


Participant Information Sheet and Consent Form (PISCF) Template

This template is based on the July 2022 HDEC template. This document will need to be updated as required to reflect future changes to the HDEC template. Additional information for some sections can be found in the HDEC template. Where additional information is available, it has been referenced and has been noted as uncommonly required. 

Intention: 

This PISCF template is to be used for the creation of study specific PISCF’s. The template document should be modified over time to reflect changes in requirements and following feedback from the HDECs. 

The template should be used with careful consideration of what would and would not be appropriate and correct for each the study. The template may not include all the information required for a specific study. Consideration of what information may be missing in relation to the study will be required. 

Over time, the standard descriptions of study procedures should be built up to cover more procedures that may be required for a study.

When creating a PISCF, it is essential that the language used is simple. Terms that are not commonly understood, such as medical terms, should be explained or a simpler alternative used. A PISCF should be aimed at a school leaver reading age (approx. 16 years).
 
Think about what you would want to know, or what you would want your grandparents to know before joining a study. Think about the level of information that may be appropriate for elderly, young, or people who have not completed their education beyond the age of 16 (i.e. use clear, simple language that is commonly understood).  The investigator should be prepared to explain or provide more information during the consenting discussion for those who wish to know more.

A PISCF should not be overly complicated nor overly long. Do not over-explain. Provide enough simple information for the participant to know what is going to happen, without complicating and confusing the information. If necessary, use appendices for lengthy information, such as extensive risk sections. A PISCF that is too long is unlikely to adequately engage the participant and may mean that the participant is less informed than they would have been from a shorter PIS.

Use diagrams and pictures if they are available, particularly for device studies.

TEXT COLOUR

Black text is either taken directly from the HDEC template or is highly likely to be required. 
Blue text is recommended text and/or is commonly used, but should be selected or deleted with caution based on study requirements. 
Green text is example text that may be utilized if appropriate.
Red text between <..> highlights information that will need to be completed. Or, is text to highlight optional sections that will need to be deleted if not applicable. 
All coloured text should be removed by the time the document is finalized.



	Participant Information Sheet

<Short, lay-friendly study title>	Comment by Julie Jones: If the study has a study name, it can be used here.
Do not sure the full study title as the short name as it is almost certainly too long. 
	Your letterhead

	Formal Study title:

	<full study title>

	Protocol number:
	<protocol Number/ID>

	Sponsor:
	<Sponsor’s name>	Comment by Julie Jones: The template asks for name and address. 
Give a legal name if it is recognizable.
It may not be possible to provide the address, it is usually acceptable not to include the address. 

	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.>>



You are invited to take part in a study for a potential treatment, called <treatment name>, to prevent / treat <disease area>.  	Comment by Julie Jones: Select one and delete the other or change to a different term. 

Your participation in this study is voluntary, which means it is your choice whether or not you take part.	Comment by Julie Jones: NOTE: Southern HDEC asked for this to be removed as repeated in next section.  – The HDEC template talks about voluntary nature of study in the introduction section.  Investigator may wish to keep this text or remove it. 

[bookmark: _heading=h.gjdgxs]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 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.	Comment by Julie Jones: Clause moved up from the ACC/compensation section. 

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. 

Please make sure you have read and understood all the pages of the Patient Information Sheet and the Consent Form.	Comment by Julie Jones: The template asks for the number of pages to be listed here. If the page numbers are listed in the footer, the page numbering is probably not needed here. In addition, the numbering often gets messed up when different sites print on their headed paper which can cause confusion. 

Always include a footer or header on a PIS, which details the study name, version and/or date and the page numbers as’ x of y’. 

	VOLUNTARY PARTICIPATION AND WITHDRAWAL FROM THIS STUDY



Participation in clinical research and this study is voluntary. It is your choice whether or not you take part. 	Comment by Julie Jones: This is a repeat of the line in the introduction. The template also repeats this information, however, Southern HDEC has requested the removal of the introductory information regarding voluntary nature. 
Investigator discretion as to whether the voluntary nature is mentioned in the introductory section above. 

You may decide you do not want to participate and decline the study. You do not have to give a reason for your decision and it will not affect any other care you receive. 

[bookmark: _heading=h.30j0zll]If you decide you do want to take part now, but change your mind later, you can withdraw from the study at any time.  

WHAT IS THE PURPOSE OF THE STUDY?
Briefly describe the disease in simple language. 
Briefly describe anything about the disease that is relevant to the participants being recruited for this study, in simple language. 
This study will look at whether a new treatment, called <treatment name>, is safe and effective against <disease area> in <participant population>.

The purpose of this study is to:
· Evaluate the safety of the <treatment name>
· Demonstrate whether <treatment name> is effective in preventing / treating <disease area>  	Comment by Julie Jones: Select one, delete the other. 

