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Bangladesh University of Engineering and Technology (BUET)
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Email: irb@rise.buet.ac.bd


	INITIAL IRB APPLICATION INSTRUCTIONS



IRB policies require that each project involving studies with human subjects be reviewed to consider:
1. Rights and welfare of the individual(s) involved
2. Appropriateness of the methods used to secure informed consent
3. Balance of risks and potential benefits of the investigation

*This form is not for applying for exempt research status. 

How to complete your application and begin the IRB review process

1. This form must not be handwritten
2. Fill out all of the questions on this form completely
3. 
4. Fill out and attach the appropriate documents required by responses in this application
5. Attach a copy of the research/grant proposal 
6. Attach supporting documents: 
a. Consent form(s) 
b. Assent form(s) 
c. Survey instruments/questionnaires 
d. Interview schedules 
e. Solicitation letters 
f. Advertisements, etc.
7. Complete the checklist that accompanies this form to ensure all requirements for submission are completed so that review is not delayed
8. Submit a hard copy as well as a soft copy to dirrise@rise.buet.ac.bd
Contents of Application Form

1. Project Identification and Signatures
2. Funding
3. Institutional Oversight
4. Conflict of Interest
5. Compensation
6. Summary of Activities
7. Participant Population
8. Recruitment
9. Risks and Benefits
10. Confidentiality of Data
11. Informed Consent Process






Checklist for submitting a complete application

                
☐ Provisions have been made to minimize risks, and those procedures are documented in the application.

☐ Provisions have been made and documented to care for subjects in case of accident or injury.

☐ Provisions have been made to obtain informed consent from all individuals related to the study. (e.g., parents, subjects, cooperating institutions, etc.)

☐ All questions on the application have been completed. 

☐ A protocol/research proposal has been attached.

☐ All supporting documents have been attached. This includes survey instruments, interview schedules, solicitation letters, flyers, advertisements, etc.

☐ If this study requires approval of another committee or cooperating agency, documentation of approval or notice of application has been attached.

☐ Departmental signatures and the signature of the academic advisor for student research have been secured.

☐ A copy of this application has been made for the investigator's records. If this application is approved, this copy must be maintained for 3 years after the completion of the study by the PI.



	


INITIAL REVIEW OF RESEARCH 
APPLICATION FORM




.
	IRB Use Only

	
	Date received: ___________
Project Number: _________
IRB Review Date: ________
☐ Approved as submitted
☐ Approved with minor suggestions for changes
☐ Approved with stipulations
☐ Deferred
☐ Not approved

	
	Comments:

	
	Signature with seal:



1. Project Identification and Signatures
1.1 [bookmark: Text1]Project Title (If received any grant and the grant title is different, also provide grant title):

	



1.2 Principal Investigator (PI)

	[bookmark: Text4]Name: 
	Title:

	Name of the Department/Institute/Centre:

	Phone Number: 
	Office ext.:

	
	Email: 

	Designation: ☐ Professor ☐ Associate Professor ☐ Assistant professor ☐ Lecturer ☐ Student 
 ☐ Other:

	As Principal Investigator of this study, I assure the IRB that the following statements are true:
· The information provided in this form is correct. 
· I will seek and obtain prior written approval from the IRB for any substantive modifications in the proposal, including changes in procedures, co-investigators, funding agencies, etc. 
· I will promptly report any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this study. 
· I will report in writing any significant new findings that develop during the course of this study, which may affect the risks and benefits to participation.
· I will comply with all IRB requests to report on the status of the study. 
· I will maintain records of this research according to IRB guidelines. 
· The grant that I have submitted to my funding agency, which is submitted with this IRB submission, accurately and completely reflects what is contained in this application. If these conditions are not met, I understand that approval of this research could be suspended or terminated. 

	Signature of PI:



	Date:



If PI is faculty, a Department/Institute head signature is required. 
If PI is also the Department head, provide the signature of the Dean.
If The Reseacher is Student, Supervisor’s signature is required.

