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PART 1
[bookmark: s1]Constitution of the Institutional Review Board
[bookmark: s2]1.1 Short Title and Scope
This document shall be known as the “Standard Operating Procedures for the Institutional Review Board (IRB) of the Centre for Medical Research and Development (CMRD), Dhaka” (document code CMRD/IRB/001). The SOP covers the functioning of the IRB in reviewing biomedical and public health research involving human and animal subjects, medical and surgical patients, specimens obtained from research participants, epidemiological studies, retrospective studies and drug trials.
It applies to IRB members, the IRB Secretariat, independent experts invited by the IRB, and all investigators who submit research to the IRB. Detailed requirements on specific subjects are issued as separate controlled documents (policies, forms, guidelines and templates) listed in Annexure C; those documents form part of these procedures.
[bookmark: s3]1.2 Name of the Institutional Review Board
The ethics committee is known as the Institutional Review Board of the Centre for Medical Research and Development (IRB of CMRD).
Office address
The Secretary, Institutional Review Board
Centre for Medical Research and Development
164, Meher Tower (Level 5), Sonargaon Road, Hatirpool, Dhaka-1205, Bangladesh
Email: irb@cmrd.info · Website: www.cmrd.info
[bookmark: s4]1.3 Objective
The objective of these Standard Operating Procedures is to ensure quality, technical excellence and consistent ethical review of all submitted research proposals involving human and animal participants in accordance with the Bangladesh Medical Research Council (BMRC) and World Health Organization (WHO) ethical guidelines for biomedical research on human and animal subjects. In applying them, the IRB also takes into account the Declaration of Helsinki (World Medical Association, 2024 revision), the International Ethical Guidelines for Health-related Research Involving Humans (CIOMS, 2016), the WHO Standards and Operational Guidance for Ethics Review of Health-Related Research with Human Participants (2011) and, for clinical trials, ICH Good Clinical Practice (E6) and the requirements of the Directorate General of Drug Administration (DGDA). GL-3 summarises how these principles are applied in review.
[bookmark: s5]1.4 Terms of Reference
The IRB is an impartial body that reviews, evaluates, approves and monitors the scientific and ethical elements of research and determines the risk-benefit ratio for research participants.
1. Its primary goal is to safeguard the rights, safety and well-being of research participants.
1. The study proposal will be reviewed and classified according to the level of risk involved, with exemption from review, expedited review and full review as the available categories (section 2.11).
1. Members will maintain strict confidentiality (section 1.11).
1. Minutes of meetings and supporting documents will be retained (section 4.1 and SOP-4).
1. The IRB will maintain an audit process when necessary.
1. The IRB approval letter shall specify a fixed term for ethical clearance, including explicit start and end dates. For studies extending beyond one year, researchers must submit an annual progress report (APP-3) to confirm continued compliance with the approved protocol. The annual submission shall also serve as the formal request for an extension of ethical approval when research activities are expected to continue beyond the original expiration date (section 3.9).
1. When applicable, the IRB will collect and review the relevant clinical research documents:
6. Trial protocols and revisions, written informed consent forms and any consent forms proposed by the investigator.
6. Additional information that the IRB considers material to protecting participants’ rights, safety or welfare. For non-medical trials, the IRB will determine whether the proposed method and supporting documents adequately address ethical concerns and applicable regulatory criteria.
6. Information on the amount and method of remuneration, to ensure that there are no issues of coercion or other negative effects on trial participants.
[bookmark: s6]1.5 Authority
1. The Director of CMRD shall serve as the Member Secretary of the IRB by virtue of office. The Director of CMRD shall nominate the Chairperson of the IRB in accordance with the approved governance structure and institutional procedures.
1. The Member Secretary shall be authorized to assign or delegate responsibilities to any IRB member for activities related to IRB operations, review procedures, documentation, monitoring or other functions necessary for the effective administration of the Board.
1. The IRB makes its decisions independently. No officer of CMRD, sponsor or investigator may override, alter or reverse a decision of the IRB, and research that the IRB has not approved shall not be conducted under the name of CMRD.
[bookmark: s7]1.6 Structure and Composition of the IRB
The IRB is multidisciplinary and multisectoral so that the scientific, medical, legal, ethical, social and community dimensions of each proposal are reviewed competently. Its composition shall at all times include the categories below.
	Category
	At least
	Function in review

	Chairperson
	1
	Leads meetings and signs decisions; nominated by the Director of CMRD (section 1.5).

	Member Secretary
	1
	The Director of CMRD, ex officio; receives submissions and keeps the Board’s records.

	Clinicians
	1
	Review clinical design, interventions, participant safety and medical care.

	Basic scientists
	1
	Review scientific design, laboratory methods and statistics; at least one with expertise in research methodology or biostatistics.

	Legal expert
	1
	Reviews consent, privacy, agreements, insurance and legal and regulatory compliance.

	Religious leader or community representative
	1
	Represents the perspective of participants and the community; reviews socio-cultural and religious implications and the Bangla consent documents.

	Member not affiliated with CMRD
	1
	Provides independent judgement; at least one must form part of every quorum (section 1.10).