Alter the suggested study purpose suggestions as required and;
Include additional study purposes as required. 

<treatment name> is an investigational treatment, which means that it is not approved for general use by Medsafe (the New Zealand health Authority).

Any new treatment must be tested in a study like this one before it can be made available to the general population. This type of study is also known as a clinical trial. 

How does <treatment name> work:	Comment by Julie Jones: Make sure that this is explained in simple language. If people (such as a 16 year old or an 80 year old) may not understand it, it is too complicated. Keep it simple. Use words that everyone will understand, or explain what the word means if necessary. 
· It is a <describe what the treatment is> 
· An <what treatment is> can instruct the body to <what it does>
· [bookmark: _heading=h.1fob9te]Provide any other information that is relevant to how the treatment works, consider how it may work and if relevant what it won’t do.

	HOW IS THE STUDY DESIGNED?



Number of Participants
This study is being conducted internationally / just in New Zealand. New Zealand is just one of the / the only study locations. 	Comment by Julie Jones: Choose 1 and delete the other.	Comment by Julie Jones: Choose 1 and delete the other.

It is expected that approximately <no of study participants> people will participate in the study, of which <no of NZ study participants> are expected to be from New Zealand. 	Comment by Julie Jones: Delete this part if only NZ study as participant numbers will be covered in the first part.

Study duration and number of visits	Comment by Julie Jones: Modify points below as appropriate for the study.
· The total length of time for participation in this study is <length of time> hours / days / months. 	Comment by Julie Jones: Select 1 and delete the others
· It will include <no of site visits> visits to the study site. 
· The first visit is called a screening visit, which is used to check whether you are eligible to participate in the study.  
· If you join the study, there will be <no of site visits once enrolled> more study visits over the next <length of time> <days / months>. 
· You may be asked to come for additional visits if <reason for any additional visits> 
· You will also be contacted by the study team <no of times / many> times throughout the study via telephone, text, email or other electronic means for <reason> e.g. safety checks.

Treatment
You will receive <no of treatments> of either <treatment> or placebo via <method of delivery & location of delivery>. 


Study design
This study is a randomized, observer-blind, placebo-controlled study.	Comment by Julie Jones: Modify terns as appropriate for the study
· A placebo-controlled study is one that uses a placebo to compare against the active drug. The placebo will appear the same as the active drug, but will not contain active drug. In this study a saline solution (salt solution) will be used as the placebo. 	Comment by Julie Jones: Ensure the correct placebo description is used.
· A randomized study is one where a computer system will assign you to receive either placebo or <treatment> by chance (like flipping a coin). In this study 50% of the participants will receive placebo and the other 50% of the participants will receive <treatment>. You will not be able to choose which group you are in. 
· An observer-blind study is one where neither you nor your study doctor will know which treatment you receive (placebo or <treatment>). In an emergency, your study doctor is able to find out which treatment you received. 

Study Assessments Overview	Comment by Julie Jones: This is just a high-level overview. Don’t go into too much detail here.  

Alternatively, this section can be expanded and the Study Procedures and Assessment section removed/reduced as suggested by the Southern HDEC.

· There will be a number of assessments that are done during screening to check if you are eligible for the study, such as a <brief list of key screening assessments> e.g. vital signs, demographics and medical history. 
· At your treatment visit (day 1) you will undergo a number of assessments, including <brief list of key assessments> e.g. a physical exam, vital signs, medical history, blood sample, and you will be observed after receiving the treatment to check that you are ok. 
· Blood samples will be taken at each of your study site visits for safety and to check your body’s response to the treatment. 
· During the course of the study, you will be asked to complete an electronic diary, called an eDiary. Your eDiary will be used to record your health and well-being during the course of the study.  
· During the course of the study you will also be asked to complete questionnaires that record how you are feeling or how you are managing with everyday tasks. 

	WHO CAN TAKE PART IN THE STUDY?



This clinical trial is looking for adult volunteers who are:  
· Willing and ble to give informed consent. 
· Able to follow the study procedures and attend the study visits
· <age range> years of age 
· BMI within a range of 18 to 35
· In good health
· Medically stable (for at least <period> months)
· No known life-limiting diagnoses
· Not pregnant or breastfeeding	Comment by Julie Jones: Depending on the list of inclusion and exclusion criteria, it may be better to have a separate list for being able to take part and things that mean people can’t take part. 
· List eligibility criteria that the patient should know about, there is no need to list specific blood sample values. 

