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APPLICATION DOCUMENTS · FORM APP-1
Application for Ethical Clearance
The prescribed form, signed by the Principal Investigator. Submit it through the researcher panel on the IRB website, or by email to irb@cmrd.info, with the documents listed in Section 15.
	Document code
	Category
	Version
	Issue date
	Next review

	APP-1
	Application documents
	1.0
	November 2026
	November 2028



	How to complete this form
1. Complete every field. Where an item does not apply, write N/A; do not leave it blank.
2. Part A is the application letter to the Chairperson. Part B is the application form. The Annex is the budget.
3. Prepare the protocol according to GL-1 and the abstract according to GL-2. Consent and assent documents must be submitted in Bangla and English (ICF-1 to ICF-4).
4. For a full-board review, the complete file must reach the Secretariat at least 7 days before the meeting. Meeting dates are announced on the Notices page.
5. The review fee (SOP section 2.8) must be paid before the review begins. Fees are non-refundable.
6. Recruitment and data collection must not begin until the approval letter is received.


Part A. Application letter
Print on the letterhead of your institution or department, or use this page.

Date: ____ / ____ / ________

To
The Chairperson
Institutional Review Board (IRB)
Centre for Medical Research and Development (CMRD)
164, Meher Tower (Level 5), Sonargaon Road, Hatirpool, Dhaka-1205

Subject: Application for ethical clearance of the research protocol entitled “______________________________________________________________”
Dear Sir/Madam,
With due respect, I would like to submit the research protocol entitled “____________________________________________________________” and the documents listed in Section 15 of the attached application form for review and ethical clearance by the Institutional Review Board of the Centre for Medical Research and Development.
The study will be conducted at ________________________________________ from ____ / ____ / ________ to ____ / ____ / ________. It is being undertaken ☐ in partial fulfilment of the degree of ____________________ at ____________________ / ☐ as a funded project of ____________________ / ☐ as an independent study.
I confirm that the information given in the application is complete and correct, that the study will not begin until written approval is received from the IRB, and that the study will be conducted in accordance with the approved protocol and the IRB’s Standard Operating Procedures.
I therefore request you to kindly review the protocol and grant ethical clearance.
Sincerely,
	Signature
	

	Name
	

	Designation and department
	

	Institution
	

	Mobile
	
	Email
	



Forwarded by (supervisor / guide for students; head of department or institution for all applicants)
	Name and designation
	

	Signature, seal and date
	


Part B. Application form
For office use only
	Protocol number
	CMRD/IRB/______/______
	Date received
	

	Fee receipt no.
	
	Amount (BDT)
	

	Review category
	 Exempt   Expedited   Full board
	Meeting no.
	IRB/M/______/______


1. Study identification
	1.1 Full title of the study
	

	1.2 Short title (if any)
	

	1.3 Protocol version and date
	Version ______   Date ____ / ____ / ________

	1.4 Type of submission
	 New application     Resubmission after disapproval

	1.5 Reviewed by another ethics committee?
	 No     Yes — name, date and decision:

	1.6 Research for a degree?
	 No     Yes — degree, institution and registration no.:

	1.7 Proposed start date
	____ / ____ / ________
	1.8 Proposed end date
	____ / ____ / ________

	1.9 Total duration (months)
	
	1.10 Data collection period
	


2. Investigators and research team
2.1 Principal Investigator
	Name
	

	Qualification(s)
	

	Designation and department
	

	Institution
	

	Full postal address
	

	Mobile
	
	Office telephone
	

	Email
	
	ORCID (optional)
	



2.2 Supervisor or guide (for students and residents)
	Name and qualification
	

	Designation, department and institution
	

	Mobile
	
	Email
	



2.3 Co-investigators and other members of the research team
	No.
	Name and qualification
	Designation, department and institution
	Email and mobile
	Role in the study

