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You are invited to take part in a study on that investigates whether aspirin and ticagrelor (two anti-platelet medications) have an effect on how neutrophils and platelets (types of cells in the blood) respond to stimulation. 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 11 pages long, including the Consent Form. Please make sure you have read and understood all the pages.

	Voluntary Participation and Withdrawal From This Study


You are free to decide not to participate in this study or to withdraw at any time without adversely affecting your relationship with the investigator(s) or the University of Otago. Your decision regarding whether or not to participate in this study will not result in any loss of benefits to which you are otherwise entitled. 
What is the purpose of the study?

Aspirin and ticagrelor are anti-platelet medications given to people suffering from a heart attack. This type of medication prevents platelets (a type of blood clotting cell in the blood) from becoming activated. Platelets repair damage in blood vessels. However, these cells also cause blood clots in the arteries of the heart, and this can cause a heart attack. 
Neutrophils are another cell type that is crucial for our health. Neutrophils are part of our immune system and survey the blood for any intruding pathogens. These cells ‘activate’ and become inflammatory when our body encounters an infection. However, these cells have been shown to participate in heart attacks also. These cells can produce a very inflammatory substance called Neutrophil Extracellular Traps (NETs) in a process called NETosis. NETs are great during infection, as they trap invading pathogens. However, these NETs can also activate platelets, a process which we know can cause a heart attack. We believe that anti-platelet medication (aspirin and ticagrelor) will reduce the ability of neutrophils to produce NETs and will reduce the ability of platelets to activate in response to NETs. It could be beneficial for anti-platelet medication to have this effect, as this may reduce inflammation after a heart attack.
This brings us to the aims of our study: 

· We aim to investigate whether anti-platelet medication affects neutrophils and their ability to undergo NETosis. 

· We also aim to investigate whether anti-platelet medication affects the ability of platelets to activate in response to NETs.

	How is the study designed?


There are two “arms” of this study:

1. The intervention arm: we are recruiting 20 volunteers to take anti-platelet medication. This Patient Information Sheet outlines your participation in the intervention arm of this study.
2. The treatment-naïve arm: we are recruiting 3 volunteers to be a control for the intervention arm. Recruitment into this arm does not involve taking anti-platelet medication. 

If you choose to participate, it is expected that your participation involves an information session, as well as 2 study visits over 2 consecutive days. 
At the information session, we will go over this Participation Information Sheet with you, as well as ask you some questions to determine if you can participate in this study. These questions will assess what medications you may be taking and questions about your health. This information session is estimated to take less than one hour. You do not have to decide whether or not you will participate in this study during this information session. 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.
For each volunteer that consents, this study will involve 2 study visits over 2 consecutive days. We expect that each study visit will take approximately 30 minutes to 1 hour.

First study visit:
1. At the first study visit, which will likely be in the morning, we will take a “baseline” blood test. Blood will be taken by inserting a needle into a vein in your arm. We will take no more than 40 mL (less than 3 tablespoons) in volume. This is the 1st of 2 blood tests taken during this study. 
2. We will also collect some baseline demographics about you, such as age, height, weight and ethnicity.
3. After we have taken the “baseline” blood test, you will be asked to take your first dose of anti-platelet medication. These are aspirin and ticagrelor. 
How to take the anti-platelet medication:

Ticagrelor: Take two 90 mg tablets (loading dose of 180 mg) of ticagrelor orally, with or without food. 
Aspirin: Take three 100 mg tablets (loading dose of 300 mg) orally, with or without food.
In between the First and Second study visit:
You will be asked to take your second dose of anti-platelet medication in the evening of your first study visit. This dose will consist of one 90 mg tablet of ticagrelor that can be taken orally, with or without food. You will not need to take aspirin.
Second study visit:

1. The second study visit will occur the day after your first study visit. On this day, you will take the third and final dose of anti-platelet medications in the morning, prior to your second study visit. This dose will consist of one 90 mg tablet of ticagrelor that can be taken orally, with or without food, and one 100 mg tablet of aspirin, that can be taken orally, with or without food.
2. We will take a second blood sample from you by inserting a needle into a vein in your arm. This is the 2nd of 2 blood tests during this study. This will occur no later than 6 hours after you have taken your third dose of anti-platelet medications.
	Who can take part in the study?


