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(dichlorphenamide) tablets

It’s time for you.

This guide will support you in taking ORMALVI,
whether you are new to dichlorphenamide or are
switching from another dichlorphenamide treatment.

It also contains useful information about Cycle Vita™,
our dedicated hub support platform, which delivers
individualized support* for patients.

| ACTUAL PATIENT

This brochure is intended for patients and
caregivers in the US who have been prescribed
ORMALVL. It is provided for information purposes
only. It is not intended to be, and should not be
used as, a substitute for medical advice.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11



http://www.ORMALVI.com

Important Safety Information’

What is ORMALVI?

ORMALVI (pronounced or-MAL-vi)
(dichlorphenamide), is a prescription drug
used to treat primary hyperkalemic periodic
paralysis, primary hypokalemic periodic
paralysis, and other similar diseases.

What should you tell your healthcare
provider before taking ORMALVI?

Tell your doctor if you are allergic to
dichlorphenamide or other sulfa drugs,

if you take high doses of aspirin, or if

you have lung or liver disease; if you are
pregnant, plan to become pregnant or are
breastfeeding or plan to breastfeed.

What should you know about ORMALVI?

= Severe allergic and other reactions
have happened with sulfonamides
(drugs such as ORMALVI) and have
sometimes been fatal. Stop taking
ORMALVI at the first sign of skin
rash, swelling, difficulty breathing, or
any other unexpected side effect or
reaction, and call 911 right away.

= Tell your healthcare provider if you
take aspirin or if another healthcare
provider instructs you to begin taking
aspirin. High doses of aspirin should
not be taken with ORMALVI.

Please see the Important Safety information on page 2

and Prescribing Information on pages 10-11

ORMALVI can cause your body to lose
potassium, which can lead to heart
problems. Your healthcare provider will
measure the potassium levels in your
blood before you start treatment and
at certain times during treatment.

Tell your healthcare provider about

all other prescription and over-the-
counter medicines you take, including
supplements, as some medicines can
interact with ORMALVI.

While taking ORMALVI, your body may
produce too much acid or may not be
able to remove acid from the body.
Your healthcare provider may run tests
on a regular basis to check for signs of
acid buildup.

ORMALVI may increase your risk of
falling. Tell your healthcare provider
right away if you experience a fall while
taking ORMALVI.

The risks of falls and acid buildup are
greater in elderly patients.

It is not known whether ORMALVI is
safe or effective for people younger
than 18 years of age.

What are the most common side effects
with ORMALVI?

The most common side effects are a feeling
of numbness, tingling or burning (“pins

and needles") in the toes, feet, hands or
fingers; trouble with memory or thinking;
feeling confused; and unpleasant taste in
the mouth.

These are not all of the possible side
effects of ORMALVI. Call your healthcare
provider for medical advice about side
effects.

If you take too much ORMALVI immediately
call your doctor or go to the nearest
hospital emergency room.

You are encouraged to report

negative side effects of prescription
drugs. To report SUSPECTED
ADVERSE REACTIONS, contact Cycle
Pharmaceuticals Ltd at +1-857-437-
3969, or the FDA at: 1-800-FDA-1088 or
www.fda.gov/medwatch.

For more detailed information, please refer
to the Prescribing Information on pages 10-
11 and at www.ORMALVI.com/PlI.


http://www.fda.gov/medwatch
http://www.ORMALVI.com/PI

Welcome From Cycle Vita!

With ORMALVI, it's time for you. CYCLE VITA"

At Cycle Vita, we understand that as a patient with a rare disease, it can be challenging to
access your medication, whilst keeping on top of everything else.

Our specialist team is here for you. We provide continuous support* tailored to your needs.
Whether that's help accessing ORMALVI from your insurance provider, or providing you with the
Bridge Program if you temporarily experience disruption in therapy due to insurance coverage.

This guide provides further information on taking ORMALVI and the support available with the
medication, which could help you feel more confident by reducing the frequency and severity of
attacks.?

