

Please let the study team know if you need an interpreter.



	PARTICIPANT INFORMATION SHEET

<Short, lay-friendly study title>


	Your letterhead

	Formal Study title:
	<full study title>

	Protocol number:
	<protocol Number/ID>

	Sponsor:
	<Sponsor’s name>

	Lead Study Doctor:
Study Site:
Contact phone number:
Ethics committee ref.:
	
	
	




	Taking part in this research is your choice.




You do not have to take part. 
If you choose not to take part or withdraw from the study, 
your normal care will not be affected.

· [bookmark: _heading=h.gjdgxs]You will be given time to decide whether you want to take part in this study. 
· The study team will discuss the study with you and answer any questions you have before you decide.
· You may talk to family, whānau, friends, or healthcare providers before you decide. 
· If you have private medical insurance, you may wish to check whether this study will impact your cover. 
· If you decide to take part, you will be asked to sign the Consent Form. You will also be given a copy of this information sheet and the signed consent.
· If you change your mind about taking part, you can withdraw from the study at any time by telling the study team. 
· There may be no direct benefit to you from taking part in this study, and there may be risks of injury or illness. 

ADD FOR EARLY PHASE STUDIES WITH LIMITED HUMAN/PATIENT EXPOSURE:
This is the first study of <research product> in [humans / people with <disorder>].


	Introduction



You are invited to take part in a study of <study item>, designed to [prevent / treat] <disease area>.  

<Write a sentence explaining what the disorder is in lay terms>.

<Write a sentence explaining how the item is designed to work in lay language>.

Add if applicable: <study item> is investigational, which means that it is not approved for general use by the New Zealand Health Authority.

Add if applicable: Investigational items must be tested in studies like this one before they can be approved for use. 

Add if applicable: <Sentence explaining how many people have been exposed to the study product prior to this study>. 



	What is the aim of this study?



This study looks at <study item> in <briefly describe study population> to see:
Add main study aims in lay language, for example:
· How effective <study item> is at [treating / preventing] <disorder> 
· How safe <study item> is, and what side effects there may be
· How <study item> is processed and cleared by the body.
· What study participants think of <study item>.






	What type of study is this?




This is a <choose options from list below> study.

Select options below applicable to the study. Amend as required

	Active-Controlled
	This means <study product> is compared to a standard (accepted) treatment or procedure. 
In this study the study product is being compared to <insert name of comparator(s)>, which [is/are] approved for use in New Zealand.

	
	

	Placebo-controlled
	This means the study uses a placebo to compare against the active <study product>. A placebo looks the same does not contain active <study product>.

	
	

	
	

	Randomised
	This means you will be assigned to receive either <study product> or placebo randomly (by chance).
You have a <X> in <X> chance of getting <study product>.
You have a <X> in <X> chance of getting <placebo>.
You will not be able to choose which group you are in.


	
	

	Open label
	This means you and the study team know which product you are getting.X NZ Participants


	
	

	Blinded
	This means that you and the study team don’t know which product you are getting, but the study doctor can find out if needed in an emergency.
You [can / cannot] find out which product you received after the study has ended.


	
	

	
	







	How is the study designed?




	Study Sites
	This study is being run in <describe e.g. worldwide / Australia and New Zealand/ in New Zealand only>.

	
	

	<X> Global Participants
	About <XX> people will take part.

	
	

	<X> NZ Participants
	About <XX> people will be from New Zealand. 

	
	

	<X time> in Study
	You will be in this study for about <X> [hours / days / months / years].

	
	

	<X> Study Visits
	You will have scheduled <no of site visits> study visits. 
You may be asked to come for extra visits if needed.

	
	

	
	

	How will I [take / use] the <study product(s)>?



<Explain the dosing regimen in simple terms – dose (if known), frequency, duration >
e.g. you will take the study product or placebo once a day for 6 months>.

<Write a sentence about how the study drug will be taken / administered / used> e.g. the study drug or placebo is a tablet. Each dose is taken with a glass of water.

FOR STUDIES WITH A NON-PLACEBO CONTROL ARM, repeat the above information for each product.

Add if applicable: Several groups are planned for this study. Your dose of <study product> will depend on which group you are enrolled into. 







	Who can take part in the study?




	To take part in this study you must:

	[bookmark: _Hlk129157278][image: Checkmark with solid fill]
	Summarise key points in simple lay language. 

	[image: Checkmark with solid fill]
	

	[image: Checkmark with solid fill]
	

	[image: Checkmark with solid fill]
	

	[image: Checkmark with solid fill]
	

	[image: Checkmark with solid fill]
	



	You cannot take part in this study if you: 

	[image: Close with solid fill]
	Summarise key points in simple lay language. Do not include long lists of disorders or medications. 