You are invited to participate in this study if you are aged between 45 and 70 years (for the intervention arm) or aged between 18 to 70 years (treatment-naïve arm).
As we are asking you to take two anti-platelet medications, we may have to exclude you if:
· You have a known cardiovascular or inflammatory disease,

· You have a known disorder associated with platelet dysfunction or bleeding,

· You have or have had acute illness (including COVID-19) within 6 weeks prior to recruitment

· You are pregnant

· You have Type II diabetes
· You have a history of adverse drug reaction
· You have been treated with cardiovascular and/or immune-modulating drugs and/or antiplatelet agents within 7 days prior to recruitment

· You are awaiting a COVID-19 test result at time of recruitment or at any point throughout the study.

What will my participation in the study involve?

We will verbally collect some demographic data from you (such as your age, sex and ethnicity) during the First Study Visit which will take less than 10 minutes. We can link this information to any findings from testing your blood sample. However, your confidentiality is extremely important to us, and all your information will be stored on a secure password-protected database at the University of Otago, Wellington. This database will only be accessed by the Study Researchers named in this Participant Information Sheet. 

This study involves two blood tests taken on 2 study visits. Each study visit will take approximately 30 min to one hour. For each blood sample taken, a Study Researcher will take the blood to the laboratory. Broadly, there will be two processes carried out on your blood sample:

1. A Study Researcher will assess the extent to which neutrophils produce NETs in the laboratory by adding activating agents into the blood in a test tube and observing the response. A Study Researcher will also observe how much your platelets become activated when they are added to NETs. This will be done on the day that the blood sample is obtained.

2. In addition, a portion of this blood sample will be used to assess how the genetic makeup of neutrophils change with anti-platelet medication. A Study Researcher will isolate neutrophils from this blood sample and process these cells to extract the RNA (a copy of your DNA). 
	What will happen to my blood samples and data?


All data will be kept confidential. You will not be personally identified in any reports or publications that arise throughout the course of this research. The data will appear grouped and include no markings that can be traced back to you. 
Most of your blood sample will be processed on the day of collection. This means that we will isolate neutrophils and platelets and test their activation on the same day. After testing their activation, these samples will be disposed of in a biohazard bin which will then be incinerated.
We will also use part of your blood sample to isolate RNA. RNA samples will be send to Dunedin (Otago Genomics Facility) and information generated from these RNA samples will be sent to AGRF for analysis. Transport and analysis of your samples will happen within one year of the blood sample being taken. These RNA samples will be deidentified. This means that the laboratory receiving these RNA samples (the Australian Genome Research Facility) will not receive any personally identifying information.
This study will run for two years. At the conclusion of this study, all stored samples will be disposed of in a biohazard bin which will then be incinerated. We recognize that cultural issues may arise for Māori and Pacific populations with the donation of tissue. 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. We are able to offer an alternative disposal method, where samples will be disposed of with an appropriate karakia.

You have the right to withdraw your samples at any point during this study. 
Publishing data from this study. We intend to publish the results from this study in the form of a scientific journal article, which will also be presented at scientific conferences. You will not be personally identified in any of this material. It is possible that the deidentified data may be deposited into an Open Access repository to facilitate research transparency. If deposited, there is a chance that the data from this study can be used in future unspecified research. If you have concerns with this, please discuss with the Coordinating Investigator or the Principal Study Researcher. 

What are the possible risks of this study?

Risk of bleeding. The anti-platelet drugs used in this study (aspirin and ticagrelor) thin the blood. This means that you may be at an increased risk of experiencing both minor bleeding events, such as nose bleeds and bruising, and major bleeding events, such as intra-cranial bleeding. However, the risk of major bleeding in healthy participants exposed to these agents for a short period of time is extremely low. The risk of bleeding would only be for the period of treatment and platelet function will return to normal after 5 days of discontinuation. You will be given a patient safety card after you have enrolled into this study. This card contains instructions for what to do if you experience any new symptoms, a contact name and number for immediate medical advice, and information about which anti-platelet drugs you are taking. If you experience any new symptoms that you are worried about or suspect any bleeding, please call Dr. Scott Harding on 027 445 6171 for immediate medical assistance. Please also attend the nearest hospitals emergency department as a priority and present your patient safety card to the attending medical staff. 

