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Ethics Review Committee, Bangladesh Bioethics Society (ERC, BBS)
Promotes Research Ethics Culture in Bangladesh
Address: DOHS, Mirpur Cantonment, Dhaka-1216, 
Phone: 880-01712522627 (Mobile)
Email: erc@bioethics.org.bd,  secretariate.bbs@gmail.com
Web site https://erc.bioethics.org.bd/ 




Check List for Protocol Submission
1. Forwarding letter to Chairman, Ethics Review Committee (ERC) of Bangladesh Bioethics Society (BBS).
2. Application shall be submitted as per proforma of ERC, BBS. The Application Form shall be signed by the Principal Investigator (PI) / Co-investigators / Collaborators.
3. CV of the Principal Investigator and all Co-investigators.
4. Submit training certificates for all Researchers (GCP or Human Research Participation (if any).
5. Researchers shall declare COI.
6. PI shall sign an MOU between the institution/organization and ERC, BBS.
7. Writing format: 12 Font, 1.5 space, New Times Roman in A-4 size paper.
8. A soft copy (word format) of the application package (all material including the project) shall be submitted by email at secretariate.bbs@gmail.com 
9. One set of hard copy of the application package shall be submitted to the ERC Secretariat.
10. Informed consent forms both in English and Bangla shall be submitted. 
11. A questionnaire/Case report forms/Checklist/data collection tool (Both English and Bangla) shall be submitted along with the protocol.
12. Flowchart/Gantt chart.
13. Budget with breakdown costs shall be submitted.
14. Submit all significant previous decisions (e.g., positive/ negative decisions or modified protocol) by other ERCs or regulatory authorities of the proposed study.
15. All relevant documents with a forwarding letter and protocol in the prescribed Application Form shall be submitted to the Members/Secretary of the ERC at DOHS, Mirpur Cantonment, Dhaka-1216, Bangladesh. Phone or message to: 01752082768
16. Review and Processing Fee for ethical approval.
17. Payment shall be made in the bank accounts of ERC, BBS according to payment categories.


Notification of Ethical Clearance
1. Acknowledgement of receipt of application package immediately.
2. Ethical Clearance is issued within 30 days if no revision is required.
3. Meeting for decision on protocol within 15 days after submission.
4. Notification of decision for ERC within 7 days after the following review.
5. Ethical clearance shall be issued within 7 days after the submission of the revised research proposal.

TOR of Principal Investigator (PI):
1. PI shall apply to ERC, BBS.
2. PI shall submit protocol according to the prescribed application form (Templets) with clearly specified name(s), contact address(es) including phone, email with due sign, and date of all researchers.
3. PI shall submit the curriculum vitae and COI declaration form of all researchers with due singe and date.
4. PI shall submit an MOU.
5. PI shall submit training certificates of GCP and human research participation (if any) of all the researchers.
6. PI shall submit a hard copy of the protocol along with a soft copy.
7. PI shall be responsible for checking the application package according to the checklist for protocol submission
8. [bookmark: _Hlk189588164]PI shall be responsible for all communication.
9. PI shall submit the half and final report.
10. PI shall be responsible for arranging site visits (If any)
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Project Proforma

1. Title of study:


2. [bookmark: _Hlk189588916]Name, Designation. Affiliation, Address, Phone & Email of Principal Investigator(s):


3. Name, Designation. Affiliation, Address, Phone & Email Co-Investigator(s):


4. Name of the Institution(s):


5. Type of Study:


6. Duration of Study:


7. Total Cost:


8. Funding Agency:


I / We agree to obtain approval of the IRB of BBS for my/our study. I/We/are ready to change our protocol as per suggestions of the ERC needed to protect human rights.



Principal investigator	Other investigator(S)


Leader/ Coordinator


Institution Head

[bookmark: _Hlk189588317]Annexure 2
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Questionnaire
Please encircle the appropriate answer to each of the following (If not Applicable write NA)
1. What level of study is this?

