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1. Purpose
This policy sets out the additional protections the CMRD Institutional Review Board (IRB) requires when research includes people who are relatively or absolutely unable to protect their own interests or to give valid informed consent. It expands section 3.2 of the SOP and tells investigators what they must justify, describe and document, and tells reviewers what to check.
2. Scope
The policy applies to every protocol reviewed by the IRB that includes, or may include, any participant in the groups listed in section 5, whether as the main study population or incidentally (for example a pregnant woman in a general adult survey). It applies to new applications (APP-1), amendments that add a vulnerable group (APP-2), annual reviews (APP-3) and research using identifiable records or specimens of vulnerable people.
3. Definitions
	Term
	Meaning in this policy

	Vulnerability
	A situation in which a person is relatively or absolutely unable to protect their own interests or to give valid informed consent, because of limited capacity to decide, limited freedom to refuse, or an increased likelihood of being harmed or wronged. Vulnerability depends on context and can change over time (Declaration of Helsinki, 2024; CIOMS Guideline 15).

	Child
	A person below 18 years of age (Children Act, 2013; Majority Act, 1875).

	Assent
	A child’s affirmative agreement to take part, given after an explanation suited to the child’s age and understanding. Silence or failure to object is not assent.

	Dissent
	A child’s or incapable adult’s refusal or clear objection, by words or behaviour.

	Parental permission
	Consent given by a parent or legal guardian for a child to take part.

	Legally Authorized Representative (LAR)
	A person authorised under the law of Bangladesh to consent on behalf of an adult who lacks capacity, such as a court-appointed guardian. Where no such person exists, the IRB may approve consent by the nearest adult relative in the order spouse, adult child, parent, adult sibling, unless it directs otherwise for a study.

	Impartial witness
	A literate adult, independent of the research team, who is present throughout the consent discussion with a participant or LAR who cannot read, and signs to confirm that the information was accurately given and consent was freely given.

	Minimal risk
	Risk of harm or discomfort no greater than that ordinarily encountered in daily life or during routine physical or psychological examinations or tests (SOP section 2.11).

	Minor increase over minimal risk
	A small, transient increase above minimal risk, with no more than a slight and temporary negative impact on health or well-being (CIOMS Guidelines 4 and 17).

	Capacity
	The ability to understand the information relevant to the decision, appreciate how it applies to oneself, weigh the options and communicate a choice.


4. General principles
1. Fair inclusion. Vulnerable groups must not be excluded from research without good reason, because exclusion denies them the benefits of evidence about their own health. Nor may they be chosen because they are easy to recruit, convenient or less likely to refuse.
1. Responsiveness. Research that includes a vulnerable group is justified only if it responds to the health needs or priorities of that group and cannot be carried out equally well in a non-vulnerable group. The group should stand to benefit from the knowledge, practices or interventions that result.
1. Risk limits. Procedures that offer a prospect of direct benefit must have risks justified by that benefit and a balance at least as favourable as any available alternative. Procedures that offer no prospect of direct benefit must carry no more than minimal risk; the IRB may accept a minor increase over minimal risk only when the research has strong scientific and social value, cannot be done otherwise, and is reviewed by the full Board.
1. Consent and voluntariness. The consent process must be adapted to the participant’s capacity, literacy, language and circumstances. Where a participant cannot consent, the LAR decides, taking into account the participant’s previously expressed preferences and values, and the participant’s own assent or dissent is respected.
1. Additional safeguards. Every protocol that includes a vulnerable group must describe the specific safeguards that apply (section 6) and how they will be monitored.
5. Groups covered
The groups below are those listed in SOP section 3.2 and in the BMRC Ethical Guidelines (section 1.8 and section 5). The list is not exhaustive: reviewers may decide that other people are vulnerable in the circumstances of a particular study.
	Group
	Main source of vulnerability
	Policy section

	Children, including children with Autism Spectrum Disorder (ASD)
	Developing capacity; dependence on adults
	6.1

	Pregnant women and nursing mothers
	Risk to the fetus or infant as well as the woman
	6.2

	Adults unable to consent: unconscious, sedated or critically ill people; people with severe mental illness, cognitive impairment or learning difficulties
	Lack of capacity, often temporary; emergency setting
	6.3

	Prisoners and people in detention
	Limited freedom to refuse; risk of coercion
	6.4

	Refugees and forcibly displaced populations, including Forcibly Displaced Myanmar Nationals (Rohingya)
	Dependence on aid; insecurity; language barriers; trauma
	6.5

	People living with HIV and others with stigmatised conditions
	Risk of disclosure, discrimination and social harm
	6.6

	Economically or educationally disadvantaged people, including people who cannot read
	Undue influence of payments or services; difficulty understanding written information
	6.7

	People in dependent relationships: students, employees, junior staff, patients of the investigator
	Fear of consequences of refusing
	6.8

