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SUMMARY OF WARNINGS AND PRECAUTIONS
AUGTYRO (repotrectinib) may cause serious side effects, including central nervous system (CNS) effects, lung problems 
(pneumonitis), liver problems, muscle problems, increased uric acid level in your blood (hyperuricemia), and bone fractures.
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Important Facts 
about AUGTYRO™ 
(repotrectinib)

This is a summary of important information that you need to know about AUGTYRO. 
Your healthcare team can work with you to help answer any questions you may have 
about this medication. Keep this document in a  safe place, so you can refer to it 
before and during your treatment.

Look out for the following 
icons as you read:

Call a healthcare 
provider right away

Helpful information 
to remember

Talk to your 
healthcare team

What is AUGTYRO?
AUGTYRO (repotrectinib) is an oral prescription medicine used to treat adults with non-small cell lung cancer
(NSCLC) that:

  Has spread within your chest or to other parts of the body AND

  Is caused by an abnormal ROS1 gene.

It is not known if AUGTYRO is safe and effective in children with ROS1-positive NSCLC.

   Talk to your healthcare team for more information about what it means to have an abnormal ROS1 gene.

What is the most important information I should know about AUGTYRO?
AUGTYRO may cause serious side effects. A serious side effect is a side effect that can sometimes become life-threatening 
and can lead to death. The serious side effects of AUGTYRO may include:

Central nervous system (CNS) problems. Symptoms to look out for include:

• dizziness
• vertigo
• changes in mood, such as anxiety, 

irritability, and depression

• balance or coordination problems
• problems with thinking, such as 

forgetfulness or confusion

• seeing or hearing things that are 
not real (hallucinations)

• problems with concentration, 
attention, memory, and sleep

   Call your healthcare provider right away if you have any of these symptoms, or any worsening of CNS effects 
during treatment.

Lung problems (pneumonitis). AUGTYRO may cause pneumonitis (infl ammation of the lungs), which may be severe or 
serious. New or worsening symptoms to look out for include:

• Dry cough (without mucus) • Productive cough (with mucus) • Wheezing • Trouble breathing

   Call your healthcare provider right away if you have any of these symptoms, or any worsening of your current 
lung problems.

Liver problems. Your healthcare provider will do blood tests to check your liver function before starting treatment with 
AUGTYRO™, every 2 weeks for the fi rst month, and as needed during treatment. Symptoms of liver problems include:

• your skin or the white part 
of your eyes turns yellow

• dark or “tea-colored” urine

• light-colored stools 
(bowel movements)

• loss of appetite

• nausea or vomiting
• pain on the upper right side of your 

stomach area

   Call your healthcare provider right away if you develop any of these symptoms of liver problems.
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People with ROS1+ lung cancer tend to be younger 
(about age 50) than lung cancer patients in general 
(age 70) and have little to no smoking history.
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A lung cancer diagnosis may undoubtedly catch you off guard, especially 
ROS1+ non-small cell lung cancer, a rare form of lung cancer. It may bring 
about uncertainty and fill your head with questions. The following pages 
offer guidance for a next step, which may involve a treatment tailored to  
help fight ROS1+ lung cancer in pill form—AUGTYRO, a treatment that may 
help lung tumors shrink or disappear (see page 5 for more information). 

Look to this guide and your healthcare team for answers. You may start at 
the beginning and learn about an oral, chemo-free treatment, tailored for 
ROS1+ lung cancer. Or, jump to other sections about side effects, dosing, 
and support. Itʼs important to learn how AUGTYRO works differently than 
chemotherapy by targeting your cancer. It’s a treatment designed to find 
certain cancer cells and help turn off their growth signals.

ARE YOU READY FOR THIS?
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People with ROS1+ non-small cell lung cancer, like yourself, can be treated  
with AUGTYRO  as their first targeted therapy. 

In a study, 71 people with ROS1+ lung cancer were given AUGTYRO as their first 
targeted therapy. They received AUGTYRO starting at 160 mg orally once daily 
for 14 days, and then their dose was increased to 160 mg twice daily until their 
doctor recommended otherwise.