1. Membership shall include both women and men, and members of different ages and disciplines, so that the Board can understand the communities whose members take part in research.
1. The IRB currently has 19 members, listed in Annexure A. For each member the Secretariat records the designation, educational qualification, gender, category (scientific or non-scientific), whether the member is affiliated with CMRD, contact email and term of appointment in the membership register kept under SOP-4. Names of current members are available from the Secretary on request.
1. Members are appointed for a term of three years. An appointment may be renewed for a maximum of two terms based on contribution and performance (section 1.8).
1. When the Chairperson is absent or has a conflict of interest, an alternate Chairperson shall be appointed for that meeting or item from among the members present (section 3.4).
[bookmark: s8]1.7 Roles and Responsibilities
The main responsibility of the CMRD IRB is to review research proposals involving human and animal participants with a view to safeguarding the dignity, rights, safety and well-being of research participants before approving the proposals. The IRB shall ensure that the ethical principles of autonomy, beneficence, non-maleficence, respect for free and informed consent, respect for human dignity, respect for vulnerable persons, respect for privacy and confidentiality, and justice are addressed in the planning, conduct and reporting of research.
For research involving animal participants, the IRB shall ensure that the principles of humane care and use of laboratory animals are maintained. Animal studies must minimize pain, suffering and distress, use the minimum required number of animals and follow nationally and internationally accepted ethical guidelines for animal experimentation. Proper housing, handling, anesthesia, analgesia and euthanasia procedures must be ensured where applicable (GL-4).
The IRB will review each proposal for scientific and ethical acceptability. IRB members are expected to attend all meetings and provide advance notice when they are unable to attend.
Responsibilities of IRB members
	Member
	Responsibilities

	Chairperson
	1. Conduct meetings and ensure member participation.
1. Approve minutes of previous meetings.
1. Ensure quorum, conflict of interest (COI) declarations and fair decision-making.
1. Address complaints, COI issues and data-use requests.

	Member Secretary
	1. Manage submission, processing and circulation of research proposals.
1. Schedule meetings and prepare agendas and minutes.
1. Maintain records, documentation and communication.
1. Ensure SOP compliance, updates and staff training.
1. Prepare for audits and inspections.
1. Check completeness of proposals and include them in the agenda on time.
1. Determine the need for exempt, expedited or full review and arrange expert or community input when needed.
1. Ensure quorum and document meeting discussions and decisions.

	Basic Scientist
	1. Review scientific design, methodology and statistics.
1. Assess intervention, benefit-risk balance and study validity.
1. Monitor continuing review, progress and final reports.
1. Evaluate serious adverse events (SAEs) and protocol deviations.
1. Review drug safety and pharmacodynamics in clinical trials.

	Clinician
	1. Review study design, intervention, methodology, sample size, site and statistics.
1. Assess benefit-risk balance and overall scientific validity.
1. Conduct ongoing reviews of SAEs, deviations or violations, progress reports and final reports.
1. Check medical care, facilities, PI suitability and participant compensation.
1. Review the protocol, investigator brochure and related documents.

	Legal Expert
	1. Review the ethical aspects of the protocol.
1. Check informed consent documents and translations.
1. Review agreements, including the Memorandum of Understanding (MoU) and Clinical Trial Agreement (CTA), and insurance coverage.
1. Verify regulatory and site approvals, including approval from the Directorate General of Drug Administration (DGDA), when applicable.
1. Ensure researcher undertakings and guideline compliance.
1. Confirm that all required permissions are in place.

	Religious Leader / Community Representative
	1. Review ethical issues and informed consent, including translations.
1. Assess community, socio-cultural, religious and philosophical implications.
1. Represent the patient and community perspective and identify ethical concerns.

	All members
	1. Sign the confidentiality and conflict of interest agreement (SOP-3, Annex A) before the first meeting and renew the declaration each year.
1. Declare any conflict of interest before each agenda item (SOP-3).
1. Read assigned proposals before the meeting and return all documents after it (section 4.1).
1. Complete orientation and continuing training (section 3.5).