	(a) Undergraduate thesis/dissertation /project
	Yes
	No

	(b) Graduate thesis/dissertation/project
	Yes
	No

	(c) Postgraduate thesis/dissertation/Research
	Yes
	No

	(d) Funded Research
	Yes
	No

	(e) Clinical Research
	Yes
	No

	(f) Institutional Research
	Yes
	No

	2. Source of Population:
	
	

	(a) Competence Participant
	Yes
	No

	(b) Non non competence Participant
	Yes
	No

	(c) Minors or persons under guardianship
	Yes
	No

	3. Does the study involve?
(a) Physical risks to the subjects
	
Yes
	
No

	(b) Social Risks
	Yes
	No

	(c) Psychological Risks to subjects
	Yes
	No

	(d) Discomfort to Subjects
	Yes
	No

	(e) Invasion of the body
	Yes
	No

	(f) Invasion of Privacy
	Yes
	No

	(g) Disclosure of Information damaging to Subject or
	Yes
	No

	4. Does the study involve?
(a) Use of records, (Hospital, medical, Death, birth or
	
Yes
	
No

	(b)	Use of fetal tissue or abortus
	Yes
	No

	(c)	Use of organs or body fluid
	Yes
	No

	5. Are subjects clearly informed about?
	
	

	(a) Nature and purposes of study
	Yes
	No

	(b) Procedures to be followed including alternatives
	Yes
	No

	(c)	Physical risks
	Yes
	No

	(d)  Private questions
	Yes
	No

	(e)  Invasion of the Body
	Yes
	No

	(f)	Benefits to be Derived
	Yes
	No

	(g)	Right to refuse of participate or withdraw from study
	Yes
	No

	(h)  Confidential handling of data
	Yes
	No

	(i)	Compensation where there are risks or
	Yes
	No

	loss of working time or privacy is involved in
	
	

	any particular procedure
	
	

	6. Will a signed consent form/verbal consent be
	
	

	(a)  From Subjects
	Yes
	No

	(b) From subject and guardian (if subjects are minors)
	Yes
	No




7. Will precautions be taken to protect subjects?


Yes	No
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Preparation of an Abstract: 

The abstract/summary is a brief description of the whole research.  The abstract should be within 1-2 pages (1 page preferred). If not applicable please omit the item. It may include-

1. Project Title:
2. [bookmark: _Hlk189590381][bookmark: _Hlk189589937]Background: Why this research is important (3-4 sentences).
3. Objectives: (1-2 sentences)
4. [bookmark: _Hlk189590215]Methodology: Type of research, time frame, place of study, population, number of populations, selection process of subjects. If children, Incompetent persons, or groups whose ability to give voluntary informed consent is questionable, explain the rationale for using a group of the population (3-4 sentences).
5.  Risk and Benefit: Describe any potential risks e.g. physical, psychological, social, legal, or other, and assess the likelihood and seriousness of such risks. Describe how this risk will be minimized.  If there is any potential benefit, please mention it. Assess the potential benefit to be gained by the individual participant and the benefit that many accrue to society in general. Indicate how the benefits may outweigh the risks (3-4 sentences).

6. [bookmark: _Hlk189590488]Confidentiality: Describe the methods for safeguarding confidentiality, and privacy and protecting anonymity (2-3 sentences).

7. [bookmark: _Hlk189590576][bookmark: _Hlk189591191]Informed consent: Write when informed consent/Assent will be taken. If signed consent will not be obtained, explain why this requirement will be waived (in case of blind, Amelia population, etc. and provide an alternative procedure such as the brill method (1-2 sentences).

8. Data Collection Tool: If the study involves an interview mention what context, where, and for how long the interview will take place. State if the activity requires the use of records (hospital, medical, birth, death, or other) or store materials e.g. organs, tissues, body fluids, the fetus, or the abortus (2-3 sentences).

9. Procedure of archiving and dissimilation of data: write briefly how data will be archived and results will be dissimilated (1-2 sentences).