WHAT WILL MY PARTICIPATION IN THE STUDY INVOLVE?
When deciding whether to participate, consider whether you are able and willing to do the following:
· Attend all scheduled study visits
· Complete the eDiary and study questionnaires
· Speak to your study doctor before making / about changes to your medications or taking new medications or treatments.  	Comment by Julie Jones: Select correct term as appropriate and delete other.
· Provide accurate information about your medical history and current health.
· Tell the study doctor about any health problems and side effects that you have during the study, including accidents and hospitalisations. 
· Let your study doctor or the study team know if you have a change in your contact details or if you no longer wish to be in the study.
· Not take part in any other study (for <no of days> days) prior to or during this study.
· Do not donate blood for at least 30 days after the last study treatment.	Comment by Julie Jones: If alcohol or anything else is restricted, be specific about how much is allowed. Eg. Do not drink more than 2 standard alcoholic drinks per day. 
· Allow the study team to contact your GP to inform them of your participation in this study. 	Comment by Julie Jones: This may not be required for all studies, but it is highly recommended. If the GP is not notified, the GP statement in the consent must be modified or removed. 

The study has 3 parts, Screening, Treatment & Follow-up.

Screening
In order to participate in this study, you will be asked to provide informed consent. This will involve signing the consent form at the end of this document after you have met with the study doctor and had a chance to ask any questions you have about the study. 
After giving consent, your study doctor will check whether you are eligible to participate in the study, this is called screening. Screening must be done within <no of days> days of your study treatment. 
Screening may be done over a number of days, on a single day or on the same day as the treatment
.     

Treatment and Assessments (Day 1 <List all days where treatment is given or assessments are required, or list end day, ie. Day 1 to day X>) 
If you are eligible for the study, you will receive <no of treatments> of either <treatment> or placebo via <method of delivery & location of delivery>.
You will need to stay at the study site for safety observation and examination for at least <period of time> minutes following your treatment. 
You will be asked to <document any other treatment day requirements>.

Follow-up (Day <start day – end day/month>)
Safety follow-up and study assessments will be done from day <start day> until <end day/month> day / months after receiving your study injection.  
     

Safety follow-up and study assessments will be done from day <start day> until <end day/month> day / month after receiving your study treatment. 	Comment by Julie Jones: Select appropriate period and delete other. 

If you decide to withdraw from the study early for any reason, <list requirements for end of study>   e.g. you will be asked if we can contact you for safety follow-up.


Study Procedures and Assessments	Comment by Julie Jones: NOTE: Southern HDEC felt that the descriptions of the procedures provided too much information. These descriptions could be deleted and the study Assessments Overview section extended to include any missing information.

Treatment - You will be given either the placebo or <treatment> on day 1 of the study via <method of delivery & location of delivery>. You will be asked to stay at the study site for <period of time> minutes after the <treatment> so that the study staff can observe you for any immediate reactions to the treatment you received, such as an allergic response.
Medical History – You will be asked questions about your current and previous health to ensure it is safe for you to participate. (~15 minutes)
Medications – You will be asked about all the medications you have taken before joining and are taking during the study; including prescription and over the counter medications, recent vaccinations, dietary supplements, vitamins, and herbal medications. (~15 minutes)
Demographics – Your sex, ethnicity / ancestry and date of birth. (~5 minutes) 	Comment by Julie Jones: Select whether ancestry or ethnicity is required.  Ethnicity is a social identifier, ancestry is genetic. 

Also consider Sex and Gender. Sex is biologically defined at birth (i.e. genetic) whereas Gender is how a person identifies. 
Physical examination – Your height, weight and body mass index (BMI) will be measured, and you will have a full-physical examination at screening which will include assessment of skin, head, ears, eyes, nose, throat, neck, thyroid, lungs, heart, cardiovascular, abdomen, lymph nodes, and musculoskeletal system/extremities. Symptom directed physical examinations will be performed at other study visit if required. (~30 minutes) 	Comment by Julie Jones: List what applies only. Delete others
The researchers recognise that touching the head is very tapu (sacred) for Māori. 	Comment by Julie Jones: The research team should always ask if it is ok to touch the head before doing so. If this is standard practice at a site, something to that effect can be mentioned here. 
Vital signs – Your blood pressure, heart rate, respiratory rate, temperature and oxygen saturation will be recorded before and after you receive the treatment. (~20 minutes) 
Blood samples – small amounts of blood will be taken during the study for laboratory safety tests and to test how your body is processing the treatment (~10 minutes)	Comment by Julie Jones: Modify this text to suit the study. 
Electronic Diaries – You will be asked to complete an eDiary. If you don’t already have an appropriate device to use for this, such as a smart phone, you will be provided with one. The eDiary will be used to report how you are feeling and any symptoms or side affects you experience after receiving the treatment. This will be required <list when diary is required>.  If you report you are unwell, a study staff member will contact you or your caregiver and may request an unscheduled study visit. (~<time> minutes)
Questionnaires – You will be asked to complete questionnaires about your quality of life and how you are feeling.  (~<time> minutes)
· You will be asked to complete an EQ-5D questionnaire, which is a commonly used questionnaire that looks at your quality of life. It consists of a descriptive questionnaire which is designed to assess 5 areas of health including mobility (ability to move), self-care, usual activities, pain/discomfort, and anxiety/depression. (~10 minutes)
· <Briefly describe any additional Questionnaires in simple terms>
If the study team become concerned about your mental health during the study, they will speak to you about it and may speak with your GP or a specialist health provider. 	Comment by Julie Jones: Include this statement if there are any questions regarding mental health in the study, e.g. EQ5D
This statement could be included as a standard irrespective of questionnaires used. 
Safety Contact – The study team will contact you via telephone / email / text <include frequency if relevant> to <reason for contact>. 	Comment by Julie Jones: Rename as appropriate	Comment by Julie Jones: Select relevant method

