INFORMED CONSENT FORM (ICF) 

GUIDELINES AND SAMPLE
SOCIAL SCIENCES, HUMANITIES AND ARTS-(SSHA)
	      Project Information 

	Project Title: 
	Project Number:

	Ethics Research Committee (ERC)  Ref No: 
(Assigned by ERC)
	Sponsor:

	Principal Investigator: 
	Organization: 

	Location: 
	Phone: 
Email Address: 

	Other Investigators: 
	Organization: 

	Location: 
	Phone:
Email Address:


Procedure: 

The ERC shall review the ICF for appropriateness and to ensure the language used is at the appropriate level enabling the participant to be able to read and understand. 

The ICF must contain adequate information safeguarding confidentiality of the participant.

How will participants be recruited? e.g. the potential participant is a student of the researcher or sought through advertisement. 

The ERC must review recruitment materials e.g.: letters, notices, advertisements and confirm there is no evidence of coercion or undue influence.

Should the Chair of the ERC deem changes are required to the ICF; the Chair will advise the researcher and within a reasonable period of time the revised ICF, re-signed by participant will be returned to the Chair for review. If the Chair determines the changes do not meet the criteria the ICF will be reviewed by the whole committee. 

The researcher is responsible to the potential participant and to the university to secure an ICF from the participant. This document sets out key steps that must be taken in recruiting volunteers. 

The researcher is responsible for securing an ICF and if that task is delegate, the researcher continues to be responsible for information provided to potential participant. 

If the potential participant, agrees to participate in a research project, a written ICF must be completed and signed and dated by researcher and signed by participant and permanently kept on file. Thereafter, the ERC is responsible for reviewing ICF or changes. 

Consent document must be clear and understandable to participants. The language must be non-technical (comparable to language in a newspapers or general circulation magazine), and scientific, technical or medical terms must be clearly defined. 

ICF oral or written, may not include language that appears to waive legal rights or appears to release investigators or anyone else from liability for negligence.

It shall begin with a introduction of the person seeking consent. For example:
 “I am [SAK] from Department of _ _, Aga Khan University and doing a research on _ _ _.” 

It shall include background information on the topic of the Project. For example: 

“This project studies the institutionalization of X, i.e. the transition from a discussion on X to actual institutions. The project will describe these institutions and their leadership and spokespersons and analyze these in line with sociological analysis. The focus of the project will include discourses that challenge normative gender structures within Y and document changes. As this is a growing trend and the only project conducted has focused on Z, the researchers consider it vital to explain this trend.”

ICF should then state the following:

1. PURPOSE OF PROJECT
Include 3-5 sentences written in nontechnical language. An example of such would be “You are being asked to participate in a study designed to find out primary school children’s knowledge and skills in a way of and experience learning Science. About 4000+ children and 100+   teachers of Science of private and government schools from four districts of Sindh will take part.  The study will provide insights into science learning outcomes of students in Pakistani context”. 
If a participant does not read English, a consent form must be prepared in other relevant languages. If a participant does not read at all, information about the project presented in a language understood by the potential participant and the consent will have to be obtained orally.

2. PROCEDURES
· Describe procedures: “You will be asked to do...” 

· Identify procedures that are experimental/investigational/non-therapeutic. 
· Define number of visits and time spent at each visit as well a total time.
· Define expected duration of subject's participation. 

· Indicate type and frequency of monitoring during and after the study. 
3. POSSIBLE RISKS OR DISCOMFORT
These include physical injury, and possible psychological, social or economic harm, discomfort, or inconvenience. 

· Describe known or possible risks. If unknown, state so. 
· Indicate if there are special risks to particular groups; if relevant, state that the project may involve risks currently unforeseeable. 

· If subject's participation will continue over time, state: “new information developed during the project that may affect your willingness to continue participation will be communicated to you.” 

· If applicable, state that a particular procedure may involve risks that are currently unforeseeable. 

4. POSSIBLE BENEFITS
· Describe benefits to participants that may be reasonably expected. If the project is not of direct benefit to the participant, explain possible benefits to others. 
5. FINANCIAL CONSIDERATIONS
· Explain financial compensation involved or state: “There is no financial compensation for your participation in study.” 

· Describe additional costs to the subject that might result from participation. (e.g. travelling, parking).
· Indicate financial benefits to participants (e.g. free entry in an educational session, seminar, course, conference). 

·  Are therapeutic or diagnostic costs covered by the study? 

6. AVAILABLE TREATMENT ALTERNATIVES 

· If procedure involves an experimental treatment, indicate whether other non-experimental (conventional) treatments are available and compare the relative risks (if known) of each. 

7. CONFIDENTIALITY
· Describe extent to which confidentiality of records identifying the subject will be maintained. 

“Your identity in this project will be treated as confidential. Results of the project may be published in summary form for research but will not give your name or include identifiable references to you.” 

“Inform the participants that records or data obtained as a result of your participation in this project may be inspected by ERC members”. 

List steps to protect confidentiality such as codes for identifying data.
8. TERMINATION OF STUDY 

You are free to choose whether to participate in this project. There will be no penalty or loss of benefits to which you are otherwise entitled if you choose not to participate. 
Participant may withdraw their consent at any time and request withdrawal of their data whenever possible. 
You will be provided with significant new findings developed during the course of this project that may relate to or influence your willingness to continue participation. In the event you decide to discontinue your participation, 

· These are potential consequences that may result: (list) 

· Please notify (name, telephone no., etc.) of your decision to leave the project (describe), so your participation can be orderly terminated. 

In addition, your participation in the project may be terminated by the investigator without your consent under the following circumstances. (describe) It may be necessary for the study sponsor to terminate the project without prior notice to, or consent of, participants in the event that (describe circumstances, such as loss of funding.)
9. AVAILABLE SOURCES OF INFORMATION (choose what is applicable)
Further questions you have about this study will be answered by the principal investigator: 

· Name:
· Phone number: 
· Email
· In case of a research-related emergency, call: 
Emergency number: ______________________
10. AUTHORIZATION
I have read and understand this consent form, and I volunteer to participate in this project. I understand I will receive a copy of this form. I voluntarily choose to participate, and I understand my consent does not take away legal rights in the case of negligence or other legal fault of anyone who is involved in this project.
Participant signature:
 

 ____________________________________________
Participant name:     
  

 ____________________________________________

Date:  




  ___________________________________________
Signature of Principal Investigator       ___________________________________________

Date: 




  ____________________________________________
Signature of person obtaining consent: __________________________________________
Date: ______________________________________________________________________
A copy of the signed ICF shall be provided to participant.
Note:

Projects which are unlikely to produce meaningful outcome because of faulty design are often considered unethical as such projects cause wastage of time and resources. These should be avoided. 

If project is revised after ERC approved the changes must be submitted to ERC for consideration and approval.

The participant must be advised in a prompt fashion and advised how the project for which the participant gave an informed consent has changed, the requirement for further information is necessary and for the participant to consider whether they will continue in the project as a new ICF. 
22 October, 2018

Revised on: 22 February, 2019

13
4