10. Statistical analysis: Write briefly the procedure of analysis of data. mention the name and version no of the software, and what test will be done to what variables to achieve the result (2-3 sentences).

11. Experimental drugs: a) In the case of an experimental drug, provide information about its status of registration for open sale in Bangladesh and other developed countries.
(a) For experimental 'new' drugs which are not registered in Bangladesh provide full information about the toxicity studies carried out in animals or human volunteers. Published papers on this regard shall be annexed.
(b) If an experimental 'new' drug is to be used state its sponsorship and the conditions for such sponsorship. A new drug means one which is not registered for free and open sale in Bangladesh.
(c) If a placebo is to be used justify its uses and why the study cannot be done without its use.
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Format for Submission of a Research Proposal 

· [bookmark: _Hlk189592119]Project Title:

· Introduction: Provide full background information with references. Information should be completed to prove the research proposal is based on a sound scientific footing. Cite relevant literature and refer to related studies done in our country or elsewhere.

· Objectives: List the general and specific objectives of the proposed study and state the question is being posed or the hypothesis being tested.

· Rationale: Describe the relevance of the proposed study to national health priorities and the relationship of the objectives to existing scientific knowledge on the subject matter. 

· Methodology: Provide a short introduction of the research at the beginning including the design of the study, time frame, place of study, population, and its number and general objectives.  
Details: Provide sufficient detail of study place, time, study population, sampling technique, sample size calculation, exclusion and inclusion criteria, variables, operation definition, procedures of research, methods of data collection and Interpretation, pretesting of questionnaire, data protection, Statistical Analysis (Correlation, Significance Test, Coefficient of Variation, Evaluation Methods, wherever applicable) and budget. 
Flow Chart: Describe the sequence of tasks within the time frame.
Ethical Implications: Think very carefully about possible ethical implications and put views.
References: Vancouver style to be followed. e.g. Author(s) name. Title. Can Med Assoc J 1995; 152(9): 1459-1465.

· Utilization of Results: Describe in brief how you perceive the results from this study that may contribute to the health development of the Country.

· Sustainable Development Goal (SDG): Describe briefly how this research is related to SDG. 

· Facilities: Resources, equipment, chemicals, subjects (human, animal) etc. required for the study:
· Facilities Available:
· Additional Facilities Required:


· Gantt Chart /Flow Chart
(Describe the sequence of tasks according to your research within a time frame)


	
	1st Month
	2nd Month
	3rd Month
	4th Month
	5th Month
	6th Month

	Final Development of the protocol
	
	
	
	
	
	

	Literature review
	
	
	
	
	
	

	Ethical clearance
	
	
	
	
	
	

	Pretesting (validation) of the instrument
	
	
	
	
	
	

	Correction of the instrument on the basis of the pretest of the instrument
	
	
	
	
	
	

	Workshop and Data Collection
	
	
	
	
	
	

	Data entry format preparation
	
	
	
	
	
	

	Data entry
	
	
	
	
	
	

	Data analysis plan
	
	
	
	
	
	

	Data Analysis
	
	
	
	
	
	

	Draft Report writing
	
	
	
	
	
	

	Submission of Draft Report
	
	
	
	
	
	

	Final Report writing
	
	
	
	
	
	

	Submission of Final Report
	
	
	
	
	
	



Budget

· Total   budget:
· Detailed Budget:
1. Personnel Cost: (Professional Scientific Staff, Technical & Other Staff. Please mention the percentage of time to be devoted by each personnel to this Project).
2. Field Expenses/Laboratory Cost:

3. Supplies and Materials (Items & quantity to be specified):

4. Patient Cost (If applicable):

5. Travel Cost (Internal travel cost only):

6. Transportation of Goods:

7. Office Stationery (Items & quantity to be specified):

8. Data Processing/Computer Charges (If applicable):

9. Printing and Reproduction:

10. Contractual Services (Other than manpower):

11. Miscellaneous*:

*Miscellaneous shall not exceed the 5% of the total budget.
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Informed Consent Form (ICF)

It is law, that when a research with human participants, the investigator is required to obtain a signed written informed consent from the participant. A s c e n t  i s  r e q u i r e d f or minors (below 18 years) along with informed consent from the parent of the participants or authorized legal guardian. It is a legally binding between researchers and participants. Informed consent forms shall be written in both English and Bengali. It should be 2-3 pages in length.
1. Interviewer details.

