
THE EFFECTS OF PRL TRAINING IN PATIENTS WITH MACULAR DISEASE

Clinical Protocol 

Patients with stable macular disease in both eyes, or stable macular disease in one eye and severely reduced vision in the fellow eye will be identified as suitable participants for this study. 

Suitable participants will be asked to read through and sign the informed consent form and once enrolled in the study phase 1 of randomisation will involve being selected to the immediate training group or the delayed training group. Randomisation will be by the masked choice of a red or green counter from a closed bag by the patient. There will be fifty of each colour. Green will be assigned to immediate training, and Red to delayed training groups. 

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. The same process of randomisation using Green and Red counters will be used. 

Inclusion criteria – patients with stable macular disease not undergoing active treatment for their macular disease, those undergoing intravitreal injections as a maintenance treatment. The macular disease must be considered stable for 6 months. VA 6/18 or worse in their better eye, score of 1-3 on the global deterioration scale (GDS) from the SMMSE mini-mental exam. 

Exclusion criteria – patients with active macular disease, VA better than 6/18, score >4 on the GDS from the SMMSE mini-mental exam. Participants whose macular disease becomes active during the training will be excluded from the study and able to re-join once the disease process is stable again. 

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.

· Participants will be referred to RSB and assessed for conventional low vision aids to determine if there is a complementary effect of low vision aids in patients who have had PRL training.  

· 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 in the fellow eye trained will have the better eye 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 using 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 

Patients enrolled into the delayed training program will be referred to RSB for assessment with conventional low vision aids. 

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

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. 

Research questions to be answered by this protocol 

· number of training sessions required to for visual performance to plateau – how does this compare to “PRL age”? 

· “PRL age” and success of treatment

· relationship of plateau to visual potential

· relationship between ETDRS VA, Markowitz E card potential visual acuity and actual post training visual acuity outcomes 

· relationship between visual acuity and fixation stability

· relationship between fixation stability and reading speed 

· relationship between cognitive status and training success

· sustainability of new PRL (is “top-up” training required?)

· Is there a trend of PRL location between patients 

· Is there an improvement in VA if both eyes are trained in corresponding areas as opposed to those that are trained only uni-ocularly. 

· complementary effect of traditional low vision aids

· Do patient’s require eccentric viewing take home kit, or is weekly PRL training enough?


