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	6. Trial Registration Data Set

	Data category
	Treatment

	Primary registry and trial identifying number
	Australia New Zealand Clinical Trials Registry. ACTRN12620000061932

	Date of registration in primary registry
	24/1/2020

	Secondary identifying numbers
	None

	Source(s) of monetary or material support
	Health Research Council of New Zealand

	Primary sponsor
	Health Research Council of New Zealand

	Secondary sponsor(s)
	none

	Contact for public queries
	Mrs Jayshree South
 School of Optometry and Vision Science
The University of Auckland
85 Park Road, Grafton
Auckland
1023
New Zealand
Phone: +64 273594878
Email: J.south@auckland,ac,nz

	Contact for scientific queries
	Dr Joanna Black 
School of Optometry and Vision Science
The University of Auckland
85 Park Road, Grafton
Auckland
1023
Country
New Zealand
Phone: +64 99232405
Email: j.black@auckland.ac.nz


	Public title
	Effect of standard versus customised spectacle treatment for children with asymmetric refractive error

	Scientific title
	Measuring aniseikonia: investigating neuroplasticity and image factors in amblyopic children using aniseikonia-correcting spectacles (MAGNIFY) study

	Countries of recruitment
	New Zealand

	Health condition(s) or problem(s) studied
	Anisometropia, Aniseikonia, Amblyopia

	Intervention(s)
	Active comparator: Aniseikonia correction lenses (spectacle lenses are designed to equalise focus and also reduce aniseikonia (image size differences) between the two eyes

	
	Placebo comparator: Standard Spectacle lens (spectacle lens which corrects image focus only)

	Key inclusion and exclusion criteria
	Ages eligible for study: 4 to 8 years old
Sexes eligible for study: both
Accepts healthy volunteers: no

	
	Inclusion criteria: 
• 4-8 Years of age
• Anisometropia equal to or greater than 1.50 DS difference in spherical equivalent between eyes
• Uncorrected Vision in the worst eye of 6/12 (0.30 logMAR) or worse with an interocular difference of 2 lines or more. Visual acuity will be measured using the ATS-HOTV protocol on the Electronic Visual Acuity tester (EVA).
• No manifest strabismus at near or distance on cover test
• Refractive corrections meet the following criteria and are based on a cycloplegic refraction that is not more than six months old. The criteria are: 1) Hyperopia: not be under-corrected by more than +1.50D spherical equivalent and the reduction in plus sphere must be identical between the two eyes. 2) Anisometropia: full correction of the anisometropic difference. 3) Astigmatism: full cylindrical power will be prescribed. 4) Cylinder axis in the spectacle lenses in both eyes must be equal to or less than +/-6 degrees of the axis of the cycloplegic refraction when cylinder power is equal to or greater than 1.00 D.
• Willing and being able to provide written informed consent for participation in the study

	
	Exclusion criteria: Presence of a constant or alternating strabismus at any distance, previous amblyopia treatment, Myopia > 6.00D, previous intraocular surgery, any co-existent ocular pathology and any known neurological conditions. Not willing to wear spectacle refractive correction

	Study type
	Interventional

	
	Allocation: Randomised controlled trial. 
Allocation concealment: Participants will be randomized to the standard lenses or aniseikonia-correcting lenses group after they are consented to take part and confirmed to be eligible for the trial. Randomization will be conducted using an envelope or computer-based system. Allocation to each group will be made using a 1:1 ratio

	
	Primary purpose: Treatment

	
	

	Date of first enrolment
	Jan 2020

	Target sample size
	50

	Recruitment status
	Recruiting

	Primary outcome(s)
	Change in best-corrected distance visual acuity in the amblyopic eye from baseline (dispensing visit) to 15 weeks post-randomisation, measured using the highly standardised HOTV protocol EVA testing system (Time frame: From baseline (Dispensing visit) to 15 weeks post-randomisation)

