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1. Purpose
The CMRD IRB reviews research in accordance with the BMRC and WHO ethical guidelines for biomedical research on human and animal subjects (SOP section 1.3). This reference summarises the principles and requirements the Board applies, so that investigators can design studies that meet them. It does not replace the source documents listed in section 2, which prevail in case of doubt.
2. Framework documents
	Document
	Issued by
	How the IRB uses it

	Ethical Guidelines for Conducting Research Studies Involving Human Subjects
	Bangladesh Medical Research Council (BMRC)
	Primary national standard for consent, confidentiality, inducement, compensation and vulnerable groups

	Standard Operating Procedures for ethical approval (National Research Ethics Committee)
	BMRC
	National practice for review; research requiring NREC approval

	Declaration of Helsinki (2024 revision)
	World Medical Association, 75th General Assembly, Helsinki, October 2024
	Core international principles for medical research involving human participants

	International Ethical Guidelines for Health-related Research Involving Humans (2016)
	Council for International Organizations of Medical Sciences (CIOMS) with WHO
	Detailed guidance, especially for low- and middle-income settings

	Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants (2011)
	World Health Organization
	Standards for the IRB’s own structure and procedures

	Guideline for Good Clinical Practice E6(R3) (2025)
	International Council for Harmonisation (ICH)
	Conduct of clinical trials

	Good Clinical Practice guidelines; clinical trial requirements under the Drugs and Cosmetics Act, 2023
	Directorate General of Drug Administration (DGDA)
	Regulatory approval and safety reporting for trials of drugs, devices and biologics

	Declaration of Taipei on health databases and biobanks (2016)
	World Medical Association
	Collection, storage and secondary use of data and biological material

	International Guiding Principles for Biomedical Research Involving Animals (2012)
	CIOMS and International Council for Laboratory Animal Science (ICLAS)
	Research on animals (GL-4)


3. Core principles
The BMRC Ethical Guidelines rest on four principles. The SOP (section 1.7) adds respect for free and informed consent, human dignity, vulnerable persons, privacy and confidentiality. The table shows what the Board looks for under each.
	Principle
	Meaning
	What the Board checks

	Respect for persons (autonomy)
	People decide for themselves whether to take part; those with limited autonomy are protected.
	Voluntary, informed consent; assent; protection of those unable to consent; right to withdraw without penalty.

	Beneficence
	Research should do good for participants or society.
	Social and scientific value; benefits stated realistically; care for participants’ health needs.

	Non-maleficence
	Do no harm; minimise risk.
	Risks identified, minimised and justified; safety monitoring; stopping rules.

	Justice
	Fair distribution of the burdens and benefits of research.
	Fair selection of participants; vulnerable groups neither exploited nor excluded without reason; access to benefits.


