

	Participant Information Sheet

[Short, lay-friendly study title]
	Your letterhead

	Formal Study title: (optional)
Sponsor (if applicable): name and address:
	

	Lead [Researcher / Study Doctor]:
Study Site:
Contact phone number:
Ethics committee ref.:
	
	
	

	
	
	
	


ADD FOR EARLY PHASE STUDIES WITH LIMITED HUMAN/PATIENT EXPOSURE:
 This is the [first, second etc.] clinical trial of [name of drug or device] in [humans / people] with [insert disorder].

You [will not / may not] get any health benefit from the study drug / device; but there are risks of you having a [drug reaction, / device-related] injury or illness. 

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.
	Voluntary Participation and Withdrawal From This Study


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

Briefly explain in plain English:

· A brief description of the disorder and/or treatment under study

· the purpose (aims) of the study, including its expected contribution to knowledge and its benefits to communities 
	How is the study designed?


Briefly explain in plain English:
· How many people will take part (if an international study, give the number worldwide and the anticipated number at NZ sites).

· Expected duration of participation, number of inpatient stays, number of clinic visits and/or virtual / phone ‘visits’.
· If an intervention study:

· Details of the intervention(s) e.g. number and level of doses; how the treatment will be administered; etc.
· Details of randomization and/or treatment allocation if applicable (e.g. the chance a participant has of being in each study arm).
· High-level overview of the type of assessments that will be undertaken (e.g. blood and urine tests will be collected, safety will be monitored, effects of the intervention will be assessed, questionnaires will be completed….

	Who can take part in the study?


Briefly explain in plain English:
· why has the person been chosen to participate.

· important inclusion and exclusion criteria that the participant is likely to be able to use as a ‘self-screening’ tool. 

· Describe any important medication or lifestyle restrictions that participants will be asked to adhere to during the study.
What will my participation in the study involve?

Briefly explain in plain English:

· 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). Inform the participants if the study involves questions or tests which may be sensitive or cause embarrassment.  
· How long visits or assessments are expected to take 
· A table of assessments to summarise study procedures over the course of the study, where applicable.
ADD THE FOLLOWING SECTION IF APPLICABLE

	What will happen to my [insert tissue type e.g. blood, urine] samples?


Briefly explain in plain English:

· How samples are identified
· Where samples are sent / stored (if overseas, this should include the city and country of each laboratory)
· How long samples are kept for
· Rights to withdraw samples during / after the study
If your study involves the collection and use of tissue samples (including blood, urine, cerebrospinal fluid etc.) from Maori participants, please include an appropriate cultural statement.
What are the possible 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). Where frequencies of risks / adverse effects are known, these should be provided. Describe how risks will be managed. 
· discuss the need for contraception if applicable. The HDEC Reproductive Risks template should be used for this purpose.
· the extent of the investigator’s responsibility to ensure that care is provided to participants during the study 
· that participants will be told of any new information about adverse effects related to the study that becomes available during the study that may have an impact on their health.
	What are the possible benefits of this study?


Briefly explain in plain English:
· the possible direct benefits of this study
· the possible indirect benefits of the study 

ADD IF THIS IS AN INTERVENTION PATIENT STUDY

	What are the alternatives to taking part?


Briefly explain the alternatives to participation (e.g. other available treatment options), in plain English.
Will any costs be reimbursed?

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:  
As this research study is for the principal benefit of its commercial sponsor [insert name], if you are injured as a result of taking part in this study you won’t be eligible for compensation from ACC. 
However, [insert name] has satisfied the [insert name] Health and Disability Ethics Committee that approved this study that it has up-to-date insurance for providing participants with compensation if they are injured as a result of taking part in this study. 

New Zealand ethical standards require compensation for injury to be at least ACC equivalent. Compensation should be appropriate to the nature, severity and persistence of your injury and should be no less than would be awarded for similar injuries by New Zealand’s ACC scheme.

Some sponsors voluntarily commit to providing compensation in accordance with guidelines that they have agreed between themselves, called the Medicines New Zealand Guidelines (Industry Guidelines). These are often referred to for information on compensation for commercial clinical trials. There are some important points to know about the Industry Guidelines:
· On their own they are not legally enforceable and may not provide ACC equivalent compensation. 

· There are limitations on when compensation is available, for example compensation may be available for more serious, enduring injuries, and not for temporary pain or discomfort or less serious or curable complaints.  

· Unlike ACC, the guidelines do not provide compensation on a no-fault basis:

· The Sponsor may not accept the compensation claim if:

· Your injury was caused by the investigators, or;

· There was a deviation from the proposed research plan, or;

· Your injury was caused solely by you.

