Participant Information and Consent Form Template for Non-Clinical Research Projects 
Using this template 

Recommended text is in plain type.

Instructions for preparation of the document are in bold, italic type. You should delete these comments from the final document.

For clinical drug or device trials or projects involving collection of tissue, researchers should use the template provided specifically for those projects. 
Headed with Institution’s Name or on Institution’s Letterhead

Copy from here ↓

Participant Information and Consent Form
Version # Dated # 
Site ##

Full Project Title:

Principal Researcher:



Associate Researcher(s):


This Participant Information and Consent Form is # pages long. Please make sure you have all the pages. 
1.
Your Consent

You are invited to take part in this research project. 

If this is a follow-on study, state this.

This Participant Information contains detailed information about the research project. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part in it. 

Please read this Participant Information carefully. Feel free to ask questions about any information in the document.  You may also wish to discuss the project with a relative or friend or your local health worker. Feel free to do this.

Once you understand what the project is about and if you agree to take part in it, you will be asked to sign the Consent Form. By signing the Consent Form, you indicate that you understand the information and that you give your consent to participate in the research project.

You will be given a copy of the Participant Information and Consent Form to keep as a record.

2.
Purpose and Background

The purpose of this project is [state the aims of the project]
A total of number people will participate in this project.

Previous experience has shown that [provide a brief summary – one or two sentences – of the literature review, the justification for the project and the context of the study, e.g. previous experience, summary of earlier studies and results.]
You are invited to participate in this research project because [state why the participant’s involvement is sought/desirable]

If the research is for the purpose of obtaining a degree or other educational qualification, please state this here, e.g. The results of this research may be used to help researcher [name of researcher] to obtain a degree.

3.
Procedures

Participation in this project will involve 
· State the nature, number, timing and time commitment of all procedures

· Explain and describe randomisation procedures, if applicable

· Explain the use of controls, if applicable

· Quantify the participant’s commitment where possible, e.g. an interview of half an hour, a tablespoon of blood, use of audio or videotapes, etc
4.
Possible Benefits

Possible benefits include [describe any likely benefits to participants or other people in the future. If the significant benefits from the project are to accrue to members of society in the future and NOT the individuals taking part in the project, this should be made clear.]

If applicable, include words to the effect that: We cannot guarantee or promise that you will receive any benefits from this project.

5.
Possible Risks

Possible risks, side effects and discomforts include [list and quantify all risks, for example, one in fifty]

Include psychological as well as physical risks.

If adverse reactions during interviewing are possible, ensure trained counselling, independent of the research team, is available. Make clear how the person can gain access to this counselling. 

Include any risks in relation to the use of DNA techniques, toxins, mutagens, teratogens, carcinogens and ionising radiation.

Include a general statement advising that participants can suspend or even end their participation in the project if distress occurs. 

It may be advisable to include a statement such as:

There may be additional unforeseen or unknown risks.

6.
Alternatives to Participation

Alternative procedures/alternative treatments include [Describe appropriate alternative procedures or treatment that might be advantageous to the participant, if any. Disclose any standard treatment that is being withheld.]

7.
Privacy, Confidentiality and Disclosure of Information

[Information should be provided generally on plans by the researchers for the storage and disposal of data, whether the data is identified, potentially identifiable or de-identified, where the data will be kept and who will have access to it, how long it will be stored and what will happen to the data at the end of the storage period.]

Any information obtained in connection with this project and that can identify you will remain confidential. It will only be disclosed with your permission, except as required by law. If you give us your permission by signing the Consent Form, we plan to [share, discuss or publish] the results with [X or Y to Z].

[If relevant, provide information regarding the review of health records by researchers for the purpose of verifying the procedures and the data. Also state if there will be commercial development of the research results.]

In any publication, information will be provided in such a way that you cannot be identified.  [Describe how confidentiality will be maintained. Research involving focus groups presents special problems – you need to describe in detail the process of maximising confidentiality and protection of privacy in these situations.]  
8.
New Information Arising During the Project

During the research project, new information about the risks and benefits of the project may become known to the researchers. If this occurs, you will be told about this new information. This new information may mean that you can no longer participate in this research. If this occurs, the person(s) supervising the research will stop your participation. In all cases, you will be offered all available care to suit your needs and medical condition.

9.
Results of Project

[State how participants will be informed of the results when the research project is completed.]

10.
Further Information or Any Problems

If you require further information or if you have any problems concerning this project (for example, any side effects), you can contact the principal researcher or [List other appropriate persons involved in the project]. The researchers responsible for this project are [list names and contact phone numbers, including after hours number(s)].  
11.
Other Issues

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about your rights as a research participant, then you may contact  

Name:
This person should be someone independent of the research, such as the Executive Officer of the HREC that approved the project.
Position:


Telephone:


You will need to tell [name] the name of one of the researchers given in section 10 above.
12.
Participation is Voluntary

Participation in any research project is voluntary. If you do not wish to take part you are not obliged to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage. 

Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with [the name of the Institution].