START WITH A TREATMENT 
TARGETED FOR ROS1

1%-2% of adults with non-small cell lung 
cancer are diagnosed with ROS1+ lung cancer. 

AUGTYRO has been shown to provide results  
for people with ROS1+ lung cancer.

AUGTYRO, taken orally in pill form, is tailored to 
treat ROS1+ lung cancer. Response to treatment 
may vary.  
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Study Results

Actor portrayals

Individual experience may vary. Some may notice improvements sooner or later than the average time 
frame. If tumors disappear during treatment, continuing treatment is still necessary. 
*�The disappearance of many measurable tumors in response to treatments does not necessarily mean 
the cancer has been cured.

in people given AUGTYRO as their first targeted therapy

Tumors disappeared* 
(Complete response) 6%

Tumors shrank 
(Partial response) 73%

Tumors shrank or disappeared* 
(Overall response) 79%

Of 71 people with ROS1+ NSCLC who participated in the study

Less than 2 MONTHS
For some, AUGTYRO started showing 
positive effects in people in a range of 1.4+, 
42.4+ months.

Nearly 3 YEARS
Half of the people taking AUGTYRO were 
still responding to treatment at 34 months.
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WHAT YOU KNOW MATTERS.

WHAT YOU DO NEXT  
MATTERS EVEN MORE.

Actor portrayal
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NOT ALL LUNG CANCERS ARE THE SAME. 

To determine your specific type, your cancer may have 
been tested for a unique marker, called a biomarker. 
Some non-small cell lung cancers, like yours, test 
positive for ROS1.* While your diagnosis is a rare type of 
lung cancer, knowing your biomarker helped your doctor 
determine that AUGTYRO may be right for you. 

*�An error in the ROS1 gene is one biomarker that doctors look for in non-small 
cell lung cancer.
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Biomarkers (also called tumor markers) can offer valuable insight into your 
cancer. They are determined through biomarker testing. This is when your 
doctor checks a blood or tissue sample for certain genes, proteins, or other 
markers that could be a sign of a specific disease or cancer. 

BIOMARKERS MAY  
HAVE THE DETAILS

Here’s why knowing your biomarker is important: 
•	 Biomarkers give you and your doctor details about your cancer so that 

your doctor can accurately diagnose it.

•	 They help determine the best plan of action. Think of biomarkers as 
keys that help you and your doctor unlock treatment options.

All in all, biomarker testing (also referred to as tumor 
testing or molecular testing) helped you and your doctor 
determine that you have ROS1+ lung cancer and that 
AUGTYRO may be an effective treatment for you.
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WHAT TYPE OF TREATMENT IS 
AUGTYRO® (repotrectinib)?

AUGTYRO is not chemotherapy— 
it’s a targeted ROS1 treatment. 

AUGTYRO is a targeted therapy tailored specifically to treat ROS1+ lung 
cancer. It’s a prescription oral treatment that’s designed to help identify 
certain cancer cells, and shut off their “grow” signals. 

AUGTYRO is a targeted therapy which means it zeroes 
in on ROS1 proteins. Most types of targeted therapies 
like AUGTYRO help fight specific proteins that cause 
tumors to grow and spread throughout the body. 

AUGTYRO is a precise way of helping fight ROS1+ lung cancer. 
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AUGTYRO treats ROS1+ lung cancer with an oral treatment  
in pill form that you can take from the comfort of your home. 

AUGTYRO may be taken with or without food. It should be 
swallowed whole with water at about the same time each day  
as prescribed. Avoid eating grapefruit or drinking grapefruit 
juice during your treatment with AUGTYRO. Remember not 
to open, crush, chew, or dissolve the capsule. Do not take a 
capsule if it is broken, cracked, or damaged.

From Day 1 to Day 14, your doctor will start you on a once-daily 
dose. Starting on Day 15, the dose may be increased to twice daily. 

