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This brochure is intended for patients and caregivers in
the US who have been prescribed VENXXIVA™ (tiopronin)
Delayed-Release Tablets. It is provided for information
purposes only. Itis not intended to be, and should not be
used as, a substitute for medical advice.

VENXXIVA (tiopronin) Delayed-Release Tablets must be
taken without food.

VENXXIVA is a prescription medication
provided in a delayed-release tablet. It is used
in combination with high fluid intake, alkali (low
acid), and dietary changes to help prevent the
formation of one type (cystine) of kidney stones
in certain adult and pediatric patients 9 years of
age and older and who do not respond to these
measures alone.

Please see the complete Important Safety
Information on page 3 and full Prescribing
Information at www.venxxiva.com/Pl/.
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Important Safety Information

INDICATIONS

VENXXIVA is a prescription medication provided
in a delayed-release tablet. It is used in
combination with high fluid intake, alkali (low
acid), and dietary changes to help prevent the
formation of one type (cystine) of kidney stones
in certain adult and pediatric patients 9 years

of age and older and who do not respond to
these measures alone.

IMPORTANT SAFETY INFORMATION

Do not take VENXXIVA if you are allergic to
tiopronin or any other ingredients. Tell your
healthcare provider about any health problems,
and if you are pregnant or planning to become
pregnant and/or breastfeeding, before starting
treatment.

SERIOUS ADVERSE REACTIONS:

VENXXIVA can cause proteinuria (high amounts
of protein in urine), including serious kidney
problems, and hypersensitivity reactions
(including fever, rash, joint pain and enlarged

or swollen lymph nodes).

» Your healthcare provider will monitor
you throughout your treatment for signs
of proteinuria.

COMMON ADVERSE REACTIONS:

The most common adverse reactions (>10%)
are nausea, diarrhea or soft stools, oral ulcers,
rash, fatigue, fever, joint pain, proteinuria

and vomiting.

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

DRUG INTERACTIONS:

Alcohol can interfere with the effect of tiopronin.
Avoid alcohol consumption 2 hours before and
3 hours after taking VENXXIVA.

USE IN SPECIFIC POPULATIONS:

Pregnancy: No major drug-associated risks
have been identified with tiopronin. Renal stones
in pregnancy may result in adverse pregnancy
outcomes. Tell your healthcare provider
immediately if you become pregnant or plan

to become pregnant.

Lactation: Breastfeeding is not recommended
during treatment with VENXXIVA. Tell your
healthcare provider if you plan on breastfeeding.

Pediatric Use: VENXXIVA is indicated in
pediatric patients 9 years of age and older

with severe homozygous cystinuria, in
combination with high fluid intake, alkali,

and diet modification, for the prevention of
cystine stone formation who are not responsive
to these measures alone.

VENXXIVA is not approved for use in pediatric
patients weighing less than 20 kg or in pediatric
patients unable to swallow tablets.

Geriatric patients: This drug is known to be
substantially excreted by the kidney, and the
risk of adverse reactions to this drug may be
greater in patients with impaired renal function.
Because elderly patients are more likely to have
decreased renal function, your healthcare
provider may monitor your renal function
during your treatment.

For more detailed information, please refer
to the full Prescribing Information at
www.venxxiva.com/Pl/.

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


http://www.fda.gov/medwatch

Welcome From Cycle Vita™

At Cycle Vita, we understand that there is more to living with cystinuria than your medication. CYCLEVITA
Lifestyle adjustments and dietary modifications are important to reducing urinary cystine Support for fife
concentration and preventing stone formation.

This booklet has been developed with the guidance of a Clinical Education Manager at Cycle Vita,
with your needs in mind. It covers dietary advice for cystinuria and useful tips.

This is a general guide, so remember that not everything works for everyone. See what works for you,
and get in touch with your healthcare provider if you need to adjust your treatment plan.

We're here to help you manage the complexities of living with cystinuria,
every step of the way.

Cycle Vita

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.
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About Cystinuria
Did you know?