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	



	2.4 Fee category of the PI (SOP section 2.8)
	 Doctor without a postgraduate degree
 Doctor with a postgraduate degree; consultant; assistant, associate or full professor
 Corporate research

	2.5 Is any investigator an IRB member?
	 No     Yes — name (SOP-3, section 8):


3. Study design, site and sample
3.1 Type of study (tick all that apply)
	 Cross-sectional
	 Case-control

	 Cohort — prospective
	 Cohort — retrospective

	 Randomised controlled trial
	 Clinical trial — Phase I / II / III / IV

	 Non-randomised or quasi-experimental intervention
	 Diagnostic accuracy study

	 Qualitative study
	 Mixed methods

	 Record or chart review
	 Secondary analysis of existing data

	 Laboratory study on human specimens
	 Study on laboratory animals (attach GL-4 Annex)

	 Systematic review or meta-analysis
	 Community-based trial

	 Programme evaluation or quality improvement
	 Surveillance or outbreak investigation

	 Case report or case series
	 Other (specify): ____________________



	3.2 Study site(s)
	

	3.3 Single or multi-centre
	 Single centre     Multi-centre in Bangladesh     International collaboration

	3.4 Total sample size
	
	Sample by subgroup
	

	3.5 Basis of sample size (formula, assumptions and result in brief)
	

	3.6 Sampling technique
	



3.7 Collaborating institutions (one row per institution)
	Institution and department
	Full official address
	Contact person
	Permission letter attached

	
	
	
	 Yes     No

	
	
	
	 Yes     No

	
	
	
	 Yes     No



	National approvals
Clinical trials of products not registered in Bangladesh or of new indications, international collaborative research involving Bangladeshi populations, and research with religious or social sensitivity also require ethical approval from the BMRC National Research Ethics Committee. Drug, device and biologic trials require DGDA approval (Section 11).


4. Study population and vulnerable groups
	4.1 Research subjects
		 Human participants
	 Human biological material only

	 Data or records only
	 Laboratory animals




	4.2 Participants are
		 Patients (ill)
	 Healthy (non-ill) people
	 Both




	4.3 Sex
		 Male
	 Female
	 Third gender / transgender




	4.4 Age groups
		 0–4 years
	 5–6 years
	 7–11 years

	 12–17 years
	 18–64 years
	 65 years and above






4.5 Vulnerable groups included (tick all that apply; if any is ticked, attach SOP-2 Annex A)
	 Children (below 18 years)
	 Children with Autism Spectrum Disorder

	 Pregnant women
	 Nursing mothers

	 Older people
	 Prisoners or detained persons

	 Refugees or forcibly displaced people (FDMN)
	 People with mental illness

	 Critically ill, sedated or unconscious people
	 Dying patients

	 People with learning difficulties or cognitive impairment
	 People living with HIV

	 Economically or educationally disadvantaged people
	 People who cannot read

	 Students, employees or patients of the investigators
	 None of the above


5. Risk and review category
5.1 Does the research involve any of the following? (tick all that apply)
	 Investigational new drug
	 Investigational new device

	 New treatment regimen
	 Placebo

	 Invasive procedure beyond routine care
	 Human exposure to radioactive agents

	 Human exposure to infectious agents
	 Fetal tissue or abortus

	 Biohazardous agents of risk group 2, 3 or 4
	 Genetic testing

	 Sensitive topics (sexual behaviour, alcohol or drug use, illegal activity, violence, HIV)
	 Deception or incomplete disclosure