Risk of taking blood. Insertion of a needle into a vein can cause slight bruising around the area. This area may be a little tender after the needle is removed. It is possible that you could get an infection due to insertion of the needle. However, these are very rare, and we will take standard precautions to minimize this risk.

	What are the possible benefits of this study?


There will be no direct benefit to you from participating in this study.
This study may show that there is a gap in the treatment of heart attack patients due to sustained platelet and neutrophil activation even in the presence of anti-platelet medication.
Will any costs be reimbursed?

It will not cost you anything to take part in the study. We will reimburse you for costs associated with travel to and from the study sites. Additionally, we will provide refreshments at each study visit. There will be no other forms of compensation. 
What if something goes wrong?

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 Researchers will record information about you and your study participation. This includes the results of any study assessments. 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). Only researchers named in this Participant Information Sheet will have access to your identifiable information. 
If you make a compensation claim for study-related injury, identifiable information is required in order to assess your claim. The ethics committees, or government agencies from New Zealand or overseas may also have access to your identifiable data, 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.

Rarely, it may be necessary for the study researchers 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. 
As all measurements collected in this study are not used to guide care in any capacity, this study will not capture any data which would be considered abnormal or of clinical significance. The measurements recorded for this study should be strictly used for research purposes only.

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 Researchers. Instead, you will be identified by a unique 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:

· Named Study Researchers to conduct the study.

· The New Zealand and overseas laboratories, for sample processing, analysis, and reporting purposes.

· The Health and Disability Ethics Committee, to comply with legal and regulatory duties. 

· Health, regulatory, or government authorities, to comply with legal and regulatory duties.

The New Zealand and overseas laboratories will not be authorized to share data and/or tissue with third parties.

You can request to receive reports or other information about the research that is done using your information. This can include a lay summary of study results.
Security and Storage of Your Information.

Your identifiable information is held at the University of Otago (Wellington) during the study. After the study, it is transferred to a secure archiving site and stored for 10 years, then destroyed. Coded study information will be kept by the named Study Researchers in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 

Tissue (blood) samples will initially be taken at the Clinical Research Laboratory (Victoria University of Wellington). Most of the processing and storage of these tissue (blood) samples will be conducted in this laboratory. 

RNA isolated from blood samples will be transported to The Otago Genomics Facility (The University of Otago, Dunedin) by tracked courier for further processing. Chain of custody will be recorded by the sending and receiving facilities, and by the tracking information provided by the courier company. 

Both research laboratories are secure, with access restricted to those staff directly involved in the analysis of these samples.

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 is currently very small but may increase in the future as people find new ways of tracing information.

Your coded 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. 

Rights to Withdraw Your Information.

You have the right to withdraw from the study at any time without any effect on your future or continuing health care.

You may withdraw your consent for the collection and use of your information at any time, by informing the Study Researchers. If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. 

Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognize the Taonga of the data collected for this study. To help protect this Taonga:
· We have consulted through the mandated University of Otago process about the collection, ownership, and use of study data.

· We allow Māori researchers to access de-identified study data, for uses that may benefit Māori.

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

Your participation in this study is on volunteer base only. You have the choice to withdraw from the study at any time and are not required to give a reason. Withdrawing from the study will not negatively impact your future health care in any way and withdrawing from the study will not cause any costs to you.

If you wish to withdraw from the study, please contact Dr Kathryn Hally or Sonja Hummel. Their contact information can be found on the first page of this document.

Should you withdraw consent, no further data and/or tissue will be collected by study staff.

Both data and tissue collected prior to the participant’s withdrawal may continue to be used and analysed if the participant consents to this on the PIS/CF. You may ask for all information to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken.
	Can i find out the results of the study?


You have the right to any information which we collect about you. If you wish to receive any individual information that we generate from this study, we will provide this on request.
As this study will run for two years, provision of any results obtained from this study may take up to two years.