2. Purpose of the Study.

3. Types of participation of the study respondents.

4. Why participants are calling to be included in this research.

5. Procedures of the study, duration, and participant’s involvement.

6. Potential benefits.

7. Risks, hazards and discomforts.

8. Compensation.

9. Confidentiality.

10. Rights to withdraw from participation.

11. One copy of IC form shall be given to the participant

12. Name of the participant.

13. Signature/Thumb print of the participants.

14. Name of the witness.

15. Signature of the witness.

16. Name of the interviewer.

17. Signature of the interviewer.
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Data Collection Tools (checklist, questionnaire etc.)

(Thank you for your time filling out this questionnaire to assess the	The purpose of the study
is exclusively academic. Your honest answers to these questions will help the researcher better understand about progress and improvement of publication ethics in Bangladesh. While your responses reflect your personal view of the situation. This process is anonymous. The researcher greatly appreciates your help in responding to this research.)


Serial No:  ------------------------------------------------------	Date: -------------------------


First Part: General Information


1. Age:


2. Gender:  [image: ]Male	[image: ] Female


3. Educational Status:
4. 
5. 
6. 
7. 
8. 
9. 
10. 
11. 

[bookmark: _Hlk189598152]Annexure 7
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Review and Processing Fee (RPF) for Ethical Approval


1. Undergraduate students shall pay a total of 5,000 TK during the submission of the proposal if the budget is below BDTK 2, 00,000.

2. [bookmark: _Hlk189597844]Post-graduate students or BBS Members shall pay a total of 7,000 TK during the submission of the proposal if the budget is below BDTK 2, 00,000.

3. [bookmark: _Hlk189598060]Post-grade students/ independent researchers/academic shall pay a total of 10,000 TK during the submission of the proposal if the budget is below BDTK 5, 00,000.

4. a) 2% Processing fees shall be determined based on the total budget of the Research Project if the budget is above the amount of 5, 00,000 TK.
b) At the time of initial submission of the proposal, the Principal Investigator shall pay 10,000 TK to the BBS bank account.
c) The remaining amount shall be paid before issuing an ethical clearance.

5. All the payment is non-refundable.


Bank account:

Bangladesh Bioethics Society,
Sonali Bank Ltd,
Hotel Inter-Continental Corporate Branch, Address:  1 Minto Road, Shahabagh, Dhaka-1000, Bangladesh,
Ac/No: 4425502000743 SWIFT Code: BSONBDDH
Routing No: 200271639
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Conflict of Interest Agreement Form for Researcher


Project title……………………………………………………………………………………………
I / We understand that the potential conflict of Interest (COI) will always exist in research. COI is unethical, unprofessional, and illegal. Due to financial, political, intellectual, religious, or personal influence, researchers may be biased or compromise the professional judgment or objectivity in the research. It is the policy of the ERC, BBS all the Investigators shall sign the conflict of interest form to protect the human subjects.

