



Participant Information Sheet/Consent Form
Adult providing own consent

Title: 	Treatment Of Stroke reCurrence in CAA with TraneXamic Acid

Short title: 					TOSCCAA – TXA

Protocol Number:				707/24

Sponsor:					Alfred Health

Coordinating Principal Investigator:	Prof Geoffrey Cloud

Principal Investigator: 	[Principal Investigator]

Location:					[Location]

HREC Reference Number:			HREC/109768/Alfred-2024

Local Project No:				[if required by site]



Part 1	What does my participation involve?


1	Introduction

You are invited to take part in this research project. This is because you have a condition called probable cerebral amyloid angiopathy (CAA) and you may be at risk of a further bleed in the brain. The research project is testing a new treatment for CAA. The new treatment is called Tranexamic acid (TXA). 

This Participant Information and Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you will take part in the research.

Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or your local doctor. 

Participation in this research is voluntary. If you do not want to take part, you do not have to. You will receive the best possible care whether you take part in the study or not.

If you decide to take part in the research project, you will be asked to sign the consent section of this document. By signing it you are telling us that you:

	understand what you have read; 
	consent to take part in the research project;
	consent to have the tests and treatments that are described;  
· consent to the use of your personal and health information as described.

You will be given a signed copy of this Participant Information and Consent Form to keep.


2 	What is the purpose of this research?

Cerebral amyloid angiopathy (CAA) is a condition where abnormal proteins, called amyloid, build up in the walls of small blood vessels in the brain. This buildup makes these blood vessels weaker and more likely to bleed, leading to bleeding in the brain. Such bleeding can cause serious disability and even be life-threatening. Currently, there is no treatment that specifically targets this condition, though keeping blood pressure well-controlled is important. Because of this, finding treatments to lower the risk of further brain bleeds in people with CAA is crucial.

Tranexamic acid (TXA) is a medication which has been used for a long time to stop bleeding in several different conditions. This mediation has been approved for treatment for bleeding in in over 40 countries worldwide, including United States, Canada, European Union and Australia. 

Tranexamic acid blocks the fibrinolytic or clot break-down pathway in the blood, thereby reducing risk of bleeding. This study aims to assess the safety and feasibility of using tranexamic acid (TXA) tablets in patients with cerebral amyloid angiopathy (CAA) to determine if TXA can reduce further bleeding in the brain without harmful side effects. 

Medications, drugs and devices have to be approved for use by the Australia Federal Government. TXA is approved in Australia to treat conditions resulting in excessive bleeding in the body. However, it is not approved to reduce risk of bleeding in patients with CAA. Therefore, TXA is an experimental treatment for prevention of brain bleeding in this condition. This means that it must be tested to see if it is an effective treatment CAA. 


This research has been initiated by the study doctors: Dr Oshi Swarup, Professor Geoffrey Cloud and Professor Nawaf Yassi.  The results of this research will be used by the study doctor Dr. Oshi Swarup to obtain a Doctor of Philosophy degree.


3	What does participation in this research involve?

You will be participating in a randomised ‘double bind’ controlled research project. Sometimes we do not know which treatment is best for treating or preventing a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random). The study will be using a placebo which is a medication with no active ingredients. It looks like the real thing but is not. This will also be a double-blind study which means that neither you nor your study doctor will know which treatment you are receiving. However, in certain circumstances your study doctor can find out which treatment you are receiving

You will have a 50% chance of receiving tranexamic acid and a 50% chance of receiving placebo. 

This project will run for approximately 26 weeks, with a final phone follow up at 52 weeks. If you decide to participate in this study the following procedures will occur:

Initial visit
At the initial visit, researchers will see you after a phone discussion establishing your eligibility and written consent will be sought at this visit to take part in the study. You will be asked questions about your general health, age, gender and ethnicity and any other medical conditions that you may have.  A physical examination will also take place including basic vital signs, height, weight and a basic neurological examination assessing movement, sensation, vision and language function. Further, you will be asked about your medical history, current medications and undertake two short cognitive assessments in the form of questionnaires which assess your memory and thinking. This is because cerebral amyloid angiopathy can lead to cognitive impairment, and so these questionnaires allow us to assess the effect of the intervention on memory and thinking. 

You will also have two research MRI brain scans performed at the hospital where you are being recruited. This will be done twice – at the start and at the 6 month visit. Where possible, we will combine the MRI scans with Visit 1 (Day 0) or Visit 5 (Week 24) if that is most convenient for you. Otherwise, we can perform the MRI scan on a separate occasion.  Information received from this MRI will not be used for any clinical decisions, only for research purposes. However, if there are any issues or concerning findings that require further follow up these will be discussed with you and your healthcare practitioner to follow up. You will be escorted to the MRI scanner by one of the research team following your initial clinic visit. 