	As Department/Institute head or Dean or supervisor , I acknowledge that this research is in keeping with the standards set by my department, and I assure that the Principal Investigator has met all departmental requirements for review and approval of this research.

	

	Typed Name of 
☐ Head of the Department ☐ Director of the Institute ☐ Dean of the Faculty ☐supervisor


	Signature of Department/Institute head, or Dean or Supervisor:



	Date:




1.3 Co-Investigator(s)
Co-Investigators responsible for, or working on this project should be listed below. Include any individual who will have responsibility for the consent process, direct data collection from subjects, or follow-up.

	Name: 
	Name of the Department/Institute/Centre:

	Designation: ☐ Professor ☐ Associate Professor ☐ Assistant professor ☐ Lecturer ☐ Student  ☐ Other:

	Name: 
	Name of the Department/Institute/Centre:

	Designation: ☐ Professor ☐ Associate Professor ☐ Assistant professor ☐ Lecturer ☐ Student  ☐ Other:

	Name: 
	Name of the Department/Institute/Centre:

	Designation: ☐ Professor ☐ Associate Professor ☐ Assistant professor ☐ Lecturer ☐ Student  ☐ Other:



1.4 Research Staff
Personnel you wish to be included in correspondence related to this study e.g., project managers/study coordinators
	Name: 
	Name of the Department/Institute/Centre: 

	Designation: 

	Name: 
	Name of the Department/Institute/Centre:

	Designation: 

	Name: 
	Name of the Department/Institute/Centre:

	Designation: 




1.5 For each researcher involved with human subjects on this study, describe the training and education completed in the protection of human subjects (if any):

	Name of the training

	Name of the researcher


☐ NA

2. Funding

2.1 Did this research receive any funding or grant?
☐ Yes 
☐ No

If yes, fill out the following information box:

	Name of the funding organization:

	Amount (in USD, if international):

	Duration (start date & end date):

	Fund/Grant ID:




3. Institutional Oversight

3.1 Is this research already reviewed by any other institution or review committee(s)?
☐ Yes. Attach a copy of the review report.
☐ No.	



4. Compensation

4.1 Will you give subjects gifts, payments, or services without charge or extra credit?

☐ Yes
☐ No

If yes, please explain why:

	





5. Summary of Activities
The following questions must be answered in lay language or language understood by a person unfamiliar with your area of research. Area-specific jargon should be avoided or explicitly explained. Do not refer to the grant or abstract.

5.1 Which data collection methods will this study include? (check all that apply)

☐ Interview
[bookmark: Check78]☐ Physical Intervention
☐ Observational Study
☐ Medical Records
☐  Photographic
☐  Videographic
☐ Other, specify : 


5.2 Describe the tasks subjects will be asked to perform (Attach surveys, instruments, interview questions, focus group questions, etc.)  
Please include the following:
· Frequency of procedure, if any
· Duration of procedure, if any
· Psychological tests, if any
· Aptitude tests, if any 
 
Please Explain the procedure briefly:

	



[bookmark: Text31]5.3 How much time do you anticipate this research study will last ? 

	




6. Participant Population 

6.1 Expected number of participants:
	
	Total: 
	Female: 
	Male:
	Others: 
	☐ NA



6.2 Expected Age Range

Check all that apply:
☐ 0-7 (Include parental consent form)
☐ 8-17 (Include child’s assent form and parental consent form)
☐ 18-65
☐ 65 and older
Exact ages to be included: 
☐ NA

6.3 Inclusion/Exclusion of minors in this research

Does this study include any kind of participation of minors?