Study Visits:
The study visits consist of both in-person site visits, and digital and/or telephone contact from the study team.	Comment by Julie Jones: Select study types as appropriate or modify to suit. 
In addition to the scheduled visits, you may have unscheduled (extra) visits for safety reasons or if you develop <reason for additional visit>.
If your study doctor identifies any significant abnormal results during the study, they will inform your GP. 
On-Site visits and procedures	Comment by Julie Jones: Create a simple visit & procedures table. Only include things that directly impact the participant, Don’t list things that happen behind the scenes. 
The visit schedule from the protocol can be used to generate this table but should not be copied directly as it is likely to include ‘behind the scenes’ lines that are not relevant. Or it may be too complex for the PIS. 
	On-Site Visit & Procedures
	Screening
	Day 1 / Treatment
	Day <day>
	Day <day>
	Day / Month <day>
	Day / Month <day>
	Day / Month <day>
	Day/ Month <day>	Comment by Julie Jones: List visits as appropriate 

	Informed consent 
	X
	
	
	
	
	
	
	

	Demographics
	X
	
	
	
	
	
	
	

	Medical History
	X
	
	
	
	
	
	
	

	Medications
	X
	X
	X
	X
	X
	X
	X
	X

	Physical Exam
	X
	X
	
	
	
	
	
	

	Vital signs
	X
	X
	
	
	
	
	
	

	Blood sample
	
	X
	X
	X
	X
	X
	X
	X

	Treatment
	
	X
	
	
	
	
	
	

	eDiary – health reporting & questionnaires
	
	<list when to be completed, e.g. weekly >



Telephone/email/digital staff contact and Unscheduled visits and procedures	Comment by Julie Jones: Include a table like this if appropriate.
	Telephone/Digital Contact & Unscheduled Visits
	Day <day>
	<start day to end day/month>
	Extra visits

	
	Telephone/digital
	Telephone/digital
	Study Site

	<procedure>	Comment by Julie Jones: If procedures are performed in response to an AE or other occurrence. 
	
	
	X

	Safety contact
	X
	X
	

	Medications
	X
	X
	X



[bookmark: _heading=h.3znysh7]
	WHAT WILL HAPPEN TO MY <TYPE OF SAMPLE/S> SAMPLES?	Comment by Julie Jones: Include section if appropriate for study.



<type of sample> e.g.Blood samples will be taken from you during the study. 

Samples will be identified using a code and your year of birth. 	Comment by Julie Jones: This is likely the case but should be confirmed it is correct for the study. DOB should not be included. 

Your samples will be sent to a laboratory overseas to be tested or stored for up to < period of time> prior to testing. The following laboratories are being used for this study: 	Comment by Julie Jones: If samples are stored, a period of time should be given. 
<Name & Location of Laboratory>
<Name & Location of Laboratory>
Your samples will be destroyed after testing, unless you agree to any remaining sample being stored for unspecified future use. There is a separate participant information and consent form for sample storage and future use of samples as it is optional and not part of the main study.

There will not be an opportunity for a karakia to be performed at the time of destruction. However, the site will perform an annual karakia for all gifted samples to acknowledge the values and beliefs of Māori study participants. 	Comment by Julie Jones: Consider the site or study procedure and ensure that a karakia statement reflects that. If a Karaki will not be performed, that should be stated.


