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The effects of PRL training on visual acuity and reading speed in patients with macular disease
Introduction

The macula is the most sensitive part of the retina and is responsible for central and detailed vision such as reading, sewing and seeing people’s faces. It is reported in the literature that some patients in whom macular function is compromised spontaneously use another area of the healthy retina or Preferred Retinal Locus (PRL) to optimise their vision. This project aims to determine not only what effect PRL training has on visual acuity and reading speed, but also the effects of spontaneous PRL development versus a trained PRL.

You are invited to take part in a study called “The effects of PRL training on visual acuity and reading speed in patients with macular disease”. Before you decide if you wish to participate we would like you to understand why the study is being done, what it will involve and how your information will be used. Please take time to read the following information carefully and, if you wish, discuss with friends, relatives and your General Practitioner (GP). One or more of our team will go through the information sheet with you and answer any questions you have. Please ask questions about anything that you do not understand or want to know more about. 

What is the purpose of this research?   

The aim of this project is to determine the effects of preferred retinal locus (PRL) training in patients with macular disease. Age-related macular degeneration (AMD) ranks third among the global causes of visual impairment with a blindness prevalence of 8.7%. Macular degeneration leads to a loss of central vision affecting reading, recognising people’s faces, driving, or other fine detailed tasks, resulting in a significant impact on quality of life and independence. Patients are never completely blind from macular degeneration since the remaining peripheral retina is healthy and is used for navigational purposes. 

Currently the only assistance offered to patients with end stage macula disease is the use of magnifiers, which does provide an improvement in vision in most cases. However, with the use of micro perimeters (a type of visual field testing device) it is possible to identify the areas of retina that have the greatest visual potential.  PRL training involves learning to use the most sensitive area of retina (Preferred Retinal Locus) to optimise visual rehabilitation as measured by visual acuity, reading speed, and quality of life

Why have I been chosen?

You have been invited to take part in this research because you either have stable macular disease in both eyes or stable macula disease in one eye and severely reduced vision in the fellow eye. 

Do I have to take part in the research? 

It is up to you to decide whether or not to take part in this study. If you do decide to take part you will be given this Participant Information Sheet and Consent Form to sign and you will be given a copy to keep. If you decide to take part you can change your mind later and withdraw from the study at any stage, for any reason. Your decision not to take part, or take part and then withdraw from the study will not affect your routine treatment or future health care. 

What will happen to me if I take part? 

A consent form will be signed prior to any study assessments being performed; potential participants will undergo a cognitive status test using the standardised mini-mental state examination (SMMSE). If a standard of independence (stage 1 to 3) is achieved patients will be enrolled into either the immediate training program or the delayed training program. Those participants that do not achieve this standard will be excluded from the study.

Phase 1 of randomisation involves being randomly selected to be a part of the immediate training program, which will involve weekly training for a maximum of 10 weeks, or the delayed training where 10 weeks will lapse before the weekly training begins. Routine low vision training using optical aids supplied by the Royal Society for the Blind (RSB) will be carried out during this period.

The reason for the delay in training is to determine if patients spontaneously develop a PRL and what effect this has on visual acuity and reading speed versus those who begin training at the time of enrolment. 

A maximum of 10 training sessions has been selected because based on current research there is unlikely to be further benefit after this time. Fixation stability will be monitored and once a PRL is deemed to be stable training will also be complete.

Once enrolled into the training program all participants will be assessed by two separate examiners. One will perform the baseline tests(the “examiner”) and the other will perform the PRL training (the “trainer”). This will eliminate research bias. 

The functions of the examiner and the trainer during Phase 1 are outlined below. 

PHASE 1

Immediate Training Group

Examiner  – First Visit 

· Complete the impact of vision impairment (IVI) questionnaire. 