☐ Yes
☐ No

If yes, this inclusion must meet one of the following criteria for risk/benefit assessment. Check the one appropriate box(s) below:
	  ☐ Minimal Risk 
  ☐ Greater than minimal risk, but holds the prospect of direct benefit to subjects
	  ☐ Greater than minimal risk, no prospect of direct benefit to subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition.
	 ☐ NA

Explain how this criterion is met for this study:

	




6.4 Other Protected Populations to be Targeted or Included in this Research. Check all that apply:
☐ Pregnant Woman/Fetuses/IVF 
☐ Prisoners  
☐ Mentally/Emotionally/Developmentally Disabled Persons 
☐ Minority Group(s) 
☐ Elderly Subjects – 65+ 
      ☐ Gender Imbalance—all or more of one gender 
☐ NA
Why do you need them? Explain :

	



6.5 Inclusion and Exclusion of Subjects in this Research Study

Describe the criteria for inclusion and exclusion of subjects in this study.

Inclusion Criteria:
	



Exclusion Criteria:
	



[bookmark: _Hlk182914373]	☐ NA






6.6 Location of subjects during research activity or location of records to be accessed for research:

Check all that apply:

☐ Hospital/clinic/health complex, specify: 
☐ Primary/Secondary Schools, specify: 
☐ Community Center, specify: 
☐ University Campus, specify: 
☐ Government facilities, specify: 
☐ NGO office, specify: 
☐ Subject’s Home, specify: 
☐ International Location, specify: 
☐ Industry, specify: 
☐ Other, specify: 

6.7 Attach copies of IRB approvals or letters of cooperation from other agencies or sites, if applicable.

	


☐ NA


7. Recruitment

7.1 Attach a copy of any and all recruitment materials to be used e.g., advertisements, bulletin board notices, e-mails, letters, SMS, or URLs.

	



☐ NA

7.2 Explain who will approach subjects to take part in the research and what will be done to protect subjects’ privacy in this process:
Initial contact of subjects identified through records search must be made by the official holder of the record, i.e., primary physician, therapist, public school official.

	



☐ NA
7.3 Are subjects chosen from records?

☐ Yes. 
	☐ No.
☐ NA

If yes, 
Mention the source of records: 

	



Who gave permission to use the record? (Provide the protocol, consent forms, letters, etc. for securing consent of the subjects of the records. Written documentation for the cooperation/permission from the holder or custodian of the records should be attached) 

	




7.4 Is the study sponsor offering any incentive connected with subject enrollment or completion of the research study (i.e., finders fees, recruitment bonus, etc.) that will be paid directly to the research staff?

☐ Yes
☐ No
☐ NA
	If yes above, please affirm that you have declined acceptance of gifts in the box below:
	



7.5 Will subjects receive inducements before or rewards after the research study?
☐ Yes (Note that this information must be included in the consent form, under the heading “Compensation”, and not in the “Benefits” section. Also, payment for multiple visits should be prorated)
	☐ No
	☐ NA
	If yes above, please describe:
	



8. Risks and Benefits

8.1 Does the research involve any of these possible risks or harms to subjects?
☐  Yes
☐  No
If yes, please check all that apply:
☐ Use of private records (educational or medical records)
☐ Manipulation of psychological or social variables such as sensory deprivation, social isolation, psychological stresses
☐ Any probing for personal or sensitive information in surveys or interviews
☐ Presentation of materials which subjects might consider sensitive, offensive, threatening or degrading
☐ Possible invasion of privacy of subject or family
☐  Social or economic risk
☐  Other risks, specify: 


8.2 Describe the nature and degree of the risk or harm checked above. The described risks/harms must be disclosed in the consent form.

	



8.3 Explain what steps will be taken to minimize risks or harms and to protect subjects’ welfare.  If the research will include protected populations (see question 7.4) please identify each group and answer this question for each group.

	



8.4 Describe the anticipated benefits of this research for individual subjects in each subject group.  If none, state “None.”
Hint: For instance, if the intervention proves effective, subjects in active arms will benefit but controls will not. List any anticipated direct and societal benefits to participation in this research project. If none, state that fact here and in the consent form. The benefit of receiving a treatment is not necessarily a benefit to participation in the research project. That distinction is central to the informed consent process.