	 Existing data from public archives
	 Existing hospital or departmental records

	 Pathological or diagnostic specimens only
	 Observation of public behaviour



	No.
	Question
	Response

	5.2
	Does the study test a drug, device or other treatment?
	 Yes     No

	5.3
	Does it involve children, pregnant women, patients unable to consent, or other vulnerable people?
	 Yes     No

	5.4
	Will you collect new data or samples directly from people?
	 Yes     No

	5.5
	Could taking part carry more risk than everyday life?
	 Yes     No

	5.6
	Will data be recorded so that participants can be identified, directly or through linked information?
	 Yes     No



	5.7 Overall level of risk
	 No more than minimal risk
 Greater than minimal risk

	5.8 Review category requested (SOP section 2.11)
	 Exempt     Expedited     Full board

	5.9 Justification for the category requested
	


6. Ethics checklist
Mark one response for each item; use N/A only when the item does not apply.
	Item
	Question
	Response

	1. Source of population

	1(a)
	Ill participants
	 Yes     No     N/A

	1(b)
	Non-ill participants
	 Yes     No     N/A

	1(c)
	Minors or persons under guardianship
	 Yes     No     N/A

	2. Does the study involve the following?

	2(a)
	Physical risks to participants
	 Yes     No     N/A

	2(b)
	Social risks
	 Yes     No     N/A

	2(c)
	Psychological risks to participants
	 Yes     No     N/A

	2(d)
	Discomfort to participants
	 Yes     No     N/A

	2(e)
	Invasion of the body
	 Yes     No     N/A

	2(f)
	Invasion of privacy
	 Yes     No     N/A

	2(g)
	Disclosure of information that could harm participants or others
	 Yes     No     N/A

	3. Does the study involve the following?

	3(a)
	Use of records (hospital, medical, death, birth or other)
	 Yes     No     N/A

	3(b)
	Use of fetal tissue or abortus
	 Yes     No     N/A

	3(c)
	Use of organs or body fluids
	 Yes     No     N/A

	4. Are participants clearly informed about the following?

	4(a)
	Nature and purpose of the study
	 Yes     No     N/A

	4(b)
	Procedures to be followed, including alternatives
	 Yes     No     N/A

	4(c)
	Physical risks
	 Yes     No     N/A

	4(d)
	Private questions
	 Yes     No     N/A

	4(e)
	Invasion of the body
	 Yes     No     N/A

	4(f)
	Benefits to be derived
	 Yes     No     N/A

	4(g)
	Right to refuse participation or withdraw from the study
	 Yes     No     N/A

	4(h)
	Confidential handling of data
	 Yes     No     N/A

	4(i)
	Compensation where risks, loss of working time or loss of privacy are involved
	 Yes     No     N/A

	5. Will signed or verbal consent be required?

	5(a)
	From participants
	 Yes     No     N/A

	5(b)
	From a parent or guardian when participants are minors
	 Yes     No     N/A

	5(c)
	Assent from participants aged 7 to 18 years
	 Yes     No     N/A

	6. Anonymity

	6
	Will precautions be taken to protect participant anonymity?
	 Yes     No     N/A



	Questionnaire note
If the final instrument or questionnaire is not complete at the time of review, the abstract must describe the sensitive areas to be covered, give examples of the types of sensitive questions, and state when the questionnaire will be presented to the IRB for review.


7. Informed consent process
	7.1 Consent method (tick all that apply)
		 Written signed consent
	 Thumbprint with impartial witness

	 Oral consent, documented
	 Consent by LAR

	 Parental permission
	 Child assent

	 Waiver of consent requested
	




	7.2 Language of consent documents
		 Bangla
	 English
	 Other (specify):




	7.3 Who will obtain consent, where, and how long participants will have to decide
	

	7.4 Will participants be photographed or audio/video recorded?
	 No     Yes — separate consent is included in ICF-1

	7.5 If a waiver of consent or of written documentation is requested, justify it (minimal risk, impracticable otherwise, rights not adversely affected)
	

	7.6 If any information is withheld from participants, justify it
	


8. Biological specimens
	No.
	Question
	Response

	8.1
	Will biological specimens be collected or used? If yes, state type, volume and number of samples per participant: ____________________
	 Yes     No