· Assess BCVA for distance using the ETDRS vision chart, each eye separately and both eyes together 

· Assess near vision acuity using an age appropriate reading add using the MNREAD acuity charts, each eye separately and both eyes together 

· Assess reading speed measured in words per minute using MNREAD acuity charts using an age appropriate reading add, each eye separately and both eyes together 

· Potential visual acuity using the Markowitz PVA cards assessed at 50cm

· Determine the dominant eye 

· Assess contrast sensitivity 

· Baseline Fundus Photos

· Baseline Auto Flouresence photos 

· Baseline macula OCTs confirming stability 

· Repeat Visits 

· Assess BCVA for distance using the ETDRS vision chart, each eye separately and both eyes together 

· Assess reading speed measured in words per minute using MNREAD acuity charts using an age appropriate reading add, each eye separately and both eyes together 

· Final visit at 10 weeks 

· Assess BCVA for distance using the ETDRS vision chart, each eye separately and both eyes together 

· Assess reading speed measured in words per minute using MNREAD acuity charts using an age appropriate reading add, each eye separately and both eyes together 

· Potential visual acuity using the Markowitz PVA cards assessed at 50cm

· Assess contrast sensitivity 

· Complete the impact of vision impairment (IVI) questionnaire. 

· Follow up visit at 3 and 6 months

· Complete the impact of vision impairment (IVI) questionnaire. 

· Assess BCVA for distance using the ETDRS vision chart, each eye separately and both eyes together 

· Assess near vision acuity using an age appropriate reading add using the MNREAD acuity charts, each eye separately and both eyes together 

· Assess reading speed measured in words per minute using MNREAD acuity charts using an age appropriate reading add, each eye separately and both eyes together 

Trainer – First Visit 

· Expert MAIA exam on each eye 

· Determine the “better” eye for training and locate a suitable PRL and begin PRL training on the MAIA using a positive biofeedback system 

· Participants with a corresponding PRL in the fellow eye will have both eyes trained

· Those participants with no functional area of retina suitable for PRL training will not have the fellow eye trained and only the better eye will be trained. 

· Repeat visit

· PRL training on the MAIA using a positive biofeedback system 

· Final visit at 10 weeks 

· PRL training on the MAIA using a positive biofeedback system 

· Patients will then be assessed to have conventional low vision aids to determine how these low vision aids affect a patient post PRL training.  

· Follow up visit at 3 and 6 months

· Expert MAIA exam on each eye 

· PRL training on the MAIA using a positive biofeedback system looking at changes in fixation stability 

Delayed Training Group 

Examiner  – First Visit 

· Complete the impact of vision impairment (IVI) questionnaire. 

· Assess BCVA for distance using the ETDRS vision chart, each eye separately and both eyes together 

· Assess reading speed measured in words per minute using MNREAD acuity charts using an age appropriate reading add, each eye separately and both eyes together 

· Potential visual acuity uing the Markowitz PVA cards assessed at 50cm

· Baseline Fundus Photos

· Baseline Auto Flouresence photos 

· Baseline macula OCTs confirming stability 

Trainer– First Visit 

· Expert MAIA exam on each eye 

After the 10 weeks the participants will follow the same protocol as the immediate training program. 

The second phase of randomisation will involve being selected into the exercise group or non-exercise group. Participants will be given “eccentric viewing take home kits”, and will be asked to complete a series of exercises in between training sessions or the non-exercise group where participants will rely on what they learn from the training sessions held in the clinic. This will occur once training has begun and will involve both sets of participants i.e. the immediate and delayed training group.
PHASE 2 

Once training has begun a second phase of randomisation will occur to establish if participants require regular stimulation of their PRL with take home exercises or if training in the clinic using the MAIA is enough to establish a viable PRL. 

Exercise Group

- Participants will be given an eccentric viewing home kit and asked to complete a series of exercise in between their training sessions. 

Non-exercise Group

 - Participants will not be given exercises but rely on what they learn during their MAIA sessions in the clinic. 

How much will the PRL training cost? 

It is estimated that each training session will take up to 45minutes; patients will be charged $98.45 where $36.55 will be claimable through Medicare.

Therefore participants will be out of pocket $61.90 per training session. 

The researchers and the practice do not gain financially from this and the fees are necessary to cover the costs of the resources used by the practice. 

What are the alternatives to participation?