	Older people
	Possible frailty, sensory or cognitive limitations
	6.9

	Dying patients
	Severe illness, limited time, hope for cure
	6.10


6. Specific safeguards
6.1 Children
1. The protocol must explain why the research needs children and cannot be done with adults. Trials of new drugs in children should take place only after Phase III trials in adults, unless the drug is intended for a disease that occurs primarily in childhood (BMRC Ethical Guidelines, 5.2).
1. Parental permission is required from a parent or legal guardian using the parent/guardian section of ICF-1. For research with more than minimal risk and no prospect of direct benefit, the IRB may require permission from both parents where both are reasonably available.
1. Assent is required from every child aged 7 to 18 years, in addition to parental permission (BMRC Ethical Guidelines, 5.2; SOP section 3.2). Use ICF-2 Version A (simple language, ages 7–11) or Version B (written assent, ages 12–17). Assent is sought in the child’s own language, at the child’s pace, and away from pressure.
1. A child’s dissent must be respected. The only exception is a study that offers a direct benefit not available outside the research, where the IRB has specifically approved continuation, the parents agree, and the reasons are documented.
1. When a participant reaches 18 years during the study, or the study will keep identifiable data or specimens, the participant’s own consent must be obtained using ICF-1.
1. Children with ASD or developmental conditions: adapt the assent process (pictures, short sentences, the child’s usual communication method, presence of a familiar caregiver), plan for sensory needs and breaks, watch for signs of distress, and stop when the child shows distress.
1. Research in schools or institutions requires written permission from the head of the institution in addition to parental permission and child assent.
1. Child protection. If a child discloses abuse or a risk of serious harm, the investigator must follow the referral procedure described in the protocol. The limits of confidentiality must be explained to the child and parent before the study starts.
6.2 Pregnant women and nursing mothers
1. Pregnant and breastfeeding women should not be excluded without a scientific reason. Research that is specific to pregnancy, the fetus or lactation must address their health needs (CIOMS Guideline 19).
1. When the research offers no prospect of direct benefit to the woman or the fetus, risk to the fetus or infant must be minimal, and the study should generate knowledge that cannot be obtained otherwise (BMRC Ethical Guidelines, 5.1).
1. The woman’s own consent is required and is sufficient. She may involve her husband or family in the decision if she wishes, but their agreement cannot replace hers.
1. Investigators must have no part in any decision about the timing or method of ending a pregnancy, and no inducement may be offered to end a pregnancy for research. Medical termination of pregnancy is governed by the Penal Code, 1860, and related law.
1. Studies that may include women of reproductive age must say how pregnancy will be detected, what happens if a participant becomes pregnant, and how pregnancy and infant outcomes will be followed up.
6.3 Adults unable to consent
1. Includes unconscious, sedated and critically ill people, and people whose mental illness, cognitive impairment or learning difficulty prevents them from consenting at the time. The protocol must state how capacity will be assessed, by whom, and how the assessment is recorded.
1. Consent is given by the LAR (section 3) using ICF-1. The LAR must be told to decide according to the participant’s previously expressed wishes, values and best interests. Where the participant or LAR cannot read, an impartial witness must be present.
1. The participant is informed as far as their condition allows; their objection is respected; and their own consent is sought as soon as they regain capacity. If they then decline, they are withdrawn and the protocol must state whether their data may be kept.
1. Research on people with mental illness must also comply with the Mental Health Act, 2018. Additional care is required for people admitted involuntarily, whose freedom to refuse is limited.
1. Emergency research without prior consent. The full Board may approve enrolment before consent from the participant or the LAR can be obtained only if: the research cannot be done otherwise; the condition requires intervention within a time window that does not allow consent; the intervention offers a prospect of direct benefit or the added research procedures are of minimal risk; and consent from the LAR or participant is sought at the earliest opportunity (CIOMS Guideline 16).
6.4 Prisoners and people in detention
1. Research must address the health needs of prisoners or conditions of detention, or offer them a prospect of direct benefit.
1. Written permission is required from the prison or detention authority, in addition to the consent of each participant.
1. Participation must not affect parole, sentence, privileges or treatment, and participants must be told this. Rewards must not be of a size or kind that would be an undue inducement in a prison setting.
1. Interviews and consent discussions take place out of hearing of prison staff, and data are protected from disclosure to the authority.
6.5 Refugees and forcibly displaced populations
1. Research in the camps for Forcibly Displaced Myanmar Nationals requires written permission from the Office of the Refugee Relief and Repatriation Commissioner (RRRC), Cox’s Bazar, and coordination with the Camp-in-Charge, before data collection starts. Copies are submitted to the IRB.
1. Consent must be obtained in a language the participant understands, using trained interpreters. Where participants cannot read the language of the form, the information is read aloud in the presence of an impartial witness and recorded with a thumbprint.
1. Participants must be told that refusing will not affect their access to aid, food, shelter or health services. Research staff must not be identified with aid distribution.
1. The protocol must avoid unnecessary repetition of studies already done in the same population, use trauma-informed interviewing, and provide a referral pathway for psychosocial and protection support.
1. Collect only the identifiers that are essential. Do not record registration or identity document numbers unless the protocol justifies it. Plan for the risk that data could be used to identify or harm participants.
6.6 People living with HIV and others with stigmatised conditions
1. Recruitment must not reveal a participant’s status to others, for example by using neutral study names, private rooms and discreet contact methods agreed with the participant.
1. Data and specimens are coded; the key linking codes to identities is stored separately with restricted access.
1. The protocol must describe access to care, counselling and support services, and how test results will be given confidentially.
6.7 Economically or educationally disadvantaged people
1. Participant documents must be written in plain Bangla at about the reading level of class 6 to 8, and tested with members of the community before submission.
1. People who cannot read: the information sheet is read aloud in full in the presence of an impartial witness; the participant marks consent with a signature or thumbprint and the witness signs (ICF-1).
1. Payments reimburse expenses and lost time but must not be so large that they persuade people to accept risks against their better judgement (BMRC Ethical Guidelines, 3.3). All payments and free services must be stated in the protocol and consent documents and approved by the IRB, and must not depend on completing the study.
1. Permission from community leaders for community studies does not replace individual consent.
6.8 People in dependent relationships
1. Students, employees, junior doctors, staff of the study institution and patients of the investigator must be approached by a person who has no authority over them, not by their teacher, supervisor or treating doctor.
1. They must be told in writing that refusing or withdrawing will not affect their grades, employment, evaluation or medical care, and their supervisors must not learn who took part.
6.9 Older people
1. Age alone is not a reason to exclude. Investigators should allow extra time, provide large print or read the information aloud, and use hearing support where needed.
1. Where cognitive impairment is possible, capacity is assessed as in section 6.3.
6.10 Dying patients
1. Research procedures should add as little burden as possible, and must not delay or replace palliative care.
1. The consent discussion must not raise unrealistic hope of cure, must allow time for the decision and, if the patient wishes, involve the family.
7. Review procedure
1. Research that enrols vulnerable people as direct participants is reviewed by the full Board (SOP section 2.11). Research limited to anonymised existing records or specimens of vulnerable people may be reviewed by the exempt or expedited route.
1. The Member Secretary ensures that at least one reviewer or invited independent expert has experience with the group concerned (for example a paediatrician, psychiatrist, obstetrician or a person who has worked with displaced populations).
1. Reviewers use the checklist in Annex A together with the Reviewer Evaluation Form (SOP Annexure B).
1. The IRB may attach conditions to approval, such as more frequent progress reports (for example every six months), independent observation of the consent process, a community advisory group, or a limit on the number of participants recruited before an interim review.
1. Approval letters for such studies name the vulnerable groups approved. Adding a new vulnerable group later requires a major amendment (APP-2).
8. Responsibilities of investigators
1. Identify every vulnerable group in the application (APP-1, section 4) and complete Annex A of this policy.
1. Justify the inclusion of each group and describe the safeguards in the ethical considerations section of the protocol (GL-1, section 5).
1. Make sure that everyone who obtains consent or assent is trained in the adapted procedures.
1. Report to the IRB any event that suggests the safeguards are not working, such as a complaint, coercion, a breach of confidentiality, or distress during data collection (SOP section 3.10).
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Annex A. Checklist for research involving vulnerable participants
To be completed by the PI and attached to APP-1. Reviewers use the same checklist.
	Protocol number
	CMRD/IRB/