	Key secondary outcomes
	Change from baseline (dispensing visit) in best-corrected distance visual acuity in the amblyopic eye, fellow eye and both eyes at 5, 10 and 15 weeks analysed post-randomisation as a composite score measured using the highly standardised HOTV protocol EVA testing system (time frame: From baseline to 5-, 10- and 15-weeks post-randomisation)
Change from baseline in stereopsis at 5-, 10- and 15-weeks post-randomisation measured using Randot Preschool Stereotest (Baseline measurements from dispensing visit and 5, 10 and 15 weeks after randomization to standard lenses group or aniseikonia correcting lenses group)
Spectacle wear compliance will be based on the total time the participants wore their glasses as recorded in the participants daily wear diary. A participant is considered compliant if they have worn their glasses for equal to or greater than 75% of their awake time (At follow up visits 5, 10 and 15 weeks after randomization)
Change in quality of life using the PedEyeQ Quality of life questionnaire. (Baseline measurement (Dispensing visit) and 15 weeks post randomization to standard lenses or aniseikonia correcting lenses group)
[bookmark: _GoBack]Serious adverse events such as eye strain or headaches, reported by the participants or identified via eye exams during follow-up visits. (5, 10 and 15 weeks after randomization)
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If your child s eligible, they will be randomly allocated to either the standard glasses group or
the aniseikonia-correction group. You and your child will need to choose a glasses frame and
‘we will have the lenses made to the appropriate prescription. The glasses usually take about
2 weeks to be made up. When they are ready, we will ask both you and your child to attend a
15 minute dispensing visit where the glasses will be correctly fitted to your child and their
vision will be tested with the new glasses. Your child will then be asked to wear the glasses
full ime and a glasses wear monitoring device will be fitted to your child's frames. You will be
asked to fill out a short daily glasses wear diary to record how well the glasses were wormn
‘which will be helpful for us to compare with the glasses wear monitor. This should only take
atmost 5 minutes at the end of each day. The glasses wear monitoring device wil be removed
at your child's 5 week follow up visit unless you and your child are willing to help us for a
further 5 weeks (total 10 weeks).

After your child has received their glasses they will be required to attend three 20-minute
follow-up vision checks at the University Optometry Clinic, at 5, 10, and 15 weeks from when
your child starts to wear the glasses. At each follow-up visit we will take normal dlinical
measurements to check if your child's vision is improving, and we will ask you to fill a
questionnaire about you and your child’s experience with wearing glasses.

Risks and Benefits

The majority of children participating in this study will experience an improvement in their
vision. Wearing glasses alone has been shown to improve vision in 70% of children with
amblyopia. The amount of improvement may differ from child to child.

‘Sometimes the vision may notimprove to normal levels, and further treatment may be needed.
We willinform you at the end of the study whether your child needs any further treatment or
‘whether they only need to continue wearing glasses. We willrefer your child to an appropriate
eye-care provider for ongoing care and treatment. After the study, your child can keep the
glasses from this study and continue to wear them.

We do not expect any harmiul effects from this study as glasses are routinely used in the
treatment of anisometropic amblyopia. If anything occurs which prevents your child from
‘wearing glasses (e.g. ilness, broken glasses), we ask that you inform the study researchers
as soon as possible.

Itis possible that during the first assessment for this study we may find previously unknown
problems with your child's eyes. If this occurs, your child will be referred to the University of
Auckland Optometry Clinic or your preferred eye-care provider for further assessment. If you
are unwilling to be informed of this type of incidental finding with your child’s eyes then you
should not participate in this study.

Participation and right to withdraw
The participation of your child is entirely voluntary (your choice). Your child does not have to
take part in this study, and if you or they choose not to take part then this will not affect the
standard of care they receive at the optometry clinic at the University of Auckland. If you feel
that these assurances are not met, please contact Dr Geraint Philips clinical director,
University of Auckland optometry clinic or Professor Steven Daikin, Head of School. Their
contact details can be found at the end of this information sheet. If you do agree to take part,
You are free to withdraw your child from the study at any time, without having to give a reason.
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You also have the right to withdraw any data collected as part of the study from the time of
your participation up to three months after data collection. Again, this willin no way affect the
standard of care that they will receive at the optometry clinic at the University of Auckland.
Participation will not cost you anything other than your time.