Take AUGTYRO as directed
If you miss a dose or vomit at any time after taking a dose of AUGTYRO, do not 
take an extra dose. Take your next dose at the regularly scheduled time. Do not 
take 2 doses at the same time to make up a missed or vomited dose.

If you are experiencing any side effects, see page 12 for 
details and contact your care team. Your healthcare team will 
work closely with you to help manage these side effects with 
changes in dosing. In some cases they may temporarily or 
permanently stop treatment.

1 PILL
Days 1-14

2 PILLS160
mg

160
mg

160
mg Day 15 and throughout your treatment

TAKING AUGTYRO® (repotrectinib)

On Day 15, you will start taking 1 pill in the 
morning and 1 pill in the evening every day 
until your doctor recommends otherwise.

For the first 14 days, you will start 
with a dose of 1 pill a day until your 
doctor recommends otherwise.

A 40-mg dosing option is also available.
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STICKING TO YOUR SCHEDULE
It’s necessary to take AUGTYRO as prescribed by your doctor.  

This will help enable your treatment to be effective as you fight ROS1+  
lung cancer. Below are ways to help you remember to take a dose:

Develop a routine
Take AUGTYRO at about the same time each day to 
make it easier to remember. For example, at 8 AM and 
8 PM. Or maybe before you brush your teeth in the  
morning and before you brush at night.

Give yourself a reminder
Place a note where you’re likely to 
see it or set an alarm on your phone.

Use a child-resistant pill box
Keep track of your dosing schedule with a 
pill box labeled with the days of the week.

Record each dose
Use a calendar to check off when 
you’ve taken AUGTYRO each day.

Be prepared when traveling
Carry your AUGTYRO with you.
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POSSIBLE SIDE EFFECTS 
TO LOOK OUT FOR
Now that you’ve learned how AUGTYRO works, adjusting to your new “normal” 
may involve side effects. It’s important to be mindful, track changes, and 
assess how you’re feeling.  

Rely on your care team
To have helpful conversations with them, remember to let your team know if you 
are experiencing any new or different symptoms at any time during your treatment.

AUGTYRO may cause serious side effects, including:

•	 Central nervous system (CNS) effects
•	 Lung problems (pneumonitis)
•	 Liver problems
•	 Muscle problems
•	 Increased uric acid in your blood (hyperuricemia)
•	 Bone fractures 

The most common side effects of AUGTYRO include:

•	 Dizziness
•	 Change in sense of taste
•	 Feeling of numbness or tingling in your arms or legs
•	 Constipation
•	 Shortness of breath
•	 Tiredness
•	 Trouble with balance, coordination, and walking
•	 Problems with thinking, such as forgetfulness or confusion, memory problems 

and hallucinations
•	 Muscle weakness
•	 Nausea
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If at any point in your treatment you experience dizziness, let your healthcare 
team know. Do not drive or operate machinery until you know how AUGTYRO 
affects you. If you experience dizziness, do not drive or operate machinery 
until your symptoms have resolved.

The most common side effect? Dizziness.

Here are some things you can do that 
may help manage dizziness:

Drink plenty of fluids daily. Aim for 8 to 12 eight-ounce  
glasses of water or other fluids every day. 

Avoid drinking a lot of caffeinated beverages  
including coffee, tea, and soda. 

Avoid moving suddenly. For example, sit up carefully from a 
lying position. If you get dizzy when you stand up, hold a chair 
or table for balance and stand up more slowly than usual.

Sit or lie down immediately. The possibility of losing your 
balance could lead to falling or serious injury.

The tips provided here are for informational purposes only and are not meant to 
replace a physician’s medical advice.  Please contact your healthcare team if you 
are experiencing dizziness and ask your doctor if these tips may be right for you.
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Feel seen, heard, supported. Always.