	[image: Close with solid fill]
	

	[image: Close with solid fill]
	

	[image: Close with solid fill]
	

	[image: Close with solid fill]
	



There are other criteria you must meet to be eligible for the study. The study team will discuss all of them with you to make sure you are able to take part. 
















	What will taking part in the study involve?




Screening (XX weeks)

If you decide to take part, you will be asked to sign the consent section at the end of this form.

The study team will then check whether you meet all the criteria to take part. This is called Screening. 

· Screening must be done within <X> days of starting the rest of the study.

· It may be done on a single day or over several days.

· You will be told if you can take part once all your results have been checked.



[Dosing / Intervention] select one and Follow-up (XX weeks)

Assessments will be done from day <start day> until <end day/month> day / month after receiving your [final] study product. Amend as required.

Study visits include [in-person site visits, and video / phone / text contact from the study team]. Amend as required

At each visit you will have some of the assessments listed on the next page. 

The table on page X gives a summary of what will happen at each visit.

You may be asked to come to extra visits if the study team thinks this is needed for safety or other reasons.

If your study doctor identifies any significant abnormal results during the study, they will tell your GP. 


Early withdrawal visit

If you decide you want to withdraw from the study, please let us know. 

Add if applicable: The study team will ask you to come in for a final visit, to check it is safe for you to leave the study. 





Study Assessments Include as applicable and add others as required
	Informed consent 

	You will read and sign an informed consent form before you take part.

	Eligibility check 

	We will check that you qualify for the study. 

	History and demographics

	We will review your medical history, medications and lifestyle choices relevant to the study and record your age, gender, and ethnicity.

	Vital signs 

	We will record your pulse rate, breathing rate, temperature, blood pressure, blood oxygen levels.

	Height and weight 

	We will check your height and weight.

	Questionnaires 

	You will fill in some questionnaires about …. (e.g. your level of activity and your quality of life). Specific names of questionnaires mean very little to most lay people. 
Add if applicable: These questions will be answered on an electronic device. You will learn how to use it during screening.

	Physical examination 

	A study doctor will examine you. This may include checks of your heart and lungs, blood vessels, brain and nerves, arms and legs, skin, neck and glands. Your breasts / genitals [will / will not] be examined. You are welcome to ask for a chaperone during the exam.
At some visits you will have only a brief physical exam.

	ECG 

	An electrocardiogram (ECG) is a heart check that is used to monitor the rhythm of your heart. This is done by applying small pads to your skin which peel off easily afterwards.

	Pregnancy tests (if applicable) 

	If you can get pregnant, you will have blood / urine pregnancy tests during the study.

	Blood tests 

	We will collect blood samples to:
· <reason 1 in lay language>
· <reason 2 in lay language>
· <reason 3 in lay language> …..

	Urine tests 

	We will collect urine samples for similar reasons to blood samples.

	Imaging 

	Give brief explanation of the imaging modalit(ies) used. State where imaging will be done.

	Biopsy

	A fresh <tissue / tumour> sample will be collected [only if a previously collected sample is not available].

	
	Study medication dose 

	
	Study medicine dose 

	Health and Medication Check 

	We will ask you about any changes in your health and any changes to your medications. This includes prescription and over-the-counter medications, herbal or homeopathic remedies, and nutritional supplements.

	eDiary 

	You will be asked to complete questions about …… in an electronic diary (eDiary). You will be trained on how to use the eDiary during your screening visits. This will take about X mins per time.

	Phone call

	The study team will call you to check on your health and medications.

	6-Minute Walk Test 

	You will walk at your own pace on a flat, hard surface for 6 minutes to see how far you can walk. The doctor will use a scale to rate any shortness of breath you may have before and after you walk. You will answer questions about how you feel, your symptoms, and how difficult the 6-minute walk test was for you.

	Activity Monitoring

	You will wear an activity monitor on your wrist. This will help the study team learn about your movement throughout the day. Please see your activity monitor user guide for more information.
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	What are my responsibilities during the study?




	You should:

	[image: Checkmark with solid fill]
	Write in simple sentences what the participant should do during the study.
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	You should not: 

	[image: Close with solid fill]
	Write in simple sentences what the participant should NOT do during the study.

	[image: Close with solid fill]
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	What are the possible benefits of the study?



· There may be no direct benefits to you from being in the study.
· <Add potential benefits. ‘Frequent monitoring’ or ‘free study related care’, and ‘free study product’ should not be construed as benefits >


	What are the possible risks of the study?