[bookmark: s9]1.8 Resignation, Replacement and Removal of Members
1. The Chairperson may disqualify a member because of inadequate contribution or prolonged non-availability, following appropriate review and documentation. Absence from three consecutive meetings without notice is considered prolonged non-availability.
1. A member may resign from the IRB by providing at least one month’s advance written notice.
1. The Member Secretary may initiate the replacement of a member, subject to approval by the Chairperson.
1. A member’s appointment may be renewed for a maximum of two terms based on contribution and performance.
1. A member may also be removed for a breach of confidentiality or a failure to declare a conflict of interest (SOP-3).
[bookmark: s10]1.9 Appointment of New Members
New members will be appointed under the following circumstances:
1. When a regular member completes their tenure.
1. If a regular member resigns or leaves before completing their tenure.
1. If the volume of proposals and frequency of review require additional members.
1. When a new member is appointed, a member in the same category should be inducted where necessary to maintain the required composition.
Each new member receives a written appointment letter stating the category and term, provides a current curriculum vitae, signs the confidentiality and conflict of interest agreement (SOP-3, Annex A) and receives orientation on this SOP before taking part in a review. These records are kept in the membership register (SOP-4).
[bookmark: s11]1.10 Quorum Requirements
1. A minimum of 11 members must be present in the meeting room.
1. The quorum should include medical and non-medical members, and technical and non-technical members.
1. At least one non-affiliated member must be part of the quorum.
1. The quorum for reviewing regulatory clinical trials shall also comply with the requirements of the Directorate General of Drug Administration (DGDA) under the Drugs and Cosmetics Act, 2023, and the Bangladesh Good Clinical Practice guidelines.
1. Members who withdraw from an item because of a conflict of interest, and independent experts, are not counted towards the quorum for that item.
1. No decision is valid without fulfilment of the quorum.
[bookmark: s12]1.11 Confidentiality
1. Proposals, reviewer comments, deliberations and minutes are confidential. Minutes are not published.
1. Members, Secretariat staff and independent experts sign a confidentiality agreement before receiving any proposal (SOP-3, Annex A and Annex C).
1. Members do not discuss a proposal with the investigators outside the procedures in this SOP, and do not use information from a proposal for any other purpose.
1. Electronic copies of proposals are deleted, and paper copies returned to the Secretariat, at the end of each meeting (section 4.1).
[bookmark: s13]1.12 Independent Experts
When the IRB lacks expertise needed for a proposal (for example in a specialised clinical field, veterinary science, genetics or the culture of a particular community), the Member Secretary may, with the approval of the Chairperson, invite an independent expert to give written or oral advice. Independent experts sign the confidentiality and conflict of interest agreement (SOP-3, Annex C), do not vote and leave the meeting before the decision is taken.
PART 2
[bookmark: s14]Review of Proposals
[bookmark: s15]2.1 Application Procedure
All research protocols submitted for ethical approval must follow the supplied format. The Principal Investigator (PI) must apply to the Chairperson of the Institutional Review Board through a formal letter requesting review and approval of the proposed study. The submission must include all necessary documentation and clearly state the full institutional affiliation of the PI, Co-Principal Investigators and all research team members, including designation, department and institution.
Applications are made on the Application for Ethical Clearance (APP-1), which contains the model application letter, and are submitted through the researcher panel on the IRB website, or by email to irb@cmrd.info where the panel is not available. On submission the Secretariat issues a protocol reference number in the format CMRD/IRB/YYYY/NNN, which must be quoted on all later correspondence (SOP-4).
[bookmark: s16]2.2 Types of Research Reviewed by the IRB
The IRB will review the following types of research:
1. Observational studies.
1. Prospective clinical studies involving healthy participants.
1. Epidemiological studies.
1. Retrospective studies.
1. Experimental studies, including clinical trials.
1. Research using existing records, data or stored biological specimens.
1. Research involving laboratory animals (GL-4).
[bookmark: s17]2.3 Documents Required for Review
The following documents are mandatory for ethical review:
	No.
	Document
	Format or template

	1
	Application letter to the Chairperson, IRB.
	APP-1, Part A

	2
	Completed IRB application form using the supplied format, signed by the PI.
	APP-1, Part B

	3
	Full research protocol, including title, background, objectives, methodology, ethical considerations and references, with the structured abstract.
	GL-1 and GL-2

	4
	Informed Consent Form (ICF) in English and Bangla.
	ICF-1

	5
	Participant Information Sheet in language understandable to the intended participants.
	ICF-3

	6
	Data collection tools, questionnaires or Case Report Forms (CRFs), in English and Bangla where used with participants.
	Investigator’s own

	7
	Signed and current investigator curricula vitae.
	Investigator’s own

	8
	Institutional or departmental permission letter, when available.
	Issuing institution

	9
	Budget and funding statement.
	APP-1, Annex

	10
	Training certificates, when available.
	Issuing body

	11
	Assent form, when participants are aged 7 to 18 years.
	ICF-2

	12
	Translation certificate for every translated participant-facing document.
	ICF-4

	13
	Regulatory approvals (for example DGDA approval for drug, device or biologic trials) and permission from the authority controlling access to the study site, where applicable.
	Issuing authority

	14
	Animal use supplement, for research involving laboratory animals.
	GL-4, Annex

	15
	Proof of payment of the review fee (section 2.8).
	Payment receipt


[bookmark: s18]2.4 Ethical Review and Approval Process
1. The protocol will be reviewed by at least two reviewers appointed by the IRB.
1. The reviewers will provide written feedback and recommendations.
1. The investigator must revise and resubmit the protocol after addressing all comments.
1. The IRB may request additional information, defer a decision or reject a protocol when necessary.
[bookmark: s19]2.5 Compliance and Monitoring
Approved studies must comply with national and international ethical standards, including the Declaration of Helsinki, CIOMS and WHO guidelines. The IRB will monitor ongoing studies to ensure adherence and may suspend or withdraw approval if non-compliance or ethical violations are identified (section 3.12).
[bookmark: s20]2.6 Interventional and Clinical Trials
For RCTs or interventional studies involving drugs, devices or biologics, prior authorization from the Directorate General of Drug Administration (DGDA) is mandatory. No unapproved intervention may be used without regulatory approval. Investigators are personally responsible for misconduct or violations.
Clinical trials must be registered as required by BMRC and in a primary registry of the WHO International Clinical Trials Registry Platform (or ClinicalTrials.gov) before the first participant is enrolled, and the registration number must be sent to the IRB. A Data Safety Monitoring Board is required for clinical trials (section 3.7).
[bookmark: s21]2.7 Protocol Writing Guidance
A complete research protocol must include:
1. Title page: Study title, investigator or supervisor details and institution.
1. Abstract: Summary of objectives, methods and expected outcomes (GL-2; not more than 300 words).
1. Background and rationale: Justification and literature support.
1. Objectives: General and specific objectives.
1. Methodology: Study design, population, sampling, data collection and analysis.
1. Ethical issues: Consent, risk mitigation and confidentiality.
1. Operational plan and timeline: Planned sequence and timing of activities.
1. Budget and funding disclosure: Budget details and sources of funding.
1. Expected outcomes and impact: Expected results and their potential significance.
1. References: Vancouver or Harvard format.
1. Annexures: Consent forms and questionnaires in English and Bangla.
The full section-by-section format is set out in GL-1 (Research proposal format).
[bookmark: s22]2.8 IRB Approval Fees
The following fees will be charged for ethical review by the CMRD IRB:
	Applicant category
	Calculation
	Minimum
	Maximum
	Notes