A pair of complete glasses (frames and lenses) will be provided for free and your child will be.
able to keep these even if you wish to withdraw your child from the study. You will be offered
compensation for your travel expenses in the form of a $20 MTA petrol vouchers for the initial
visit and the 3x 20 minute follow p visits (maximum of four $20 petrol vouchers).

Data Storage/Retention/Destruction:

Clinical data (paper copies) will be stored in a secure cabinet at the School of Optometry and
Vision Science, University of Auckland for six years before being securely destroyed. Any
information that willidentify your child will be removed immediately following data collection.
This will be stored electronically on password-protected computers and kept indefinitely to
allow comparison to future studies.

Consent Forms, referral letters, and other documents containing identifiable information will

be held by the School of Optometry and Vision Science in a secure location, separate from
the research data for a period of six years.

Confidentiality

No material that could personally identify your chid will be used in any reports on this study.
Al participants will be assigned a unique identiication code to protect confidentiality. A
document linking the code with your child's name will be stored separately from the clinical
data and can only be accessed by the researchers. Al clinical data will be collected, recorded,
stored and analysed using this unique code. The linking document will be destroyed along
with the raw clinical data after 6 years.

The information and data collected from your child will be stored securely, in locked cabinets
and on secure computer networks. Only the named study investigators will have access to
this information.

General Information

If you wish for your child to take part i this study, we will ask you to sign a Consent Form to
confirm your agreement to participate. You may have a friend, family or whanau support to
help you understand the risks and/or benefits of this study and any other explanation you may
require.

There is an option on the Consent Form where you can indicate whether you would like to
receive a summary of the study findings. This summary will be available after we have
analysed all of the data, so it may take some time to be available. The summary will not contain
any identifiable information about you or other participants.

This research is funded by the Health Research Council.
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Compensation

In the unlikely event of a physical injury as a result of your participation in this study, you may
be covered by ACC under the Injury Prevention, Rehabilitation, and Compensation Act 2001.
ACC cover is not automatic, and your case will need to be assessed by ACC according to the
provisions of the Injury Prevention, Rehabilitation, and Compensation Act 2001. f your claim
is accepted by ACC, you still might not get any compensation. This depends on a number of
factors, such as whether you are an eamer or non-eamer. ACC usually provides only partial
reimbursement of costs and expenses, and there may be no lump sum compensation payable.
There is no cover for mental injury unless it is a result of physical injury. If you have ACC
cover, generally this will affect your right to sue the investigators.

If you have any questions about ACC, contact your nearest ACC office or the investigator.

You are also advised to check whether participation in this study would affect any indemnity
cover you have or are considering, such as medical insurance, life insurance and
superannuation.

Who should | contact if | have further questions?

If you have any questions about the study, or would ke to participate in this study, please
contact the student researcher or project supervisor:

Project Supervisor: Student researcher:
Dr Joanna Black Ms. Jayshree South
Phone: 373 7599 ext 82405 Phone: 0273594878

Email: | black@auckland.ac.nz south@auckland.ac.nz

If you have any concerns about the clinical care please contact the Head of School or the
Ciinical director for the University of Auckland optometry clinic.

Head of School:
Prof. Steven Dakin, Phone: 373 7599 x 88898 Email: s.dakin@auckland.ac.nz
ical Director- University of Auckland optometry clinic:

s, Phone: 09 923 6503. Email: g.philips@auckland.ac.nz

Dr Geraint Phi

For any concems regarding ethical issues you may contact the Chair, the University of
Auckland Human Participants Ethics Committee, at the University of Auckland Research
Office, Private Bag 92019, Auckland 1142. Telephone 09 373-7509 ext. 83711. Email:
humanethics@auckland.ac.nz

AAPPROVED BY THE UNIVERSITY OF AUCKLAND HUMAN PARTICIPANTS ETHICS COMMITTEE
ON 11 OCTOBER 2019 FOR THREE YEARS. REFERENCE NUMBER 023628

MNIFY
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AASSENT FORM FOR PARTICIPANTS UNDER THE AGE OF 16
‘This form will be held for a period of six years.