With cystinuria, you
will only experience
symptoms if you
have stones.?

Smaller stones may be

passed out of the

body during urination.

Larger stones may
require surgery.?

Please see the complete Important Safety Information on page 3
and full Prescribing Information at www.venxxiva.com/Pl/.

Most people do not
develop kidney failure

from cystinuria, however
cystine stones can be
painful, block and damage
the urinary tract, as well as
cause infections.?




Managing Cystinuria

For people living with cystinuria, the American Urological Association (AUA) recommends a low animal protein, low salt diet
with high hydration, as well as urinary alkalinization therapy.®

Low animal
protein diet

Animal protein is a source
of methionine, which breaks
down to cystine in your
body, and can make your
urine more acidic. Eating
less animal protein can,
therefore, help decrease
your risk of cystine stones.

Low salt diet

Restricting your daily salt
intake is the first step to
reducing sodium. Too much
sodium draws extra cystine
into the urine, and increases
the chances of cystine
stones forming.

o

Hydration

Drink 4-5 liters of water a
day for adults, and 3 liters of
water per day for children.*

Talk to your doctor or dietitian about reducing sodium and animal protein in your diet.

Urine alkalinization

Cystine stones form more
easily if your urine is acidic.

To prevent stone formation,
your healthcare provider may
prescribe sodium
bicarbonate or potassium
citrate to make your urine
more alkaline (less acidic).®*

Cystinuria is a lifelong condition that cannot be cured, but can be controlled.? It is important that you

follow dietary advice from your healthcare provider to reduce the chances of stone formation.

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.



Managing Cystinuria
Low-Methionine Foods

Methionine is broken down to cystine in your body. Next time you're hungry,
choose plant-based proteins; they are lower in methionine, and higher in
healthy vitamins and fiber than animal protein.

Eat more: Eat less:

- Almonds - Brazil nuts
- Baked beans -  Bacon

- Banana - Beef

- Berries «  Chicken

«  Broccoli - Crab

- Carrots « Cured ham
- Corn «  Eggs

- Lentils - Fish

«  Oatmeal * Lobster

*  Peanut butter «  Pork

* Peas

«  Soymilk

«  Sweet potato

- Walnuts

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.

Top tip:
Limit animal
protein to one

serving per day.
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Managing Cystinuria
What is Sodium?

Sodium is found naturally in food, and added in packaged foods for improving texture, curing meat,
baking and as a preservative. Many foods that do not taste salty may still be high in sodium.
It's important to reduce sodium intake as this can decrease the amount of cystine in your urine.

Tips for Reducing Sodium Intake
+  Shop for “no added salt” or “sodium-free". ‘

«  Check food labels. A rule of thumb is calories per serving
should be more than the sodium (mg) per serving.®

»  Compare brands, and choose the product with lowest sodium.

«  Go for fresh foods. Packaged foods with a long shelf-life are
likely to have a high amount of sodium.

«  Embrace home cooking and limit fast food and restaurant food.

Did you know?

70% of dietary sodium comes from eating
packaged and prepared foods - not
from salt added to food when cooking.® '

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.


http://www.venxxiva.com/PI/

Managing Cystinuria Tips:
Low-Sodium Substitutes Fresh food is best.

You don’'t have to give up flavor to maintain a low-sodium or low-salt diet,
m here is a list of ingredient swaps you can try in your cooking.

Foods to limit Foods to try

Seasonings/ » Salt/Sea salt/Kosher salt/Garlic salt/Onion »  Fresh seasoning (garlic, onion, ginger, pepper)
Condiments salt «  Garlic powder, onion powder, curry powder
e Soysauce e Vinegar
« BBQsauce e Dry mustard
«  Teriyaki sauce . Fresh herbs (basil, rosemary, thyme, mint, sage)
Ketchup e Lemonjuice
* Ranch/Italian/French dressings e Salt-free seasonings

