
	Participant Information Sheet
	Your letterhead

	Study title:
	[lay study title]

	Locality:
	
	Ethics committee ref.:
	

	Lead investigator:
	
	Contact phone number:
	


You are invited to take part in a study on [x].  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is [x] pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
Briefly explain in plain English:

· the purpose of the study, including its expected contribution to knowledge and its benefits to communities 

· how the study meets the best intervention and equipoise standards 

· the purpose and practical significance of the use of randomisation, blinding or placebo 

· the nature and sources for funding for the study, the institutional affiliations of the investigator(s), and who can be contacted to answer questions and how to contact them 

· the study’s status, with a current approval from an ethics committee.

What will my participation in the study involve?

Briefly explain in plain English:

· why has the person been chosen to participate

· what will be done in the study, including how participation in it will differ from not being in the study 

· the time involved in participation (eg, the number and duration of any visits to the research centre, and the expected finishing date of the study) and follow up if relevant

· the purpose and expected number of tests or questionnaires to be performed during the study (explain the procedures that will be followed on a step-by-step basis). 

· will health information be collected (either directly from the participant via questionnaires or indirectly by accessing medical records). Inform the participants if the study involves questions which may be sensitive or cause embarrassment. 

What are the possible benefits and risks of this study?

Briefly explain in plain English:
· foreseeable risks, side-effects and discomforts of study participation, including any risks to the health of a participant’s family member(s). Describe how these will be managed  

· discuss need for contraception if necessary,
· what are the possible direct benefits of this study

· the extent of the investigator’s responsibility to ensure that care is provided to participants during the study 

Who pays for the study?

Briefly explain in plain English:

· participant will not incur any costs

· what payments or other forms of reimbursement, if any, will be provided in recognition of participation 

What if something goes wrong?

Suggested text:

“Commercially sponsored” intervention studies:  

If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

Other studies:
 

If you were injured in this study, which is unlikely, you would be eligible for compensation from ACC just as you would be if you were injured in an accident at work or at home. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.  

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

What are my rights?

Briefly explain:

· the voluntary nature of participation, including that they are free to decline to participate, or to withdraw from the research at any practicable time, without experiencing any disadvantage 

· that participants have the right to access information about them collected as part of the study 

· that participants will be told of any new information about adverse or beneficial effects related to the study that becomes available during the study that may have an impact on their health 

· what provision will be made for the privacy and confidentiality of individuals 

What happens after the study or if I change my mind?

Briefly explain:

· whether any study intervention will be available to participants after the study and, if so, under what conditions (including any cost to them) 

· how study data will be stored and for how long, whether the data will be retained for possible future use, who will be responsible for their secure storage and how they will be destroyed 

· whether any biological specimens collected during the research will be destroyed at its conclusion and, if not, details of their storage and possible future use 

· how the study findings will be communicated on completion of the study, including to participants, and in what expected timeframe. 

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Name, position


Telephone number


Email

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@hdc.org.nz
For Maori health support please contact :

Name, position


Telephone number


Email

You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS


Email:

hdecs@moh.govt.nz

	Consent Form
	Your letterhead



[image: image1]
Please tick to indicate you consent to the following (Add or delete as appropriate)
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	Yes (
	No (

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	No (

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	No (

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes (
	No (

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	Yes (
	No (

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	No (

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.
	Yes (
	No (

	I agree to my (type of tissue) samples being sent overseas and I am aware that these samples will be disposed of using established guidelines for discarding biohazard waste.
	Yes (
	No (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	Yes (
	No (

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	Yes (
	No (

	I understand the compensation provisions in case of injury during the study.
	Yes (
	No (

	I know who to contact if I have any questions about the study in general.
	Yes (
	No (

	I understand my responsibilities as a study participant.
	Yes (
	No (

	I wish to receive a summary of the results from the study.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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	Optional Participant Information Sheet for the Use of Tissue for Future Unspecified Research
	Your letterhead

	Study title:
	[lay study title]

	Locality:
	
	Ethics committee ref.:
	

	Lead investigator:
	
	Contact phone number:
	


You have already agreed to take part in a research study on [x]. This participant information sheet tells you about an optional sub study which will be conducted in a small number of subjects already enrolled in the [x] main study. This information sheet and consent form is in addition to the main study consent form that you have already signed.
Whether or not you take part in this optional sub study is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive or your participation in the main study.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  
This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is [x] pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?

Briefly explain:

· that you are seeking permission to store tissue samples for possible future use in either your own research or someone else's research (clarify if samples will be used in commercial research)
· explain potential research possibilities and benefits (i.e. if genetic research then explain what this is) but be clear if you cannot confirm exactly what types of research the samples will be used for
What will my participation in the study involve?