	Graduate doctors; Graduates of any recognized university; Students currently enrolled in a postgraduate programme; and Applicants of equivalent standing
	Fixed fee
	BDT 5,000
	BDT 5,000
	Academic research

	Doctors holding a postgraduate degree; Consultants; Assistant / Associate Professors and Professors; Postgraduate degree holders from any recognized university; PhD candidates and PhD holders; other professionals; and Applicants of equivalent standing
	2% of approved research budget
	BDT 10,000
	BDT 30,000
	Academic research

	Corporate & Industry Partners
	2% of approved research budget
	BDT 30,000
	BDT 60,000
	Corporate research



	Fee note
IRB fees are non-refundable. The amount and method of payment must be reviewed and approved by the IRB before the review process begins.


[bookmark: s23]2.9 Compensation, Legal Claims and Liability
1. Research involving more than minimal risk must include a clear statement in the informed consent form regarding compensation for research-related injury.
1. The PI and/or sponsor shall provide free medical management for research-related injury.
1. The investigator must report an SAE to the IRB within 24–72 hours and submit a detailed report within 7 days (section 3.10).
1. Compensation for research-related injury or death shall be determined according to applicable national guidelines (BMRC/DGDA) and sponsor agreements.
1. The IRB may request proof of insurance coverage or other financial indemnity for interventional or clinical trials.
Any modification, amendment or deviation from the approved study protocol or work plan after IRB clearance must be submitted to the CMRD IRB for review and approval before implementation (section 3.8). The CMRD IRB shall not be responsible for unauthorized changes made without prior ethical approval.
[bookmark: s24]2.10 Review of Submitted Proposals
2.10.1 Criteria for Review and Approval
The IRB will assess respect for persons, beneficence and justice before approving a protocol.
1. Respect for persons: the IRB will determine whether participation is voluntary, participants have been fully informed, and privacy and confidentiality are safeguarded.
1. Beneficence: potential benefits to the individual or society must justify the risks, and those risks must be minimized.
1. Justice: the IRB will assess the equitable distribution of risks and benefits among participants.
1. At least one reviewer with expertise in the same or a relevant subject area will be included to support appropriate scientific and ethical evaluation.
1. Members will assess the ethical implications of the research project.
1. A planned clinical study and its documents, where applicable, must be reviewed within a reasonable time frame (section 2.10.5).
1. In accordance with ICH-GCP guidelines, the IRB is responsible for protecting the rights, safety and well-being of all research participants involved in the study.
1. The IRB will oversee additional information about the proposed procedure and other regulatory requirements.
1. The IRB must ensure that the ICF and study protocol clearly describe the payment amount, schedule, conditions and provisions related to withdrawal.
1. The IRB will examine whether the budget is representative.
1. The IRB will evaluate the scientific and technical aspects of the study, including methodology, study design, statistical analysis and overall feasibility. Scientifically unsound methodology is ethically unacceptable because it may expose participants to risk without the possibility of valid and meaningful results.
1. The IRB will review research instruments, including questionnaires, checklists and guidelines.
1. The IRB will check the research protocol for plagiarism.
2.10.2 Reviewer Evaluation Form
Each assigned reviewer records the assessment on the Reviewer Evaluation Form in Annexure B, covering general information, technical and scientific soundness, study design and methodology, ethical considerations and a final recommendation. Completed forms are kept on the protocol file (SOP-4).
2.10.3 Criteria for Rejection
A research proposal may be rejected by the IRB under the following circumstances:
1. Lack of scientific validity or poor methodological design.
1. An unfavorable risk-benefit ratio in which risks outweigh potential benefits.
1. An inadequate or unclear informed consent process.
1. Failure to ensure privacy, confidentiality or data protection.
1. Involvement of vulnerable populations without adequate safeguards.
1. Non-compliance with national or international ethical guidelines, including BMRC, CIOMS and the Declaration of Helsinki.
1. Evidence of plagiarism, duplication of a project proposal or duplication of a study title from a previous project proposal.
1. Failure to respond adequately to IRB queries.
1. Lack of necessary regulatory approvals, such as DGDA approval for clinical trials.
1. A conflict of interest that has not been properly disclosed or managed.
1. Inadequate qualifications or experience of the investigator.
1. Ethical concerns raised by reviewers remain unresolved.
1. Failure by the PI to respond to reviewers’ comments within the period set in section 2.10.5 without valid justification, which may result in deferment, postponement or cancellation of the review process.
1. Failure to adequately address or comply with reviewers’ comments after two consecutive revisions.
2.10.4 Review Process
1. The protocol will be sent to two primary reviewers.
1. The review summary will be delivered online first, followed by a printed copy to the IRB Chairperson.
1. During the meeting, an IRB member will present the protocol.
1. The majority of IRB members must reach consensus on a research proposal before the IRB decides.
2.10.5 Review Timelines
	Step
	Responsible
	Time limit