[bookmark: _heading=h.3znysh7]You may experience some side effects from <study product>. You will be monitored for risks and side effects while you are in the study. 

You should contact us if you experience any changes in your health.
Your GP or other healthcare professionals may be contacted if we have concerns about your health, including your mental health. We will discuss this with you prior to contacting other parties, unless believed to be contrary to your best interests. 

Risks of <study product>.
<Give a lay summary about the safety of the study product to date, then provide a bullet point list of risks / adverse effects. These should be grouped according to frequency if possible>.


	Very common (seen in at least 10 in 100 people) 

	· X
· X
· X

	Common (seen in 1 - 10 in 100 people)

	· X
· X
· X

	Uncommon (seen in less than 1 in 100 people)

	· X
· X
· X

	Rare (seen in less than 1 in 1000 people)

	· X
· X
· X








Add if applicable: Allergic Reactions

If you are allergic to anything, tell us before you join the study. 

Some symptoms of allergic reactions are listed below. Tell the study doctor or nurse straight away if you have any of these symptoms. If not treated promptly, an allergic reaction could become life-threatening:
· Rash
· Wheezing and difficulty breathing
· Dizziness and fainting
· Swelling around the mouth, throat, or eyes
· A fast pulse
· Sweating

Life-threatening or fatal allergic reactions can occur. However, severe reactions are very rare. If you have a severe allergic reaction after leaving the study site, seek treatment immediately by dialing 111 or going to an Emergency Department.


Add if applicable: Assessment risks

Some of the study assessments have known risks. These are listed in Appendix 2.


Unknown risks

There may be risks of <study product> that are not yet known. You could have a side effect that has not been reported before. 

Add if applicable: You could have an unwanted reaction when <study product> is taken with another medication. 


New Information

If new information becomes available about <study product(s)>, the study doctor will discuss it with you. 













	Reproductive risks and contraception



Being in this study may result in risks to a foetus or baby. 
If you are pregnant or breast-feeding you will not be able to take part.

You must not get pregnant, or get a partner pregnant, during this study. 

· If you could become pregnant, or your partner could become pregnant to you, you [and your partner] must use effective contraception during the study. 

· We will discuss effective contraception options with you, and how long they must be used for. Details are in Appendix 3 of this information sheet.

[Add if applicable] You must agree not to donate sperm <or eggs>, from dosing until at least <insert duration> after <event>.

You are responsible for informing your sexual partner(s) of the possible risks.
 
[Add if applicable] If a pregnancy occurs, you must report this to us as soon as possible.  You / your partner will be asked to give consent for pregnancy information and the infant’s information to be collected for monitoring purposes.


	Will any costs be reimbursed?



There are no costs associated with taking part in this study, nor will you be paid. 

Study-specific costs will be paid for by <sponsor or study funder name>. You will still have to pay for your non-study related medical care. 

You will receive a [payment / stipend / koha] of <value/gift description>. This [is/is not] subject to tax. If there is information regarding tax payments or restrictions / limitations to payments, include these in an Appendix at the end of the information sheet.

You will be reimbursed for travel expenses associated with the study (such as buses, taxis or parking) to a value of <$value> per visit.  Reimbursement is not subject to tax. 



	What if something goes wrong?



	
Use for commercial studies: As this research study is being conducted for a commercial sponsor, <Sponsor name>, you won’t be eligible for ACC in the event of a study related injury.

[bookmark: _heading=h.2et92p0]<Sponsor name> has confirmed to the approving Health and Disability Ethics Committee that appropriate insurance for injury is in place. 

You should be aware that:
· Sponsor insurance may not provide ACC equivalent compensation. 
· There are limitations on compensation availability. 
· Compensation is not provided on a no-fault basis. The Sponsor may not accept the compensation claim if: 
· Your injury was caused by the researchers, or;
· There was a deviation from the proposed research plan, or;
· Your injury was caused solely by you.

You will need to apply to the sponsor and/or its insurers for compensation, but approval is not guaranteed. You are entitled to take action through the Courts for compensation. 

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. 


Use for non-commercial 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 samples?



· <type of samples, e.g. blood, urine, cerebrospinal fluid, saliva, skin, tumour> will be collected from you during the study. 

· About XXX mL of blood will be collected in total. To compare, a standard blood donation is 470 mL.  Do not use teaspoon, tablespoon or cup measurements to describe blood volumes.

· Add if applicable: Some samples sent to the local laboratory will be identified with your name and date of birth. 

· [Other] Samples will be identified using your study ID code only. 