We recognize that ORMALVI is only a small part of your life with Primary Periodic Paralysis, but
we hope this will be a useful resource to you.

Remember, you are not alone, and at Cycle Vita, we are here to support you, for life.

Best Wishes,
Cycle Vita

Important Safety Information’
ORMALVI (pronounced or-MAL-vi) (dichlorphenamide), is a prescription drug used to treat primary hyperkalemic periodic paralysis,
primary hypokalemic periodic paralysis, and other similar diseases.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 3


http://cyclevita.life

Understanding Primary Periodic Paralysis (PPP)

PPP is a rare disease that causes severe episodes of Did you know?
muscle weakness and/or temporary paralysis due to
variations in blood potassium levels.

&

It is caused by a genetic mutation which is normally D,E/)

inherited from a parent, although not everyone shows
symptoms.
There is an o
average of o
There are four main types of PPP, which you can read
more about over the next few pages. 2 6 of people who are
diagnosed before
the age of 20 are

years from families with a
between age at onset recognized history of
and age at diagnosis.® periodic paralysis.®

Important Safety Information’

Tell your doctor if you are allergic to dichlorphenamide or other sulfa drugs, if you take high doses of aspirin, or if you have lung or liver
disease; if you are pregnant, plan to become pregnant or are breastfeeding or plan to breastfeed. Severe allergic and other reactions have
happened with sulfonamides (drugs such as ORMALVI) and have sometimes been fatal.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 4



The 4 Main Types of PPP:

Hypokalemic (Hypo PP) Hyperkalemic (Hyper PP)
This is the most common type of PPP, where With Hyper PP, patients have
patients have low potassium levels in their high potassium levels in their
blood. Hypo PP is estimated to affect 1in blood. Primary Hyper PP occurs
100,000 people.* in around 1in 200,000 people.*
Andersen-Tawil Syndrome (ATS) Paramyotonia Congenita (PMC)
Also known as cardiodysrhythmic periodic Also known as sodium channel myotonia.

It is estimated to affect 1in 100,000 people

paralysis. Alongside paralytic attacks, your worldwide.® The mutation of your muscles’
heart may beat too fast or too slow. With sodium channel causes higher-than-normal
ATS, potassium doesn’'t move in and out muscles excitation. Over excitation of muscles
of the cells properly. ATS only affects 1in during brief exercise can trigger stiffness in
1,000,000 people worldwide.® your muscles.” The most commonly affected
muscles are located in the face, neck and upper
extremities, however it can also affect your
muscles used for breathing and swallowing.?

paralysis or potassium-sensitive periodic

Important Safety Information’
Stop taking ORMALVI at the first sign of skin rash, swelling, difficulty breathing, or any other unexpected side effect or reaction, and call
911 right away.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 5



Living With PPP

By understanding your triggers for PPP and avoiding them, the likelihood of 4 R
an attack is lowered. Strenuous activity,

. . , . . . stress and extreme
Dietary intake and physical activity may play a role in causing attacks. temperatures are
Dietary triggers vary based on the type of PPP you have and your individual triggers for all types
needs.’ No two patients are the same and your symptoms and triggers may of PPP.°
be different. \ )
Known Triggers'™ and How You Could Manage Your Type of PPP:

Hypo PP Hyper PP
= Low potassium levels in your blood «  Potassium-rich food
Low temperatures = Post-exercise rest
Anxiety = Low temperatures
Eating excessive salt = Emotional stress
i To help manage Hyper PP it might help to:
Lack of exercise hel ht hel
Consumption of glucosteroids or alcohol v/ Eat frequent meals rich in carbohydrates
- Anesthetic methods V' Avoid potassium-rich foods?®

To help manage Hypo PP it might help to:
v/ Eat a low-sodium diet
v/ Eat a low-carbohydrate diet?

