PARTICIPANT INFORMATION and consent form 

TEMPLATE FOR 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 projects that do not involve clinical drug or device trials or 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.

If the study includes medical research procedures potentially involving patients who are unable to provide consent for themselves, different versions of this participant information and consent form will need to be prepared for the following scenarios:

· Person Responsible Information and Consent Form - The ‘person responsible’ (as defined by Guardianship and Administration Act 1986 (Vic)), may provide consent prior to the medical research procedure being conducted on the patient (see “wording (A)” below);  

· Person Responsible Information and Consent Form (Consent to continue participation) - The ‘person responsible’ may provide consent for the continuing involvement of the patient in the medical research (see “wording (B) below);

· Participant Information and Consent Form (Consent to continue participation) - The patient, in the event that he/she regains a capacity to consent to their possible ongoing involvement in the medical research. There could be two versions of this form – one where the patient has been enrolled in the medical research with the consent of the “person responsible” (see “wording (C) below); and the second where the patient was enrolled in the medical research through Procedural Authorisation (see “wording (D) below). 

The recommended versions of wording that appear below for each of the four scenarios described above involving patients without the capacity to provide consent for themselves, should be inserted into the respective Participant/Person Responsible Information and Consent Forms on page 1, immediately beneath the “1. Your Consent” heading:

WORDING (A): “As the ‘person responsible’ for your relative, you are invited to consider your relative’s participation in this research project. Victorian law allows the person responsible for a patient to consent to the patient taking part in medical research where the patient is unable to provide consent for themselves.”

WORDING (B): “Your relative has been enrolled in this research project in accordance with Victorian law which allows a patient who is unable to provide consent for themselves to be enrolled in medical research through a process known as “Procedural Authorisation.” Procedural Authorisation can only take place where the medical research is not contrary to the best interests of the patient, is designed to assess the effectiveness of a new therapy, poses no more risk than that inherent in the patient’s condition and alternative treatments and after the researchers have taken reasonable steps to ascertain and contact the person responsible for the patient and have been unable to do so. You have now been contacted and as the ‘Person responsible’ for your relative, you are invited to consider your relative’s continued participation in this research project.” 

WORDING (C): “You have been enrolled in this research project in accordance with Victorian law which allows the ‘person responsible’ for a patient to consent to the patient taking part in medical research where the patient is unable to provide consent for themselves. Your ‘person responsible’ consented to your taking part in this research at a time when you were unable to consent for yourself. You are now invited to consider whether you wish to continue taking part in this research project.”

WORDING (D): “You have been enrolled in this research project in accordance with Victorian law which allows a patient who is unable to provide consent for themselves to be enrolled in medical research through a process known as “Procedural Authorisation.”  Procedural Authorisation can only take place where the medical research is not contrary to the best interests of the patient, is designed to assess the effectiveness of a new therapy, poses no more risk than that inherent in the patient’s condition and alternative treatments and after the researchers have taken reasonable steps to ascertain and contact the person responsible for the patient and have been unable to do so.  You are now invited to consider whether you wish to continue taking part in this research project.”

2.
Purpose and Background

The purpose of this project is [State the aims of the project. Include the background and justification for the study, i.e. the rationale for the drug or device being trialed. In addition, clearly state if any standard treatment is being withheld as a consequence of participation, i.e. is participation in the research project an alternative to other standard treatments for the patient’s condition/disease, or is it because standard treatment has not been successful for the patient’s condition? 

In providing a statement of the aims of the project, it is preferable to describe this in objective terms by reference to the disease/condition, rather than in the subjective sense, as there may be no actual benefit to individual patients and the only possible benefit is long-term.

Include a statement of the current registration status in Australia, e.g. whether the drug/device has been approved for marketing in Australia.

Include a comparison with other drugs or devices currently used for the same purposes.]
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]
This study is being sponsored by [name of Australian sponsor]. 

Insert information regarding sponsorship as appropriate. 

Note: A distinction exists between formal sponsorship, for the purposes of the CTN application, and commercial sponsorship, for the purposes of legal indemnity for the institution and HREC.  As a general rule, where the study is being commercially sponsored, an indemnity is required from an Australian corporate entity. This can be either an Australian related/subsidiary corporation of the international company, or, if none exists, the local corporate research organisation that is conducting the research project in Australia for the international pharmaceutical /device company. 

Where there is also an Australian company involved, add: In order to conduct the study in Australia, there is a locally based corporate sponsor, [name].
Where no commercial sponsorship is available: This study is being conducted internationally by [name of international pharmaceutical company or collaborative research group]. 