The research MRI will be very similar to the MRI scan you have already had that led to your diagnosis of probable CAA and takes 30-45 minutes to complete. Data collected from the MRI scans will be used for this study and then stored in a de-identified manner and may be used for future potential related research studies to better understand CAA, brain bleeding and stroke by your study investigators including the Alfred research team and National Hospital for Neurological Diseases, Queen Square, London. 

At the initial visit, participants will be randomised to either the tranexamic acid or placebo at this visit as well. Neither you nor your study doctor will know which treatment you are receiving and both tablets will be identical in terms of packaging and appearance. You will have a 50% chance of receiving tranexamic acid and a 50% chance of receiving placebo. You will be instructed to take two tablets by mouth three times per day of the study drug you are assigned (tranexamic acid or placebo) for a period of 6 months. 


Planned visits
All participants in the study will have 6 study visits. Where possible the initial and 5th study visit in person will be combined with the study MRI scan depending on individual preference. The third study visit at 12 weeks will be performed over telephone or a video consultation depending on your preference. At each visit we will ask about how you are, and any possible side effects from the treatment. Throughout the study, we will ask you to bring in your boxes of tablets (both full and empty), as counting these helps us measure how consistent you have been with taking the medications. Questionnaires that ask about drug side effects, and quality of life will be asked at some of these visits. At the initial and 24 week visit you will have a brief cognitive assessment to assess thinking and memory (same as the first assessment mentioned at the initial visit). A blood sampletest will be taken visit 4at the final 24-week visit. 

OPTIONAL: Biomarker Research
If you consent to take part in the optional blood biomarker research, At the initial and 24-week visit,  blood will be taken for measurement of the bloods clotting ability, inflammation markers and biomarkers. Biomarkers are any naturally occurring chemicals in the body that might be associated with the development of a particular medical condition, such as Cerebral Amyloid Angiopathy. The blood test will be taken from a vein in the arm, taking in total approximately 10mls or equivalent of 2 teaspoons of blood.  You will be provided a separate Participant Information Consent Form that describes this optional blood biomarker research in more detail. It is important to note that consenting to this optional research will not affect your participation in the main study, nor the level of care you will be provided.


Follow-Up
There will be a final phone follow up at 52 weeks to take further medical history. 




	Study Procedure 
	Visit 1
	Visit 2
	Visit 3 

	Visit 4

	Visit 5
	Visit 6

	
	Day 0
	Week 1-2
	Week 12 +/- 2/52
	Week 24 +/- 2/52
	Week 24 +/- 2/52
	Week 52

	
	Site 
Can be combined depending on individual preference
	Telephone / Video consultation
	Site
Can be combined depending on individual preference
	Telephone

	Informed Consent
	X
	
	
	
	
	

	MRI
	
	X
	
	
	X
	

	Demographic information 
	X
	
	
	
	
	

	Medical history/Medical record review
	X
	
	
	
	
	X

	General physical examination
	X
	
	
	
	
	

	Study Questionnaires
	X
	
	
	X
	
	

	Vital signs
	X
	
	
	X
	
	

	Height/Weight measurement
	X
	
	
	
	
	

	Blood specimen collection
(optional)
	X
	
	
	X
	
	

	Medication review
	X
	X
	X
	X
	
	

	Study Medication pill count
	
	X
	X
	X
	
	




This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way.

Cost and Reimbursements
There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.

You may be reimbursed with a parking voucher or reasonable travel expenses associated with the research project visit.

We will not be routinely informing your local doctor about participation in the study although you may wish to mention it during your next consultation.


4	What do I have to do?

Should you wish to participate in the study there will be no specific restrictions on your lifestyle or your diet other than those that relate to your pre-existing conditions already. You can continue to take your regular medication; however, you should inform one of the study doctors about all prescription medications and any other medications you are taking. 



5	Other relevant information about the research project

[bookmark: _Hlk181176844]This project will involve clinicians at the Alfred Hospital, and Royal Melbourne Hospital, working together. Researchers at Monash University will also be involved. Further, imaging analysis for this study will be performed by an expert researchers at the National Hospital for Neurological Diseases, Queen’s Square, London U.K. 60 participants will be included in the study across the two hospitals however the final number may be increased during the study depending on the study findings after the first year of the study.  Data will be transmitted in a coded format between institutions and in a de-identified manner, meaning that your personal information will not be shared and your privacy maintained. This study is not related to any previous research studies that have been conducted.