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 6



Known Triggers™ and How You Could Manage Your Type of PPP (continued):

ATS PMC
= Both low & high potassium levels in your blood = Physical activity®
= Low temperatures = Repetitive movements®
= Rest after strenuous exercise = High potassium levels
= Eating carbohydrate-rich food = Sudden exposure to very cold weather
- Emotional stress To help manage PMC it might help to:
- Corticosteroids v/ Eat alow-potassium diet
Managing ATS can be different for different v/ Avoid skipping meals

patients. You might find these helpful: v/ Eat carbohydrate rich snacks between meals™®

v/ Mild exercise
v/ A low-carbohydrate diet"

This list is not exhaustive, always work with your doctor and follow their advice.

6 Patient Community Support: Through Cycle Vita, we can introduce you to the Periodic Paralysis
@ Association (PPA), a non-profit charitable corporation founded to foster awareness of periodic
QD paralysis, promote science-based information regarding this class of disorder, and champion the

interests of the Periodic Paralysis Community.

Important Safety Information’
Tell your healthcare provider if you take aspirin or if another healthcare provider instructs you to begin taking aspirin. High doses of
aspirin should not be taken with ORMALVI. ORMALVI can cause your body to lose potassium, which can lead to heart problems. Your
healthcare provider will measure the potassium levels in your blood before you start treatment and at certain times during treatment.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 7



ORMALVI (Dichlorphenamide) Tablets

ORMALVI is a proven treatment for Primary Periodic
Paralysis (PPP),? and dichlorphenamide is well tolerated in
patients with PPP.®

The recommended starting dose of ORMALVI is 50 mg
twice daily. This dosage may be increased or decreased at
weekly intervals by your doctor, based on your individual
response.’ Always follow your doctor's advice.

4 )

ORMALVI can
help you feel more
confident by reducing
the frequency and
severity of attacks.?

- J

Important Safety Information’

Tell your healthcare provider about all other prescription and over-the-counter medicines you take, including suppiﬁén{s,
medicines can interact with ORMALVI. "

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 8
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r 4
Introducing Cycle Vita \

At Cycle, we know that life-changing treatments need a support system which which is
tailored to the unique challenges you may face. That's why we created Cycle Vita, our CYCLEVITA
dedicated hub support program, which delivers product support* at every step.

This includes:

% Bridge Program*: A free supply of ORMALVI that allows you to begin therapy immediately while Cycle Vita secures
"= appropriate Benefit Verification and Prior Authorization. The Bridge Program may also be requested if you're an
existing patient and are temporarily experiencing disruption in therapy due to insurance coverage.

Co-pay Assistance Program*: Commercially insured eligible patients may pay as little as $0.

Continuous Clinical Product Support: Cycle Vita provides you with product support to help manage every aspect
of the ORMALVI therapeutic routine, such as clinical education and onboarding onto dichlorphenamide.

Patient Nutrition Program*: On-going personal guidance and education through the duration of therapy. Monthly
calls can be up to 30-minutes and are tailored to your type of PPP and any known triggers, to reinforce your clinic’s
nutrition plan.

T 80 ©

You should expect to receive calls from the Cycle Vita team to support you in your
ORMALVI treatment. Don’t forget to save the number to your phone so you know
to answer when they call: +1(888) 360-8482 \ rL

Important Safety Information’
While taking ORMALVI, your body may produce too much acid or may not be able to remove acid from the body. Your healthcare provider
may run tests on a regular basis to check for signs of acid buildup.

Please see the Important Safety information on page 2
and Prescribing Information on pages 10-11 9
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Summary of Information for ORMALVI

What is ORMALVI used for?

ORMALVI is a prescription medicine used
to treat primary hyperkalemic periodic
paralysis, primary hypokalemic periodic
paralysis, and related variants.

Who should not take ORMALVI?

Tell your doctor about all your medical
conditions. Do not take ORMALVI if you:

= Had or now have liver failure.

= Had or now have severe lung disease.

= Are allergic to dichlorphenamide, other
sulfonamides or any of the ingredients
in ORMALVI.

= Are allergic to other sulfonamides.

= Are taking high-dose aspirin.

What warnings should | know about
ORMALVI?