	Completeness check of a new submission; missing documents requested from the PI
	Secretariat
	5 working days after submission

	Complete file received for a full-board meeting
	PI
	At least 7 days before the meeting (the agenda closes one week before each sitting)

	Proposals circulated to members
	Member Secretary
	At least 7 days before the meeting (section 3.1)

	Initial review by assigned reviewers
	Reviewers
	14 working days after assignment

	Response to comments and revised protocol
	PI
	14 working days after receiving the comments

	Re-review of revised documents
	Reviewers
	7 working days after submission of the revised documents

	Written decision sent to the PI
	Member Secretary
	7 working days after the meeting or the expedited decision


[bookmark: s25]2.11 Categories of Review
On receipt of a complete application the Member Secretary determines the review category, using the level of risk and the questions below. The investigator may propose a category in APP-1, but the Member Secretary’s determination is final and is recorded on the protocol file.
1. Does the study test a drug, device or other treatment?
1. Does it involve children, pregnant women, patients unable to consent, or other vulnerable people?
1. Will new data or samples be collected directly from people?
1. Could taking part carry more risk than everyday life?
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during routine physical or psychological examinations or tests.
	Category
	Studies that qualify
	How the review is done

	Exempt
	1. No more than minimal risk, and no vulnerable participants approached directly, and
1. Research limited to anonymised existing records, data or specimens that the investigators cannot link to individuals; analysis of anonymised public datasets; or anonymous surveys of adults on non-sensitive topics where no answer could harm the respondent if disclosed.
	The Member Secretary confirms the exemption in writing after checking the application. Exempt studies still follow this SOP, including reporting of changes.

	Expedited
	1. No more than minimal risk, for example: non-invasive procedures used in routine practice; small blood samples by finger prick or venepuncture; identifiable existing records or specimens collected for other purposes; interviews or focus groups with adults on non-sensitive topics.
1. Minor amendments (section 3.8) and annual reports without new risks (section 3.9).
1. Verification of minor modifications requested by the Board.
	Reviewed by the Chairperson or a member designated by the Chairperson, together with at least one other member, without waiting for a meeting. Expedited reviewers may approve or request changes but may not reject; they refer any proposal they cannot approve to the full Board. Expedited decisions are reported at the next full meeting.

	Full board
	1. More than minimal risk.
1. Clinical trials and other interventional studies.
1. Vulnerable groups as direct participants (SOP-2).
1. Sensitive topics (for example sexual behaviour, illegal drug use, HIV status or violence), genetic research, export of specimens, or deception.
1. Research on laboratory animals other than non-invasive observation (GL-4).
1. Any study referred by the Member Secretary or by expedited reviewers.
	Two primary reviewers (section 2.10.4) and decision at a quorate meeting (section 1.10). Full-board studies are decided at the next meeting after a complete file is received.