An initial decision whether to compensate you would be made the by the sponsor and/or its insurers.  

If they decide not to compensate you, you may be able to take action through the Courts for compensation, but it could be expensive and lengthy, and you might require legal representation.  You would need to be able to show that your injury was caused by participation in the trial.

You are strongly advised to read the Industry Guidelines and ask questions if you are unsure about what they mean for you.

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.
Suggested Text: Other studies:
If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. 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 will happen to my information?

During this study the [study doctors/researchers], [nurses] and other [Site] staff will record information about you and your study participation. This includes the results of any study assessments [modify or add as appropriate]. If needed, information from your hospital records and your GP may also be collected. You cannot take part in this study if you do not consent to the collection of this information.
Identifiable Information
Identifiable information is any data that could identify you (e.g. your name, date of birth, or address).  Only [researchers] will have access to your identifiable information. [OR] The following groups may have access to your identifiable information [modify or add as appropriate]:
· [Site] staff (to complete study assessments)

· [laboratory / radiology department / etc] staff, to process and report your screening and safety tests [this should not include samples sent to central / overseas labs]
· [Sponsor] study monitors, to make sure the study is being run properly and that the data collected is accurate.
· The sponsor and its representatives, if you make a compensation claim for study-related injury. Identifiable information is required in order to assess your claim. 
· The sponsor, ethics committees, or government agencies from New Zealand or overseas, if the study or site is audited. Audits are done to make sure that participants are protected, the study is run properly, and the data collected is correct.

· Your usual doctor, if a study test gives an unexpected result that could be important for your health. This allows appropriate follow-up to be arranged. 

· The Medical Officer of Health, if you return a positive test for [enter those tests applicable to your study].

· Rarely, it may be necessary for [Study Doctor] to share your information with other people – for example, if there is a serious threat to public health or safety, or to the life or health of you or another person OR if the information is required in certain legal situations. 
De-identified (Coded) Information

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the [researcher] AND/OR any study information sent to the sponsor. Instead, you will be identified by a code. [The researcher] will keep a list linking your code with your name, so that you can be identified by your coded data if needed. 

The following groups may have access to your coded information [modify or add as appropriate], [which may be sent and stored overseas]:

· The sponsor, for the purposes of this study. 

· People and companies working with or for the sponsor, for the purposes of this study (this may include [approx. number e.g. 20, 50, 100 OR hundreds of] people and companies).  
· Regulatory or other governmental agencies worldwide.
The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.

[Select only if relevant] Anonymised Information.
The sponsor may remove the code from your de-identified information – this is called ‘anonymisation’. This makes it very difficult (but not impossible) to identify the information that belongs to you. The sponsor will share this anonymised information with [details].

Future Research Using Your Information.

[If you agree], your coded information may be used for future research related to [intervention] or [disorder]. [add statement and whether optional / mandatory in consent form also] [If you agree], your coded information may also be used for other medical and/or scientific research that is unrelated to the current study. [add statement and whether optional/mandatory in consent form also] 
This future research may be conducted overseas. You will not be told when future research is undertaken using your information. Your information may be shared widely with other researchers or companies. Your information may also be added to information from other studies, to form much larger sets of data. 
You [will/will not] get reports or other information about any / some research that is done using your information [if participants may get some results, describe what they are and how they will be returned - use wording from other sections of this template for guidance].
Your information may be used indefinitely for future research unless you withdraw your consent. However, it may be extremely difficult or impossible to access your information, or withdraw consent for its use, once your information has been shared for future research.
Security and Storage of Your Information.

Your identifiable information is held at [site name] during the study. After the study it is transferred to a secure archiving site and stored for at least [duration], then destroyed. Your coded information will be entered into electronic case report forms and sent through a secure server to the sponsor. Coded study information will be kept by the sponsor in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 

[Select if relevant – data linking only] The linked data in this study will be destroyed [specify time period].
NOTE: Certain health information must be retained for at least 10 years; or for at least 10 years after the youngest participant turns 16, for studies involving younger participants.

NOTE: In addition to the Standards, researchers must also comply with all current relevant standards for data governance and security including HISO 10029: 2015 Health Information Security Framework, Rule 5 of the Health Information Privacy Code and the Health (Retention of Health Information) Regulations 1996.

NOTE: in addition to the Standards, researchers must also comply with other relevant regulations including Rule 9 of the Health Information Privacy Code.  Particular attention should also be given to the need to use any cultural protocols for the destruction of information and to the principles of Maori Data Sovereignty in the case of Maori data.