Hypersensitivity and other life-threatening
reactions

If you get a skin rash or any sign of
immune-mediated or other life-threatening
reactions, inform your doctor immediately.
Your doctor will stop your treatment.

Concomitant use of aspirin of other
salicylates

ORMALVI can cause metabolic acidosis,
which can increase the risk of salicylate
toxicity. Using high-dose aspirin can lead
to anorexia, fast breathing, lethargy, and
coma. Therefore, high-dose aspirin and
ORMALVI should not be taken together.

If you are taking low-dose aspirin you
should be carefully monitored whilst taking
ORMALVI.

Hypokalemia

ORMALVI can cause your body to lose
potassium. Frequent testing of potassium
levels during treatment is recommended.
If you get low potassium levels during
treatment of ORMALVI, your doctor may
reduce your dose or stop the treatment.

Metabolic acidosis

ORMALVI can cause hyperchloremic non-
anion gap metabolic acidosis. Concomitant
use of ORMALVI with other drugs that
cause metabolic acidosis may increase the
severity of acidosis. Concomitant use of
ORMALVI in compensated patients with
respiratory acidosis, such as in advanced
lung diseases, may lead to respiratory
decompensation.

Baseline and periodic measurements
of serum bicarbonate during ORMALVI
treatment are recommended.

Please see the Important Safety information on page 2 10

If metabolic acidosis develops or persists,
your doctor may reduce the dose or stop
the treatment.

Falls

ORMALVI can increase the risk of falling,
which is greater in elderly patients taking
high doses of ORMALVI. If you experience
falling during your treatment of ORMALVI,
your doctor may reduce the dose or stop
the treatment.

What are the side effects of ORMALVI?

The most common side effects of ORMALVI
include:

= Tingling sensation.
= Cognitive disorder.
=  Taste disorder.

= Confusional state.

Tell your doctor if you have any side effects
that bother you or that do not go away.

What medications might interact with
ORMALVI?

= Tell your doctor if you are taking
aspirin or other salicylates.

= Tell your doctor is you are taking drugs
that are sensitive to OAT1 inhibition



such as methotrexate, famotidine or
oseltamivir.

= Tell your doctor if you are taking
drugs that can cause low potassium
levels such as: loop diuretics, thiazide
diuretics, laxatives, antifungals,
penicillins and theophylline.

= Tell your doctor if you are taking
medication that increases metabolic
acidosis.

= Tell your doctor if you are taking OAT1
or OAT3 inhibitors.

You are encouraged to report negative
side effects of prescription drugs.

To report SUSPECTED ADVERSE
REACTIONS, contact Cycle
Pharmaceuticals Ltd at +1-857-437-
3969, or the FDA at: 1-800-FDA-1088 or
www.fda.gov/medwatch.

This information is not comprehensive.
How to get more information:

= Talk to your healthcare provider or
pharmacist

= Visit www.ORMALVI.com/PI to obtain
the FDA-approved product labeling

Please see the Important Safety information on page 2

-
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Find out more about ORMALVI
and Cycle Vita online:

@ www.ORMALVI.com
@ www.cyclevita.life

© orvaLy

A friendly, familiar team is waiting here at Cycle Vita CYCLE
"ITA
1(888) 360-VITA \
Q +1(888) E hello@cyclevita.life @ www.cyclevita.life
+1(888) 360-8482 Support for Jife

* Some areas of support may not be accessible to all patients. Eligibility criteria may apply to ensure compliance with all applicable federal and state
requirements, and benefits may be limited to commercially insured patients only. For more detailed information about eligibility, terms and conditions,
please contact the Cycle Vita team at +1(888) 360-8482,

©2024 Cycle Pharmaceuticals Limited. All rights reserved. ORMALVI™ is a trademark of Torrent Pharma Inc. in the United States.
Cycle Vita is a trademark of Cycle Pharmaceuticals Limited in the United States.

Please see the Important Safety information on page 2 US-DCP-2300016 (January 2024)
and Prescribing Information on pages 10-11 12
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