PART 3
[bookmark: s26]Conduct of IRB Policies
[bookmark: s27]3.1 Conduct of IRB Meetings
1. Meetings will be held every three months, subject to quorum requirements. Meeting dates are announced on the Notices page of the IRB website.
1. The Member Secretary may arrange emergency meetings when needed.
1. Members will receive proposals at least seven days before meetings for review.
1. The IRB will assess risks, benefits and protection of confidentiality.
1. Independent experts may be invited when needed and will be bound by confidentiality requirements (section 1.12).
1. All discussions will be documented; only reviewing members will participate in decisions.
1. Conditional approvals will identify required modifications and re-review; negative decisions will state clear reasons.
1. Data-access, security, privacy and confidentiality measures will be defined.
1. The informed consent process will be clear, and consent forms in English and the local language will be reviewed.
1. Community relevance and consultation will be considered.
1. Pregnant women, nursing mothers, children and children with Autism Spectrum Disorder (ASD) will be included only when risk is minimal and the anticipated benefit is justified (SOP-2).
1. Appropriate safeguards must be reviewed and approved by the IRB.
1. For children, parental or guardian consent is required; child assent must be respected, and psychological or medical support must be provided where needed.
1. Each meeting opens with the confirmation of quorum and the declaration of conflicts of interest for the agenda items (SOP-3).
[bookmark: s28]3.2 Protection of Vulnerable Populations
Vulnerable people are individuals who are relatively or absolutely unable to protect their own interests or provide valid informed consent. They include:
1. Pregnant women.
1. Children.
1. Children with Autism Spectrum Disorder (ASD).
1. Older people.
1. Prisoners and refugees.
1. People with mental illness.
1. Critically ill people.
1. Dying patients.
1. People with learning difficulties.
1. Sedated patients.
1. Unconscious people.
1. People living with HIV.
1. Economically or educationally disadvantaged individuals and groups.
1. Forcibly displaced populations.
The IRB will carefully determine the benefits and risks of the study and examine the justification and risk-minimization strategies. Additional safety measures must be reviewed and approved. The informed consent process must be documented, including assent for research involving children aged 7 to 18 years (from the seventh birthday until the participant reaches 18 and can consent for themselves) and re-consent when applicable.
Informed consent for vulnerable populations may be obtained from a Legally Authorized Representative (LAR) in the presence of an impartial witness after a thorough explanation of risks and benefits. The detailed safeguards for each group are set out in SOP-2 (Policy on protection of vulnerable populations).
[bookmark: s29]3.3 Conflict of Interest — IRB Members
A member with a conflict of interest shall inform the Chairperson before the application is reviewed, and the declaration shall be recorded in the minutes. The member shall withdraw from the relevant review, discussion and decision-making process. The full declaration and withdrawal requirements are set out in SOP-3 (Conflict of interest policy).
[bookmark: s30]3.4 Proposals Submitted by IRB Members
1. An IRB member submitting a research proposal must formally declare the conflict of interest (COI).
1. The member concerned shall not participate in the review, discussion or decision-making process.
1. The proposal shall be reviewed independently by other IRB members or external reviewers when necessary.
1. The review process shall be transparent and documented in the meeting minutes.
1. The Chairperson shall ensure an unbiased evaluation.
1. If the Chairperson is the investigator, an alternate Chairperson shall be appointed for that review.
[bookmark: s31]3.5 Training
IRB members should be encouraged to remain current with national and international developments in research ethics by attending relevant academic and professional events. New members receive orientation on this SOP and the companion policies before their first review, and each member should complete research-ethics or Good Clinical Practice training at least once during each term. Training records are kept in the membership register (SOP-4).
[bookmark: s32]3.6 Communicating the IRB Decision
The IRB will communicate its opinion on the project in writing using one of the following decisions:
1. Approval.
1. Disapproval.
1. Modification required before approval.
1. Discontinuation of a previously approved project.
Reviewer recommendations (Annexure B, part E) relate to these decisions as follows. Approved leads to approval. Approved with minor revision and Major revision required lead to modification required before approval; minor revisions are verified by the Member Secretary or a primary reviewer, and major revisions return to the reviewers. Deferred means the decision is postponed until the information requested is received. Rejected leads to disapproval, with the reasons stated.
The approval letter (Ethical Approval Certificate) states the protocol number, the title, the documents and versions approved, the review category, the validity period with explicit start and end dates (section 1.4), and the conditions of approval, including the reporting duties in sections 3.8 to 3.11. Recruitment and data collection may not begin until the approval letter is received.
	Review response
Communication on reviewer comments is limited to the reviewer and the PI.


[bookmark: s33]3.7 Follow-up Review Before Study Completion
The requirements and procedures for follow-up review will be similar to those for initial and main review. A follow-up decision will be communicated to the applicant and may indicate modification, suspension, termination or continuation of the project.
In the event of premature suspension or termination, the applicant must notify the IRB of the reasons and provide a summary of results.
During follow-up review, the IRB shall seek the following from the investigators:
1. A report of each serious event observed during the study.
1. Any amendments to study-related documents.
1. Information on discontinuation and the reasons for it, if the study has been discontinued since the last review.
Applicants must inform the IRB when the study is completed and submit a result summary (section 3.11). The IRB may review the progress of any approved study from the date of approval until the research ends.
For clinical trials, the trial investigators will constitute a Data Safety Monitoring Board (DSMB) to review trial notifications and report adverse events to the IRB. DSMB members should be independent of the conduct of the trial.
[bookmark: s34]3.8 Amendments to Approved Research
1. No change to an approved protocol, consent document, data collection tool, study team, site, sample size or budget may be implemented before the IRB approves it, except a change needed to remove an immediate hazard to participants. Such an urgent change must be reported to the IRB within 7 days.
1. Amendments are requested on the Amendment Request Form (APP-2) with tracked and clean copies of each revised document, each carrying a new version number and date.
1. A minor amendment does not increase risk or alter the scientific validity of the study (for example administrative changes, adding a co-investigator, or correcting the wording of a document) and is reviewed by the expedited route. A major amendment changes the risk, the population, the intervention, the design or the consent process, and is reviewed by the full Board.
1. When new information may affect participants’ willingness to continue, the revised consent documents must be approved and the participants already enrolled must be re-consented.
[bookmark: s35]3.9 Annual Progress Report and Extension of Approval
1. For studies lasting more than one year, the PI submits an Annual Progress Report (APP-3) at least 30 days before the end of each approval year. The same form is used to request an extension of approval when the study will continue beyond the expiry date.
1. The IRB may require more frequent reports for studies with higher risk.
1. If approval expires before an extension is granted, all study activities must stop, except those necessary for the safety of enrolled participants, until approval is renewed. The IRB does not grant approval retrospectively.
[bookmark: s36]3.10 Safety Reporting, Deviations and Unanticipated Problems
	Event
	Report to the IRB
	Time limit

	Death or life-threatening serious adverse event (SAE)
	Initial report by email to irb@cmrd.info
	Within 24 hours of the investigator becoming aware