Briefly explain:

· why the person has been chosen to participate
· how participation will differ from non-participation (e.g. if extra time or tests are involved)

· what type of tissue and/or genetic material will be collected, how much and via what procedure(s)
· if the donor’s identity and details will remain linked to the tissue samples or if they will be de-identified

· specify whether the donor may be contacted in the future regarding their sample and if information arising from future research will be made available to donors
What happens to my samples after they have been collected?

Briefly explain:

· whether samples will be sent overseas and if so to what country(s)

· how samples will be stored and for how long 
· how samples will be disposed of and if there are any cultural protocols in place for this

· acknowledge that all future unspecified research in New Zealand will be subject to ethical review. However, when a tissue sample is sent overseas future research is likely to be considered by an overseas ethics committee without New Zealand representation

· acknowledge cultural issues that may arise with tissue donation

What are my rights?

Briefly explain:

· the voluntary nature of participation, including that they are free to decline to participate without experiencing any disadvantage 
· the donor will not own any intellectual property that may arise from any future research
· whether there is provision to withdraw consent and what the process for doing this is (i.e. who to contact). However, if consent is given for unidentified or de-linked use of tissue, the participant must be informed that they will not be able to withdraw their consent in the future

· what provisions will be made to protect the privacy and confidentiality of individuals, including any limitations 
· compensation details

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Name, position


Telephone number


Email

For Maori health support please contact :

Name, position


Telephone number


Email

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@hdc.org.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:


Phone:

0800 4 ETHICS

Email:

hdecs@moh.govt.nz
	Optional Consent Form for the Use of Tissue for Future Unspecified Research
	Your letterhead
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Please tick to indicate you consent to the following (Add or delete as appropriate)
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	Yes (
	No (

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	No (

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	No (

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes (
	No (

	I understand that taking part in this study is voluntary (my choice) 
	Yes (
	No (

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	No (

	I agree to my tissue samples being sent overseas 
	Yes (
	No (

	I agree for my tissue samples to be stored and used in future research but only on the same subject as the current research project : [give name of current research]
	Yes (
	No (

	I agree for my tissue samples to be stored and used in future research of any type which has been properly approved
	Yes (
	No (

	I agree for my tissue samples to be stored and used in future research except for research about [name type of research]
	Yes (
	No (

	I give permission for my tissue samples to be stored indefinitely
	Yes (
	No (

	I want my identity to be kept with my tissue sample
	Yes (
	No (

	I want my identity to be removed from my tissue samples and understand that in this case I will not be able to withdraw my consent in the future
	
	

	I understand that I may withdraw from the study at any time 
	Yes (
	No (


	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be used.
	Yes (
	No (

	I know who to contact if I have any questions about the study in general.
	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:





Participant Information Sheet and Consent Form Template


This template is to assist researchers in the development of a Participant Information Sheet and Consent Form. It is important that you adapt this template to suit the audience and nature of the research.


The language used throughout the form should be easily understandable. Use local and simplified terms rather than scientific terminology and abbreviations. We recommend that you refer to the � HYPERLINK "http://www.plainenglish.co.uk" �Plain English Campaign�.


Use appropriate language for the target New Zealand audience. For example, consider the different ways needed to clearly communicate to children as opposed to their parents, or to people with expertise in the area of study as opposed to people with no such expertise. Have someone in your target audience read through your information sheet before it is submitted to HDECs.


It may be necessary to draft more than one information sheet if you need to communicate to participant groups with different needs (such as parents/caregivers and children) or if your project involves different types of participation.








If you need an INTERPRETER, please tell us.


If you are unable to provide interpreters for the study, please clearly state this in the Participant Information Sheet











Participant Information Sheet and Consent Form Template for Optional Future Use of Tissue Samples 


This template is to assist researchers in the development of an optional Participant Information Sheet and Consent Form for use of human tissue for future unspecified research purposes. It is important that you adapt this template to suit the audience and nature of the study.


Please note that consent to the future unspecified use of a person’s tissue samples must be distinct from consent to collect the sample and distinct from consent to use the sample in specified research. Refer to the � HYPERLINK "http://www.google.co.nz/url?sa=t&rct=j&q=guidelines%20for%20the%20use%20of%20human%20tissue%20for%20future%20unspecified%20research%20purposes&source=web&cd=3&cad=rja&ved=0CD4QFjAC&url=http%3A%2F%2Fwww.health.govt.nz%2Fsystem%2Ffiles%2Fdocuments%2Fpublications%2Fguidelines-use-of-human-tissue-may07.pdf&ei=dI5TUb-zMcjIkQWtgoDgDw&usg=AFQjCNG_yo2P5n0OKa5oVaD5Xg9vB_Sw6w&bvm=bv.44442042,d.dGI" �Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes�.


The language used throughout the form should be easily understandable. Use local and simplified terms rather than scientific terminology and abbreviations. We recommend that you refer to the � HYPERLINK "http://www.plainenglish.co.uk" �Plain English Campaign�.








If you need an INTERPRETER, please tell us.


If you are unable to provide interpreters for the study, please clearly state this in the Participant Information Sheet
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