6	Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.

If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.

Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with The Alfred Hospital or Royal Melbourne Hospital.

	
7	What are the alternatives to participation? 
	
You do not have to take part in this research project to receive treatment at this hospital.  Other options are available. For example, you will continue to receive your usual stroke treatment whether or not you decide to participate. Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.


8	What are the possible benefits of taking part?


We cannot guarantee or promise that you will receive any benefits from this research; however, possible benefits may include preventing you from suffering another brain bleed. It is also possible that people who have CAA in the future will benefit from your participation in this study.


9	What are the possible risks and disadvantages of taking part?

Treatment drug side effects:
Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.

There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your doctor immediately about any new or unusual symptoms that you develop.

Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you. See below table of possible side effects from tranexamic acid.


	Rate of occurrence
	Tranexamic acid 

	Common
Greater than 1 in 100 people (≥ 1 to < 10%)
	nausea, vomiting, diarrhoea

	Uncommon between 1 in 100 and 1 in a 1000 people (≥ 0.1 to < 1%)

	Immune system disorders.
Skin rash (allergic dermatitis).

	Rare
Less than 1 in 10 000 people (<0.01%)
	Thrombosis – clots in the legs and lungs, visual disturbances including transient disturbance of colour vision




		

Serious side effects are uncommon, and occur in less than 1 in 100 people. Most of these serious side effects have occurred in patients with a previous history of clotting disorders, and seizures. Questionnaires during follow up visits will help researchers identify any risk of these side effects.  Researchers will review the results of these questionnaires on the day they are completed. If serious side effects develop, researchers may need to refer you to another health professional and stop your treatment. 

At standard clinical doses, tranexamic acid is not expected to interact with any other medications. 

[bookmark: OLE_LINK3]MRI side effects
At the start of the MRI session you will be positioned on the MRI table and instructed on how to use the MRI call button. Once you are feeling comfortable you will be moved slowly into the scanner to the correct position. You will be asked to lie still for the duration of the scan. You will be able to communicate with MRI personnel at frequent intervals throughout the study via the intercom. If you begin to feel uncomfortable or are not happy to continue, you are free to terminate the scan at any point by using the MRI call button.

MRI stands for magnetic resonance imaging. A MRI scanner is a machine that uses electromagnetic radiation (radio waves) in a strong magnetic field to take clear pictures of the inside of the body.  Electromagnetic radiation is not the same as ionising radiation used, for example, in X-rays. The pictures taken by the machine are called MRI scans.
We will ask you to lie on a table inside the MRI scanner. The scanner will record information about your brain. It is very important that you keep very still during the scanning. When you lie on the table, we will make sure you are in a comfortable position so that you can keep still. The scanner is very noisy and we can give you some earphones to reduce the noise. Some people may experience symptoms of claustrophobia from lying in a confined space. If you do experience discomfort at any time during the scan, you will be able to alert staff by pressing on a call button provided to you.

Undergoing an MRI requires remaining still in an enclosed space for an extended period. Completing an MRI can be difficult for people who experience anxiety or claustrophobia. Oral sedation is an option in these cases. If you find completing an MRI difficult, taking an oral sedative may be an option. Your doctor will let you know if this is suitable for you. Oral sedation is very safe however, there are some risks involved. The risks are very rare. The most common risks are feeling dizzy or drowsy, temporary amnesia, unsteadiness and weakness. Less common reactions include rash, nausea and vomiting, change in appetite, disorientation, headache, sleep and vision disturbance, depression and agitation. Most patients do not have these problems. If these problems do happen, they occur soon after the sedation is taken and they usually get better very quickly. If you have any concerns about these risks, you should discuss them with the study team.  Following sedation, you will need someone to drive you home.

There are no proven long-term risks related to MRI scans as used in this research project. MRI is considered to be safe when performed at a centre with appropriate procedures. However, the magnetic attraction for some metal objects can pose a safety risk, so it is important that metal objects are not taken into the scanner room.

We will thoroughly examine you to make sure there is no reason for you not to have the scan.  You must tell us if you have metal implanted in your body (e.g. pacemaker, hearing implants, metal pins)

As this MRI scanner uses a high-strength magnetic field, some people can feel dizzy as they go into and come out of the scanner. This is nearly always a temporary sensation however in some cases the dizziness may persist for a little bit longer.

