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MALIR UNIVERSITY

OF SCIENCE & TECHNOLOGY





Institutional Review Board (IRB)
APPLICATION FORM

PI Initial Checklist for Submission of New Proposal
Title of Study:
[Insert Research Title]
Principal Investigator:
[Name, Department, Email address, Contact Information]
Institution:
Malir University of Science & Technology, Karachi
	1. 
	One copy of completed IRB application form
	☐

	2. 
	Two copies of the research protocol
	☐

	3. 
	Two copies of drug brochure / any supplementary information (if applicable).
	☐

	4. 
	Two copies of informed consent form (English & Urdu)
	☐

	5. 
	Two copies of data collection tools: questionnaires / proforma
	☐

	6. 
	Two copies of funding source and disclosure of conflict of interest
	☐


------------------------------------------




----------------------

Signature: Principal Investigator




Date

------------------------------------------




-----------------------

Signature of supervisor (if applicable)



Date

-------------------------------------------




------------------------

Signature of Chairman / In charge Department


Date

Instructions for filling the IRB form & initiating the IRB review process

a. This form must be typed. Handwritten forms will not be accepted.
b. All Questions should be answered. Write NA if a question is not applicable.

c. Please contact resource person ORIC Office, Malir University of Science and Technology, via email for any queries. (Email: irb@maliruniversity.edu.pk)
d. Students’ research project has to be signed by the supervisor.
e. Attach supporting documents i.e. consent form(s), protocol, survey instruments, interview schedules, advertisements, letters of permission, etc.
f. Submit the application form and supporting documents (soft & hardcopies) to the resource person ORIC Office, first floor block 2 (College of Nursing building), Malir University of Science and Technology, Karachi. 
g. Recommended font settings for protocol & relevant document submission.
	Element
	Recommended Setting

	Font Style
	Calibri / Arial / New Times Roman

	Font Size (Body Text)
	12 pt

	Font Size (Headings)
	14–16 pt (bold), depending on hierarchy

	Line Spacing
	1.5

	Text Alignment
	Justified (for body), Left align for titles

	Font Color
	Black only

	
	


Principal Investigator’s Information: 
	Title: 
	Name: 

	Designation:
	Department / Unit: 

	Mailing address (Office):
  

	Cellphone:                                   
	Email: 

	Signature of PI: 
	Date:


Co-Investigator’s Information: 

1.
	Title: 
	Name: 

	Designation:
	Department / Unit: 

	Mailing address (Office):
  

	Cellphone:                                   
	Email: 

	Signature of PI: 
	Date:


Co-Investigator’s Information: 
2.
	Title: 
	Name: 

	Designation:
	Department / Unit: 

	Mailing address (Office):
  

	Cellphone:                                   
	Email: 

	Signature of PI: 
	Date:


Note: In case of more than three authors, mention only their names and institutions. 
	1. Title of research project:


	2. Select one (tick the box) of the categories of your research project.
· Clinical trial on a medicine / drug   

· Clinical trial on a medical device 

· Experimental/ surgical procedure(s)
· Study administering questionnaires/interviews for quantitative or mixed qualitative / quantitative methods

· Study involving qualitative methods only 

· Study limited to working with human tissue samples and/or data
· Research database (secondary data analysis only) 
In case of a category other than those mentioned above, write in the space given below



	3. Do you plan to exclude children or pregnant women?
        ( yes      
             
( no   

If no, justify why it is it important to exclude this study population



	4. Provide a summary of the research project comprising of not more than 300 words. 



	5. What is/are the objective/s of the proposed research.



	6. What is the scientific justification for this research?


	7. Describe the methodology and procedures involved in this study in short.



	8. What is the expected duration of your study?


	9. What are the potential benefits for the research participants?


	10. What arrangements have been made for persons who might not understand verbal explanations or written information given in Urdu / English, or who have special communication needs? (e.g. translation, use of interpreters)


	11. Laboratory and radiological studies:
a. Will any tests be performed which are not routinely included as part of the work-up for these types of patients? If yes, mention their names.

b. Who will bear the cost of these tests?



	12. What is the primary outcome measure for the study?



	13. Has funding / grant for the research been secured?
· Funding / grant secured from one or more sponsors
· Funding / grant application to one or more sponsors in progress

· No application for external funding / grant will be made
If there is an approved grant by an agency / sponsor then give details:



	14. Has this or a similar application been previously rejected by any institutional review board (IRB) in Pakistan or another country?
      (Yes

         
 (No 


	15. Where will the research take place?


	16. What is the sample size of this study? 


	17. How it was calculated (mention details)? Also mention the reference article you took for sample size calculation?




Declaration by Principal Investigator
1. The information in this form is accurate to the best of my knowledge and belief and I take full responsibility for it.

2. I undertake to abide by the ethical principles underlying the Declaration of Helsinki and good practice guidelines on the proper conduct of research.

3. If the research is approved, I undertake to adhere to the study protocol, the terms of the full application as approved, and any conditions set out by review bodies in approval.

4. I undertake to notify review bodies of substantial amendments to the protocol or the terms of the approved application and to seek a favorable opinion from the BASR before implementing the amendment.

5. I undertake to submit annual progress reports setting out the progress of the research, as required by review bodies.

6. I am aware of my responsibility to be up to date and comply with the requirements of the law and relevant guidelines relating to the security and confidentiality of patient or other personal data, including the need to register, when necessary, with the appropriate Data Protection Officer. I understand that I am not permitted to disclose identifiable data to third parties unless the disclosure has the consent of the subjects’ data. 
7. I understand that research records/data may be subject to inspection by review bodies for audit purposes if required.
8. I understand that if my study period is one year / more than one year, I have to submit an annual progress report to the IRB on a prescribed proforma. 
------------------------------------------



----------------------

Signature: Principal Investigator




Date
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