 Lay study title: Vision and Academic Functions after Amblyopia treatment            22231, version 2.0, Dated 15/07/2025 

	
Participant Information Sheet
Vision and Academic Functions after Amblyopia Treatment

	Study title: 


Sponsor:
	BRIGHT (Binocular Vision, Reading and Writing Skills in Anisometropic Children with a History of Amblyopia Treatment). 
The University of Auckland Doctoral Scholarship
The New Zealand Optometric Vison Research Foundation (NZOVRF) 

	Lead Researcher: 
Study Site: 

	Dr Tina Gao 
School of Optometry and Vision Science, the University of Auckland 

	Contact phone number:
Ethics committee ref.:
	09 93737599 Ext.82955

2025 FULL 22231


Invitation 
Your child is invited to take part in a study on Vision and Academic Functions after Amblyopia Treatment that is conducted as part of a PhD project.  Whether or not your child takes part is your choice. If you don’t want your child to take part, you don’t have to give a reason, and it won’t affect the care your child receives at the University of Auckland Eye Clinic (where applicable). If you do want your child to take part now, but change your mind later, you can withdraw from the study at any time.  
This Participant Information Sheet will help you decide if you would like your child to take part. It sets out why we are doing the study, what your child’s participation would involve, what the benefits and risks to your child 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 your child 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. Your child’s GP will be informed of the child’s participation in the study if you agree.
If you agree for your child 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 nine pages long, including the Consent Form.  Please make sure you have read and understood all the pages.
	[bookmark: _Hlk47265531]VOLUNTARY PARTICIPATION AND WITHDRAWAL FROM THIS STUDY



[bookmark: _Hlk47262187]Participation in this study is entirely voluntary. You or your child are free to decline to participate or withdraw at any time during the study. You are not required to give reasons for declining to participate and it will not bring you any disadvantages. Please let us know your decision whether you agree or decline to take part.
What is the purpose of the study?
Amblyopia (Weak eye) occurs when one eye does not see well during early childhood, causing the brain to prefer the stronger eye.  Amblyopia affects visual functions like the ability to clearly focus and align the eyes on targets at different distances. It may also affect education-related skills like reading and writing, which in turn can affect academic achievement. This study aims to investigate whether deficiencies in vision and academic functions persist after children complete standard amblyopia treatments, as well as how vision and academic skills are connected. It also aims to study access to ongoing eyecare after children have been discharged from amblyopia therapy. 

	[bookmark: _Hlk47267069]HOW IS THE STUDY DESIGNED?



This section of the study will include two groups of children aged 7-12 years of age comprising 25 children in each group. One groups will be children who have been previously treated for amblyopia and the other group will be children of the same age with no amblyopia. Both groups of children will undergo comprehensive eye examinations at the School of Optometry and Vision Science, the University of Auckland (if they have not had an eye test in the last 6 months). Then, either immediately after the eye exam or at a separate visit, each child’s focusing and eye tracking abilities, reading speed and writing skills will be assessed using standard clinical tests and child-friendly non-contact devices. The study includes one to three study visits, with a total time of 3-4 hours split across all visits. 
	WHO CAN TAKE PART IN THE STUDY?