Before you make your decision, a member of the research team will be available to answer any questions you have about the research project. You can ask for any information you want.  Sign the Consent Form only after you have had a chance to ask your questions and have received satisfactory answers.

If you decide to withdraw from this project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to inform you if there are any health risks or special requirements linked to withdrawing.

13.
Ethical Guidelines

This project will be carried out according to the National Statement on Ethical Conduct in Research Involving Humans (June 1999) produced by the National Health and Medical Research Council of Australia. This statement has been developed to protect the interests of people who agree to participate in human research studies.

The ethical aspects of this research project have been approved by the Human Research Ethics Committee of [name the HREC].  

[Where relevant, state that approval has been given by the Institution where research will be carried out (for example, School or day care centre) or by the Institution responsible for supervising the standard of care where the research will be carried out (for example, Department of Education).] 

14.
Reimbursement for your costs

You will not be paid for your participation in this project. 

Include the following statement, if relevant:

However, you will be reimbursed for any of the following costs that you incur as a result of participating in this trial [give specific amount for specific items e.g. $30 for taxi fares each visit]
Notes for Researchers
Each page of the Participant Information and Consent Form must be numbered using the format page x of y and include a site name, date and version number.

Please check with the relevant HREC for any site-specific requirements and standard wording for Participant Information, for example, a clause concerning risks of pregnancy while participating in a research project.  

For participants aged less than 18 years, please provide the Participant Information in words that will be understood by the age group.

CONSENT FORM 
(Attach to Participant Information)
On Institution’s Letterhead or Name of Institution

Consent Form
Version # Dated # 
Site ##

Full Project Title:

I have read, or have had read to me in my first language [only include this phrase if the documents will be translated into other languages], and I understand the Participant Information version x dated x.

I freely agree to participate in this project according to the conditions in the Participant Information. 

I will be given a copy of the Participant Information and Consent Form to keep 

The researcher has agreed not to reveal my identity and personal details if information about this project is published or presented in any public form.  

Participant’s Name (printed) ……………………………………………………

Signature







Date

Name of Witness to Participant’s Signature (printed) ……………………………………………

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.

Researcher’s Name (printed) ……………………………………………………

Signature







Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Note: All parties signing the Consent Form must date their own signature.

THIRD PARTY CONSENT FORM  

(To be used by parents/guardians of minor children.) 

(Attach to Participant Information)
On Institution’s Letterhead or Name of Institution

Third Party Consent Form
Version # Dated # 
Site ##

Full Project Title:

I have read, or have had read to me in my first language [only include this phrase if the documents will be translated into other languages], and I understand the Participant Information version x dated x.

I give my permission for [participant’s name] to participate in this project according to the conditions in the Participant Information. 

I will be given a copy of Participant Information and Consent Form to keep.

The researcher has agreed not to reveal the participant’s identity and personal details if information about this project is published or presented in any public form.  

Participant’s Name (printed) ……………………………………………………

Name  of Person giving Consent (printed) ……………………………………………………  

Relationship to Participant: ………………………………………………………

Signature







Date

Name of Witness to Parent/Guardian Signature (printed) …………………………… 

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant’s parent/guardian has understood that explanation.

Researcher’s Name (printed) ……………………………………………………

Signature







Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Note: All parties signing the Consent Form must date their own signature.

THIRD PARTY ACKNOWLEDGEMENT FORM 

(To be used for participants who cannot consent for themselves, as a result of temporary incapacitation.) 

(Attach to Participant Information)
On Institution’s Letterhead or Name of Institution

Third Party Acknowledgement Form
Version # Dated # 
Site ##

Full Project Title:

I have read, or have had read to me in my first language [only include this phrase if the documents will be translated into other languages], and I understand the Participant Information version x dated x.

I acknowledge that the researchers would like to enrol [participant’s name] in the research project named above, according to the conditions in the Participant Information. 

I will be given a copy of Participant Information and Third Party Acknowledgement Form to keep.

The researcher has agreed not to reveal [participant’s name]’s identity and personal details if information about this project is published or presented in any public form.  

Participant’s Name (printed) ……………………………………………………

Name of Person providing Third Party Acknowledgement (printed) ………………………………

Relationship to participant: ……………………………………………………

Signature







Date

Witness to Signature (printed) ……………………………………………………  

Signature







Date

Declaration by researcher*: I have given a verbal explanation of the research project, its procedures and risks and I believe that the person named above as the Third Party has understood that explanation.

Researcher’s Name (printed) ……………………………………………………

Signature







Date

* A senior member of the research team must provide the explanation and provision of information concerning the research project. 

Note: All parties signing the Consent Form must date their own signature.

REVOCATION OF CONSENT FORM  

(To be used for participants who wish to withdraw from the project.) 

(Attach to Participant Information)
On Institution’s Letterhead

Revocation of Consent Form

Full Project Title:

I hereby wish to WITHDRAW my consent to participate in the research proposal described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with Name of Institution.

Participant’s Name (printed) …………………………………………………….

Signature






Date
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PI&CF Page 7 of 9