NOTE: Standard 12.37.a requires researchers, when considering how long to hold linked data, to undertake a balancing exercise between the advantages of the robustness of data linkage and the ability to validate data linkage and protection of privacy, and benefits of re-use of data. Standard 12.37.b requires researchers to be prepared to provide local data governance committees or ethics committees with a detailed plan of linked data storage, an accounting of the risks of storage, and plans to mitigate the risk of storage.
Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with coded and anonymised information, there is no guarantee that you cannot be identified.  The risk of people accessing and misusing your information (e.g. making it harder for you to get or keep a job or health insurance) is currently very small, but may increase in the future as people find new ways of tracing information.
[Select if relevant – data sent overseas only] Your [coded / identifiable / anonymised] information is being sent overseas. Other countries may have lower levels of data protection than New Zealand. There may be no New Zealand representation on overseas organisations which make decisions about the use of your information.  There is a risk that overseas researchers may work with information in a way that is not culturally appropriate for New Zealanders.
[Select if relevant – Data linking only] Data-linking can produce a detailed picture of individuals. Data-linking increases the risk of identifying individuals and possibly others who may be in the same households, organisations, iwi or hapū.  Some of the data sets being linked may have been designed, and some data may have been collected, without the intention of them being used with other data sets. Some data sets may have been collected in ways which have resulted in biases, meaning that there is the potential for inappropriate inferences to be drawn. These things have the potential to cause harm. While we have taken steps to minimise their likelihood, we cannot guarantee they will not occur. 
[Select if relevant – readily identifiable populations only]. This research includes basic information such as your ethnic group, geographic region, age range, and sex [specify applicable demographic variables]. It is possible that this research could one day help people in the same groups as you. However, it is also possible that research findings could be used inappropriately to support negative stereotypes, stigmatize, or discriminate against members of the same groups as you. 
NOTE: Researchers must consider whether and how they are working with Māori data. Māori data refers to data produced by Māori or that describes Māori and the environments they have relationships with. Standards 12.1 and 12.2 and to Table 12.3 of the Standards which summarise key Māori concepts relevant to questions that help assess the level of sensitivity of the data, the corresponding requirement to consult for re-use, and the appropriate level of data management.
Rights to Access Your Information.

You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.  

Please ask if you would like to access the results of your screening and safety tests during the study. [Add if applicable] You may access other study-specific information before the study is over, but this could result in you being withdrawn from the study to protect the study’s scientific integrity.  
If you have any questions about the collection and use of information about you, you should ask [researcher / study doctor]. 
Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing your Study Doctor.  

If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. 

[Add one of the following relevant statements]
Information collected up until your withdrawal from the study will continue to be used and included in the study. This is to protect the quality of the study.

Or

If you agree, information collected up until your withdrawal from the study will continue to be used and included in the study. You may ask for it to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken. 

Or

If your code is removed from your information, making it anonymised, you will not be able to access, correct or withdraw your information, even if you change your mind about it being used.
[Select if relevant]. Ownership Rights.
Information from this study may lead to discoveries and inventions or the development of a commercial product. The rights to these will belong to [name of owner of rights]. You and your family [will / will not] receive any financial benefits or compensation, nor have any rights in any developments, inventions, or other discoveries that might come from this information. 
 [Select if relevant] Data-Linking.
NOTE: For research that involves data-linking with identifiable and re-identifiable data, Standard 12.32 requires researchers to either seek consent from participants or to obtain a waiver from an ethics committee.

In this study we [select appropriate option: would like to link / will be linking] your study information with other data sets which include information about you. This is called ‘data-linking’. Data-linking in this study is [select appropriate option optional / mandatory].

In this study we will link [provide details of what data sets will be linked. Explain, in lay terms, what method of linking will be done, e.g. deterministic or probabilistic, and explain which variables will be used for the linkage, e.g. NHI number, or name, date of birth and sex.
NOTE: you must include a statement in the Consent Form which acknowledges that data-linking will occur and whether or not it is an optional part of the study. 
 [Select if relevant]. Databank / Registry.
As part of this study, we [would like to / will] submit your [identifiable / de-identified / anonymised] information into a [databank / registry]. Submitting your information into the [databank / registry] is [optional / mandatory]. [add statement and whether optional/mandatory to consent form]
The purpose of the databank / registry is [Describe purpose and describe, in broad terms, the types of research for which the databank/registry may be used.  If there are particular types of research which are not permitted, describe them and describe any permitted restrictions participants may put on future uses of their information].  
The following people may access information in the databank / registry [Describe in broad terms who may access and use participant’s information and under what circumstances]

You may/may not [in which case describe why not] seek access to your information and request corrections to mistakes.  [Describe procedures for allowing participant access]. 
You may/may not [in which case describe why not] withdraw / change the conditions of, your consent. [Describe procedures for participant withdrawal, circumstances under which it is not possible for participant to withdraw consent and describe what happens to the data already collected and analysed].
You will / will not [in which case describe why not] receive any results [describe types of results] from the research. 
The information in the databank / registry will be kept secure by [security measures] and your privacy will be protected by [measures to protect privacy – e.g. de-identification]
Your information stored in the databank/ registry will be stored [duration / indefinitely]. 

