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Guiding Notes: 

1- Applications for ethics review, with the specified attachments, should be sent via e-mail to the IRB Coordinator. Principal Investigator or his/her representative must email the full application as a single, zipped file to irb@irf.com.pk 
2- Please email a signed scanned copy of the application along with the word file.

3- Research must not begin until ethical approval has been obtained 
4- Please complete every section, using N/A if appropriate.

5- Incomplete forms will not be entertained.
6- If applying for exemption of ethical clearance, kindly complete sections A, G, H and I 

7- If urgent decision required please tick in the appropriate area before section A.
Office Use Only (for final hard copies)
Reference Number:

/IRB/IRF/2018
      
Date final copy of application received:



Approval decision:

Approved – no conditions

     
Approved with conditions

     
(specify those conditions)
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
APPLICATION TYPE

O Urgent (decision given within 15-20 days)

O Regular ( decision given within 4-6 weeks)

O Amendment to an already submitted protocol (Go to section H)

In case of an urgent application kindly indicate the reason of urgency with attachment of proof of urgency if available as only eligible cases shall be entertained on an urgent basis:

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
SECTION A - IDENTIFYING INFORMATION
1)
Title of the research (please include a short lay title in brackets). 

	     



2)
Principal Investigator
 

	Title:
	     
	Organization:
	     

	Forename/Initials:
	     
	Postal Address:
	     

	Full Name:
	     
	Contact #:
	     

	Designation:
	     
	E-mail:
	     


3)
Co-investigators (including Co-Principal Investigator)
	Title and Name
	Designation 
	Department and Institution
	Phone
	Email

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


4)  Proposed study dates and duration of project
a) Approximate dates:

	Start date (mm/yy):

	     
	End date (mm/yy):

	     


SECTION B - PROJECT DETAILS

1)
Provide brief background, objective and proposed methodology of the planned research. 
	     


2)
List any research associate or consultant (not listed above) who will be involved in the research and provide level of engagement.

	     


3)
Are the results of the study to be disseminated in the public domain?


YES       
NO       


· If not, why not?

     
4)
Provide funding details (applied or secured) in the given space below: 
	Funding Body
	Amount
	Duration
	Reference number

	     
	     
	     
	     

	     
	     
	     
	     


5)
Provide information about any interest, commercial or otherwise, you or your co-applicants may have in the funding body.

     
SECTION C- EXEMPTION FOR ETHICAL CLEARANCE

1) State briefly why your application should be exempted from ethical clearance? (State your study objectives and brief methodology indicating the section  which emphasizes on exemption of ethical clearance)
     
SECTION D - EXPEDITED REVIEW

1)
	Please provide brief response against each questions:
	Yes or No?

	a) Does the study involve participants who are particularly vulnerable or unable to give informed consent? (e.g. children, people with learning or communication difficulties)  (Note: this does not include secondary data authorised for release by the data collector for research purposes.)
	     

	b) Will the study require obtaining consent from a ”associate of research participant”, in case research participant is unable to provide consent (e.g. for research involving children or, people with learning or communication difficulties)
	     

	c) Does it require for participants, whose consent to participate in the study will be required, to take part without their knowledge at the time? (e.g. covert observation using photography or video recording)
	     

	d) Does the study involve deliberately misleading the participants?
	     

	e) Does study involves discussion of sensitive topics that may cause distress or embarrassment or negative consequences to the participant? (e.g. sexual activity, criminal activity, cultural norms, religious affairs and personal matters)
	     

	f) Are drugs, placebos or other substances (e.g. food substances, vitamins) to be administered to the study participants?
	     

	g) Will samples (e.g. blood, DNA, tissue) be collected from participants?
	     

	h) Is pain likely to result from the study?
	     

	i) Will the study involve prolonged or repetitive testing?
	     

	j) Will money be offered to participants as compensation for time?
	     