4. Social value and scientific validity
Research must be capable of producing knowledge that matters for health. Scientifically unsound methodology is ethically unacceptable because it may expose participants to risk without the possibility of valid and meaningful results (SOP section 2.10.1). The Board therefore reviews the question, design, sample size, methods and analysis as part of its ethical review, and checks that the study does not duplicate existing work without reason.
5. Risks and benefits
1. Each risk (physical, psychological, social, legal, economic) is identified, its likelihood and seriousness estimated, and the measures to minimise it described.
1. Procedures that offer a prospect of direct benefit must have risks justified by that benefit. Procedures done only for research must have risks that are minimised and reasonable in relation to the knowledge to be gained.
1. Minimal risk: the probability and magnitude of harm are no greater than those ordinarily encountered in daily life or during routine examinations or tests. It determines the review category (SOP section 2.11) and the limits for vulnerable groups (SOP-2).
6. Informed consent
Consent is a process, not only a signature. The BMRC Ethical Guidelines (section 3.1) require the consent form to explain:
1. the aim and method of the research;
1. the criteria for selecting participants;
1. the duration of participation;
1. the expected benefits;
1. the risks or discomfort and the measures to minimise them;
1. the confidentiality of records;
1. the medical services the investigators will provide;
1. compensation for injury, disability or death;
1. that the person may refuse or withdraw at any time without penalty or loss of benefits;
1. a contact address for queries.
Participants must also be told that the study has been approved by the IRB, and be given its contact details for complaints (SOP section 3.13). The Board also applies these requirements:
1. Documents are in plain Bangla and English (ICF-1, ICF-3), written at about the reading level of class 6 to 8, and translations are certified (ICF-4).
1. Consent is signed by the participant or legal guardian. In clinical trials it is signed in the presence of a witness. For a participant who cannot read, the form is read aloud in the presence of a literate, impartial witness, and the participant gives a thumbprint.
1. Children aged 7 to 18 years give assent in addition to parental permission (ICF-2); adults unable to consent are enrolled with the consent of a LAR (SOP-2).
1. One signed copy is given to the participant and one is kept by the investigator.
1. Participants are re-consented when new information may affect their willingness to continue, and when a child reaches 18 years.
1. A waiver or modification of consent may be approved only when the research would not be feasible without it, has important social value, and poses no more than minimal risk (CIOMS Guideline 10).
1. Separate consent is obtained for photographs, audio or video recording, and storage of specimens or data for future research.
7. Privacy and confidentiality
The BMRC Ethical Guidelines (section 3.2) list the measures the Board expects:
1. code numbers instead of names on data forms and specimens;
1. removal of the sheet linking names and addresses to data, and omission of unnecessary identifiers;
1. restricted access to data, with records in locked cabinets and passwords or encryption for electronic records;
1. telling participants the limits of confidentiality and the foreseeable consequences of a breach.
Personal and health data must also be processed in line with the personal data protection law of Bangladesh in force (the Personal Data Protection Ordinance, 2025, as amended, or any law that replaces it), which treats health and biometric data as sensitive.
8. Payments, reimbursement and compensation
1. Inducement (BMRC 3.3). Participants may be reimbursed for expenses and paid for time and inconvenience, but payments or free services must not be so large that they persuade people to consent against their better judgement. All payments are stated in the protocol and consent form and approved by the IRB.
1. Compensation for injury (BMRC 3.4; SOP section 2.9). Participants who suffer injury, disability or death because of the research are entitled to free medical management and compensation; dependants are entitled in the event of death. Sponsors should obtain adequate insurance. The arrangements must appear in the protocol and the consent form.
9. Vulnerable persons and groups
BMRC (section 1.8) requires special attention to children, pregnant and nursing women, people with mental illness, other vulnerable social and ethnic groups, people in rural communities, and prisoners; the SOP (section 3.2) extends the list. The Declaration of Helsinki (2024) treats vulnerability as dependent on context and requires fair inclusion with adequate support, rather than automatic exclusion. The safeguards for each group are set out in SOP-2.
10. Clinical trials
1. DGDA approval is mandatory for trials of drugs, devices and biologics, and no unapproved intervention may be used (SOP section 2.6). Trials of unregistered products or new indications also require BMRC National Research Ethics Committee approval.
1. Trials are registered as required by BMRC and in a WHO-recognised registry before the first participant is enrolled (Declaration of Helsinki, paragraph 35).
1. Placebo is acceptable only when no proven intervention exists, or when there are compelling and scientifically sound methodological reasons and participants receiving placebo will not be subject to additional risk of serious or irreversible harm (Declaration of Helsinki, paragraph 33).
1. Post-trial provisions for participants who still need an intervention identified as beneficial must be planned before the trial and disclosed in the consent process (paragraph 34).
1. A Data Safety Monitoring Board reviews safety data (SOP section 3.7); serious adverse events are reported within the times in SOP section 3.10.
1. Investigators and study staff are trained in Good Clinical Practice (ICH E6(R3)).
11. Biological materials and data
1. Consent covers the collection, storage and any future use of specimens and data. Where consent for unforeseen future research is impracticable, that research must be approved by an ethics committee (Declaration of Helsinki, paragraph 32; Declaration of Taipei).
1. Storage period, custodian, ownership and the method of destruction are stated in the protocol.
1. Export of specimens or data from Bangladesh requires a Material Transfer Agreement or MoU, and is disclosed to participants. BMRC requires strict control over the use and dissemination of information from human genetic research.
12. Community engagement and collaboration
Researchers should engage the communities in which research takes place, from design to dissemination, and share results with participants and the community (CIOMS Guidelines 7 and 8). International collaborative research involving Bangladeshi populations requires BMRC National Research Ethics Committee approval in addition to the institutional review, and should build local research capacity.
13. Digital and online research
Research using social media, mobile applications, wearable devices or online surveys must address how consent is obtained and recorded online, how identities are protected, and whether publicly visible data may be used without consent (CIOMS Guideline 22).
14. Research integrity and publication
1. Fabrication, falsification and plagiarism are research misconduct. The IRB checks protocols for plagiarism and may reject a duplicated proposal or study title (SOP section 2.10.3).
1. Authorship follows the criteria of the International Committee of Medical Journal Editors; every author declares conflicts of interest.
1. Researchers have a duty to make the results of their research publicly available, including negative and inconclusive results (Declaration of Helsinki, paragraph 36).
1. Publications state the IRB approval number (CMRD/IRB/YYYY/NNN) and do not identify participants without their consent.
15. Research involving animals
Animal studies must minimise pain, suffering and distress, use the minimum number of animals needed for valid results, and follow nationally and internationally accepted guidelines, with proper housing, handling, anaesthesia, analgesia and euthanasia (SOP section 1.7). Requirements are in GL-4.
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