If you withdraw from the study, all samples collected from you up to that time will be used for testing, unless you request the samples be destroyed. If your samples have already been tested prior to your withdrawal, the data will be used for the study.	Comment by Julie Jones: This is common in studies but may require changing depending on the study.
You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ 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 ARE THE POSSIBLE RISKS OF THIS STUDY?	Comment by Julie Jones: If there is an extensive list of risks, only include the main ones here and put the rest into an appendix at the end of the PIS. It is easier to read and doesn’t break up the PIS as much if an appendix is used. Reference the appendix here so that the participant knows to look for it. 
Note.: Some HDECs may not want an appendix for the risks, others may request it. 
You may experience some side effects from the study treatment You should discuss these with the study staff and, if you choose, with your GP.
The most common side effects (<include figures e.g. 1 in 10>) that were noticed in previous 

· <list side effects>  	Comment by Julie Jones: List side effects or include table as below. 

	Common 
(1 in 10 to 1 in 100 people)
	

	Uncommon 
(1 in 100 to 1 in 1,000 people) 
	




Most of these side effects occurred soon after receiving the treatment and went away within a few days.	Comment by Julie Jones: Only include a sentence like this if it is true. 

You will be monitored for risks and side effects throughout your participation in the study. You should contact the study doctor if you think you are having side effects or experiencing a change in your medical condition.

Injection Site Reactions
· Additional side effects that may occur are:
· Tenderness at the injection site
· Fainting triggered by anticipation of or pain from the injection
· Infection at the injection site

Allergy Reactions
· If you are allergic to any product(s), you must tell the study doctor or study staff before you decide to sign and date this informed consent form. Some symptoms of allergic reactions are:
· Rash
· Wheezing and difficulty breathing
· Dizziness and fainting
· Swelling around the mouth, throat, or eyes
· A fast pulse
· Sweating

· Severe, potentially life-threatening allergic reactions could occur. However, severe reactions are very rare. 
· You will be observed for the first 60 minutes after receiving the study <treatment>. If you experience a severe allergic reaction after leaving the study site, please seek treatment immediately by calling emergency service (dial 111) or going to an Emergency Department.
· You must tell the study doctor and study staff if you have any of these symptoms during the study. If not treated promptly, an allergic reaction could become life-threatening.

Spirometry & FeNO Testing
You may feel slightly breathless or dizzy for a short time after the breathing test. 

Emotional Distress 
You may have emotional stress if you experience any of the side effects listed above or from keeping to the study visit schedule. Some of the questions we will ask you as part of this study may make you feel uncomfortable. Though it is always better to have fully completed questionnaires, you do not need to answer any questions that make you feel uncomfortable. You may stop taking part in the study at any time.

Blood Pressure
The blood pressure cuff used to take your blood pressure may cause discomfort or bruising to the upper arm.

Oxygen Saturation
The pulse oximeter has a clip-like device which is placed on the finger or ear lobe. It may cause discomfort due to some pressure or skin irritation from adhesive present on it.

Placebo
If you receive the placebo, you may experience similar side effects to those listed above.

Blood Samples
Taking a blood sample involves inserting a needle into a vein in your arm and withdrawing a few tablespoons of blood. You may have pain, redness, irritation, or bleeding where the needle is inserted. Some people may have a brief feeling of weakness, light-headedness and may faint. You may have pain or bruising for up to a few days where the needle was inserted after the blood draw. There is a rare possibility of infection where the needle is inserted.

Unknown risks
There may be side effects from the vaccine that are not fully known. You may experience some side effects that have not been experienced before. This could include an allergic reaction or interaction with another drug. It is therefore important that you tell the study doctor about any changes in your health.
New Information
If new information becomes available about the treatment that is being used in the study, the study doctor will discuss it with you. 
REPRODUCTIVE RISKS FOR SEXUALLY ACTIVE PARTICIPANTS OF CHILD-BEARING POTENTIAL	Comment by Julie Jones: Only include and select the relevant parts of this section if there are reproductive risks from the investigational product or study procedures. 
[Modify if required] The effects of <treatment> in pregnancy and breastfeeding are unknown, but there is a risk it may cause birth defects or fetal deaths, and/or be passed on in breast milk. If you are pregnant or breastfeeding, you cannot take part in this study. 	Comment by Julie Jones: Choose 1
If you are sexually active and of child-bearing potential (able to become pregnant), it is very important that you do not become pregnant during this study. You must use one 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:	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: Remove if only 1 dose
[bookmark: _Hlk37933163]A highly effective method (less than 1 pregnancy per 100 women using the method for one year) e.g.:	Comment by Julie Jones: If hormonal contraception is unacceptable due to study drug interactions, this should be noted and the text changed. 

· [bookmark: _Hlk35583799]Implant contraceptive (e.g. Jadelle®)
· Intra-uterine device (IUD) containing either copper or levonorgestrel (e.g. Mirena®) 
· Sterilization (e.g. vasectomy, 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’)	Comment by Julie Jones: If hormonal contraceptives are not acceptable in the study, e.g.  because of interactions with the study drug, this should be stated here and these methods deleted from the lists above.