During this journey, remember that you’re not alone. Reach out to your 
healthcare team, caregivers, friends, and loved ones. Here are some 
organizations that offer support to help you stay you.*

HELP YOU STAY YOU

Actor portrayals

•	 ROS1ders  
theros1ders.org

•	 LUNGevity  
lungevity.org

•	 GO2 for Lung Cancer  
go2.org

•	 Lung Cancer Foundation of America 
lcfamerica.org

•	 Lung Cancer Research Foundation 
lungcancerresearchfoundation.org

•	 American Lung Association  
lung.org

•	 A Breath of Hope Lung Foundation 
youandlungcancer.com

*�Bristol Myers Squibb does not endorse these organizations. The information/links provided  
by Bristol Myers Squibb are meant for informational purposes only and are not meant to replace  
a physician’s medical advice.
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WHAT TO DISCUSS 
WITH YOUR DOCTOR
Understandably, you may still have some questions about ROS1+ lung cancer, 
AUGTYRO, or both. Here are some questions you can discuss with your 
doctor. There is also room on this page for any additional notes you want to 
remember later. 

•	 How does AUGTYRO work?

•	 Do you think AUGTYRO will help me?

•	 What are the potential side effects that I may experience?

•	 How often will I need scans or follow-up visits during treatment?

•	 How will I know if AUGTYRO is working?

•	 Will this treatment impact my daily life in any way?
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You can get AUGTYRO through certain specialty pharmacies that handle 
treatments, including AUGTYRO, which are not stocked at regular 
neighborhood pharmacies. 

Most specialty pharmacies deliver medications by mail. 

Here are some steps your doctor’s office and the specialty pharmacy must 
do before AUGTYRO can be shipped to you:

•	 Make sure that your health insurance plan has approved AUGTYRO.

•	 Discuss shipping details with you.

•	 Collect your co-pay.

HOW TO GET AUGTYRO

Your specialty pharmacy will call to confirm the above 
details. Make sure you save their number in your phone 
so you can answer right away or return their calls. This 
will help you get your AUGTYRO treatment on time. 

Actor portrayals
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At Bristol Myers Squibb, 
We Provide Support With Purpose
You are the reason behind what we do. The BMS Access Support® program is focused on  
helping you access your prescribed BMS medicine. If you were prescribed AUGTYRO,
you are eligible to enroll in BMS Access Support. The program can help you with:

Coverage Assistance
Upon your request, BMS Access Support may be able to help you review your insurance benefits 
and understand your coverage for AUGTYRO.*

If your insurer requires prior authorization, BMS Access Support may be able to provide you and  
your doctor information about this requirement. 

In the event of a coverage delay or denial, you may be eligible for a bridge program to cover  
your treatment.† Please call BMS Access Support at 1-800-861-0048 for more information about offerings 
for your medication.

*�The accurate completion and submission of reimbursement- or coverage-related documentation to the patient’s insurance plan is the responsibility  
of the provider and patient. Bristol Myers Squibb and its agents cannot guarantee coverage for any medication or treatment.

†Restrictions apply. Please click here for full Terms and Conditions, including complete eligibility requirements.
‡�It is important to note that charitable foundations are independent from Bristol-Myers Squibb Company and have their own eligibility criteria and 
evaluation process. Bristol Myers Squibb cannot guarantee that a patient will receive assistance.

Financial Support
If you are an eligible commercially-insured patient, you may pay as little as $0 per one-month supply.†

If you are insured through a government program or you do not have insurance, BMS Access  
Support can provide you with information regarding independent charitable foundations.‡

Free Trial Offer
A Free Trial Offer may be available if you were newly prescribed AUGTYRO.†

Educational Resources
Understanding the insurance process and accessing your treatment can be challenging.  
BMS Access Support offers a library of resources that can help you better understand your  
healthcare coverage and guide you through steps in your treatment journey.

We're here for you.
Coverage assistance, 
educational resources, and 
financial support options 
may be available through 
BMS Access Support

Call a Patient Access Specialist at
1-800-861-0048, 8 AM to 8 PM ET, Monday - Friday

Find resources and enrollment information at
www.BMSAccessSupport.com
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Page 1 of 4 

Important Facts 
about AUGTYRO™ 
(repotrectinib)

This is a summary of important information that you need to know about AUGTYRO. 
Your healthcare team can work with you to help answer any questions you may have 
about this medication. Keep this document in a  safe place, so you can refer to it 
before and during your treatment.

