Sir Charles Gairdner Group

HUMAN RESEARCH ETHICS COMMITTEE

PARTICIPANT INFORMATION AND CONSENT FORM GUIDELINES

INTRODUCTION
All research studies which depend on the recruitment of participants will require a Participant Information and Consent Form (PICF).  The Sir Charles Gairdner Group Human Research Ethics Committee (HREC) evaluates and approves the PICF document in accordance with the National Statement on Ethical Conduct in Human Research (2007) and the Good Clinical Practice Guidelines of the International Conference of Harmonisation.

These guidelines and template provide advice and suggested text for sections of the PICF. This information is applicable to both internal research studies, i.e., those initiated at Sir Charles Gairdner Hospital (SCGH) and sponsored trials. (The template may also serve as a useful guide in preparing Participant Information and Consent documents, now required by the Therapeutic Goods Administration (TGA), on those occasions when clinicians request HREC endorsement of Section 19(5) applications to TGA for Authorised Prescriber status, under the Special Access Scheme).

As the template is designed as a generic model, it may not be suitable for all research studies.  Please feel free to add or delete information, as necessary, that is specific to your research study prior to submission.  For all studies, the researcher must ensure that the template is adapted and worded in accordance with the protocol of the individual study.

Note:  Site specific information, including a SCGH specific PICF, is still required for applications submitted under the Recognised Prior Review stream.

When creating a PICF, researchers should consider the following:

1. The purpose of the PICF document is to fully inform a potential/eligible participant of the important details of the research study, so that they can make an informed decision as to whether they wish to participate in the study.  The contents of the PICF should therefore include:

a. what will be required of the participant (responsibilities including screening tests, treatment regimes, attendances, completion of questionnaires, etc);
b. what safe-guards exist to protect the participant’s well being, privacy and other interests;
c. what the risks and benefits are for the participant;
d. who the participant can contact if she/he has concerns;
e. what the current standard treatment is and what treatment alternatives are available in lieu of participating in this study, and
f. the right of the participant to withdraw from the study at any time without consequence.

2. The PICF document is to be written in lay language at a year 8 reading level to enable the participant to understand the information.  For assistance in finding lay terminology for medical terms, visit the University of Michigan Simplification Guide to Medical Terms webpage http://www.med.umich.edu/irbmed/guidance/guide.htm .
3. The PICF document should be formatted using a minimum of 12 point font and spaced accordingly to ensure the participant can read the document.

4. Provisions, such as interpreter services, must be made where appropriate for participants who are not literate or who do not have a good command of the English language.
5. Specific details of study procedures including drug dosages and number of medications given are not required unless knowing this might alter a participant’s willingness to agree to take part.

6. The PICF must contain a compensation clause indicating that a participant’s involvement in the study does not prejudice their right to compensation, which may exist under statute or common law.

7. A copy of the Participant Information Sheet and Consent Form must be provided to the participant for their personal record.

Note for all Researchers:
Your attention is drawn to the following extract from the Declaration of Helsinki:

“When obtaining participant consent for any research, the treating physician should be particularly cautious if the eligible participant is in a dependent relationship to him/her or may consent under duress.  In such cases, consent should be obtained by a physician who is not engaged in the investigation and who is completely independent of this official relationship.”
Important

In cases where an eligible participant is deemed to be legally incompetent to give consent, the Guardianship and Administration Act of WA does not provide the legal authority to a legal guardian to give consent for next of kin to participate in research.  Participation in such research is ONLY permitted if determined by medical professionals to be in the best interests of the individual.  That being the case, consent is not required but it is imperative to ensure that next of kin are fully informed of what is happening to the participant.  In practice, this excludes almost all but non-invasive research.  Please refer to Sections 4, 5 and 6 in the National Statement for related ethical issues http://www.nhmrc.gov.au/ .
Please refer to the Checklist that follows to ensure that all relevant information has been addressed.
Checklist to ensure Consent is Informed - Basic and Additional Elements
(Please tick)

	□
	A statement that the study involves research

	□
	An explanation of the purpose(s) of the study

	□
	The expected duration of the participant's involvement (weeks/months/years)