Children who have previously been treated for anisometropic (unequal prescription between the two eyes) amblyopia and aged 7-12 years can participate in the study. Children with no amblyopia aged 7-12 years can also participate in the study. Children who have strabismus (misaligned eyes), are currently undergoing active amblyopia treatments like patching or atropine, or have other ocular disease that can cause vision reduction will be excluded from the study.
What will my participation in the study involve?
Child participants are invited to attend up to three study visits. The study visits will be conducted in accordance with Māori cultural practices. We recognise and respect the tapu (sacredness) of the head, and assure that no one will be touched without consent.
The first visit is a comprehensive eye examination (1-2 hours) to check their eligibility. This includes vision tests and an eye health check, which are commonly used in optometric eye exams. If your child has not had a cycloplegic refraction (a test to measure their glasses prescription using pupil-dilating eye drops) in the last 6 months, then your child will need to have this done to accurately measure their prescription. Cycloplegic refractions are standard practice in children’s eye examinations. The drops will cause your child’s eyes to relax their focusing ability for up to 24 hours. If your child is not currently wearing the correct pair of glasses, the correct pair will be provided to your child at no charge.
Once your child’s eligibility is confirmed, your child will be asked to perform further tests of their binocular vision (how well they use their two eyes together), reading skills, and hand-eye coordination skills. These study tests (~2 hours total) may be completed on the same day as the eye exam or on a different day, depending on whether your child is currently wearing the correct prescription glasses and whether pupil-dilating eye drops were used during the eye exam. In these study tests, your child will be asked to perform simple tasks such as: naming letters, identifying 3D shapes, maintaining focus on a target for a few seconds while a device scans their eyes, reading a simple passage of text while their eye movements are recorded by an eye tracking device, and drawing/tracing shapes on paper. The eye tracking device is a video recorder with specialised computer software that analyses eye movements from a video of your child’s face. The recorded video is automatically deleted by the device after the eye movement data is extracted, and the researchers will not have access to the raw video, therefore there will not be any identifiable images or video from this study.
In addition to the study examinations, we will ask for your consent to contact your child’s previous eyecare provider to ask them to send us information about your child’s previous eye examination history and amblyopia treatments (where applicable). This is an optional checkbox on the Consent Form. This information will allow us to compare your child’s results from this study with their previously recorded visual outcomes.

What are the possible risks of this study?
Eye drops may be used during the first visit if your child has not had a cycloplegic refraction completed in the last 6 months. The drops may sting for a few seconds when applied. The eye drops relax the focusing power of the eyes, and will cause temporary blurring of vision and light sensitivity. The effect can last up to 24 hours. In very rare occurrences, the eye drops may cause an allergic reaction just like other drugs. If such an incident occurs, it will be managed by first aid providers in accordance with the Optometry Clinical Protocol guidelines.
The tests in this study require your child to concentrate on tasks, and therefore may be tiring for your child. However, none of these tests are harmful. We will allow frequent breaks between tests, and the tests can be completed over several visits if you and your child prefer. 
Our examinations have a risk of revealing incidental findings that you may or may not be aware of. The researchers will discuss whether any significant findings need to be addressed. If necessary, an appropriate referral will be made with your consent.
	WHAT ARE THE POSSIBLE BENEFITS OF THIS STUDY?


Your child will receive a comprehensive eye examination to check if their eyes are healthy and if their vision is adequate for their education. We will provide you (and any eyecare provider of your choice) with a report of the results of this eye examination. 
If your child requires an updated glasses prescription, then new glasses will be provided by the study at no cost to you. You may keep these glasses after the study participation for your child to continue using. If your child does not require new glasses, then we will give your child a pair of non-prescription children’s sunglasses. 
Will any costs be reimbursed?
There will be no cost for your child to participate in this study.  A $40 petrol voucher per study visit will be given to cover travel expenses. 