	8.2
	Will specimens be stored for future use? If yes, for how long: __________
	 Yes     No     N/A

	8.3
	Will consent be sought for future research unrelated to this study (with IRB approval of that research)?
	 Yes     No     N/A

	8.4
	Will specimens be shipped outside Bangladesh? If yes, institution and country: ____________________
	 Yes     No     N/A

	8.5
	Is a Material Transfer Agreement or MoU on collection, storage, use and ownership signed (attach)?
	 Yes     No     N/A

	8.6
	Custodian of specimens in Bangladesh: ____________________   Owner: ____________________
	 Yes     No

	8.7
	How will specimens be destroyed at the end of the storage period?
	 Yes     No


9. Data management and confidentiality
	9.1 Identifiers collected (name, phone, address, hospital number, photographs, others)
	

	9.2 How data will be coded and where the key linking codes to identities will be kept
	

	9.3 Where data will be stored (paper and electronic), security measures, and who will have access
	

	9.4 How long data will be kept after the study, and how they will be destroyed
	

	9.5 Will data be shared outside the research team or Bangladesh? With whom and on what terms?
	


10. Funding, payments and compensation
	10.1 Total budget (BDT)
	
	10.2 Source of funds
	

	10.3 Funding status
	 Fully funded   Partly funded   Self-funded   Application for funding submitted

	10.4 Sponsor or funder (name and address)
	

	10.5 Payments or reimbursement to participants (amount, purpose and schedule)
	

	10.6 Free medical management of research-related injury and compensation arrangements (SOP section 2.9)
	

	10.7 Insurance or indemnity (for interventional studies)
	 Not applicable     Attached     Pending


11. Regulatory approvals, permissions and registration
	Approval
	Required?
	Status / reference number

	DGDA approval (drugs, devices, biologics)
	 Yes     No
	

	BMRC National Research Ethics Committee
	 Yes     No
	

	Registration with BMRC / trial registry (registry name and number)
	 Yes     No
	

	Permission of hospital or institution where data are collected
	 Yes     No
	

	RRRC, prison, school or other access permission
	 Yes     No
	

	Approval of another ethics committee (multi-centre studies)
	 Yes     No
	


12. Conflict of interest (SOP-3, Part B)
Do any members of the research team or their immediate families have a financial or non-financial interest related to the study, its sponsor or funder, or the product under study (for example employment, consultancy, payments per participant, equity, patents or a role in designing or marketing the product)?
 No — no member of the research team has any interest to declare      Yes — details below (attach a statement if needed)
	


13. Dissemination of results
	 Thesis or dissertation
	 Peer-reviewed publication

	 Conference presentation
	 Report to sponsor or funder

	 Sharing with GoB (DGHS, Ministry)
	 Policy brief

	 Sharing with NGOs or international agencies
	 Feedback of results to participants and community


14. Contribution of team members
	Name
	Idea / design
	Protocol writing
	Data collection
	Analysis
	Manuscript

	
	 
	 
	 
	 
	 

	
	 
	 
	 
	 
	 

	
	 
	 
	 
	 
	 

	
	 
	 
	 
	 
	 