Note: Compensation paid to subjects is not considered a “benefit”, but should be described in question 7.5.
 
	



8.5 Describe the anticipated benefits of this research for society, and explain how the benefits outweigh the risks.

	




9. Confidentiality of Data
9.1 Will you record any direct identifiers, names, NID numbers, addresses, telephone numbers, photo, etc.?

☐ Yes
☐ No

[bookmark: Text49]If yes, explain why it is necessary to record findings using these identifiers. Describe the coding system you will use to protect against disclosure of these identifiers.

	



9.2 Will you retain a link between study code numbers and direct identifiers after the data collection is complete?

☐ Yes
☐ No

If yes, explain why this is necessary and state how long you will keep this link.

	




9.3 Will you provide the link or identifier to anyone outside the research team?
☐ Yes
☐ No
If yes, explain why and to whom:
	




9.4 Where, how long, and in what format (such as paper, digital or electronic media, video, audio, or photographic) will data be kept? In addition, describe what security provisions will be taken to protect this data (password protection, encryption, etc.).

	



9.5 Will you include a consent form that clearly explains what information will be collected from the participants? 

☐ Yes
☐ No


10. Informed Consent Collection Process

10.1 Did you collect informed consent from each subject/participant? (This information should be explained on the consent form.)

☐ Yes
☐ No

If no, explain why:


If yes, please specify ‘how’:

☐ Written (Hardcopy, paper form)
☐ Online (Email, Online form, etc.)
☐ Verbal (In person or over the phone)

Please justify your way of collecting the consents:

	



10.2 How will the investigator(s) keep/retain all of the informed consent? And who will have access to them?

	



10.3 Attach a consent form for IRB review. 

It is the responsibility of the investigator to assess comprehension of the consent process and only enroll subjects who can demonstrate informed understanding of the research study.

Translated consent forms are required, or the use of short forms with an oral explanation can be accepted. 



**Section 11 is to be filled only if your research is medical/healthcare related (Skip this section otherwise)

**Is this section (section 11) applicable to your research?

☐ Yes
☐ No

If no, stop here.

If yes, carry on to section 11.

11. Use of Protected Health Information (PHI) 

11.1 Please read the definition of Protected Health Information (PHI) below before answering.

PHI is defined under HIPAA (Health Insurance Portability and Accountability Act OR National Health Protection Act 2014, Bangladesh, as health information transmitted or maintained in any form or medium that:
1. Identifies or could be used to identify an individual;
2. is created or received by a healthcare provider, health plan, employer, or healthcare clearinghouse; and
3. Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of healthcare to an individual.

The following records ARE EXEMPTED from the definition of PHI even though they may contain health-related information: student records maintained by an educational institution and employment records maintained by an employer related to employment status.  If your study uses these kinds of records, it is not subject to HIPAA.  However, existing IRB rules on informed consent and confidentiality still apply.

Health-related information is considered PHI if (any of the following are true):

1. The researcher obtains it directly from a provider, health plan, health clearinghouse or employer (other than records relating solely to employment status);
2. The records were created by any of the entities in "1" and the researcher obtains the records from an intermediate source which is NOT a school record or an employer record related solely to employment status; OR
3. The researcher obtains it directly from the study subject in the course of providing treatment to the subject.

Health-related information is not considered PHI if the researcher obtains it from:

1. Student records maintained by a school;
2. Employee records maintained by an employer related to employment status; OR
3. The research subject directly, if the research does NOT involve treatment.

11.2 As part of this study, do you:
· Collect PHI from subjects in the course of providing treatment/experimental care; or
· Have access to PHI in the subjects’ records?
|_| Yes. Show how you will satisfy the National Health Protection Act 2014, Bangladesh, while using PHI in research.
|_| No. Continue to section 12.


*****************************************************************************************
You have reached the end of this form. Please make sure that you have responded to every question on this application (even if your response is “not applicable”). 
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