Low-sodium ketchup
- Oiland vinegar dressings

Cured/Pickled e Cured meat (ham, bacon, sausage, cold cuts) |+  Fresh meat, fish, poultry
» Pickled vegetables *  Freshvegetables
»  Frozen vegetables
Packaged food « Canned soups « Homemade soups (without salt)
« Canned fruits and vegetables  Low sodium canned soups, fruits, beans and vegetables
e Instant noodles
Snacks  Chips *  Unsalted popcorn
»  Crackers * Unsalted pretzels

»  Dried fruits

. Unsalted nuts

. Nut butters

*  Plain Greek yogurt

»  Dried fruit without salt additives

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.
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Managing Cystinuria
Hydration helps prevent kidney stones*

ﬁ Kidney stones form less quickly when you're hydrated. Water can prevent crystals from coming
together to form stones, and helps to remove waste from your body in the form of urine.

Tips to increase hydration
«  Opt for water: Instead of soda or juice, have a glass of water.

e Getinto aroutine: Drink a glass of water when you wake up,
with every meal, or before bed.

e Add flavor: For variety, squeeze some lemon or lime into your
water, or add a couple of slices of cucumber, strawberries, or
fresh herbs.

« Eatit: Many fruits and vegetables have high water content,
such as watermelon, oranges, strawberries, peaches,
cucumbers and zucchinis.

e Carry arefillable water bottle: Keep water handy, so
it's there when you want to reach for a drink.

e Use a hydration reminder app.

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.
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General wellbeing

There are a number of things you can do to put yourself in control of your general wellbeing:

* Focuson abalanced diet that's low in animal e Talk - don't keep your feelings inside.
protein, low in salt, and supports hydration.
« Find time to relax - listen to music, read a book, or do
*  Find your community - connection is good for breathing exercises.
your mental health.
e Focus on positives — happiness can help you thrive.
» Getplenty of sleep.
* Learnhow to manage stress.
» Exercise regularly.
e Getcreative - draw, make crafts, try new recipes.

e Spendtimein nature.

* Avoid unnecessary use of pain relief — they may be a
burden to your kidneys.

* Be consistent with your medication and medical
check-ups.

Please see the complete Important Safety Information on page 3
and full Prescribing Information at www.venxxiva.com/Pl/.
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Cycle Vita is Here for You

[/

CYCLEVITA

Support for life

Our dedicated team of experts are on-hand to provide continuous product
information, process support and education to assist with your nutrition
plan for cystinuria.

As a VENXXIVA patient, we're here to help you manage the complexities of
living with cystinuria, every step of the way.

Your friendly and familiar team is only a phone call away

@ 888-360-8482 @ hello@cyclevita.life www.cyclevita.life

Please see the complete Important Safety Information on page 3 and full Prescribing Information at www.venxxiva.com/Pl/.
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Useful Resources

Visit the following resources for more information and tips on
living well with cystinuria:

> Diet Tips | Cystinuria UK
> Sodium in Your Diet | Tips from FDA

> Current Management Strategies for Cystinuria |
Evidence-Based Guidelines from AUA

> Cystine Stones | National Kidney Foundation

> International Cystinuria Foundation

Find us on ﬂ CycleVitaUSA
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Please see the complete Important Safety
Information on page 3 and full Prescribing
Information at www.venxxiva.com/Pl/.
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https://www.cystinuriauk.co.uk/diet---what-should-i-eat/diet-tell-me-more
https://www.fda.gov/food/nutrition-education-resources-materials/sodium-your-diet
http://www.fda.gov/food/nutrition-education-resources-materials/sodium-your-diet
https://auanews.net/issues/articles/2024/october-extra-2024/current-management-strategies-for-cystinuria
https://auanews.net/issues/articles/2024/october-extra-2024/current-management-strategies-for-cystinuria
https://auanews.net/issues/articles/2024/october-extra-2024/current-management-strategies-for-cystinuria
https://www.kidney.org/kidney-topics/cystine-stones
http://www.kidney.org/kidney-topics/cystine-stones
https://cystinuria.org/
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*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 888-360-8482.
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