	□
	A description of the procedure(s)/treatment regimen to be followed

	□
	Identification of any experimental procedure(s) 

	□
	A description of any reasonably foreseeable risks and/or discomforts to the participant

	□
	A description of possible benefits to the participant or to the wider community  as a result of this study

	□
	Appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant are discussed

	□
	A statement describing the extent, if any, to which confidentiality of participant-related information will be maintained. This includes whether the study sponsor or monitoring body will have access to identified information in participant records

	□
	If research involves more than minimal risk, an explanation regarding the availability of compensation, and medical treatments, should an injury occur.  This includes what compensation and treatment measures will be,  or where further information can be obtained

	□
	Contact details of the study staff for participants to obtain answers to pertinent questions about the study and about their rights, as well as emergency contact details in the event of a research-related injury:

	
	□
	A nominee at SCGH for research or research-related injury questions

	
	□
	A nominee for Ethical Rights questions (usually the Executive Officer of HREC at 9346‑2999)

	□
	A statement that participation is voluntary, refusal to participate will involve no disadvantage or loss of treatment benefits to which the participant is otherwise entitled to, and that the participant may discontinue participation at any time without loss of these benefits

	Additional elements, as appropriate

	□
	A statement that the particular treatment or procedure may involve risks to the participant (or to the embryo or foetus, if the participant is or may become pregnant), which are currently unforeseeable

	□
	Potential circumstances where participation may be terminated by the researcher without regard to participant consent

	□
	Any additional costs to the participant incurred by participating in the study

	□
	Any consequences of a participant's decision to withdraw from the study and those procedures necessary for orderly termination of participation

	□
	A statement indicating that significant new findings developed during the course of the study, which may affect the participant's willingness to continue in the study, will be provided to the participant

	□
	The approximate number of participants expected to be recruited to the study
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Sir Charles Gairdner Hospital

participant Information Sheet

Lay Title (or one sentence providing a lay description of the study)

<<Title of Study>>

<<Researchers [insert names]>>

Please take time to read the following information carefully and to discuss it with your family, friends and general practitioner if you so wish.  If any part of the information is not clear to you, or if you would like more information do not hesitate to ask us to explain it more fully.  Make certain you do this before you sign the consent form to participate in this study.

Who is funding this study?

<<Insert the name of the sponsor or details of the grant funding agency>>
Contact persons:

If you have any questions about the study you can contact:

<<Name>>:

Phone No.
(after hours:)

<<Name>>:

Phone No. 
(after hours:)

Decision to Participate:

Your decision to participate in this study is voluntary, that is, you may decide to be in this study or not take part in it at all. If do you decide to participate, you are able to change your mind at any time during the study.  However, before you make any decision, it is important that you understand why this study is being done and what it will involve, including your rights and responsibilities.  You will also be given a copy of this Participant Information Sheet and Consent Form to keep for your personal record.

Any decision you make will not affect your regular medical care or any benefit to which you would otherwise be entitled.

The Participant Information Sheet explains the study and includes details such as:

· why this study might be suitable for you;

· possible benefits and risks (side-effects) of the study drug/medication;

· the type, frequency and risks of any medical tests or procedures that you will need to have as part of this study;

· the number of additional visits you will need to make to the hospital;

· what your rights and responsibilities are if you agree to participate; and

· what alternative treatments are available to you if you do not wish to participate.
What is the purpose of this study?
<<Explain, in plain language, the purpose of this study.>>

Why is this study suitable to me?

<<Explain, in lay language, the reason why this person has been invited to participate in the study.  If it is because they have participated in a previous study, please make this clear.>>
How long will I be in this study?

<<State the realistic time commitments that will be involved, using tables/appointments cards to detail the visits required.>>

What will happen if I decide to be in this study?