2)
	Please provide brief response against each questions:
	Yes or No?

	a) Will the study seek written/oral, informed consent?
	     

	b) Will participants be informed that their participation is voluntary?
	     

	c) Will participants be informed that they are free to withdraw at any time?
	     

	d) Will participants be informed of aspects relevant to their continued participation in the study?
	     

	e) Will participants’ data remain confidential?
	     


Note: If you have answered ‘no’ to all items in SECTION 1 and ‘yes’ to all questions in SECTION 2 the application will be processed through expedited review. 
SECTION E - PARTICIPANT DETAILS

1)
State the number of participants that will be recruited?
	     


2)
How was the number of participants decided upon?

	     


3)


a)
Describe how study participants will be identified and recruited.
	     


b)
Inclusion criteria:

     
     
c)
Exclusion criteria:

4)
Describe the steps for gaining informed consent from the research participants, including potentially vulnerable groups. Also explain, if informed consent is not to be obtained. 
     
5)
What is the potential for benefit to research participants, if any?

	     


6)
State any fees, reimbursements for time and inconvenience, that individual research participants may receive?

	     


SECTION F - RISKS AND THEIR MANAGEMENT
1)
Describe in detail the potential physical or psychological adverse effects, risks or hazards (minimal, moderate, high or severe) for research participants. 
	     


2)
Explain how the potential benefits of the research outweigh any risks to the participants.

	     


3)
Describe in detail the potential adverse effects, risks or hazards (minimal, moderate, high or severe) for the researcher(s). 
	     


4)
Describe the measures in place in the event of any unexpected outcomes or adverse events to participants arising from their involvement in the project

	     


5)
Explain how execution of study will be monitored to make sure that study plan and guidelines are followed?
	     


SECTION G -  DATA ACCESS AND STORAGE
F1)
Considering various stages of research process, please state how confidentiality of personal data will be ensured (e.g. encryption or other anonymisation procedures will be used)?
	Electronic transfer of data among researchers 
	     


	Sharing of data with other organisations
	     


	Use of personal addresses, e-mails or telephone numbers
	     


	Publication of direct quotations from respondents
	     


	Publication of data that might allow identification of individuals
	     


	Use of audio/visual recordings collected for research purpose
	     



F2)
Where research data will be collected and stored?

	     


F3)
Who will have access to the data generated by the study?

	     


F4)
For how long will data from the study be stored?

	     


SECTION H – AMENDMENT OF AN ALREADY SUBMITTED PROTOCOL

Kindly indicate the details of the amendment and attach the original protocol submitted with the amendments in track changes in word document

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
SECTION I - CHECKLIST OF ENCLOSURES
	Study Plan / Protocol
	     

	Recruitment advertisement (if any)
	     

	Participant Consent form
	     

	Questionnaire(s) or guides 
	     

	Brief study plan 
	     

	Other (please specify)
	     


SECTION J – DECLARATION
Declaration of the: ______________________  (write name)

Principal Investigator
     
 OR 
Co-Principal Investigator
     


(please enter an X as appropriate)

· The information in this form is correct to the best of my knowledge and I take full responsibility for it.

· I undertake to abide by the ethical principles underlying the Declaration of Helsinki and good practices on the proper conduct of research.

· If the research is approved, I undertake to adhere to the study plan, and the terms of the ethical approval. I undertake to seek an ethical opinion from the IRB before implementing substantial amendments to the study plan or to the terms of the ethical approval. 

· I understand that I am responsible for monitoring the research at all times.
· I am responsible to stay up to date and comply with the requirements of the law and relevant guidelines relating to security and confidentiality of personal data. 
· I understand that research records/data may be subject to inspection for audit purposes if required in future.

· I understand that the information contained in this application, any supporting documentation and all correspondence with the Institutional Review Board relating to the application, will be available for audit purpose. 

· I understand that all conditions apply to co-principal investigator and any researcher involved in the study, and that it is my responsibility to ensure that they abide by them.

Signature of Principal Investigator:      ......................................

Date: (dd/mm/yyyy)

Print Name:     
Signature of Co-Principal Investigator (Optional): ......................................

Date: (dd/mm/yyyy)

Print Name:     
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