Patient Brochure

Central Serous Retinopathy (CSR) in Patients Receiving Erdafitinib Treatment

Eye problems are common when taking erdafitinib and can include dry or inflamed eyes,
inflamed cornea (front part of the eye), and disorders of the retina, an internal part of the eye.
This can include a condition called Central Serous Retinopathy (CSR).1

What is central serous retinopathy (CSR)?23

CSR affects the retina, the light sensitive part of the eye.

* Fluid builds up behind the retina causing a bubble-like
swelling in the eye which may lead to changes in vision.

CSR has been observed during erdafitinib treatment!

* CSR was reported in approximately 25%, or 1 out of every 4 patients
treated with erdafitinib.

* For patients who experience CSR with erdafitinib, symptoms
generally occur 50 days after starting treatment.

* A severe decrease in vision was reported in approximately 3%,
or 3 out of every 100 patients treated with erdafitinib.

* The majority of people who reported CSR with erdafitinib
regained most or all of their vision after appropriate adjustment
to their erdafitinib treatment.

 If you have additional questions about CSR, please speak to
your oncologist or eye care specialist.

Tell your oncologist immediately if you experience any of
these symptoms of CSR during your erdafitinib treatment:?!

Blurred vision Vision loss ~Any other
visual changes
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Why should you have regular eye examinations during
erdafitinib treatment??!
* Your oncologist may refer you for an eye examination before you start taking erdafitinib to
check the health of your eyes.
» Throughout your erdafitinib treatment, you will be asked to have regular eye examinations.
* Regular eye examinations are still important even if you do not have any CSR symptoms.

* Some patients with CSR may not experience any changes in vision, and CSR may
only be detected upon eye examination.

« Tell your oncologist immediately if you experience blurred vision, loss of vision, or any

other visual changes during your erdafitinib treatment.

What eye tests may be performed?!

Amsler grid

test

You will be asked
to look at a grid
to identify any
changes in your
vision.

Visual acuit Optlcal coherence Slit lamp Fundosco
y tomography examination by

EPIK

You will be asked
to read from an
eye chart to
measure your
vision over
distances.

A camera-like
device will take
images
of the back of
your eye.

The front of your
eye will be
examined using
a microscope.

The back of
your eye will be
examined using
a special lens.

What happens if you develop CSR while taking erdafitinib??!

If CSR is detected, your oncologist may stop your erdafitinib treatment for a period of time or

adjust the dose.

Often no treatment is necessary for CSR: once erdafitinib has been stopped, the fluid behind
the retina can be reabsorbed by the eye after several weeks or months.
* If sight has been affected, the majority of people regain most or all of their sight.

After erdafitinib treatment is restarted, it may be at a lower dose to help prevent CSR

from returning.

If CSR does return or symptoms worsen, your erdafitinib treatment may be permanently

stopped.

Patient Information Card
* You will be provided with a small information card explaining that you are currently taking
erdafitinib and may be at risk of developing CSR.

* The intent of this card is to alert your eye care specialist or other healthcare provider of the
necessary eye exams you require before or while being treated with erdafitinib, and actions

to take if eye problems, such as CSR, are detected.

* You will need to show this card to your eye care specialist or other healthcare provider at
every appointment.
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If you have additional questions about CSR, please speak to your oncologist or
eye care specialist.

janssen "')"—
el ofumm



https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/212018s000lbl.pdf

* If you have any additional questions, please contact Janssen Medical

Information

» RA-MedInfoEmMarkets@ITS.JNJ.com

* Adverse events reporting guidance:
> Janssen scientific office

® Address: Building 44, North Teseen street, 5th settlement, New Cairo, P.O Box 11835, Cairo, Egypt
® Telephone: +2 21291100 Mobile: +2 01000629760
®  E-mail: JACEG-PV@its.jnj.com

> Egyptian Pharmaceutical Vigilance Center (EPVC) - Egyptian Drug Authority (EDA)

e Address: 21 Abd El Aziz Al Souad Street, El Manial, Cairo, Egypt, And PO Box: 11451

Telephone: (+2)02 25354100 ,Extension :1470

Fax: +202 23610497 , Hotline: 15301

E-mail: pv.followup@edaegypt.gov.eg

Online E-reporting: http://primaryreporting.who-umc.org/EG
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