<<Describe in plain English at a year 8 level and in a logical order: (Do not include details regarding the routine conduct of the study that are not relevant to making a decision about participating.)
· The complete timeframe of the study, the number of required clinic visits, how long each clinic visit will be, any diagnostic tests (estimate the volume of blood to be taken, if appropriate, in both mLs and teaspoons/tablespoons) and medical procedures that will occur at the time of these visits, what contact will be made between visits, and if there will be any follow-up after the study ends.  This can be done using a numbered and/or bulleted list, or if there are several visits, a table outlining the requirements of each visit/stage of the study can be used.

· The study drug, study device or study procedure, including any placebo or equivalent and the method used to assign participants to the respective treatment group(s) (e.g., randomly “like tossing a coin”).  If it is a ‘blinded’ study, describe the nature of the blinding, and advise that un-blinding will be done in an emergency.

· Any other required activities or responsibilities that the participant will need to agree to if they decide to participate, e.g., keeping a log diary of any sort or completing any questionnaires (a copy of these study materials must be provided as part of your research submission).

· Any blood and/or tissue samples that will be collected, including those taken for the purposes of genotyping or use in future genetic studies.  The latter will require additional information to this effect and may require participants to sign a separate consent form.  Guidelines for the type of information that must be provided to participants in this case are available from the Sir Charles Gairdner Group (SCGG) Human Research Ethics Committee Office or on the SCGH web site.  (Templates are available on-line from the Secretary or by telephoning 9346-2999.

· Any additional interviews, questionnaires or surveys that will be conducted as part of this study.  Include the length of time involved for these activities.  If there is the potential for any privacy, confidentiality or anxiety-related issues to occur because of these activities, strategies to reduce such risks should be described. (Copies of all interview guides/questions and/or survey questions must be provided at the time of study submission.)

· Any other relevant information that a participant might need to consider prior to making a decision about taking part in the study, e.g. financial cost, effects on family members, if any, etc.>>

Are there any reasons I should not be in this study?

<<Details of all exclusion criteria are unnecessary, but it may be relevant to include special circumstances, including planning a pregnancy and breast-feeding a child, receiving certain treatment, pre-existing or relevant medical conditions as well as participation in other studies.”>>

What are the costs to me?

<<State all costs, including time commitments that the participant will have to bear that would otherwise not be incurred if undergoing standard care/treatment.  Reimbursement of minor expenses such as travel costs may be permitted, but must be specified, e.g. taxi/bus fares, parking.  No inducements are to be offered.>>

What are the possible benefits of taking part, to me and to the wider community?
<<Describe any possible benefits for both the individual participant and the general population in a balanced manner, without anticipating the study outcome.  Do not include possible benefits for the researchers, e.g. publishing an article.>>
How will my safety be ensured?

<<Include wording similar to that shown in the text box.>>

“During this study, you will be continually monitored for any potential side effects of the study drug.  If you experience any side effects, your dose of the study drug may be reduced, or stopped temporarily to ensure your safety.  For this reason, do not hesitate to contact the study coordinator or your study doctor if you feel you are experiencing side effects. If the side effects are considered to be severe, the study doctor may withdraw the study medication completely.  Your study doctor may also require you to have additional assessments if it is in your best medical interests.

If you are advised to stop taking the study drug, this may also mean you will need to withdraw from participating in the study.  If this is the case, you may need to undergo tests and procedures, similar to those you had at the beginning of the study.”

What are my alternatives if I do not want to participate in this study?

<<Indicate what standard treatment(s) exists, so that the participant can make an informed decision about participating in the study. State, where relevant, that further discussions with the treating/study doctor may be necessary.>>

What are the possible side effects, risks and discomforts of taking part?
<<Describe any possible risks in a balanced manner. The criterion for including a potential effect is "If the participant knew about this possibility, would he/she take it into account in deciding to participate or not?"

Comment on any discomfort that might be experienced during a procedure, (e.g. discomfort from blood sample collection, infection risks; claustrophobia in MRI scanners, pain or soreness after a biopsy, emotionally upsetting/anxiety-related questions asked as part of surveys or interviews, etc.)

The likelihood of any known side effects should be described in proportions, e.g. 1 out of a 100 persons, and not as a percentage.