	Other SAE
	Initial report
	Within 72 hours

	Any SAE — detailed follow-up report, with causality assessment and action taken
	Written report
	Within 7 days of the initial report

	Major protocol deviation or violation affecting participants’ rights, safety or the integrity of the data
	Written report
	Within 7 days of discovery

	Unanticipated problem involving risk to participants or others, including a breach of confidentiality or loss of data
	Written report
	Within 72 hours of discovery

	Minor deviations and non-serious adverse events
	Summary in APP-3 and APP-4
	At the next report



For clinical trials, the investigator also reports to the sponsor, the DSMB and the DGDA as their requirements specify. The IRB reviews each report and may require changes to the protocol or consent documents, additional monitoring, or suspension of the study (section 3.12).
[bookmark: s37]3.11 Study Closure and Final Report
1. The PI submits the Final Report and Study Closure form (APP-4) within 90 days after the last study activity (completion of data collection and analysis), including the result summary required in section 3.7.
1. If a study is terminated early or never starts, the PI informs the IRB within 15 days and submits APP-4 with the reasons.
1. The IRB acknowledges closure in writing. After closure, no further data may be collected under the approval; new use of the data or specimens requires a new application.
[bookmark: s38]3.12 Suspension or Termination of Approval
1. The IRB may suspend or terminate approval when research is not conducted in accordance with the approved protocol or this SOP, when participants have been exposed to unexpected serious harm, or when required reports are not submitted.
1. Where participants are at immediate risk, the Chairperson may suspend a study at once; the suspension is reported to the full Board at its next meeting for ratification.
1. The decision and its reasons are sent in writing to the PI and, as applicable, to the head of the institution, the sponsor, the DGDA and BMRC.
1. On suspension or termination the PI stops enrolment and research procedures, informs participants, arranges continuing care for those enrolled, and submits a report within 15 days.
[bookmark: s39]3.13 Complaints and Appeals
1. Participants or others may complain about the conduct of a study to the Member Secretary at the address in section 1.2, which appears on every consent form. Complaints are handled confidentially, investigated and reported to the Chairperson, and the complainant is informed of the outcome.
1. A PI may appeal against a decision once, in writing, within 30 days of the decision letter, giving reasons and any new information. The appeal is considered by the full Board, with members who reviewed the proposal still eligible to take part. The Board’s decision on the appeal is final.
PART 4
[bookmark: s40]Performance and Records
[bookmark: s41]4.1 Documentation and Archiving
1. All IRB documents and communications will be dated, filed and archived.
1. Only the IRB Member Secretary will have access to archived information. Other access requires the written approval of the Member Secretary, as set out in SOP-4.
1. Documents related to research proposals will be archived by the institution for at least five years after the study is closed, and in no case for less than five years after approval of the study.
1. No document other than the agenda will be retained by an IRB member.
1. At the end of each meeting, every member will return all research-proposal documents to IRB office staff.
The detailed procedure for registers, file numbering, minutes, electronic records, access, retention periods and disposal is set out in SOP-4 (Documentation and archiving procedure).
[bookmark: s42]4.2 Review of IRB Member Performance
The Chairperson, as the constituting authority of the IRB, shall periodically assess the performance of IRB members in consultation with the Member Secretary. The assessment shall consider attendance, punctuality, participation in discussion and willingness to learn. The Member Secretary shall evaluate the performance of the IRB itself, including the interval between submission and approval or rejection, maintenance of records and arrangements for meetings, and shall implement corrective action. Records of the review and any corrective and preventive action shall be maintained.
[bookmark: s43]4.3 IRB Webpage
A dedicated IRB webpage will be maintained. It will display the composition of the IRB, SOPs, registration details where available, circulars and notifications about IRB meetings, the status of submitted proposals and ongoing projects, submission forms, guidelines and contact details. The controlled documents listed in Annexure C are published in the document library of the webpage.
[bookmark: s44]4.4 Review and Revision of this SOP
This SOP and its companion documents are reviewed at least every two years, and sooner when national law, BMRC or DGDA requirements or international guidelines change. Revisions are drafted by the Member Secretary, discussed by the Board and approved by the Chairperson. Each revision receives a new version number and effective date, is announced by circular on the IRB webpage, and the superseded version is archived (SOP-4).
ANNEXURES
[bookmark: s45]Forms and Registers
[bookmark: s46]Annexure A — Membership Roster
The IRB has 19 members. Designation, gender, educational qualification, category, affiliation with CMRD, email and term for each member are recorded in the membership register maintained by the Member Secretary (SOP-4) and are updated on each appointment, renewal or resignation.
	No.
	Name of member
	No.
	Name of member

	1
	Dr. Md. Nahiduzzamane Shazzad
	11
	Dr. Arifa Sharmin

	2
	Dr. Maruf Ur Rahman
	12
	Dr. Zakiul Hassan

	3
	Dr. Muhammad Shoaib Momen Majumder
	13
	Dr. Nazirum Mubin

	4
	Dr. Md. Fakhrul Islam Khaled
	14
	Dr. A. H. M. Golam Kibria

	5
	Dr. Muhibbur Rahman Rafe
	15
	Dr. Fabliha Fyrose Ahmed

	6
	Dr. Md. Ahad Hossain
	16
	Dr. Syeda Nafisa Ahsan

	7
	Dr. Md. Sujan Sharif
	17
	Dr. Mostafa Nahian Habib

	8
	Dr. Md. Abu Talha
	18
	Md. Ibrahim Hossain

	9
	Dr. Fateh Akram Dolon
	19
	Mahmodul Hasan

	10
	Zobayer Ahmed, PhD
	
	