Alternatively, where the research project is investigator-initiated, include the following: This trial has been initiated by the investigator, Dr/Prof [name].

Note – in those situations where the parent company is not an Australian company any reference to “the sponsor” in the Participant Information and Consent Form must name the Australian entity and not the international company.

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

· Indicate and describe the nature of those tests or procedures that are in addition to those ordinarily performed as part of the routine care for patients with this condition/disease

· Indicate duration of patient’s participation

· Explain and describe randomisation procedures, if applicable

· Explain the use of controls, if applicable, including the use of placebos and their purpose. State whether, if allocated to the placebo arm of the study, patients will not receive any treatment for their condition/disease, or whether they will still receive standard treatment.

· 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
It is advisable to include a statement noting that continual review and monitoring will take place, regarding the efficiency and safety of the research project, and this will enable early detection of any problems patients may suffer. In the case of medical device trials, information should be provided about the mechanisms in place to track participants for the lifetime of the device, to detect any relevant adverse events and enable remedial action if a significant defect is detected.
4.
Collection of Tissue Samples for Research Purposes

Specific consent is required from participants as to the taking, storage and later testing and analysis of tissue samples, including genetic tests. Therefore, where appropriate, the following sentence should be included: 

By consenting to take part in this study, you also consent to the collection, storage and use of tissue samples as specified below.

However, if the study contemplates a separate and optional arm for tissue/genetic testing, then replace previous sentence with the following:

Participation in the tissue testing/genetic testing arm of this study is optional. If you agree to participate in this optional tissue testing/genetic testing arm of the study, please sign the separate Tissue Sample Consent Form attached.  

The following information should be provided if tissue samples are to be taken and stored for further research:

· The type and amount of tissue to be taken, as well as the bodily location that the tissue is to be taken from;

· The manner in which tissue will be taken and the safety and invasiveness of acquisition;

· The specific purpose for which tissue is to be taken, stored and used;

· Whether tissue samples will be identified, potentially identifiable or de-identified. If the samples are to be identified or potentially identifiable, include information as to the means by which the privacy/confidentiality of the stored tissue samples will be maintained; 

· Clear information indicating the length of time for which tissue will be stored and whether/how tissue will be destroyed at the end of the trial;

· Whether the research involves the establishment of a human tissue bank for future research use, the purpose of any contemplated future use, the means by which privacy/confidentiality of stored tissue samples will be maintained and the means by which future access by researchers will be controlled, e.g. the tissue will only be given to research projects approved by an HREC.

· The potential uses of the tissue, including any commercial uses

Note regarding the waiver of future commercial rights/interests. From a legal and ethical perspective, it is questionable whether there is, in fact, any interest or right of an individual in their own cells/body parts. In this respect, any attempt to incorporate into the Participant Information a waiver by the participant of any future commercial rights or interests in the outcomes of the research from use of their tissue should be avoided.

Additional information to be included in the case of genetic tests:

· Whether the study will have the capacity to provide information about an identifiable participant's future health or risk of having children with a genetic disorder, or information that may be relevant to the health of family members who are not a part of the study. If relatives are also to be approached, the researcher will need the consent of the research participant to do this, and should provide information concerning the method of approach to relatives.

· Whether participants will be advised of project results and, if so, whether this will be grouped data or relate to individual participants and whether counselling will be provided;

· The potential for the research to detect/generate information of social significance, e.g. non-paternity or non-maternity, information that may influence access to insurance/employment;

· If no information concerning genetic disease predisposition is to be made available to research subjects, this should be clearly stated, noting all the implications;

· Information and counselling as to possible consequences of consenting to the use of genetic material;

· Participants should be informed that their views will be sought regarding the feedback of information of potential significance to their own or their relatives' future health;

· Assurance that the participant’s genetic material and information, where identified or potentially identifiable, will not be released for other uses without the participant’s prior consent, unless required by law. Information should also be provided about the procedures to be followed in response to a request for access (e.g. requests by a donor, relative, other researchers, insurer, employer) to stored genetic material, or information generated by the research. If consent for future research use is declined, the genetic material and information should be disposed of after a specified period following completion of the research, (unless de-identified);

· If a genetic register is proposed, this should be established and conducted in accordance with the Guidelines for Genetic registers and Associated Genetic Material (NHMRC, 1999)

Additional requirements regarding HIV-Testing: 

Under Victorian law, a medical practitioner is required to provide information about the medical and social consequences of being tested for HIV and possible results of such a test both before and after the conduct of such a test. Consequently, the Participant Information and Consent Form should be amended to clearly state that information and counselling will be provided in accordance with Victorian law, and the doctors involved in the trial must comply in this regard. Suggested wording: 

Information and counselling about the medical and social consequences of being tested for HIV and possible results of such a test will be provided both before and after the conduct of such a test in accordance with Victorian law.