Unanticipated side effects should also be indicated using a statement similar this:>>

“Because this is an experimental treatment [investigational drug], there may be side effects that the researchers do not know of and that may have serious consequences. Contact your study doctor immediately about any new or unusual symptoms that you are experiencing if you are participating in this study.”
What if new information comes along during the study?

<<Suggested wording might be:>>

"If any new information about the study drug becomes available as this study continues, this will be brought to your attention if the information might have an effect on whether you wish to continue to be in the study.  If, after knowing this information, you still want to continue in the study, you may be asked to sign a new consent form".

Could the study be stopped early?

<<Indicate what is likely to happen in the event of an early study closure, such as:>>

"Sometimes a study may need to be stopped.  Reasons a study may end early include:  safety concerns for the participants; because the study drug is not as effective as other treatments or more effective than other treatments; because the researcher chooses to stop the study early, or for other reasons.  If this does occur, you will be notified of the reasons, if known, and other treatment/care will be offered for your condition".
What happens at the end of the study?

<<Describe whether the participant will retain access to the study drug, or procedure, will revert to standard treatment, or another alternative if anticipated.  Also include if there will continue to be any follow-up.>>

What if something goes wrong?

Medicines Australia provides indemnity on a voluntary basis.  Generally, this indemnity is not provided to participants in non-industry cooperative group studies or in researcher initiated studies.  It is separate to professional indemnity and public liability cover for researchers or the Institution.  (Please seek advice from Research Governance if you are unsure about how to word this section.)
<<Our preferred language for this section [as follows] should be used in all instances where required.  Statements that include references to non-Australian legislation and/or guidelines are to be removed. >>
“You will receive the best medical care available during and after this study, but because this is still a relatively new treatment, unexpected side effects may occur.  In the unlikely event that you experience any research-related harm as a result of taking part in this study, you will be provided with medical treatment/care at no cost to you.  The term “research-related harm” means both physical and mental injury caused by the study drug, study product or study procedures required by the trial.

This study is being conducted subject to the "Guidelines for Compensation for Injury Resulting from Participation in a Company-Sponsored Clinical Trial" published by Medicines Australia (January 2004) (Guidelines).  (Insert the name of the Sponsoring Drug Company) agrees to abide by these Guidelines which ensure participants receive compensation for personal injury in certain circumstances suffered as a result of a clinical trial.  A copy of this document is available from the Executive Officer of the Human Research Ethics Committee.

Although the Sponsor has agreed to abide by these Guidelines in respect of this trial, this does not affect your right to pursue a legal remedy from any party involved with the study, in respect to an injury alleged to have been suffered by you as a result of your participation.”
Will my taking part in this study be kept confidential?

<<Please make reference to how any personal information will be collected, who will have access to it, how it will be stored, including the length of time it will be stored.  Include the length of storage of any video tapes, audio tapes, CDs, DVDs or other electronic files obtained during the course of the study and indicate what will happen to these after the study ends.>>

“The research team may need to collect personal data about you, which may be of a sensitive nature, e.g., date of birth and relevant health information.  They may also need to obtain some health information about you from other health service providers, e.g., from another hospital, pathology laboratory, x-ray department, GP or other medical specialist.

This personal or health information will be kept private and confidential, and will be stored securely.  Only authorised persons, who understand that this information must be kept confidential, will have access to it.  Your study details will be given a unique number so that your identity will not be apparent to anyone else.  All participant records will be kept in {{give a departmental address}} during the study and in a locked archive for {{check the Department of Health’s Retention and Disposal Schedule for Research Records for non-commercial and local researcher studies, but at least 15 years in the case of clinical drug trials}} from the time the study is closed.

Authorised representatives of the sponsor, the study doctor, the Hospital’s Human Research Ethics Committee, Research Governance and specific pharmaceutical regulatory bodies may require access to your study records to audit study procedures and/or data. As well, some of your information may be sent to research staff in other countries for similar reasons.  If this should occur, these personnel are required to comply with the privacy laws that protect you when dealing with your information.

The results of this research may be made available to other doctors through medical journals or meetings, but you will not be identifiable in any of these communications.  By taking part in this study you are agreeing not to restrict the use of any data even if you withdraw.  However, your rights under any applicable data protection laws are not affected.”
How can I find out the results of this study?