	Who is funding the study?


This study is funded by the University of Otago and Research for Life (Wellington Medical Research Foundation). 
	Who Has Approved the study?


This study has been approved by an independent group of people from the Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Central Health and Disability Ethics Committee has approved this study under the ethics approval number: 2022/EXP/12091.

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

Please feel free to contact the Coordinating Investigator (Dr Kathryn Hally) or the Principal Study Researcher (Sonja Hummel) at any time.

Telephone: 04 918 5610

Mobile phone (Kathryn Hally): 027 636 0914

Mobil phone (Sonja Hummel): 022 343 5958
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 Whānau Care Services:

Telephone: 
04 806 0948

Email: 

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


Approval number: 
2022/EXP/12091

Phone:


0800 4 ETHIC


Email:


hdecs@health.govt.nz
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Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, or have had it read to me in a 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 Participant Information Sheet and Consent Form.
	(

	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.
	(

	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 agree to my RNA samples being sent to Dunedin and the data obtained being sent overseas for analysis. 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 (


If yes, please provide an email or mailing address where this summary can be sent to at the end of this study:


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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	Treatment Naïve Study Arm

	Coordinating investigator

Kathryn Hally, Department of Surgery and Anaesthesia

The University of Otago, Wellington
23A Mein Street, Newtown

Telephone: 04 918 5610

Mobile phone (contact at any time): 027 636 0914

E-mail: Kathryn.Hally@otago.ac.nz

	Principal Study Researcher

Sonja Hummel, Department of Surgery and Anaesthesia

The University of Otago, Wellington
23A Mein Street, Newtown

Mobile phone (contact at any time): 022 343 5958

E-mail: Sonja.Hummel@postgrad.otago.ac.nz


	Ethics committee ref.: 2022 EXP 12091
	


You are invited to take part in a study on that investigates whether aspirin and ticagrelor (two anti-platelet medications) have an effect on how neutrophils and platelets (types of cells in the blood) respond to stimulation. 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 10 pages long, including the Consent Form. Please make sure you have read and understood all the pages.

	Voluntary Participation and Withdrawal From This Study


You are free to decide not to participate in this study or to withdraw at any time without adversely affecting your relationship with the investigator(s) or the University of Otago. Your decision regarding whether or not to participate in this study will not result in any loss of benefits to which you are otherwise entitled. 

What is the purpose of the study?

Aspirin and ticagrelor are anti-platelet medications given to people suffering from a heart attack. This type of medication prevents platelets (a type of blood clotting cell in the blood) from becoming activated. Platelets repair damage in blood vessels. However, these cells also cause blood clots in the arteries of the heart, and this can cause a heart attack. 
Neutrophils are another cell type that is crucial for our health. Neutrophils are part of our immune system and survey the blood for any intruding pathogens. These cells ‘activate’ and become inflammatory when our body encounters an infection. However, these cells have been shown to participate in heart attacks also. These cells can produce a very inflammatory substance called Neutrophil Extracellular Traps (NETs) in a process called NETosis. NETs are great during infection, as they trap invading pathogens. However, these NETs can also activate platelets, a process which we know can cause a heart attack. We believe that anti-platelet medication (aspirin and ticagrelor) will reduce the ability of neutrophils to produce NETs and will reduce the ability of platelets to activate in response to NETs. It could be beneficial for anti-platelet medication to have this effect, as this may reduce inflammation after a heart attack.

This brings us to the aims of our study: 

· We aim to investigate whether anti-platelet medication affects neutrophils and their ability to undergo NETosis. 

· We also aim to investigate whether anti-platelet medication affects the ability of platelets to activate in response to NETs.

	How is the study designed?


There are two “arms” of this study:

3. The intervention arm: we are recruiting 20 volunteers to take anti-platelet medication. This Patient Information Sheet outlines your participation in the intervention arm of this study.

4. The treatment-naïve arm: we are recruiting 3 volunteers to be a control for the intervention arm. Recruitment into this arm does not involve taking anti-platelet medication. 

If you choose to participate, it is expected that your participation involves an information session, as well as a maximum of 20 study visits.. 