If you have any questions about the databank, you may contact [person or people responsible for databank governance so that enquiries and complaints can be made].
NOTE:  In the Standards, the term ‘databanks’ encompasses a wide range of data types and methodologies from registries to databanks.  Standard 12.41 requires that researchers obtain either participant consent to submit participant data to databanks, paying particular attention to the parameters of consented future uses, or seek a waiver of consent from an ethics committee.  Standard 12.42 provides that databanks must have a governance structure in place to protect the rights, dignity, autonomy, privacy and confidentiality of participant and/or individuals and their communities which should be made available to the public (Standard 12.43). 

This section should be considered in conjunction with the section on “Future Studies Using Your Information.”
[Select if relevant] Use of New Technologies (e.g. Artificial Intelligence, Health Apps.
Participants should be informed of the following matters:
· Is use of the technology a mandatory component of study participation? [add statement and whether optional/mandatory to consent form]
· What identifiable information will be collected?

· If de-identified information is collected, how is the information de-identified and who de-identifies it?

· What measures will be taken to protect participants’ privacy – for example:

· Does the technology/app have clear privacy guidelines on how data shared via the technology/app will be stored and used?

· Does the technology/app share information with any third parties – does it ask for permission to access unrelated information that may be used for advertising or other commercial purposes?

· What security measures does the technology/app use (e.g. encryption?) 

· What costs are associated with using the technology/app (e.g. data costs etc?)  Does the technology/app require credit card details before participants can use it?

· Where is the information stored (e.g. on a device / platform / cloud? In which country?) 
NOTE. In addition to Chapter 12 of the Standards, researchers must refer to Chapter 13 of the Standards which provides guidelines for the use of health data in new technologies.  Researchers need to understand the terms and conditions of using the technology and make these transparent to participants.  This is especially so where the technologies collect identifiable data from the study, use it to ‘improve’ their own technology and/or reserve the right to sell data to third parties for their own commercial gain.  
What happens after the study or if I change my mind?

Briefly explain:

· Who participants should inform if they wish to withdraw
· What happens to collected data if they withdraw
· What happens to collected tissue (blood, urine samples etc.) if they withdraw
· whether any study intervention will be available to participants after the study and, if so, under what conditions (including any cost to them) 
· If in a blinded trial, whether (and when) participants are able to be told which treatment they received.

	Can i find out the results of the study?


Briefly explain in plain English:

·  that participants will be provided with a plain English summary of study results, if requested, and in what expected timeframe.  
· If the study is registered on a clinical trial registry, include the registry name and how this may be accessed.
	Who is funding the study?


Briefly explain in plain English:

· the nature and sources for funding for the study and the institutional affiliations of the investigator(s) 
	Who Has Approved the study?


This study has been approved by an independent group of people called a Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The [insert Committee name] has approved this study.

Add if applicable:

The scientific aspects of this study have been approved by the Standing Committee on Therapeutic Trials (SCOTT), which is part of Medsafe.
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@advocacy.org.nz
Website: 
https://www.advocacy.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 ETHIC


Email:

hdecs@health.govt.nz

	Consent Form
[Short, lay-friendly study title]
	Your letterhead



[image: image1]Please tick to indicate you consent to the following (add or delete those that do not apply to your study)
Please only include yes/no boxes if the statement is truly optional (i.e. that a person could still participate if they answer no).

	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	

	I have been given sufficient time to consider whether or not to participate in this study.
	
	

	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.
	
	

	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.
	
	

	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.
	
	

	I consent to the research staff collecting and processing my information, including information about my health.
	
	

	I consent to my information being sent overseas.

	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.
	
	

	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.
	
	

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethics 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.
	
	

	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.
	
	

	I understand the compensation provisions in case of injury during the study.
	
	

	I know who to contact if I have any questions about the study in general.
	
	

	I understand my responsibilities as a study participant.
	
	

	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:





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.











Please state that an interpreter is available on request if these are available.
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