<<Indicate if the researchers intend that the results of the study will be for publication or presentation.  Also include whether this information will be provided directly back to participants; when and where participants can access these results; and whom participants can contact for these results.>>

Who has reviewed this study?

<<The Sir Charles Gairdner Group Human Research Ethics Committee has reviewed this study and has given its approval for the conduct of this research study.  In doing so, this research conforms to the principles set out by the National Statement on Ethical Conduct in Human Research and abides by the Good Clinical Practice Guidelines.>>

What to do in an Emergency

<<If this study is a clinical trial, you will be given a Medical Alert card to carry on your person once you have been registered in the study.  Where practical, we ask that you carry this card at all times.>>

In the case of a medical emergency contact:

The xxxx on call

08 9346 xxxx
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	CONSENT FORM


Lay Title (or one sentence providing a lay description of the study)

<<Title of Study>>

Researchers: <<Names>>

Participant Name:


Date of Birth: 


NOTE:  If you are still unclear about anything you have read in the Participant Information Sheet and Consent Form, please speak to your doctor before signing this Consent.

1. I have been given information, both verbally and in writing, about this study and having had time to consider it, am now able to make an informed decision to participate.

2. I have been told about the potential benefits and known risks of taking part in this study and I understand what this means to me.

3. I have been given the opportunity to have a member of my family or a friend with me when this study was being explained to me.  I have been able to ask questions and have had all my questions answered.

4. I know that I do not have to take part in this study, and that my decision to take part is voluntary.  I understand that I can withdraw from this study at any time without this decision affecting my medical care.

5. I understand that participating in this study does not affect any right to compensation, which I may have under statute or common law.

6. I accept that by taking part in this research, that any information obtained about me during the study may be published, provided that my name and other identifying information are not used.

Name of Participant
Signature of Participant
Date

Name of Researcher
Signature of Researcher
Date

The Sir Charles Gairdner Group Human Research Ethics Committee has granted approval for the conduct of this study.  If you have any concerns about the ethics or code of practice of the study, please contact the Executive Officer of the Sir Charles Gairdner Group Human Research Ethics Committee on (08) 9346 2999.

Study participants are to receive a copy of the Participant Information Sheet and Consent Form for their personal record.
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	CONSENT FORM FOR MALES OF REPRODUCTIVE POTENTIAL


Lay Title (or one sentence providing a lay description of the study)

<<Title of Study>>

Researchers: <<Names>>

Dr 
 has discussed information on methods of contraception (birth control) and why I need to avoid fathering a child while I am participating in this study/clinical trial.

I have been advised to use an approved method of birth control during the study and for at least [specific time frame] after stopping study treatment.

I have been informed that there could be unknown risks to an unborn child or to the mother of this child should a pregnancy occur.

I have also been requested to contact Dr 
  at Sir Charles Gairdner Hospital on 9346-xxxx, AS SOON AS POSSIBLE, if I have any concerns about birth control, wish to change the type of birth control method I am currently using, or have any reason to believe that my partner may be pregnant.

Name of Participant
Signature of Participant
Date

Name of Researcher
Signature of Researcher
Date
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	CONSENT FORM FOR FEMALES OF CHILD-BEARING POTENTIAL


Lay Title (or one sentence providing a lay description of the study)

<<Title of Study>>

Researchers: <<Names>>

Dr 
________________ has discussed information on methods of contraception (birth control) and why I need to avoid becoming pregnant while I am participating in this study/clinical trial.
I understand that I should contact Dr ___________________ IMMEDIATELY at Sir Charles Gairdner Hospital on 9346-xxxx, in the event:

· I think I might be pregnant or know I am pregnant,

· I have missed my period or my period is late,

· I have a change in my usual menstrual cycle (for example, heavier bleeding during my period or bleeding between periods),
· I have changed or plan to change my method of birth control; or

· if I need to take any prescription drug or other medication not given to me or known by Dr ____________________________.
Name of Participant
Signature of Participant
Date

Name of Researcher
Signature of Researcher
Date
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