	Study title
	

	Vulnerable group(s) included
	



	No.
	Question
	Response

	A. Justification

	A1
	The research responds to the health needs or priorities of the group.
	 Yes     No     N/A

	A2
	The research cannot be carried out equally well with a non-vulnerable group.
	 Yes     No     N/A

	A3
	The group will benefit from the knowledge or interventions that result.
	 Yes     No     N/A

	B. Risk

	B1
	Procedures without prospect of direct benefit are of minimal risk (or a justified minor increase over minimal risk).
	 Yes     No     N/A

	B2
	Risks are minimised and a plan exists for adverse events and distress.
	 Yes     No     N/A

	C. Consent

	C1
	Parental permission and child assent (ICF-1 and ICF-2) are planned for participants aged 7 to 18 years.
	 Yes     No     N/A

	C2
	Capacity assessment and LAR consent are described for adults who cannot consent.
	 Yes     No     N/A

	C3
	An impartial witness and thumbprint procedure is provided for people who cannot read.
	 Yes     No     N/A

	C4
	Recruitment is by a person with no authority over the participant.
	 Yes     No     N/A

	C5
	Participants are told that refusal will not affect care, aid, grades or employment.
	 Yes     No     N/A

	C6
	Re-consent is planned on reaching 18 years or regaining capacity.
	 Yes     No     N/A

	D. Protection

	D1
	Permissions from the authority controlling access (prison, RRRC, school, institution) are attached.
	 Yes     No     N/A

	D2
	Confidentiality measures prevent disclosure of status or participation.
	 Yes     No     N/A

	D3
	Payments are reimbursement only and not an undue inducement.
	 Yes     No     N/A

	D4
	Referral pathways (medical, psychosocial, child protection) are described.
	 Yes     No     N/A

	D5
	Staff obtaining consent or assent are trained in the adapted procedures.
	 Yes     No     N/A



	Role
	Name and designation
	Signature
	Date

	Principal Investigator
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