What if something goes wrong?
If you child was 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.
[bookmark: _Hlk45197717]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.
[bookmark: _Hlk39741582]What will happen to my information?
During this study the researchers will record information about your child and his/her study participation. This includes the results of any study assessments.
Identifiable Information
Identifiable information is any data that could identify your child (e.g. your child’s name, date of birth, or address).  Only the researchers will have access to your child’s identifiable information. 
De-identified (Coded) Information
To make sure your child’s personal information is kept confidential, information that identifies your child will not be included in any report generated by the researchers. Instead, your child will be identified by a code. The researcher will keep a list linking your child’s code with his/her name, so that they can be identified by their coded data if needed. 
The results of the study may be published or presented, but not in a form that would reasonably be expected to identify your child.
Future Research Using Your Information.
If you agree, your child’s coded information may be used for future research in optometry and ophthalmology. This research may be for unspecified purposes directly related to the study question or the condition under study, or for other purposes unrelated to the study question. 
De-identified data may be made available to other researchers upon request for future research as specified above or combined with data from other sources to create larger datasets. The University of Auckland requires that appropriate data management plans are in place and ethical approval for use has been obtained in accordance with local laws and regulations. You will not receive reports or other information about any research that is done using your child’s information.
Using your child’s information for future research related or unrelated to the current topic is optional and you may indicate whether you agree or not in the consent form. Your child’s information may be used indefinitely for future research unless you withdraw your consent. However, it may not be possible to access your child’s information, or withdraw consent for its use, once it has been published.
Security and Storage of Your Information
Your child’s identifiable information will be held at the School of Optometry and Vision Science, during the study. After study data analyses are complete, data will be transferred to a secure archiving site and stored for at least ten years after the youngest participant turns 16, then destroyed. The coded information will be entered into electronic case report forms and kept in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 
Risks
Although efforts will be made to protect your child’s privacy, absolute confidentiality of your child’s information cannot be guaranteed. Even with coded and anonymised information, there is no guarantee that your child cannot be identified.  
Rights to Access Your Child’s Information
You have the right to request access to your child’s information held by the research team. You also have the right to request that any information you disagree with is corrected.  
If you have any questions about the collection and use of information about your child, you should ask the researchers. 
Rights to Withdraw Your Information.
You may withdraw your consent for the collection and use of your child’s information at any time, by informing the researchers.  
If you withdraw your consent, your child’s study participation will end, and the study team will stop collecting information from your child. 
If you agree, information collected up until your child’s withdrawal from the study will continue to be used and included in the study. You may ask for it to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken. 
Data-Linking.
We would like to link the data obtained from medical records from any amblyopia treatment your child had (if applicable) to their data collected during this study. This is called ‘data linking’.  Your child’s name and date of birth will be used to link the data. No other health information other than your child’s amblyopia treatment will be accessed. After this data has been added and assigned to the participant, all data will be de-identified.  
However, data-linking in this study is optional and you may indicate whether you agree or not in the consent form. Data linking will not be done for those children who did not have amblyopia treatment.
WHAT HAPPENS AFTER THE STUDY OR IF I CHANGE MY MIND?
Your child’s participation is entirely voluntary (your choice). If you or your child agrees to take part in this study, you are free to withdraw from the study at any time, without having to give a reason. You have the right to withdraw your child’s data for up to 30 days after data collection has been completed. 
	CAN I FIND OUT THE RESULTS OF THE STUDY?


If you would like to receive a copy of the study results, please indicate this on the consent form. A plain English summary of study results will be sent to you after the results have been analysed.
	WHO IS FUNDING THE STUDY?


This study is supported by a University of Auckland Doctoral Scholarship, and a research grant from the New Zealand Optometric Vision Research Fund.
	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. 
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: 
Lead investigator: Dr Tina Gao
	Telephone number: 09 93737599 Ext.822955
Email: t.gao@auckland.ac.nz

Primary contact: Mr. Ketemaw Demilew
Telephone number: 0273594878
Email: Ketemaw.demilew@auckland.ac.nz

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/
You can also contact the health and disability ethics committee (HDEC) that approved this study on:
	Email:		hdecs@health.govt.nz
Phone:		 0800 400 569 (Ministry of Health general enquiries)

APPROVED BY THE NORTHERN A HEALTH AND DISABILITY ETHICS COMMITTEE ON 03 SEPTEMBER 2025. REFERENCE NUMBER 2025 FULL 22231.

	Consent form 
Vision and Academic Functions after Amblyopia Treatment
	


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, whānau/ family support or a friend to help me ask questions and understand the study.

	I am satisfied with the answers I have been given regarding the study and I have a copy of this Consent Form and Participant 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 child’s information, including information about my health.

	I consent for eye tracking recording of my child’s eye movements. I understand that this recording will only be used for the analysis of eye tracking measurements and does not produce recognisable video recordings of my child.

	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 understand my responsibilities as a parent of my child’s participation.

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

	I consent that researchers can apply dilating eye drops as part of the eye examination in this study.

	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 o
	No o

	I consent to the researchers requesting my child's clinical records from his/her eyecare provider.
	Yes o
	No o

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

	I consent to the researchers linking the clinical records of my child to the study measurements they obtain. (Not applicable for children with no history of amblyopia).
	
	Yes o No o  NA☐


	I consent to the use of my child’s data for future research in the areas of optometry and ophthalmology.
	Yes o
	No o



Declaration by participant’s parent:
I hereby consent for my child to take part in this study.
	Parent/guardian’s name:

	Signature:

	Date:



Home address: ___________________________________________________
Email: ____________________________Phone: _______________
Name of the child participating in the study_____________________________
Child’s DOB: Date ______Month ____Year_____

Declaration by member of the 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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