Additional requirements regarding performance of autopsy: 

A separate Consent Form must be provided to give express consent to the conduct of a post-mortem examination. The requirements for valid consent are as follows:

· Express consent by the patient during their lifetime. This can be either written consent by the patient, or, where there is no written consent by the patient, oral consent by the patient, during his/her last illness, in the presence of two witnesses;

· Where there is no expressed consent by the patient during their lifetime, consent by the "senior available next of kin", defined to include, in the case of an adult, the deceased's spouse, son or daughter over the age of 18, parent, or in the event of none of the above being available, brother or sister over the age of 18 years. 

Note: The conduct of a post-mortem examination is NOT authorised if there is reason to believe that the deceased had, at any time, expressed an objection to the conduct of a post-mortem, either in writing or at any time during his/her last illness, orally in the presence of two witnesses.

5.
Possible Benefits

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

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

6.
Possible Risks

Possible risks, side effects and discomforts include [list and quantify all risks and discomforts involved in participating in the clinical trial, including possible adverse effects on physical health as well as emotional, economic and other types of disadvantage.  This should include not only those relevant to the study drug/device but also those relevant to any tests or procedures participants will be required to undergo, as well as changes to existing therapies.  Also, quantify all risks, for example, one in fifty. Where possible, risks should also be put in the context of everyday events, for example, compared to the risk of death in a car accident.]

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

Participants must be clearly informed whether participation in the research study involves exposure to radiation. All research projects involving the use of ionising radiation, (even if this is part of standard treatment) must be referred to the Radiation Officer Safety of the institution where the ionising radiation will be administered. Researchers should refer to Module 5 Guidelines and must consult with the Radiation Safety Officer (RSO) at the institution where the ionising radiation treatment will occur. The RSO will provide any special wording for the PI&CF and advise if any radiation-related approvals are required.  

Include a general statement advising that participants can suspend or even end their participation in the project if distress occurs. Information should be provided as to the mechanisms in place during the conduct of the study to monitor/identify and address any possible side effects.

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.

If applicable, include a warning or exclusion statement about conception, pregnancy and breast feeding, for example:

The effects of [insert name of trial drug] on the unborn child and on the newborn baby are not known.  Because of this, it is important that study participants are not pregnant or breast-feeding and do not become pregnant during the course of the study.  You must not participate in the study if you are pregnant or trying to become pregnant, or breast-feeding.  If you are male, you should not father a child.  If you are female and child bearing is a possibility, you will be required to undergo a pregnancy test prior to commencing the study.  Both male and female participants are strongly advised to use effective contraception during the course of the study and for a period of [insert period] months after completion of the study.  You should discuss methods of effective contraception with your doctor.  If you do become pregnant whilst participating in the study you should advise your treating doctor immediately.  He/she will withdraw you from the study and advise on further medical attention should this be necessary.  You must not continue in the study if you become pregnant. [Please remember to adapt this clause if study is specifically for female or male patients only and check for any site-specific requirements in relation to this statement.]

Where applicable, insert the following:

Chemotherapy may cause temporary or permanent sterility. Please discuss this with your doctor if you have any concerns about future fertility.

It is advisable to include a statement such as:

There may be additional unforeseen or unknown risks.

7.
Other Treatments Whilst on Study

It is important to tell your doctor and the research staff about any treatments or medications you may be taking, including non-prescription medications, vitamins or herbal remedies and any changes to these during your participation in the study.
8.
Alternatives to Participation

Alternative procedures/alternative treatments include [Describe appropriate alternative procedures or treatment that might be advantageous to the participant, if any. Describe standard treatment and its effectiveness and indicate how the research project differs from standard treatment. Include any disadvantages from withholding standard treatment. If there is no alternative treatment, state this.]

9.
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 research project that can identify you will remain confidential and will only be used for the purpose of this research project. [If additional use of the information is contemplated, this should be explained and specific consent sought from the participants for that additional use.] 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 and by representative of regulatory authorities and the sponsor for the purpose of verifying the procedures and the data. For example:

Your health records and any information obtained during the study are subject to inspection (for the purpose of verifying the procedures and the data) by the Food and Drug Administration (FDA) of the United States of America (USA), other national drug regulatory authorities such as the Australian Government’s Therapeutic Goods Administration (TGA) [where this is applicable] and authorised representatives of the Sponsor, [sponsors name] or as required by law. [If the study involves both an international and an Australian sponsor, insert the names of both in this section.] By signing the attached Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 

If there will be commercial development of the research results, this should be stated.