Project title: MAGNIFY Study
(Measuring aniseikonia: investigating neuroplasticity and image factors in amblyopia study)

Principal Investigator:

Dr Joanna Black (Lecturer, SOVS) Lblack@auckland.ac.nz
Student Researcher:

Ms Jayshree South (PhD Candidate, SOVS) Lsouth@auckland ac.nz
Co-Researchers:

Dr Tina Gao (Research Fellow, SOVS) toao@auckland.ac.nz
Dr Andrew Coliins (Academic Director, SOVS) a.collins@auckland ac.nz

« I have read the Information Sheet telling me what the study is about. | have been able to ask
questions. These questions have been answered by the people doing the study.

OR (if being read out to the chid)
A grown-up has read the Information Sheet to me. This tells me what the study is about. |
have been able to ask questions. These questions have been answered by the people doing
the study.

« I know that | will have to look at some leter o picture tests to check my eyes. Some of these
tests will be done on a computer. | understand that | will have some photos taken of my eyes.

« I know that | will need to wear some glasses every day for the study. | will need to wear these
glasses for the whole day. My mum/dad/carer will be asked to write down how | have worm
my glasses every day.

« I know | will be asked to wear a small device on the side of my glasses for the first 5 weeks

« I know that | will be asked to come to the University for eye tests. | will need to come three
times.

« The researchers will tell other people about the study. | know that these people will not know
who | am or anything about me. Any information that shows who | am will be kept in a locked
cupboard. This cupboard will be at the University. This information will be got rid of after six
years.

« I know that | can choose to stop being part of the study at any time.

« My eye doctor/optometrist wil be told if something has changed in my eyes.
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« My family doctor wil be told that | am taking part in this study.

I you would like to take part, please write your name below or put a tick inside this box

Name:

Or if under 6 years, circle the face below:

Happy to take

Witnessed: Date:

Approved by the University of Auckland Human Participants Ethics Committee on 11 Oct 2019

for 3 years. Reference number 023628
M NIFY
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CHILD- PARTICIPANT INFORMATION SHEET

Project title: MAGNIFY Study (Measuring aniseikonia: investigating neuroplasticity and
image factors in amblyopia study)
Principal Investigator:

Dr Joanna Black (Lecturer, SOVS) Lblack@auckland.ac.nz
Student Researcher:

Ms Jayshree South (PhD Candidate, SOVS) Lsouth@auckland ac.nz
Co-Researchers:

Dr Tina Gao (Research Fellow, SOVS) Loao@auckland ac.nz
Dr Andrew Collins (Academic Director, SOVS) a.collins@auckland ac.nz
To the Participant,

You are asked to take part in a study. Please take your time to think about taking part. Talk
about it with the people who look after you. Taking part is completely up to you and it is fine
to say no.

What is the study about?

We are looking at how well your eyes work together. You may know that one of your eyes
works better than the other. One eye sees a fuzzy/blurry picture. When you have one eye
that works better, it can see a picture that is bigger or smaller than the other eye. If we give
you glasses this will help make both eyes see well. In the study we want to see if children’s
eyes get better faster with glasses 1 or glasses 2. Glasses 1 makes the fuzzy/blurry picture
nice and clear, but the pictures stay different sizes in the two eyes. Glasses 2 makes the
fuzzylblurry picture nice and clear, and also makes the pictures the same size.

Can you take part?

You can take part f you have one eye that sees better than the other. We might have to test
your eyes if you would like to take part. This is to make sure that you are suitable and itis
safe for you to take part.

What do you have to do?

We will ask you to do some letter or pictures tests to find out how well you can see. We will
show you letters or pictures and ask you some questions about them. We will also do some
tests to find out what power you need to have in your glasses and take some scans of your
eyes. We will give you glasses to wear every day. You will have to wear these glasses all
day when you are awake (except when swimming or in the bath). You will be asked to wear




image11.png
a small device on the side of your glasses. This will measure how well you have been
‘wearing your glasses every day until you come back for your 1 follow up visit. We will also
ask your mum and dad or carers to write down how well you have been wearing your
glasses every day. After getting your new glasses we will ask you to come back 3 times.
When you come back we will look at how well you can see and how well your eyes are
‘working together using letter and picture tests.

