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Information Leaflet:

1.
Study title

Effect of Phacoemulsification (modern cataract surgery) on outflow facility (drainage rate of the fluid in the eye) with and without primary open angle glaucoma: comparative clinical study 
2.
An invitation

You are being invited to take part in a research study.  Before you decide, it is important to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others if you wish.  Please ask us if there is anything that is not clear or if you would like more information.  Take time to decide whether or not you wish to take part.  

Thank you for reading this.

3.
What is the purpose of the study?

Glaucoma is a treatable condition and is the second most common cause of blindness in the UK; it is the world’s leading cause of irreversible blindness. There are nearly 7 million people that have been blinded by this disease worldwide. Based on information given by the International Glaucoma Association (IGA) website, glaucoma is the leading cause of preventable blindness in the UK and is estimated to affect over 500,000 people. Additionally, the information provided by the Royal National Institute for the Blind (RNIB) statistics, dictates that glaucoma is the second leading cause of blindness registered in the UK.

         Cataract is the most common cause of treatable blindness worldwide. Modern, small incision cataract extraction by phacoemulsification (small incision cataract surgery) with foldable intraocular lens implantation allows rapid visual rehabilitation and has a very high success rate. Phacoemulsification is the most commonly performed cataract procedure in the developed world. 

Modern cataract surgery usually lowers eye pressure in eyes with glaucoma. The underlying mechanism of this phenomenon is believed to be related to the increase of outflow of fluid in the eye ball, but little is known about these changes of fluid outflow in the eye after surgery (the drainage of the fluid is one of the determinants of eye pressure). 

So, this study aims to investigate the outflow facility changes in eyes with, and without, primary open angle glaucoma after phacoemulsification cataract surgery.

4.
What kind of study is this?

You will receive standard treatment and care like other patients but for the sake of the research we will perform some extra measurements that used to be a part of the routine clinical examination. We will be measuring the fluid outflow (drainage rate) from the front segment of the eye in two groups of people to determine if there are any differences. There will be 2 groups in the study:

1. Patients with cataract who are a candidate for cataract surgery but who do not have glaucoma

2. Patients with cataract who are candidate for cataract surgery who also have primary open angle glaucoma

5.
Why have I been chosen?

You have been chosen because you are due to have cataract surgery and fulfilled the criteria described above.

6.
Do I have to take part?

Participation in this research is entirely voluntary.  You can decide whether or not to take part.  If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. You are still free to withdraw at any time and without giving any reason.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

7.
What will happen to me if I take part?

After signing the consent form, you will be given an appointment to attend a research clinic within one week where the research doctor will carry out 2 different sorts of measurements on your eyes. On the day of the measurements, you will spend approximately 30 minutes in the clinic.

These tests are:

1. Tonometry: measurement of intraocular (eye) pressure (routine clinic procedure).

2. Shiotz Tonography: measurement of outflow from the eye (This test used to be a routine clinic procedure).

Test 1 is a routine glaucoma pressure check which you have already had in the clinic before. A local anaesthetic drop will be put in each eye and a small smooth instrument will touch the surface of the eye for a few seconds to measure the eye pressure.

Test 2 requires that you lie down for 10 minutes while a technician makes a recording of the eye pressure in each eye for 4 minutes.  An anesthetic drop is used so that you do not feel the tonometer touching your eye while the tracing is made.

We will need to ask you to come back to the clinic in 3 month time to repeat the tests for our research.

8.
What do I have to do?

If you agree to take part, the doctor will give you an appointment for your measurements within 6 days. Since some specific drugs affect eye pressure such as cannabis please let us know if you use any. You should continue using your drops (if any) as usual. You will be reviewed in 1 month, 3 month (extra visit in comparison to other patients) and one year (extra visit) after surgery.  Afterwards you will receive usual care as needed.
9. 
What are the possible disadvantages and risks of taking part?

The clinical procedures are not considered risky.  However, a scratchy feeling of the eye and blurred (not clear and foggy) vision is commonly observed following the tonography test which usually lasts less than 30 minutes. 

As with any other test in which contact with the eye is required, such as tonometry, there is always a small chance of conjunctivitis (eye surface infection). If it happens we will treat you accordingly.

10.
What are the possible benefits of taking part?

You will gain no direct benefit but this study will enable us to increase our understanding of glaucoma and possibly to develop better treatments for other glaucoma patients in the future. 

11.
What happens when the research study stops?

If you have glaucoma, you will be followed up regularly after the study finishes. If you do not have glaucoma, then you will be discharged back to the routine care of your optician unless there is a specific reason to keep you in the hospital clinic. 

12.
What if something goes wrong?

If you are harmed by taking part in this research project, there are no special compensation arrangements.  If you are harmed due to someone’s negligence, then you may have grounds for legal action but you may have to pay for it.  Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you have been approached or treated during the course of this study, the normal National Health Service complaints mechanisms will be available to you. 

13.
Will my taking part in this study be kept confidential?

All information which is collected about you during the course of the research will be kept strictly confidential.  Any information about you which leaves the hospital will have your name and address removed so that you cannot be recognised from it.  An exception to this is correspondence to your GP, who will need to know about your participation in the study.

14.
What will happen to the results of the research study?

The results of the study will be presented in national and international conferences and published in an ophthalmology medical journal.  The results are likely to be published several months after the study has ended.  You will not be personally identified in the published study.

15.
Who is organising and funding the research?

The study is being funded by the department of ophthalmology at St. Thomas’ Hospital. The research doctor will receive no personal payment for conducting the study and looking after patients during its course.

16.
Who has reviewed the study?

This study has received ethics approval by the St Thomas’ Hospital Research Ethics Committee.

17.
Contact for Further Information

If you have any questions about the study or your participation in the study, please do not hesitate to contact me:

Mr. K. Sheng Lim MB ChB, MD, FRCOphth

Consultant Ophthalmologist

Department of Ophthalmology

St. Thomas’ Hospital

Westminister Bridge Road

London SE1 7EH.

Tel: 02071882289

Thank you for taking the time to read this leaflet and consider taking part in what will be a very promising study with potential benefits for all future patients.

You will be given a copy of this information sheet and your signed consent form to keep.
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