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.]  
Where it is considered desirable that a participant’s general practitioner be informed of their decision to participate in a research project, the following additional sentence should be included:
It is desirable that your family doctor, [General Practitioner’s name], be advised of your decision to participate in this research project. By signing the Consent Form, you agree to your family doctor being notified of your decision to participate in this research project.

In accordance with the Freedom of Information Act 1982 (Vic), you have the right to access and to request correction of information held about you by [name of institution].

10.
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.

11.
Results of Project

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

12.
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)].  
13.
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 12 above.
14.
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 Institution].

[Participants should also be told whether they are able to have their tissue samples or data withdrawn from the research project if they wish to do so, or whether there are restrictions on the withdrawal of samples or data.]

Before you make your decision, a member of the research team will be available so that you can ask 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.

15.
Reimbursement for your costs

You will not be paid for your participation in this trial. 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]
16.
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).] 
17.
Injury

In the event that you suffer an injury as a result of participating in this research project, hospital care and treatment will be provided by the public health service at no extra cost to you.

For commercially sponsored clinical trials insert the following information about compensation:

18.
Compensation

The sponsor [name of sponsor] has agreed to provide compensation to you for any injury suffered as a result of your participation in the research project, in accordance with the Medicines Australia Guidelines for compensation for injury resulting from participating in a company-sponsored research project. A copy of the Medicines Australia Guidelines is available to you from the research staff on request.

19.
Termination of the Study

This research project may be stopped for a variety of reasons. These may include reasons such as: unacceptable side effects, the drug being shown not to be effective, the drug being shown to work and not need further investigation and decisions made in the commercial interests of the sponsor. [Note - the reference to the sponsor’s interests should be omitted where the trial is initiated by the investigator(s)]

[Include a statement indicating whether there will be ongoing access to the study drug if the research project is terminated.]

Copy to here ↑

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, compensation statements for clinical trials, etc.  

For participants aged less than 18 years, 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 have had an opportunity to ask questions and I am satisfied with the answers I have received.

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.

I understand that 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.

CONSENT FORM FOR TISSUE SAMPLE STORAGE AND USE
(Attach to Participant Information)

If there is an option for tissue samples to be taken and stored for further research, it is suggested that consent to the use and storage of tissue be separate from the general consent to participate in the study. This is because it is often the case that participation in the testing and further storage of tissue is contemplated as a separate and alternative option for the patient. If separate Consent Forms are used, participants can still consent to the main study but not the additional tissue/genetic testing component. 

On Institution’s Letterhead or Name of Institution

Consent Form for Tissue Sample Storage and Use
Version # Dated # 
Site ##

Full Project Title: 

I consent to the storage and use of blood and tissue samples taken from me for use in further research as described in this Participant Information by [insert name of researcher].
If appropriate, include the following statement:

By signing this Consent Form, I agree to the use of my tissue samples for genetic testing as outlined in the participant Information.

If the study contemplates the use of tissue samples obtained from previous surgery/procedures, a separate specific consent should be obtained for this additional use of tissues previously taken and stored. In this situation, include the following statement:

By signing this Consent Form, I agree to the use of tissue samples obtained previously from my [routine biopsy or surgery] for the purposes of additional testing for [state test to be performed on tissue(s)].

Participant's name (printed)………………………………………………………..

Signature






Date

Name of Witness to Participant’s signature (printed)…………………………………………..

Signature 





Date 

Researcher's name……………………………………..

Signature






Date

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

 THIRD PARTY CONSENT FORM 
(To be used by parents/guardians of 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 the 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.

‘Person REsponsible’ CONSENT FORM 

(To be used for participants who are involved in medical research and who cannot consent for themselves) 

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

Person Responsible 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 am the Person Responsible for [participant’s name]. I consent to the participation [OR ongoing participation] of [participant’s name] in the research project named above, according to the conditions in the Participant Information. 

I believe the carrying out of the procedure is not contrary to the best interests of [participant’s name].

I will be given a copy of the Person Responsible Information and Consent 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 Responsible (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.

‘PARTICIPANT CONTINUATION’ CONSENT FORM 
(To be used for participants who are involved in medical research and who regain capacity to consent for themselves) 

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

‘Participant Continuation’ 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 have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to continue participation 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.

I understand that 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.

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 named above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with Name of Institution.

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

Signature





Date

Participant Information & Consent Form, Version #, Date:
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