15. Documents submitted (SOP section 2.3)
	No.
	Document
	Attached

	1
	Application letter (Part A)
	 Yes

	2
	This application form, signed (Part B)
	 Yes

	3
	Full protocol with structured abstract (GL-1, GL-2), with version and date
	 Yes

	4
	Informed consent form, Bangla and English (ICF-1)
	 Yes     N/A

	5
	Participant information sheet, Bangla and English (ICF-3)
	 Yes     N/A

	6
	Assent form(s) for participants aged 7 to 18 years (ICF-2)
	 Yes     N/A

	7
	Translation certificate(s) (ICF-4)
	 Yes     N/A

	8
	Questionnaire, data collection tools or CRF, Bangla and English
	 Yes     N/A

	9
	Signed, current CVs of the PI, supervisor and co-investigators
	 Yes

	10
	Institutional or departmental permission letter(s)
	 Yes     N/A

	11
	Budget (Annex to this form)
	 Yes

	12
	Research ethics or GCP training certificates
	 Yes     N/A

	13
	Regulatory approvals, registration and access permissions (Section 11)
	 Yes     N/A

	14
	Checklist for vulnerable participants (SOP-2 Annex A)
	 Yes     N/A

	15
	Animal use supplement (GL-4 Annex)
	 Yes     N/A

	16
	MTA or MoU for specimens or data; investigator’s brochure; insurance certificate
	 Yes     N/A

	17
	Proof of payment of the review fee
	 Yes


16. Declarations
16.1 Principal Investigator
I certify that the information in this application is true, complete and accurate to the best of my knowledge, and I accept responsibility for the scientific and ethical conduct of the study. I undertake to:
1. abide by the ethical principles of the Declaration of Helsinki, the BMRC Ethical Guidelines and the CMRD IRB Standard Operating Procedures;
1. begin recruitment and data collection only after receiving the IRB’s written approval, and conduct the study according to the approved protocol;
1. obtain the approval of the Institutional Review Board before making any change that may affect participants’ rights or welfare, or any change to the methodology;
1. report serious adverse events, deviations and unanticipated problems within the times set in SOP section 3.10;
1. submit annual progress reports (APP-3) and a final report (APP-4), and keep study records for the required period;
1. protect the confidentiality of participants’ information, and declare any conflict of interest that arises.
	Name of PI
	

	Designation
	

	Email
	

	Signature and date
	



16.2 Co-investigator sign-off (all investigators and co-investigators)
We have read the protocol and this application, agree with their content, and accept the undertakings in 16.1.
	No.
	Name
	Email
	Signature
	Date

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	



16.3 Supervisor or guide (for students and residents)
I have reviewed this application and confirm that it is a reasonable summary of the proposed study, that the student is competent to carry it out under my supervision, and that I have no conflict of interest that prevents me from supervising it.
	Name and designation
	

	Signature and date
	


For office use only
	Completeness check
	 Complete     Incomplete — items requested on:

	Review category determined
	 Exempt     Expedited     Full board

	Reason for category
	

	Reviewers assigned
	1.                                              2.

	Member Secretary signature and date
	

	Decision
	 Approved   Modification required   Deferred   Disapproved

	Date of decision and letter reference
	

	Approval valid from / to
	____ / ____ / ________   to   ____ / ____ / ________


Annex. Budget details
	Study title
	

	PI / student / resident name
	

	Supervisor’s name
	

	Start date
	
	Duration
	



All amounts in BDT. Justify each item in the last column. Add rows as needed.
	Budget item
	Unit
	Quantity
	Unit cost
	Total cost
	Justification / remarks

	1. Personnel and honoraria (data collectors, statistician, laboratory staff)

	
	
	
	
	
	

	Personnel subtotal
	
	
	
	
	

	2. Equipment

	
	
	
	
	
	

	Equipment subtotal
	
	
	
	
	

	3. Consumables and laboratory test-related costs

	
	
	
	
	
	

	Consumables / laboratory subtotal
	
	
	
	
	

	4. Participant reimbursement and compensation

	
	
	
	
	
	

	Participant costs subtotal
	
	
	
	
	

	5. Travel and subsistence

	
	
	
	
	
	

	Travel and subsistence subtotal
	
	
	
	
	

	6. Training and meetings

	
	
	
	
	
	

	Training and meetings subtotal
	
	
	
	
	

	7. Miscellaneous (photocopying, printing, communication, software)

	
	
	
	
	
	

	Miscellaneous subtotal
	
	
	
	
	

	Total direct costs (1–7)
	
	
	
	
	

	Overhead cost (10% of total direct cost)
	
	
	
	
	

	Total costs (direct and indirect)
	
	
	
	
	



	Signature of PI and date
	
	Signature of supervisor / head and date
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