· Your samples will be sent to laboratories in <country names>. We can give you the names and addresses of the laboratories if you wish.
 
· Your samples will be kept for up to X years. They will then be destroyed using standard practices, [unless you give consent for them to be used for other research. There is a separate optional consent form for this]. 

· A karakia is available on request at the time of tissue <collection / disposal>.

· If you withdraw from the study, samples previously collected will still be used, unless you ask for the samples to be destroyed. Results from samples that have already been tested will be used for the study.

You may hold beliefs about a sacred and shared value of any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.


	What will happen to my information?



We will collect information (‘data’) about you and your study participation. If needed, information from your hospital records and your GP may also be collected. We only collect information needed for the study, to contact you or identify your medical records. You cannot take part in the study if you do not want us to collect any of this information. 
	Identifiable information – this information traces directly to you.

	Examples?
	e.g. information carrying your name, initials, birthdate, contact details, or NHI number; voice or video recordings

	How is it stored?
	· Paper: under restricted access at <site> until the end of the study, then at a secure storage facility.
· Electronic: on secure <company> servers

	Who has access?
	· Local study staff and health services that do your study assessments
· Your GP / usual doctor [if needed]
· Study monitors, to make sure data is collected properly
· Study auditors (see below)
· Representatives from the Sponsor if you make a compensation claim for study-related injury. Identifiable information is required to assess your claim
· The Medical Officer of Health (only if you have a positive test result for a notifiable disease)

	How long is it kept?
	For at least X years



	Coded information – this information is labeled only with your unique study ID

	Examples?
	All your information that is loaded into the study database. 

	How is it stored?
	· On a secure electronic server that complies with New Zealand [and/or international] data security guidelines.

	Who has access?
	· The research team [,Sponsor and other companies working with or for the Sponsor] 
· Regulatory or other governmental agencies worldwide.

	How long is it kept?
	For at least X years



	Anonymised information – cannot be traced back to you 

	Examples?
	Information that has had the unique ID code removed . 

	How is it stored?
	· On a secure [overseas] database

	Who has access?
	· Access is not restricted

	How long is it kept?
	Indefinitely


[bookmark: _heading=h.17dp8vu]
Extra information about my data

<CI> may need to share your identifiable information in the rare event of 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.

Audits: The study may be audited. Audits make sure studies are being carried out properly. Auditors need access to your identifiable study data and relevant health records to do this. Audits may be done by the Sponsor, NZ or overseas regulatory agencies, or the approving Ethics Committee. 

Data Access: You have the right to request access to information about you held by the research team, including the results of tests and procedures. You also have the right to request that any information you disagree with is corrected.  

Study Withdrawal: You can ask the study team to stop collecting information about you at any time. This will end your participation in the study. Add: Information collected up until this point will continue to be used, to protect the quality of the study. or: You can ask that your collected information is withdrawn, up until < details>

Data Storage: After the study, your identifiable data will be stored for at least <X> years in a secure storage facility. Your coded [and anonymized] data will be stored indefinitely on secure electronic servers. All storage will comply with local and/or international data security guidelines.


Data Risks
[bookmark: _heading=h.3rdcrjn]Although efforts will be made to protect your privacy, absolute confidentiality cannot be guaranteed. There is a risk that people may access or use your information in ways that you may not be acceptable to you.

Data sent overseas will be governed by overseas laws. These may not give as much protection as New Zealand laws.

[bookmark: _Hlk105668804]
Māori Data 
[bookmark: _heading=h.1t3h5sf][bookmark: _heading=h.2s8eyo1]Māori data is a potential taonga. Māori data sovereignty permits Māori organisations to access coded Māori data, to support Māori development aspirations.  


	Could the study end earlier than planned for me?



If you wish to withdraw from the study, please let us know. We may ask if you could complete some end-of-study assessments if you withdraw early. 
We may withdraw you from the study if we believe it is not in your best interests to continue. We will discuss any withdrawal decisions with you and provide health care advice where appropriate. 
Other reasons that you may be withdrawn from the study are: 
· You need treatment that is not allowed in this study.
· You did not follow the instructions for the study.
· The study is stopped 
· You have a serious reaction or illness or injury that is not related to the study. 

The <study product> will / will not be available to you after the study. 



	Can I find out the results of the study?



Information relating to this study, such as a summary of results, will be available at <list registry, e.g. http://www.ClinicalTrials.gov>. 
You can choose to be sent a copy of the study results once the study is over. You can select this in the consent form below. 

	Who is funding the study?



