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PATIENT INFORMATION LEAFLET

WHAT IS GLAUCOMA?

Glaucoma is defined as a group of diseases that damage the optic nerve. In most types of glaucoma, the eye’s drainage system becomes clogged and prevents
fluid from being drained. As fluid builds up, it causes an increase in the pressure of the eye This abnormally high pressure causes damage to the optic nerve, which
eventually causes blindness.

CAN GLAUCOMA BE CURED?

Glaucoma is a chronic disease which means it cannot be cured, but it can be controlled to a large extent. Worsening of eyesight can be controlled by following a
proper treatment regimen, in the form of medicines / surgery with regular eye check-ups.

WHAT IS A GLAUCOMA DRAINAGE DEVICE?
Glaucoma drainage devices, also known as aqueous shunts, are implanted into the eye.

The endplate of the device is positioned on the outside of the eye, just under the conjunctiva (the clear thin layer that covers the eye). A small tube is inserted into
the front area of the eye, in front of the iris (the coloured part of the eye). Fluid is then able to drain through the tube into the endplate. The fluid collects here and
can be re-absorbed into the body via the blood. By doing this, it helps to regulate the eye pressure.

DEVICE DESCRIPTION

The PAUL® Glaucoma Implant (PGI) is a device that controls the pressure built up in the eye. It prevents glaucoma from getting worse. Itis a long-term implant.
The device is sterile. It is made up of medical implantable grade silicone.

PGl is designed to control eye pressure in glaucoma patients for 10 years. Data has been collected for 5 years thus far and more data is being collected.

People with the implant should visit their eye surgeon regularly to make sure it is still working well. The surgeon will decide if the implant should stay in place based
on the patient’s needs.

INDICATIONS FOR USE
It is for use in patients with unmanageable glaucoma that are not responding well to medicines or other previous surgeries.

BENEFITS OF THE SURGERY

Glaucoma drainage devices, when implanted, serve to effectively reduce the pressure in the eye. This prevents further sight loss and preserves vision. They help in
providing long-term relief and pain control for those with glaucoma.

COMPLICATIONS / SIDE EFFECTS

Glaucoma surgery carries risks, just like any other surgery. For any side effects, please consult your doctor. Your doctors will closely monitor your eye health and
take steps to address any issues.

e Bleeding
Bleeding inside the back or front of the eye. This happens rarely and may happen during, or after surgery.
¢ Infection / Inflammation

Infection can affect the entire eye or part of the eye. Infection may be very serious and may threaten vision, if left untreated. These happen rarely, within or after one
month of surgery.

e Blurred Vision / Double Vision
Blurred vision happens rarely, and generally settles with time. May happen within or after one month.
e Low Eye Pressure

Eye pressure can drop too low after the operation. This can be diagnosed by the doctor with regular follow-ups and is often corrected during the healing process.
This happens rarely, within or after one month of surgery.

e High Eye Pressure

Eye pressure can increase after the operation. This can be diagnosed by the doctor with regular follow-ups. This happens rarely, within or after one month of surgery.
e Cloudiness of the lens in the eye

Colours might seem less vibrant, and it may be harder to see things clearly. This happens rarely and may happen during, or after surgery.

« Device can come into contact with the front part of your eye / coloured part of your eye

Tube portion of the device may rub against the front part / coloured part of your eye. This may cause discomfort or irritation in the eye and can also affect clarity of
vision. This happens rarely, within or after one month of surgery.

e Tube Blockage

Fluid cannot drain properly from the eye, which leads to increase in eye pressure. This happens rarely, within or after one month of surgery.
e Swelling

This may cause blurry vision and things may appear foggy or hazy. This happens rarely, within or after one month of surgery.

e Device tube exposed or eroded

The tube in the device may become partly visible on the surface of the eye. You may experience discomfort, redness, irritation and/or infection. This happens rarely,
after one month of surgery.