MRI contrast called gadolinium will be used for this study. A rare but serious adverse reaction has been observed in patients that received a gadolinium-based contrast material during MRI examinations, a reaction called nephrogenic systemic fibrosis (NSF). Patients with kidney disease are at increased risk of developing NSF. NSF may cause skin thickening, joint pain and/or swelling. In rare cases NSF can lead to lung and heart problems and cause death. To minimize the likelihood that you will be affected, you may be required to have a blood test to measure your kidney function. If your blood test is abnormal, you will not be permitted to receive gadolinium unless specifically approved.

The scans we are taking are for research purposes. They are not intended to be used like scans taken for a full clinical examination. The scans will not be used to help diagnose, treat or manage a particular condition. A specialist will look at your MRI scans for features relevant to the research project. On rare occasions, the specialist may find an unusual feature that could have a significant risk to your health. If this happens, we will contact you to talk about the findings. We cannot guarantee that we will find any/all unusual features.




10	What will happen to my test samples?

You will be asked to provide additional consent for the collection of your blood during the research project. Your blood will be stored within the Australian Centre for Blood Diseases, Monash University. Samples will be stored indefinitely. Only Human Research Ethics Committee (HREC) approved research will be performed on blood. Your sample will be identifiable by a code. You can have your blood sample removed or destroyed by contacting the study doctor (see details below). Samples will be taken to the Australian Centre for Blood Diseases (ACBD), Monash University, for analysis.


11	What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.

Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.


12	Can I have other treatments during this research project?

Whilst you are participating in this research project, it is unlikely that you will have to change any other medications or treatments you are taking for other reasons. It is important however to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. 


13	What if I withdraw from this research project?


If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.

If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the researchers up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.


14	Could this research project be stopped unexpectedly?
 
This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:

· Unacceptable side effects
· The drug/treatment being shown to work and not need further testing; and 
· Decisions made by local regulatory/health authorities. 


15	What happens when the research project ends?
	
After the study period has ended, your medical care will continue according to the usual standard of care for stroke patients through your stroke specialist and local doctor. 

Once the study is complete and the results are known, a written plain English summary of the results of the study will be made available to you upon request. To obtain this please contact the study site.

Part 2	How is the research project being conducted?


16	What will happen to information about me?

By signing the consent form you consent to the study doctor and relevant research staff collecting and using personal and health related information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. All paper study files will be kept in a locked cupboard or room that is only accessible to staff involved in the study. All study data captured electronically is coded and password protected and only available to staff involved in the study. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the study will be available for inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the Sponsor, Alfred Health, or as required by law. By signing the consent section, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above.
 
In any publication and/or presentation that arises from the results of this project, information will be provided in such a way that you cannot be identified, except with your permission. The publisher of the study results may require that study data can be made publicly available if requested; any personal information that could identify you will be removed or changed before files are shared with other researchers or results are made public.

All information collected about you will be labelled with a unique study code, not your name or hospital number and will be kept for at least 15 years after which it will be confidentially destroyed. 

Information about your participation in this research project will be recorded in your health records.

Your de-identified MRI data will be distributed to the study researchers via a secure internet-based system. MRI analysis for this study will be independently performed by an expert group at the National Hospital for Neurological Diseases, Queen’s Square, London U.K. The participants will be assigned a code which will be used for the MRI scan. No information except for date of birth and sex is stored with the MRI data. Alfred Health uses a secured server to store research MRI data provided by Monash University. 

As explained above, your MRI data and blood samples will be stored securely for future potential research studies.  MRI data and blood samples will be stored for future research only in the event that the participant has consented to the future research element of the trial. This would range from other research that is closely related to this research project, which would be other research pertaining to CAA for instance or any future research which would include any stroke related medical research. If you opt to allow your samples to be used for future research, the test samples may be sent to an external site for further specialist analysis as required. Data will be transmitted in a coded format between institutions and in a de-identified manner, meaning that your personal information will not be shared and your privacy maintained.

How can I access my information?

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to access the information collected and stored by the researchers about you. You also have the right to request that any information with which you disagree be corrected. Please contact one of the researchers named at the end of this document if you would like to access your information.


17	Complaints and compensation

If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.


18	Who is organising and funding the research?

This research project is being conducted by Dr Oshi Swarup, Professor Geoffrey Cloud and Professor Nawaf Yassi. The research is funded by the sponsor, Alfred Health. Dr. Oshi Swarup will be using this research for her PhD

No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).