· Vaginal contraceptive ring (e.g. NuvaRing®)

 [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:	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: Remove if only 1 dose
· Condoms (external / internal)
· Diaphragm (‘cap’)
Please note that barrier methods alone are not highly effective methods of contraception.
[Add if applicable] You must also agree not to donate eggs, from dosing until at least <insert duration> after your lastdose of study drug.	Comment by Julie Jones: Remove if only 1 dose
If you do become pregnant during the study, you must tell the study doctor as soon as possible. 
You study doctor will discuss the pregnancy with you and what it may mean with respect to the trial. 
	
Reproductive Risks for Sperm in Sexually Active Participants
[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. 
You are responsible for informing your sexual partner of these possible risks.
[bookmark: _Hlk37933136][Add If the study involves participants of child-bearing potential] If you are sexually active and have any partner who is of child-bearing potential (meaning a partner who may become pregnant) it is very important that you use contraception during this study. You and your partner must use one of the contraception options listed above for participants of child-bearing potential, 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.	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: If hormonal contraception is unacceptable due to study drug interactions, this should be noted and the text changed. 
[Add if the study does not include participatns of child-bearing potential] If you are sexually active and have any partner who is of child-bearing potential (meaning a partner who may become pregnant) it is very important that you use contraception during this study. You and your partner must use one 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	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: Remove if only 1 dose
A highly effective method (less than 1 pregnancy per 100 people using the method for one year) e.g.
· Implant contraceptive (e.g. Jadelle®)
· Intra-uterine device (IUD) containing either copper or levonorgestrel (e.g. Mirena®) 
· Sterilization (e.g. vasectomy, 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’)
· Vaginal contraceptive ring (e.g. NuvaRing®)
[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:	Comment by Julie Jones: Remove if only 1 dose	Comment by Julie Jones: Remove if only 1 dose
· Condoms (external / internal)
· Diaphragm (‘cap’)
Please note that barrier methods alone are not highly effective methods of contraception.
[Add if applicable] If a pregnancy occurs, you must report this to the study doctor as soon as possible.  Your partner will be asked to give consent for their information and their infant’s information to be collected for monitoring purposes.
[Add if applicable] You must also agree not to donate sperm, from dosing until at least <insert duration> after your lastdose of study drug.	Comment by Julie Jones: Remove if only 1 dose

	WHAT ARE THE POSSIBLE BENEFITS OF THIS STUDY?



There may be no direct benefit to you from taking part in this study. It is possible that if you received the <treatment> you may experience some benefit, but this is not yet known. However, this study will help us learn more about the <treatment> and/or <disease area> and may help other people in the future. 

	WHAT ARE THE ALTERNATIVES TO TAKING PART?



There are currently no approved treatments available for <disease area>. 
A variety of alternative treatments and therapies may be available to you for the treatment of <disease area>. There may be over-the-counter products available to you or you may wish to discuss other options with your GP or another healthcare provider. 	Comment by Julie Jones: Modify and only include if alternative treatments are available. 
This study is being conducted for research purposes. Taking part in the study is your choice. Your other option is not to take part in this study. 

WILL ANY COSTS BE REIMBURSED?
There are no costs associated with taking part in this study, nor will you be paid. 

You will receive a koha of <value/gift description>. 	Comment by Julie Jones: It is not recommended that a koha is given. A koha is taxable and the tax must be administered by the site. 
Please see the Participant Payments tax information provided by NZACRes for more information regarding payments and tax. 

You will receive a payment of <$value>. We are required to deduct withholding tax, which for most people is at a rate of 33%, please inform us if your tax rate is different. We will request your IRD number. You will be responsible for any other tax obligations. 

All procedures associated with this study will be paid for by the Sponsor, <Sponsor name>. 
You will still have to pay for the costs associated with your normal medical care that are not part of this study, such as visiting your GP. 
You will be reimbursed for travel expenses associated with your participation in this study (such as buses, taxis or parking) to a value of <$value> per site visit.  	Comment by Julie Jones: It is far easier to have a set value than to manage receipts. 
A precedence has been set where $50 can be given for reimbursement of expenses for each visit. 
Please see the Participant Payments tax information provided by NZACRes for more information regarding payments and tax.  