Participation in this study is not your only option. Your other options include assessment at the Royal Society for the Blind (RSB) or low vision services at Guide Dogs. The study differs from standard treatment by using the micro-perimeter to better determine the areas of viable retina that can be utilised for PRL training and how this impacts a participant’s visual acuity, reading speed and quality of life. This study does not exclude the use of other visual aids such as magnifiers as well.

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 an improvement in visual acuity, fixation stability, reading speed and all of these may transfer into an improvement of daily living activities and thus have a positive impact on quality of life. This may have a flow on effect to less dependence on community and carer assistance. 

What are the potential disadvantages and risks of taking part?  

There are no risks to participants as a result of participation in this research. Those who find the weekly sessions too onerous will be free to withdraw without prejudice at any time. 

Do I need to bring anything to my appointments?

Yes, you need to bring your most recent distance glasses, used for watching television or driving and glasses that you wear for reading. These may be the same pair of glasses e.g. bifocal or multifocal glasses. 

What do I do if I wish to withdraw from the research? 

If you wish to withdraw from this study please advise the study team. You will be asked to complete and sign a “Withdrawal of Consent” form which will be provided to you by the study team. Withdrawal from the study will not have any impact on a participant’s future health care. 

If you do wish to withdraw your consent during the study, 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 the results of the study can be measured properly and to comply with the law. You should be aware that data collected up to the time you withdraw will form part of the study results. You will be unable to have your data already collected removed. 

Who has reviewed the study? 

All research in Australia involving humans is reviewed by independent group of people, called a Human Research Ethics Committee (HREC). This study has been reviewed and given approval by The Royal Australian ad New Zealand College of Ophthalmologists (RANZCO) Human Research Ethics Committee (EC00396), and by the Latrobe University Human Research Ethics Committee

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 information about you for the study project. Any information obtained in connection with this study project that can identify you will remain confidential. Your information will only be used for the purpose of this study project and it will only be disclosed with your permission, except as required by law. 

Information about your participation in this study may be recorded in your health records held at Eyemedics. 

It is anticipated that the results of this study will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified. 

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

Further information and who to contact

If you would like any further information on this study you may contact Shandell Wishart. 

If you would like to talk to someone not directly involved with the study for any further information regarding your rights as a study participant or should you wish to make a complaint to people independent of the study team, you may contact A/Prof John Landers

	Question
	Who to contact
	Email 

	General questions or concerns during the study 
	Study Coordinator:

Shandell Wishart

Principal Investigator:

Dr Russell Phillips
	shandell@eyemedics.com.au
ruspp@adam.com.au 

	Questions about the way the research is being conducted 
	A/Prof John Landers 
	john.landers@bigpond.com


PARTICIPANT CONSENT FORM

Title: The effects of PRL training on visual acuity and reading speed in patients with macular disease

Location: Eyemedics 57 Greenhill Rd, Wayville 

Principal Investigator: Dr. Russell Phillips 

1. I have read the attached Participant Information Sheet outlining the nature and purpose of the research study and I understand what I am being asked to do. 

2. I have discussed my participation in this study with a member of the study team named below. I have had the opportunity to ask questions and I am satisfied with the answers I have received. 

3. I have been informed about the possible risks of taking part in this study. 

4. I freely consent to participate in the research project as described in the attached Participant Information Sheet. 

5. I understand that my participation is voluntary and that I am free to withdraw at any time during the study without affecting my future health care. 

__________________________      ___________________________    ___/___/____

Name of Participant                          Signature of Participant                    Date 

__________________________      ___________________________    ___/___/____

Name of Member of Study Team     Signature                                        Date

Participants will be provided with a copy of the Participant Information Sheet and this Consent Form. All parties signing the Consent Form must date their own signature. 

WITHDRAWAL OF PARTICIPATION 

Title: The effects of PRL training on visual acuity and reading speed in patients with macular disease

Location: Eyemedics 57 Greenhill Rd Wayville 

Principal Investigator: Dr. Russell Phillips 

I hereby wish to WITHDRAW my intent to participate further in the above research project and understand that such withdrawal will not jeopardise my future health care. 

Participant’s Name (printed)            ________________________________________

Signature                                          ________________________________________

Date                                                  ____/_____/________