This study is being funded by <Sponsor>.
Data and samples that lead to discoveries and inventions, or the development of a commercial product, will be owned by the <Sponsor>. You will not have rights to ownership or benefit financially.
<Study site name> will receive payment from < Sponsor> for conducting this research. The study team members will only receive their ordinary wages for conducting this research. 





	Who has approved this 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 <committee name> HDEC has approved this study.
Add if applicable: The scientific aspects of this study have been approved by the Standing Committee on Therapeutic Trials (SCOTT).



	Who do I contact for more information?



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 Māori cultural 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 400 569 (Ministry of Health general inquiries)
	Email:		hdecs@health.govt.nz



APPENDIX 1 – PROCEDURE RISKS AND DISCOMFORTS


<Complete as required for study procedures>
















































APPENDIX 2 – INFORMATION ABOUT PAYMENT AND TAX OBLIGATIONS


<include site-specific detail here about tax obligations, payment limitations etc>.


















































APPENDIX 3 – CONTRACEPTION REQUIREMENTS

For participants who could become pregnant:

You must use X of the methods of contraception listed below, from at least <insert duration> before your first dose of study drug until at least <insert duration> after your last dose:
A highly effective method (less than 1 pregnancy/100 women using the method for one year):
· Implant contraceptive (e.g. Jadelle®)
· Intra-uterine device (IUD) containing either copper or levonorgestrel (e.g. Mirena®) 
· Male sterilization (vasectomy) 
· Female sterilization (e.g. bilateral tubal ligation (‘clipping or tying tubes’) or hysterectomy)

OR an effective method (5-10 pregnancies per 100 women using the method for one year):
· Injectable contraceptive (e.g. Depo Provera)
· Oral Contraceptive Pill (combined hormonal contraceptive pill or progestogen ‘mini-pill’)

 [Add if a barrier form of contraception must also be used] You / your partner must also use a barrier form of contraception, from your first dose of study drug through until <insert duration> after your last dose. Barrier methods of contraception include:
· Male condoms 
· Female condoms
· Female diaphragm (‘cap’)

Please note that barrier methods alone are not highly effective methods of contraception.
	
For participants who could get a partner pregnant
[Modify if required] The effects of <treatment> if passed on through semen are unknown, but there is a risk it may cause birth defects or fetal deaths. 
Use if the study involves male and female participants: You and your sexual partner must use X of the contraception options listed above, from at least <insert duration> before your first dose of study drug through until at least <insert duration> after your last dose.  A hormonal method of contraception (e.g. pill, implant, injection) is also acceptable.
Use if the study involves male participants only: If you are sexually active and have any partner who could become pregnant, You and your partner must use X of the methods of contraception listed below, from at least <insert duration> before your first dose of study drug through until at least <insert duration> after your last dose
A highly effective method (less than 1 pregnancy/ 100 women using the method for one year):
· Implant contraceptive (e.g. Jadelle®)
· Intra-uterine device (IUD) containing either copper or levonorgestrel (e.g. Mirena®) 
· Male sterilization (vasectomy) 
· Female sterilization (e.g. bilateral tubal ligation (‘clipping or tying tubes’) or hysterectomy)

OR an effective method (5 - 10 pregnancies per 100 women using the method for one year) e.g.
· Injectable contraceptive (e.g. Depo Provera)
· Oral Contraceptive Pill (combined hormonal contraceptive pill or progestogen-only ‘mini-pill’)

[Add if a barrier form of contraception must also be used] You / your partner must also use a barrier form of contraception, from your first dose of study drug through until <insert duration> after your last dose. Barrier methods of contraception include:
· Male condoms 
· Female condoms
· Female diaphragm (‘cap’)

Please note that barrier methods alone are not highly effective methods of contraception.


	CONSENT FORM

<Short, lay-friendly study title>
	Your letterhead

	Formal Study title:

	<full study title>

	Protocol number:
	<protocol Number/ID>

	Sponsor:
	<Sponsor’s name>

	Lead Study Doctor:
Study Site:
Contact phone number:
Ethics committee ref.:
	
	
	

	24-hour number
	<<Insert 24-hour emergency number for study participants to contact site staff.>>



Please let your study doctor know if you need an interpreter.

	I have read, or have had read to me, and I understand the Participant Information Sheet.  
	
	

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

	I have had the opportunity to use a legal representative, whānau/ 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 will be given 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 usual care.
	
	

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

	I consent to my information [and samples] being sent overseas
	
	

	If I decide to withdraw from the study, I understand 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.  This may be a yes/no option in low risk studies
	
	

	I consent to my GP or current provider being informed of any significant abnormal results obtained during the study.
	
	

	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:
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