WHAT IF SOMETHING GOES WRONG?
As this research study is for the principal benefit of its commercial sponsor, <Sponsor name>, if you are injured as a result of taking part in this study you won’t be eligible for compensation from ACC. 
[bookmark: _heading=h.2et92p0]However, <Sponsor name> has satisfied the <approving committee 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 on whether to compensate you would be made 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.
[bookmark: _heading=h.tyjcwt]	Comment by Julie Jones: Refer to the HDEC template if a databank/registry is to be used. Template text is available in the HDEC template on this subject. 
[bookmark: _heading=h.3dy6vkm]WHAT WILL HAPPEN TO MY INFORMATION?
During this study the study doctors, researcher nurses, and other Site staff will record information about you and your study participation. This includes the results of any study assessments and your identifiable information.      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.
Data and Your Rights
· Data Collection: During the study, we will collect information about you. We will need to collect some basic private information about you, such as your name and address. We only collect information and data that is relevant to the study or required in order 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. 
· Data Linking: We will link study information with your Ministry of Health record using your NHI number. This will allow us to check hospital admissions and prescription data. 
· Data Access: 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.  
· 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. Information collected up until this point will continue to be used. This is to protect the quality of the study. 
· Data Ownership: Information that leads to discoveries and inventions or the development of a commercial product will be owned by the <Sponsor>. Study participants will not have rights to ownership. 
· Future Research: Your coded information (information that does not identify you) may be used for future research related to the <treatment> or <disease area>. It may also be used for other medical and/or scientific research that is unrelated to the current study. The future research may be conducted overseas. 
· Data Storage: Your identifiable information is held at <site name> during the study. After the study, it stored for at least 10 years in a secure storage facility.  All storage will comply with local and/or international data security guidelines. 
[bookmark: _heading=h.17dp8vu]
	Type of Information
	Storage
	Access

	Identifiable Information – this can be linked back to you (e.g. name, address, NHI)

	Study Generated Data
	· Information collected from you
· Medical records
· Study test results
· Information you submit via <system>
	· Electronic: stored securely at study site, on servers in Wellington, NZ, and Sydney, Australia
· Paper: stored securely under restricted access at study sites
	· Study staff
· Study monitors
· Ethics committee, regulatory authoritories
· <Sponsor> (if study is audited)
· <laboratory /radiology etc>
· Your GP
· The Medical Officer of Health	Comment by Julie Jones: Ensure the reason is listed elsewhere. i.e, if you return a positive test for <list notifiable diseases tested, e.g. COVID-19, HIV, Hepatitis B>.
· 

	Ministry of Health Records
	· Hospital admissions
· Prescriptions
	· Stored securely by <Site> on servers in Sydney, Australia
	· <Sponsor> and Study monitors
· Study statistician


	Deidentified (coded) Information – linked back to you through your study ID/code only.  

	Study Database
	· Data from various sources, results of tests, and some information collected from you. 
	· Stored securely by MRZIN on servers in Sydney, Australia.
	· <Sponsor> and Study monitors
· Study statistician


	Safety Data
	· Side effects 
	· Shared with <Sponsor> 
	· <Sponsor> staff 





Data Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed, even with coded and anonymised information.  Risks may include
· People accessing and misusing your information 
· [bookmark: _heading=h.3rdcrjn]overseas researchers may not work with data in a culturally appropriate way.
· Data-linking may result in you or others in your households, organisations, iwi or hapū being identified.  Some data sets may have been collected in ways which have resulted in biases. While we have taken steps to minimise their likelihood, we cannot guarantee they will not occur. 
· Research findings could be used inappropriately to support negative stereotypes, stigmatize, or discriminate against members of certain groups. 
Use of New Technologies <Name technologies. e.g. eDiary, Digital Questionnaires>	Comment by Julie Jones: Questionnaires may not really qualify as ‘new technology’ if they are done via a phone or computer. This section is more relevant for new devices that are required for a study. It may be acceptable not to list questionnaires here. The investigator may choose. 
· The use of <Name technology> is required for this study. 	Comment by Julie Jones: State whether the technology is mandatory or not
· No identifiable information will be collected (such as your name, address, date of birth), however information relating to your health will be collected. 	Comment by Julie Jones: OR, if identifiable information is collected, it must be mentioned and the information listed. 
· The study questionnaire information will be collected digitally and will be linked to the study code assigned to you. 
· There are privacy policies, Terms of Use and End User License Agreements in place to protect your privacy.
· The information collected via the <list technology> may be shared with third parties, as described in the De-identified data section.
· The information collected from the <list technology> will be stored on a secure cloud-based server.
[bookmark: _heading=h.1t3h5sf]

Identifiable Information
Identifiable information is any data that could identify you (e.g. your name, date of birth, or address).  The following groups may have access to your identifiable information:
· Site staff (to complete study assessments)
· Your GP will be notified of your participation in this study with your consent.
· <laboratory /radiology etc> staff, to process and report your screening and safety tests [note, this should not include samples sent to central/overseas labs]
· <Sponsor> 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 (GP or specialist), if a study test gives an unexpected result that could be important for your health or well-being. This allows appropriate follow-up to be arranged. 
· [bookmark: _heading=h.4d34og8]The Medical Officer of Health, if you return a positive test for <list notifiable diseases tested, e.g. COVID-19, HIV, Hepatitis B, Hepatitis C>.	Comment by Julie Jones: Refer to the Schedule of Notifiable Diseases 
https://www.health.govt.nz/our-work/diseases-and-conditions/notifiable-diseases

