, sample size, procedures and analysis. Avoid statements such as “appropriate statistical tests will be used.”
3. Headings and suggested word allocation
	Heading
	What it must contain
	Suggested words

	Title (not counted)
	Specific title stating design, population, place and, where useful, period. It must match the protocol title exactly.
	—

	Background
	The problem and its importance in Bangladesh; what is not known; why this study is needed.
	35–50

	Objectives
	The general objective and, if space allows, the main specific objectives. For analytical studies, the hypothesis.
	25–40

	Methods
	Design; setting and study period; participants and selection criteria; sample size with its basis; sampling; intervention or exposure; main outcome measures; data collection procedures and tools; specimens collected (type and volume); statistical analysis.
	100–130

	Ethical considerations
	Level of risk; vulnerable groups and safeguards; how consent (and assent) will be obtained and in which language; confidentiality; payments or compensation; review category requested.
	50–70

	Expected outcome
	What the results will be used for and who will benefit.
	15–30

	Keywords (not counted)
	Three to six terms, preferably from Medical Subject Headings (MeSH).
	—


4. For specific designs
	Design
	Add to the Methods paragraph

	Randomised or other clinical trial
	Intervention and comparator (with dose and duration); randomisation and blinding; primary outcome and when it is measured; DGDA approval status; trial registration (SPIRIT 2025 items for the abstract).

	Diagnostic accuracy study
	Index test, reference standard, target condition, and accuracy measures (sensitivity, specificity, predictive values).

	Qualitative study
	Approach (for example phenomenology or thematic analysis); participants and how they are chosen; number of interviews or focus groups; saturation; language and recording.

	Record review or secondary analysis
	Source of records, period covered, variables extracted, whether data are identifiable, and who authorised access.

	Laboratory study on specimens
	Specimen source, consent for use, assays, storage, and any export.

	Animal study
	Species, strain, sex, number per group and how it was calculated, procedures, severity, humane endpoints (GL-4).


5. Worked example
Illustrative example of a fictitious study. It shows the structure and level of detail expected, not a model to copy.
	Example structured abstract
Prevalence and determinants of iron-deficiency anaemia among adolescent schoolgirls in Dhaka city: a cross-sectional study
Background: Anaemia is common among adolescent girls in Bangladesh and impairs growth, school performance and future pregnancy outcomes. Recent school-based data from urban Dhaka are scarce, and the contribution of diet, menstrual blood loss and household circumstances is uncertain.
Objectives: To estimate the prevalence of iron-deficiency anaemia among girls aged 12–17 years attending secondary schools in Dhaka city, and to identify its dietary, menstrual and socio-economic determinants.
Methods: A school-based cross-sectional study will be conducted in six randomly selected secondary schools of Dhaka South City Corporation from January to June 2027. Assuming 30% prevalence, 5% precision and 10% non-response, 359 girls will be selected by stratified random sampling. Trained female interviewers will administer a pretested Bangla questionnaire and measure height and weight. A female phlebotomist will collect 3 ml of venous blood for haemoglobin and serum ferritin. Anaemia will be defined by World Health Organization haemoglobin cut-offs. Prevalence will be reported with 95% confidence intervals, and determinants will be examined by multivariable logistic regression in Stata.
Ethical considerations: Participants are minors. The only procedure beyond routine school activities is a single venepuncture, which carries minimal risk. Written permission from a parent and written assent from each girl will be obtained in Bangla. Blood will be drawn in a private room. Data will be coded and stored securely. Girls found to be anaemic will be referred for free treatment at the nearest government facility. Full-board review is requested.
Expected outcome: The findings will inform school-based iron supplementation and nutrition education programmes for adolescents.
Keywords: anaemia; adolescent; iron deficiency; school health; Bangladesh
Word count: 245 (excluding title, headings and keywords)


6. Part 2 — Ethics summary for the Board
The ethics summary should summarise the purpose, methods and procedures and address each item below. If an item does not apply, state this clearly.
1. Describe the requirements relating to the study population and explain the rationale for including special groups, such as children, individuals unable to provide informed consent, or groups whose ability to give voluntary consent is uncertain.
1. Describe and assess potential physical, psychological, social, legal or other risks, including their likelihood and seriousness. If the methods create potential risks, describe the alternatives considered and why they cannot be used.
1. Describe procedures for protecting against or minimizing potential risks and assess their likely effectiveness.
1. Describe how confidentiality will be safeguarded and anonymity protected.
1. When there are potential risks or privacy concerns, obtain signed informed consent. For minors, consent must be obtained from an authorized legal guardian or parent, together with the assent of participants aged 7 to 18 years. Describe how and where consent will be obtained.
6. If signed consent will not be obtained, explain why a waiver is justified and describe an alternative procedure, such as verbal consent.
6. If information will be withheld from a participant, justify this course of action.
6. If a procedure creates potential risk, affects privacy or causes loss of work time, state in the consent form whether compensation will be available.
1. If the study involves an interview, describe where and in what context it will occur and state the approximate time required.
1. Assess the potential benefit to the participant and the benefits that may accrue to society. Explain how the anticipated benefits may outweigh the risks.
1. For an experimental drug, provide information about its registration status for open sale in Bangladesh and other developed countries.
1. For an experimental new drug that is not registered in Bangladesh, provide full information about toxicity studies conducted in animals or human volunteers and annex relevant published papers.
1. If a placebo is to be used, justify its use and explain why the study cannot be conducted without it.
1. If an experimental new drug is to be used, state its sponsorship and the conditions of that sponsorship.
1. State whether the activity requires use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, a fetus or an abortus.

	Participant statement
The statement provided to participants (the participant information sheet, ICF-3) should include the information described in items 2, 3, 4, 5(c) and 7 and should state the approximate time required for participation.


7. Common reasons abstracts are returned
1. Over 300 words, or headings missing or in a different order.
1. Sample size, site or dates different from the protocol or APP-1.
1. No basis given for the sample size.
1. Methods described in general terms only (“data will be analysed using appropriate tests”).
1. Ethical considerations omitted, or limited to “informed consent will be taken.”
1. Vulnerable participants included without saying so or describing safeguards.
1. Undefined abbreviations, or references cited in the abstract.
8. Self-check before submission
	No.
	Item
	Done

	1
	Title matches the protocol and APP-1 exactly
	 Yes     No     N/A

	2
	Five headings used, in order
	 Yes     No     N/A

	3
	Not more than 300 words, with the count stated
	 Yes     No     N/A

	4
	Design, setting, period, sample size and its basis stated
	 Yes     No     N/A

	5
	Main outcome and analysis stated
	 Yes     No     N/A

	6
	Risk level, consent or assent procedure, confidentiality and review category stated
	 Yes     No     N/A

	7
	All abbreviations defined; no references
	 Yes     No     N/A

	8
	Ethics summary (Part 2) addresses all twelve items
	 Yes     No     N/A
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