[bookmark: s47]Annexure B — Reviewer Evaluation Form
Complete one form per protocol. Mark one response for each criterion and give comments wherever the answer is No.
A. General information
	Protocol number
	CMRD/IRB/

	Title of the research protocol
	

	Name of Principal Investigator
	

	Department / institution
	

	Name of reviewer
	

	Date of review
	


B. Technical and scientific soundness
	Review criterion
	Reviewer’s comments
	Yes / No / N/A

	Appropriateness and relevance of the title
	
	         

	Correct completion of the protocol application format
	
	         

	Relevance of the research question to the institutional strategic priority
	
	         

	Adequacy of the project summary or abstract
	
	         

	Validity and clarity of the hypothesis
	
	         

	Adequacy of the theoretical explanation or framework
	
	         

	Appropriateness of objectives and research questions in relation to the hypothesis
	
	         

	Adequacy of the background, introduction and rationale
	
	         

	Identification of knowledge gaps
	
	         

	Consideration of dignity, respect, beneficence, justice, participant rights and risk minimization
	
	         

	Adequacy and relevance of the literature review
	
	         

	Clear explanation of the significance and justification of the study
	
	         

	Scientific and technical validity of all research procedures
	
	         

	Protocol is free from plagiarism
	
	         


C. Study design and methodology
	Review criterion
	Reviewer’s comments
	Yes / No / N/A

	Adequacy and appropriateness of the research design
	
	         

	Suitability of the study site(s)
	
	         

	Appropriateness of participant selection and study procedures
	
	         

	Clarity and feasibility of the study plan
	
	         

	Clarity of participant recruitment procedures
	
	         

	Adequacy of inclusion and exclusion criteria
	
	         

	Clarity of enrolment and follow-up procedures
	
	         

	Availability of operational definitions or specifications of study procedures
	
	         

	Appropriateness of sample-size calculation and validity of the calculation method
	
	         

	Soundness of the sampling technique
	
	         

	Justification for use of a placebo or control arm, if applicable
	
	         

	Adequacy of laboratory procedures and technical descriptions
	
	         

	Appropriateness of data-collection methods
	
	         

	Adequacy of the data-analysis plan and statistical procedures
	
	         

	Definition of acronyms at first use
	
	         

	Inclusion and appropriateness of research instruments
	
	         

	Adequacy of a Data Safety Monitoring Board for randomized clinical trials, if applicable
	
	         

	Adequacy and appropriateness of references
	
	         


D. Ethical considerations
	Review criterion
	Reviewer’s comments
	Yes / No / N/A

	Protection of participants’ rights, safety and well-being
	
	         

	Adequacy of the informed consent process, including Bangla and English versions
	
	         

	Protection of privacy and confidentiality
	
	         

	Risk-benefit assessment
	
	         

	Safeguards for vulnerable populations, if applicable
	
	         

	Compensation or treatment for study-related injury, if applicable
	
	         

	Conflict of interest of investigators declared and managed
	
	         

	Appropriate review category (exempt, expedited or full board)
	
	         


E. Final recommendation (select one)
	 Approved

	 Approved with minor revision

	 Major revision required

	 Deferred

	 Rejected


F. Reviewer’s overall comments and recommendations
	



	Reviewer’s signature
	
	Date
	


I confirm that I have no conflict of interest with this protocol, or that I have declared it to the Member Secretary (SOP-3), and that I will keep its contents confidential.
[bookmark: s48]Annexure C — Register of Controlled Documents
The following documents are issued by the Secretariat under this SOP and published in the document library of the IRB webpage. Investigators must always use the current version.
	Code
	Title
	Category
	Replaces

	CMRD/IRB/001
	Standard Operating Procedures of the IRB (this document)
	SOP & policies
	—

	SOP-2
	Policy on protection of vulnerable populations
	SOP & policies
	Expands section 3.2

	SOP-3
	Conflict of interest policy
	SOP & policies
	Expands sections 3.3–3.4

	SOP-4
	Documentation and archiving procedure
	SOP & policies
	Expands section 4.1

	APP-1
	Application for ethical clearance (with application letter and budget)
	Application documents
	Former Annexures A and E

	APP-2
	Amendment request form
	Application documents
	—

	APP-3
	Annual progress report and extension request
	Application documents
	—

	APP-4
	Final report and study closure
	Application documents
	—

	GL-1
	Research proposal format
	Research guidelines
	Former Annexure C

	GL-2
	Structured abstract guide
	Research guidelines
	Former Annexure B

	GL-3
	Ethical guidelines for biomedical research
	Research guidelines
	—

	GL-4
	Humane use of laboratory animals
	Research guidelines
	—

	ICF-1
	Informed consent form — Bangla & English
	Consent & supporting forms
	Former Annexure D

	ICF-2
	Assent form for minors
	Consent & supporting forms
	—

	ICF-3
	Participant information sheet
	Consent & supporting forms
	—

	ICF-4
	Translation certificate
	Consent & supporting forms
	—
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