You can choose if you want to take part in the study or not. You can choose to stop being
part of the study at any time.

If you have any questions then your mum/dad/carer can email or call Jay or Joanna.

Principle investigator: Student Researcher:
Dr Joanna Black Ms Jay South

School of Optometry and Vision Science School of Optometry and Vision Science
The University of Auckland ‘The University of Auckland

Private Bag 92019 Private Bag 92019

Auckland Auckland

Phone: 373 7500 x 82405 Phone: 0273594878

Email:j black@auckland ac.nz Email: south@auckiand.ac.nz

For any concemns regarding ethical issues you may contact the Chair, the University of
Auckland Human Participants Ethics Committee, at the University of Auckland, Research
Office, Private Bag 92019, Auckland 1142. Telephone 09 373-7599 ext. 83711. Email:
humanethics@auckland.ac.nz

Approved by the University of Auckland Human Participants Ethics Committee on 11
October 2019 for three years. Reference number 023628

M NIFY
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Consent Form: Parents/Guardians

This form will be held for a period of six years.

Project ttle: MAGNIFY Study (easuring aniseikonia: investigating neuroplasticty and jmage
factors in amblyopia study)

Principal Investigator: Dr Joanna Black
‘Student Researcher. Ms. Jayshree South
Co-Investigators: Dr Tina Gao, Dr Andrew Collins.

I have read the Participant Information Sheet Version 1 dated August 2019 and have had an
‘opportunity to ask questions and have had them answered to my satisfaction.

« lagree for my child to take part in ths research.

1 understand that my child's vision and eye health wil be assessed as partof this study. |
understand that incidental findings about my child's eyes may occur as part of these
‘assessments, and | am willng to be informed about these findings, and for my child to
be referred for further assessment where needed.

« 1understand that, f eligible, my child wil be provided with a pair of glasses which they
be required 19 wear fll-time for the 15 week duration of this study.

1 understand that | am free to withdraw my child's partcipation at any time, and to
withdraw any data traceable to my child up to to three months after the data i collected.

1 understand that al publications or presentations of data from this study will be reported
ina way that will ot identity my child s the source. | understand that al records will be:
keptin a locked cabinet at the School of Optometry and Vision Science, University of
Auckland and destroyed after six years.

1 understand that if my child chooses to withdraw o if | choose to withdraw my child from
the study Clinical director, Dr Geraint Phillips assures this wil not afect the care | or my
child receives from the University of Auckiand Optometry Clinic if /they attend as a
patient.

‘OPTION: | agree / do not agree for you to contact my child's eye care provider
(optometristiophthalmologist) for clincal information such as my chid's vision and eye-related
history.
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My child's eye care provider's detais are:

Company/Practice:

Address:

Email

Phone number:

OPTION: | agree / do not agree for my chid's General Practitioner to be informed of my child's
partiipation in this study and be sent a discharge summary after they have finished taking part.

My child's GP's detalls are:

GP Name:

Practice name:

Address:

OPTION: | agree / do not agree to help with monitoring glasses wear by having the SpecsOn
‘monitor on my child's glasses frames

OPTION: | wish / do not wish to receive the summary of findings from this study.

Please send the summary to this email address:

Signing below confirms that | consent for my child to take part in this study:

Parents name:

Chid's name:

Signature:

Witnessed:

Date:

Approved by the University of Auckiand Human Partcipants Ethics: Committee on 11 October 2018 for

S—
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PARTICIPANT INFORMATION SHEET

Project title: MAGNIFY Study (Measuring aniseikonia: investigating neuroplasticity and
image factors in amblyopia study)

Principal Investigator:

Dr Joanna Black (Lecturer, SOVS) j.black@auckland.ac.nz
Student Researcher:

Ms Jayshree South (PhD Candidate, SOVS) j.south@auckland.ac.nz
Co-Researchers:

Dr Tina Gao (Research Fellow, SOVS) t.gao@auckland.ac.nz

Dr Andrew Collins (Academic Director, SOVS)  a.collins@auckland.ac.nz

Researcher Introduction

My name is Jay South and | am a PhD Candidate (and orthoptist at the Eye clinic, Greenlane
Ciinical Centre) at the School of Optometry and Vision Science. My Supervisor is Dr Joanna
Black.