At the information session, we will go over this Participation Information Sheet with you, as well as ask you some questions to determine if you can participate in this study. These questions will assess what medications you may be taking and questions about your health. This information session is estimated to take less than one hour. You do not have to decide whether or not you will participate in this study during this information session. 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.

For each volunteer that consents, this study will involve a maximum of 20 study visits over the duration of this study. We expect that each study visit will take approximately 30 minutes.

At each study visit:
1. At each study visit, we will take a blood sample. The blood will be taken by inserting a needle into a vein in your arm. We will take no more than 10 mL (less than 1 tablespoons) at each visit.
2. Where possible, we will coordinate blood samples from multiple participants in the interventional study arm to minimize the amount of study visits required by you. 
We will also collect some baseline demographics about you, such as age, height, weight and ethnicity.
	Who can take part in the study?


You are invited to participate in this study if you are aged between 45 and 70 years (for the intervention arm) or aged between 18 to 70 years (treatment-naïve arm).

As we are asking you to participate in the treatment-naïve arm to be a control for the intervention arm, we may have to exclude you if:

· You have a known cardiovascular or inflammatory disease,

· You have a known disorder associated with platelet dysfunction or bleeding,

· You have or have had acute illness (including COVID-19) within 6 weeks prior to recruitment

· You are pregnant

· You have Type II diabetes

· You have a history of adverse drug reaction

· You have been treated with cardiovascular and/or immune-modulating drugs and/or antiplatelet agents within 7 days prior to recruitment or within 7 days prior to your study visits.
· You are awaiting a COVID-19 test result at time of recruitment or at any point throughout the study.

What will my participation in the study involve?

We will verbally collect some demographic data from you (such as your age, sex and ethnicity) during the First Study Visit which will take less than 10 minutes. We can link this information to any findings from testing your blood sample. However, your confidentiality is extremely important to us, and all your information will be stored on a secure password-protected database at the University of Otago, Wellington. This database will only be accessed by the Study Researchers named in this Participant Information Sheet. 

This study involves a maximum of 20 blood tests taken on a maximum of 20 study visits. Each study visit will take approximately 30 min. For each blood sample taken, a Study Researcher will take the blood to the laboratory. 
A Study Researcher will assess how much platelets become activated when they are co-cultured with treatment-naïve neutrophils in a test-tube in a laboratory. A Study Researcher will isolate neutrophils from your blood, and these will serve as treatment-naïve to allow the Study Researchers to observe how much the response of platelets from participants in the intervention study arm changes pre- and post-treatment with dual-anti platelet therapy. 
	What will happen to my blood samples and data?


All data will be kept confidential. You will not be personally identified in any reports or publications that arise throughout the course of this research. The data will appear grouped and include no markings that can be traced back to you. 

All of your blood sample will be processed on the day of collection. This means that we will isolate neutrophils and test their activation on the same day. After testing their activation, these samples will be disposed of in a biohazard bin which will then be incinerated.

This study will run for two years. At the conclusion of this study, all stored samples will be disposed of in a biohazard bin which will then be incinerated. We recognize that cultural issues may arise for Māori and Pacific populations with the donation of tissue. 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. We are able to offer an alternative disposal method, where samples will be disposed of with an appropriate karakia.

You have the right to withdraw your samples at any point during this study. 

Publishing data from this study. We intend to publish the results from this study in the form of a scientific journal article, which will also be presented at scientific conferences. You will not be personally identified in any of this material. It is possible that the deidentified data may be deposited into an Open Access repository to facilitate research transparency. If deposited, there is a chance that the data from this study can be used in future unspecified research. If you have concerns with this, please discuss with the Coordinating Investigator or the Principal Study Researcher. 

What are the possible risks of this study?

Risk of taking blood. Insertion of a needle into a vein can cause slight bruising around the area. This area may be a little tender after the needle is removed. It is possible that you could get an infection due to insertion of the needle. However, these are very rare, and we will take standard precautions to minimize this risk.

	What are the possible benefits of this study?


There will be no direct benefit to you from participating in this study.
This study may show that there is a gap in the treatment of heart attack patients due to sustained platelet and neutrophil activation even in the presence of anti-platelet medication.
Will any costs be reimbursed?