· Rarely, it may be necessary for the 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 study site or any study information sent to the sponsor. Instead, you will be identified by a code. The study site 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 which will be sent and stored overseas:
· The sponsor, <Sponsor>, for the purposes of this study. 
· People and companies working with or for the sponsor, for the purposes of this study. 
· 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.
[bookmark: _heading=h.2s8eyo1]Anonymous Information	Comment by Julie Jones: Most studies do not anonymise their data. However, as data sharing is becoming more common and there is agreement between some big pharma that data will be shared via approved systems, this statement may be relevant for some studies. 
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 anonymized information with <list relevant organisations or data sharing sites> 
Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognise the taonga of the data collected for this study. To help protect this taonga:
· We have consulted with <list person / rōpū / institution> about the collection, ownership, and use of study data.
· We allow Māori organisations to access de-identified study data, for uses that may benefit Māori.
· <mention any additional safeguards where applicable – e.g., hui around the entire study design, planned consultation on interpretation / dissemination of results etc.>

WHAT HAPPENS AFTER THE STUDY OR IF I CHANGE MY MIND?
If you wish to withdraw from the study, please contact your study doctor to let them know. 
Your study doctor may ask if you could complete the end of study safety assessments if you withdraw early. 

The study doctor may withdraw you from the study if they believe it is not in your best interests to continue. Your study doctor will discuss any withdrawal decisions with you and provide health care advice where appropriate. 
Other reasons that the study doctor may withdraw you from the study are: 	Comment by Julie Jones: List the reasons a study may be stopped. 

Do not list ‘for any reason’ nor ‘commercial’ reasons. 

NEAC standards 11.37 - Therapeutic studies where participants are potentially receiving therapeutic benefit must not be terminated simply for reasons of commercial interest.


· You need treatment that is not allows in this study.
· You did not follow the instructions for the study.
· The study is stopped due to safety reasons
· You experience a serious reaction or unacceptable side effect that is not related to the study. 

The <treatment> will / will not be available to study participants after the study. 	Comment by Julie Jones: Be clear as to whether the study intervention will be available after the study. In most case it will not be. Delete either will, or will not depending on the study. 

	CAN I FIND OUT THE RESULTS OF THE STUDY?



Information relating to this study will be available at <list registry, e.g. http://www.ClinicalTrials.gov>. This web site will not include information that can identify you. At most, it will include a summary of the results. You can search this web site at any time.
You can ask 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>.
<Study site name> will receive payment from < Sponsor> for conducting this research. The study team members will not receive personal benefit for conducting this research other than their ordinary wages. 

	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 <committee name> HDEC has approved this study.
The scientific aspects of this study have been approved by the Standing Committee on Therapeutic Trials (SCOTT), which is part of Medsafe.	Comment by Julie Jones: Pharmaceutical drug studies will be submitted to SCOTT. Genetic technology studies will be submitted to GTAC. Device studies are not submitted for regulatory approval. 

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 Māori 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>	Comment by Julie Jones: If the study has a study name, it can be used here.
	Your letterhead

	Formal Study title:

	<full study title>

	Protocol number:
	<protocol Number/ID>

	Sponsor:
	<Sponsor’s name>	Comment by Julie Jones: The template asks for name and address. 
Give legal name if it is recognizable.
It may not be possible to provide the address, it is usually acceptable not to include the address. 

	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.	Comment by Julie Jones: Only include this line if an interpreter can be made available. 

	I have read the Participant Information Sheet, or have had it read to me in language I understand, and I fully comprehend what it says.  
	
	

	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	Comment by Julie Jones: Include if data is 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.	Comment by Julie Jones: This may say ‘agree’ if it was optional, but if it is not optional then it may be better to use understand. 

If this is optional, the PIS statement should be modified to reflect this. HDEC template text can be used. Commonly for commercial studies, this is not optional. 
	
	

	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.	Comment by Julie Jones: This may not be a requirement for all studies, but it is recommended. If the GP is not informed of the study participation or any study results, the PIS must be modified to remove references to contacting the GP. 
	
	

	I agree to my <list samples> 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.
	
	

	If applicable: I understand that I should check with my private health or life insurance that taking part in this study won’t affect my cover.
	
	

	I understand my responsibilities as a study participant,
	
	

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



[bookmark: _GoBack]
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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