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INFORMED CONSENT FORM

1. Study Information

Protocol Title:
Phacoemulsification versus phacoemulsification with micro-bypass stent implantation in
primary angle closure and primary angle closure glaucoma: Randomized double-masked
clinical trial

Principal Investigator & Contact Details:
Jason Cheng
Ophthalmology and Visual Sciences Department
Khoo Tech Puat Hospital
Singapore

66023272, 91752883

Study Sponsor:

Funded by the Translational and Applied Research (STAR) Award

2. Purpose of the Research Study

You are invited to participate in a research study. It is important to us that you first take time
to read through and understand the information provided in this sheet. Nevertheless, before
you take part in this research study, the study will be explained to you and you will be given
the chance to ask questions. After you are properly satisfied that you understand this study,
and that you wish to take part in the study, you must sign this informed consent form. You
will be given a copy of this consent form to take home with you.

You are invited because you have a type of glaucoma called primary angle closure or
primary angle closure glaucoma. This means there is damage or potential damage to your
eye nerve from high pressure in the eye. You are already receiving eye drops for your eye
pressure.

This study is carried out to find out if phacoemulsification and lens implantation (cataract
surgery) and phacoemulsification and lens implantation with iStent implant (cataract surgery
with an iStent implant) can help control your eye pressure.

The iStent is FDA and HSA approved, which means it has been approved by the regulatory
bodies in Singapore and the USA as safe and effective to use commercially.

It is a very small titanium implant that is inserted into the canal that drains fluid out of the eye
at the end of cataract surgery to help reduce the eye pressure. The implant stays in the eye
and does not need to be removed in the future. The implant will take an extra 10-15 mintues
extra time at the end of the cataract operation.

This study will recruit 32 subjects Khoo Tech Puat Hospital over a period of 1 year. There will
be 16 subjects receiving cataract surgery alone, and 16 subjects receiving the combined
cataract surgery with iStent implant.
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3. What procedures will be followed in this study

If you take part in this study, you will be randomized to “phacoemulsification and lens
implantation” (cataract surgery) OR “phacoemulsification and lens implantation with
iStent implant” (cataract surgery with an iStent implant). Randomization means assigning
you to one of 2 groups by chance, like tossing a coin or rolling dice.

If you take part in this study, you will be asked to attend our eye operation follow up which
would be very similar to what you would have if you were not to participate in our study. We
will see you at the following time after your operation: Day 1, Week 1, Week 2, Month 1, 3, 6
and 12.

As part of the study you will not know if you received just the cataract surgery or if you
received the cataract surgery with the iStent implant. This is called masking, and it is to
ensure that the knowledge of your surgical status does not make your or the person checking
your eye pressure biased in any way. At the end of the study at 1 year, we will inform you of
the operation. Though out the study your surgeon will know which operation you received
and will be responsible for the eye health.

Your participation in the study will last 1 year. You will have the surgery with or without the
iStent implant once and be followed up for 1 year. You will need to visit the doctor’s office 7
times in the course of the study plus the day of the surgery.

If you agree to take part in this study, the following will happen to you:

Visit 1 (Week 0) – Day of operation. You will attend the day surgery centre and have your
eye operation. You will not need to stay over night for both of these procedures.

Visit 2 (Day 1) visit the eye clinic

Visit 3 (week 1) visit the eye clinic

Visit 4 (week 2) visit the eye clinic

Visit 5 (month 1) visit the eye clinic

Visit 6 (month 3) visit the eye clinic

Visit 7 (month 6) visit the eye clinic

Final Visit (month 12) visit the eye clinic

When you attend our clinic, you will be asked to have your vision checked by reading letters
on a chart, then having your eye pressure checked by two people. You will be examined by
your surgeon to check your eye.

Please note that the effects of the iStent may not be permanent, your eye pressure may
increase again after months or years, at which point you may need to restart your glaucoma
medication.
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different chamber of the eye), vitreous loss (related to the posterior capsular rupture and
again the vitreous will need to be removed), retinal detachment, endophthalmitis (infection
inside the eye which can cause blindness and may sometimes need surgery), suprachoroidal
haemorrhage (a large bleed inside the eye that can sometimes cause blindness) and
intraocular lens dislocation (where the new implant lens is dislodged and sometimes needs
surgery to be repositioned)

Phacoemulsification and lens implantation with iStent implant” (cataract surgery with
an iStent implant)

This operation combines the cataract operation with the iStent implant. The iStent implant is
designed to lower the eye pressure by placing a stent to open up the eye fluid drainage
outflow channel, and to bypass the blockage point in the outflow system called the trabecular
meshwork (the area where the fluid exits the eye).

Potential Risks of this procedure is the same as the cataract surgery but in addition includes:

Eye pressure spikes – the eye pressure can be higher than normal after surgery and may
need additional medication initially.

Bleeding in the anterior chamber (the front chamber of the eye) is common after the insertion
of the iStent, but is usually minor volume and resolves after a few days.

iStent dislocation – the iStent may shift in position and may need to be retrieved in a second
operation if found to be dislocated.

Infection: - There is a risk of infection inside the eye. You may need antibiotic medication or
an second operation to treat this.

Failure – the iStent may not work or may stop working after months or years, at which point
you will need to restart your glaucoma medication. The implant remains in the eye and does
not need to be removed.

7. Possible Benefits from Participating in the Study

If you participate in this trial you may reasonably expect to benefit from the trial of having the
phacoemulsification or phacoemulsification with iStent in the following way:

The procedures will not incur any additional cost to you.
Your participation in this study may add to the medical knowledge about the use of the iStent
in your condition, - angle closure.
Your vision will improve after the surgery

8. Important Information for Women Subjects

NA

9. Alternatives to Participation

If you choose not to take part in this study, you will receive standard care for your condition.
In our institution this would be to stay on medications, to have phacoemulsification with
trabeculectomy.

The potential benefits of staying on medications are:

There is a lower risk of complications compared to the surgical options.

There is a lower cost compared to phacoemulsification with trabeculectomy
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