It will not cost you anything to take part in the study. We will reimburse you for costs associated with travel to and from the study sites. Additionally, we will provide refreshments at each study visit. There will be no other forms of compensation. 

What if something goes wrong?

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 Researchers will record information about you and your study participation. This includes the results of any study assessments. 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). Only researchers named in this Participant Information Sheet will have access to your identifiable information. 

If you make a compensation claim for study-related injury, identifiable information is required in order to assess your claim. The ethics committees, or government agencies from New Zealand or overseas may also have access to your identifiable data, 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.

Rarely, it may be necessary for the study researchers 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. 

As all measurements collected in this study are not used to guide care in any capacity, this study will not capture any data which would be considered abnormal or of clinical significance. The measurements recorded for this study should be strictly used for research purposes only.

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 Researchers. Instead, you will be identified by a unique 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:

· Named Study Researchers to conduct the study.

· The New Zealand and overseas laboratories, for sample processing, analysis, and reporting purposes.

· The Health and Disability Ethics Committee, to comply with legal and regulatory duties. 

· Health, regulatory, or government authorities, to comply with legal and regulatory duties.

The New Zealand and overseas laboratories will not be authorized to share data and/or tissue with third parties.

You can request to receive reports or other information about the research that is done using your information. This can include a lay summary of study results.
Security and Storage of Your Information.

Your identifiable information is held at the University of Otago (Wellington) during the study. After the study, it is transferred to a secure archiving site and stored for 10 years, then destroyed. Coded study information will be kept by the named Study Researchers in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 

Tissue (blood) samples will initially be taken at the Clinical Research Laboratory (Victoria University of Wellington). Most of the processing and storage of these tissue (blood) samples will be conducted in this laboratory. 

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 is currently very small but may increase in the future as people find new ways of tracing information.

Rights to Withdraw Your Information.

You have the right to withdraw from the study at any time without any effect on your future or continuing health care.

You may withdraw your consent for the collection and use of your information at any time, by informing the Study Researchers. If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. 

Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognize the Taonga of the data collected for this study. To help protect this Taonga:
· We have consulted through the mandated University of Otago process about the collection, ownership, and use of study data.

· We allow Māori researchers to access de-identified study data, for uses that may benefit Māori.

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

Your participation in this study is on volunteer base only. You have the choice to withdraw from the study at any time and are not required to give a reason. Withdrawing from the study will not negatively impact your future health care in any way and withdrawing from the study will not cause any costs to you.

If you wish to withdraw from the study, please contact Dr Kathryn Hally or Sonja Hummel. Their contact information can be found on the first page of this document.

Should you withdraw consent, no further data and/or tissue will be collected by study staff.

Both data and tissue collected prior to the participant’s withdrawal may continue to be used and analysed if the participant consents to this on the PIS/CF. You may ask for all information to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken.

	Can i find out the results of the study?


You have the right to any information which we collect about you. If you wish to receive any individual information that we generate from this study, we will provide this on request.

As this study will run for two years, provision of any results obtained from this study may take up to two years.

	Who is funding the study?


This study is funded by the University of Otago and Research for Life (Wellington Medical Research Foundation). 

	Who Has Approved the study?


This study has been approved by an independent group of people from the Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Central Health and Disability Ethics Committee has approved this study under the ethics approval number: 2022/EXP/12091.

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

Please feel free to contact the Coordinating Investigator (Dr Kathryn Hally) or the Principal Study Researcher (Sonja Hummel) at any time.

Telephone: 04 918 5610

Mobile phone (Kathryn Hally): 027 636 0914

Mobil phone (Sonja Hummel): 022 343 5958
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 Whānau Care Services:

Telephone: 
04 806 0948

Email: 

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


Approval number: 
2022/EXP/12091

Phone:


0800 4 ETHIC


Email:


hdecs@health.govt.nz
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Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, or have had it read to me in a 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 Participant Information Sheet and Consent Form.
	(

	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.
	(

	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 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 (


If yes, please provide an email or mailing address where this summary can be sent to at the end of this study:


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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