1. Sponsor:	
[bookmark: _Hlk189598322]If funded by internal/external funds (e.g., gift, endowment, department/school funds) .
 If funded by a Sub-contract, list the Funding Agency

2. Responsibility: I/ we certify that the project represents original work. I have participated sufficiently in the work and take public responsibility during any judiciary conflict arises. (Please sign each researcher against the checking sentence).
I am a
a. PI
b. Co-Investigator
c. Research Coordinator
d. Data Manager
e. Other (Please specify)
I am responsible for
a. Conception and design of research
b. Writing the Project
c. Acquisition, Analysis, and Interpretation of data
d. statistical Analysis
e. Obtaining Funding
f. Administrative, Technical, or Material support
g. Supervision
h. Other (specify)
3. Conflict of interest (Please sign each researcher against the checking sentence).
a. I certify that I have no potential conflicts of interest in financial or activities/ relationships and affiliations to employment/grants/funding/consultancies/ honoraria and payment/ownership/expert testimony/royalties/donation of medical equipment/ patents planned, or other.
b. I certify that I have potential conflicts of interest in financial or activities/ relationships and affiliations to employment/grants/funding/consultancies/ honoraria and payment/ownership/expert testimony/royalties/donation of medical equipment/ patents planned, or other.
c. If b is correct for you, indicate your financial interests and relationships pls specify

4. Intellectual Property: Does this research involve the use, study, or validation of any intellectual property (e.g., patents or patent applications, inventions, discoveries, devices, licenses, copyrights of software or educational materials)?
NO	YES	Uncertain	Not Applicable

If YES, who holds the rights and/or licenses to the intellectual property?
a. I am uncertain who holds the rights and/or licenses.
b. I and/or a family member personally own the intellectual property rights.

5. Manufacture or Commercialization of Research Related Items: Will the entity manufacture and/or commercialize any drug, device, procedure, software, educational material, or other item associated with this research or that will result from this research?
NO	YES	Uncertain	Not Applicable
6. Agreement on Conflict of Interest:
a. I understand that I/we are responsible for complying with the ERC, BBS Conflicts of Interest Policy.
b. I agree to notify the COI to ERC, BBS within 30 days of any changes in this disclosure.
c. I understand that this research may not be initiated, until the ERC, BBS determines that no financial conflict of interest exists.
d. The information provided in this disclosure is true and correct to the best of my knowledge.



	Signature by PI
	Date

	
	

	EC chairperson/Member Secretary
	Date
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Memorandum of Understanding (MOU) Between PI Institute and RC, BBS
This Memorandum of Understanding (MOU) is entered into between	Name
of the institute, address, Phone, Email, website, and Ethics Review Committee of Bangladesh Bioethics Society (ERC, BBS) Address: Avn-2, R/09 DOHS, Mirpur Cantonment, Dhaka-1216, Phone: 880-01712522627 (Mobile), Email: erc@bioethics.org.bd, splasker04@yahoo.com; Web site https://erc.bioethics.org.bd/ who are collectively referred to as the “Parties.”

Purpose of the MOU allows…………………………. Name of the institute relies on ERC, BBS continuing
oversight of designated research protocol review, and the issue of ethical clearance. It also prevents the duplication of the review process, either in Full Board Review, Expedited Review, or Exempted Review between the institutions.
Title of the Research Project…………………………………………………………
The first party agrees to share and hand over the Research protocol, CV of all investigators, informed consent, and declaration of Conflict of Interest to the second party.
The second party shall provide an initial review of the research protocol, handle the documents/data for research studies, and issue ethical clearance for designated research studies.
The first party shall revise the protocol according to reviewers' comments and abide by the rules and regulations of ERC, BBS when applied.
The second party shall also review continually in case of modifications of research required for issuing an ethical clearance.
Files containing confidential data, shall not be used for any purpose other than ethical clearance by the second party.
No personally identifiable data or any documents delivered by first party shall not be shared or released publicly by a second party without specific statutory authority and the prior written.
The first party must submit to ERC, BBS the half-yearly report in the middle of the research and the final Report within 30 days of the completion of the study.
This MOU will be effective upon signature between parties and shall be valid for the designated research project. The Parties acknowledge that they have read the MOU and agree to its terms and that the persons whose signatures appear below have the authority to execute this MOU on behalf of their respective Party.


Signature:
Head of the Department /Institute	Chair, ERC, BBS Name:
Designation: Affiliation: Date: Official Seal
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