19	Who has reviewed the research project?
		
All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of Alfred Health - the Alfred Hospital Ethics Committee. 

This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2023). This statement has been developed to protect the interests of people who agree to participate in human research studies.


20	Further information and who to contact

The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on [phone number] or any of the following people:

	Clinical contact person
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]



For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Local Governance Office contact (Complaints contact)

	Position
	[Name][Name]

	Telephone
	[Position]

	Email
	[[Email address]




If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Alfred Hospital Ethics CommitteeCommittee

	PositionPosition
	 HREC Executive Officer

	Telephone
	(03) 9076 3619

	Email
	research@alfred.org.au


Reviewing HREC approving this research and HREC Executive Officer details




Master Participant Information Sheet/Consent Form Version 4, 23rd  April 2025
[Site Name] Main Participant ICF [Version No., Date]
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Consent Form - Adult providing own consent

Title: 	Treatment Of Stroke reCurrence in CAA with TraneXamic Acid

Short title: 					TOSCCAA – TXA

Protocol Number:				707/24

Sponsor:					Alfred Health

Coordinating Principal Investigator:	Prof Geoffrey Cloud

Principal Investigator: 	[Principal Investigator]

Location:					[Location]

HREC Reference Number:			HREC/109768/Alfred-2024

Local Project No:				[if required by site]

Consent Agreement
I have read the Participant Information Sheet or someone has read it to me in a language that I understand.

I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Alfred Health concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.

Declaration by Participant – for participants who have read the information

	
Name of Participant (please print)  _________________________________________________

Signature _______________________________ Date _______________________________




Declaration -  for participants unable to read the information and consent form
	Witness to the informed consent process
Name (please print) __________________________________________________________
Signature _______________________________ Date ______________________________
* Witness is not to be the investigator, a member of the study team or their delegate. In the event that an interpreter is used, the interpreter may not act as a witness to the consent process. Witness must be 18 years or older.



Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/
Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 
Note: All parties signing the consent section must date their own signature.

I consent to the storage of MRI data (if applicable) taken from me for use, as described in the relevant section of the Participant Information Sheet, for (Please circle Yes/No):
• This specific research project (Yes/No)
• Other research that is closely related to this research project (Yes/No)
• Any future research. (Yes/No)

	

	
	Name of Participant (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	



	
For participants unable to read the information and consent form

Witness to the informed consent process
Name (please print) __________________________________________________________
Signature _______________________________ Date ______________________________
* Witness is not to be the investigator, a member of the study team or their delegate. In the event that an interpreter is used, the interpreter may not act as a witness to the consent process. Witness must be 18 years or older.



	

	
	Name of Study Doctor/
Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning the research project. 
Note: All parties signing the consent section must date their own signature.

I consent to the storage and use of blood samples taken from me for use, as described in the relevant section of the Participant Information Sheet, for (Please circle Yes/No):
• This specific research project (Yes/No)
• Other research that is closely related to this research project (Yes/No)
• Any future research. (Yes/No)


	

	
	Name of Participant (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	



	
For participants unable to read the information and consent form

Witness to the informed consent process
Name (please print) __________________________________________________________
Signature _______________________________ Date ______________________________
* Witness is not to be the investigator, a member of the study team or their delegate. In the event that an interpreter is used, the interpreter may not act as a witness to the consent process. Witness must be 18 years or older.



	

	
	Name of Study Doctor/
Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning the research project. 



Note: All parties signing the consent section must date their own signature.
Master Participant Information Sheet/Consent Form Version 43, 23rd April17th March 2025
[Site Name] Main Participant ICF [Version No., Date]
 	
		
Form for Withdrawal of Participation - Adult providing own consent

Title: 	Treatment Of Stroke reCurrence in CAA with TraneXamic Acid

Short title: 					TOSCCAA – TXA

Protocol Number:				707/24

Sponsor:					Alfred Health

Coordinating Principal Investigator:	Prof Geoffrey Cloud

Principal Investigator: 	[Principal Investigator]

Location:					[Location]

HREC Reference Number:			HREC/109768/Alfred-2024

Local Project No:				[if required by site]


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with [insert hospital name]. I wish to withdraw from (Please circle Yes/No):
• This specific research project (Yes/No)
• Other research that is closely related to this research project (Yes/No)
• Any future research. (Yes/No)


	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	



In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	








Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.

	

	
	Name of Study Doctor/
Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.

Master Participant Information Sheet/Consent Form Version 43, 23rd 17th AprilMarch 2025
[Site Name] Main Participant ICF [Version No., Date]