* Shallow anterior chamber

Front part of the eye where fluid usually moves is not as deep as it should be. This may cause discomfort or blurred vision. This happens rarely, after one month of
surgery.

e Sticking of tube with the colored part of the eye
May lead to pain, redness, watery eyes and cause changes to size / shape of the colored part of the eye. This happens rarely, within or after one month of surgery.

e Collection of fluid within tissues in the eye

Collection of fluid under the eye’s support layer. Makes the eye look swollen and may cause vision problems. This happens rarely, within one month of surgery.
e Tissue inside the eye separates from normal position

The innermost layer of the eye peels away and vision goes dark in some areas. This happens rarely, one month after surgery.

Eye’s support layer separates and bulges and may cause swollen eye or blurry vision. This happens rarely, one month after surgery.

e Device tube shifts inside the eye

Tube in the device moves inward inside the eye or shifts from its original position. This happens rarely, within or after one month of surgery.

WARNINGS & PRECAUTIONS

The device is intended for single use only. The device must not be reused.

Patients should follow instructions given by their doctors on any subsequent follow-ups.
The patient can interact with MR imaging after the surgery.
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INTENDED USERS
Only trained and experienced ophthalmic surgeons must use this product.

HOW SUPPLIED / EXPIRATION DATE

The PAUL® Glaucoma Implant is supplied sterile in a double-sealed pouch pack. The Instructions for Use, Implant Identification Card and Retail Box Implant Barcode
Stickers are also enclosed with the sterile package. Each patient should receive the Implant Identification Card attached with one of the Retail Box Implant Barcode
Sticker as a permanent record of the implant used by them.

Sterility is assured unless the pouch has been compromised, damaged, or if the expiration date has lapsed. The expiration date is indicated on the outside of the
box. The implant should not be used after the expiration date indicated.

WHAT TO EXPECT AFTER GLAUCOMA SURGERY

1. No operating a vehicle.

2. Rest, relax and avoid strenuous activity.

3. As advised by the doctor, go for regular follow-ups for successful recovery.
4, Take proper care and maintenance.

WILL | NEED SURGERY AGAIN?
For some people, the benefits of surgery last a long time. For others, the opening in the eye begins to close up and they need surgery again. You'll need regular
check-ups with your doctor to test your eye pressure. That way, your doctor will be able to act fast if you need more treatment.

DISPOSAL INSTRUCTION
After explant, this product may be a potential biohazard. Handle and dispose of in accordance with acceptable medical practice and applicable laws and regulations.

DISCLAIMER OF LIABILITY

AOI makes no representation as to, and accepts no liability for, the choice of method or technique to implant or for the choice of the product for a particular medical
condition. Please consult a qualified and licensed ophthalmic surgeon.

FURTHER INFORMATION
Further information on the product may be found at www.aoi.sg.
Healthcare institutions are advised to provide all the necessary information if patients are unable to access the website or if patients require any further information.

In case of any device malfunction, adverse events or serious complications that may be reasonably regarded as product related, please contact quality@aoi.sg or
the national health/competent authority.

Reports may also be made directly to the Therapeutic Goods Administration via Medical Device Incident Reports (tga.gov.au). Or if you are based in New Zealand,
Medsafe via the website https://www.medsafe.govt.nz/regulatory/DevicesNew/9AdverseEvent.asp. For European Union and other countries, reports may be made
directly to national health/competent authority of the respective country.

SYMBOLS USED ON PACKAGING

Symbol English Symbol English

Consult Instructions for Use

Method of sterilization
using irradiation

Do not re-use
Do not resterilize

Do not use if package is damaged
and consult Instructions for Use

Upper limit of temperature
Double sterile barrier system
Single sterile barrier system

Manufacturer
Date of manufacture

Serial number

Batch code

Catalog number

Use by [YYYY-MM-DD]
year-month-day

Importer

Distributor

Authorised representative in
the European Community

UK Responsible Person
Medical Device

MR Safe

Patient Information Website

Patient Identification

Date

Heath care centre or doctor

Advanced Ophthalmic Innovations Pte Ltd
101 Cecil Street, #25-04, Tong Eng Building, Singapore 069533

MT Promedt Consulting GmbH
Ernst-Heckel-Stralle 7
66386 St. Ingbert | Germany

MT Promedt Consulting Ltd

First Floor, Park Central, 40-41 Park End Street
Oxford OX1 1JD

United Kingdom
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