To the Participant,

Your child is invited to take part i the above named research project. Please take your time
to read this document and feel free to discuss your decision with whanau, family or significant
other support people.  Taking part is completely your and your child's choice. The study is
being conducted at the School of Optomery and Vision Science, University of Auckland, New
Zealand.

What is the study about?

This study s looking at how well two different glasses lenses work in children that have a large
difference in focusing between the two eyes (anisometropia). Having a large focusing
difference between the two eyes can cause the eyes to see two different sized images. This
is known as aniseikonia. In children, uncorrected anisometropia can lead to poor vision in one
eye (lazy eyelamblyopia). Normally, the first step of treatment is to give these children glasses
with standard lenses to make the images seen by each eye clear. Standard lenses, however,
do not correct the image size difference that is related to the difference in focusing between
the two eyes. When the two eyes see a different sized image, it is known as aniseikonia.

I this study, we want to compare standard glasses lenses (which correct the blur seen by
each eye) with image size (aniseikonia)-correcting lenses. Aniseikonia-correcting lenses
correct blur and makes the images seen by each eye the same size. This study will help us
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towork outif the image size (aniseikonia)-correcting lenses might be more comfortable or lead
o better vision.

The length of time the glasses are worn is important for the successful treatment of amblyopia.
Currently we rely on feedback given by parents or children, and there is no actual way of
measuring when and for how long the children have worn their glasses. In order for us to
actually measure this we have developed a small device known as the SpecsOn monitor which
attaches to the frames of your chid's glasses. The SpecsOn monitor measures the
temperature difference between the inside of the glasses frame and the outside of the frame,
to detect when the glasses are being worn. The temperature sensors do not make contact
with the skin and the device does not have any transmitting parts. This device has been
custom built by the researchers at the School of Optometry and Vison Science and the
Auckland Bioengineering Institute to ensure it meets all child safety regulation guidelines.
Using this device in this study willlet us know if one type of lenses are more comfortable to
‘wear than the other which could lead to better vision.

Eligibility

Your child can take part in this study if they are between 4-8 years old. They must have
reduced vision in one eye that is solely due to a large difference in focusing power between
the two eyes. Your child will not be eligible if they have a misalignmentiturn in o out of one
eye (strabismus) or if they have had any kind of eye surgery. If your child is already wearing
glasses, contact lenses or receiving any kind of treatment they will not be able to take part.
There must be a large focusing difference between the two eyes. The eye with the poorest
vision must be 6/12 or worse and there should be no other explanation for the loss of vision in
this eye. Your child will not be eligible to participate in this study if there is a less than 2 lines
of letters difference between their eyes on an eye chart. Your child is not able to participate if
they have poor vision (less than 6/12 fully corrected) in both eyes.

If your child has recently (within the last 6 months) had a full eye test with an eye health care
professional we may need to contact them to request some clinical details to help us assess
‘whether your child is eligible. There is an option on the consent form where you can agree or
not agree for us to contact your child’s eye health care professional. If your child has not
recently had a full eye test or if you would prefer not to allow us to access your child's previous
clinical records, you will be asked to bring your child for a free full eye test at the University of
Auckland Optometry Clinic. The results of this eye exam will be used to check your child is
suitable for the study.

If your child is eligible, they will be given a pair of glasses with their prescription. The glasses
will have either standard lenses or lenses that also correct image size difference. The glasses.
will be provided free of charge and your child will be asked to wear these glasses every day
‘whilst they are awake for 15 weeks.

What does the study involve?

The study involves 5 visits to the University of Auckland Optometry Clinic. The first visit is an
initial assessment taking about 60 minutes, which wil include standard clinical tests to
measure baseline vision, non-contact scans to measure the length and shape of the eyes,
image size tests to examine how your child sees images in their two eyes, and an OCT scan
to confirm good eye health.