Look out for the following 
icons as you read:

Call a healthcare 
provider right away

Helpful information 
to remember

Talk to your 
healthcare team

What is AUGTYRO?
AUGTYRO (repotrectinib) is an oral prescription medicine used to treat adults with non-small cell lung cancer
(NSCLC) that:

  Has spread within your chest or to other parts of the body AND

  Is caused by an abnormal ROS1 gene.

It is not known if AUGTYRO is safe and effective in children with ROS1-positive NSCLC.

   Talk to your healthcare team for more information about what it means to have an abnormal ROS1 gene.

What is the most important information I should know about AUGTYRO?
AUGTYRO may cause serious side effects. A serious side effect is a side effect that can sometimes become life-threatening 
and can lead to death. The serious side effects of AUGTYRO may include:

Central nervous system (CNS) problems. Symptoms to look out for include:

• dizziness
• vertigo
• changes in mood, such as anxiety, 

irritability, and depression

• balance or coordination problems
• problems with thinking, such as 

forgetfulness or confusion

• seeing or hearing things that are 
not real (hallucinations)

• problems with concentration, 
attention, memory, and sleep

   Call your healthcare provider right away if you have any of these symptoms, or any worsening of CNS effects 
during treatment.

Lung problems (pneumonitis). AUGTYRO may cause pneumonitis (infl ammation of the lungs), which may be severe or 
serious. New or worsening symptoms to look out for include:

• Dry cough (without mucus) • Productive cough (with mucus) • Wheezing • Trouble breathing

   Call your healthcare provider right away if you have any of these symptoms, or any worsening of your current 
lung problems.

Liver problems. Your healthcare provider will do blood tests to check your liver function before starting treatment with 
AUGTYRO™, every 2 weeks for the fi rst month, and as needed during treatment. Symptoms of liver problems include:

• your skin or the white part 
of your eyes turns yellow

• dark or “tea-colored” urine

• light-colored stools 
(bowel movements)

• loss of appetite

• nausea or vomiting
• pain on the upper right side of your 

stomach area

   Call your healthcare provider right away if you develop any of these symptoms of liver problems.
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Muscle problems. Your healthcare provider will do blood tests before starting treatment with AUGTYRO, every 2 weeks for 
the fi rst month, and as needed during treatment. Symptoms of muscle problems include:

• unexplained muscle pain or 
muscle pain that does not go away

• tenderness • weakness

   Call your healthcare provider right away if you get new or worsening signs and symptoms of muscle problems.

Increased uric acid level in your blood (hyperuricemia). AUGTYRO may cause an excess of uric acid in your blood. Your 
healthcare provider will do tests before and during your treatment with AUGTYRO to check the uric acid level in your blood. 
Your healthcare provider may prescribe medications if you have high blood uric acid levels. Tell your healthcare provider if 
you experience symptoms of increased uric acid, including:

• red, hot, tender, or swollen 
joints, especially in your big toe

• pain in your stomach-area 
or sides

• decrease in your amount 
of urine or no urine at all

• nausea or vomiting
• pink or brown urine or blood 

in your urine

Bone fractures. AUGTYRO may increase your risk for bone fractures. Bone fractures may happen with or without a fall 
or other injury.

   Call your healthcare provider right away if you have pain, changes in movement, or bone abnormalities.

What should I discuss with my healthcare team before starting treatment?
  Talk to your healthcare provider about all your medical conditions, including if you:

• have nervous system (neurological) problems
• have lung or breathing problems other than lung cancer
• have liver or kidney problems

  Talk to your healthcare team about all the medicines you are taking, including:

• prescription medicines • over-the-counter medicines • vitamins • herbal supplements

   Taking AUGTYRO with certain other medicines may:

• affect the amount of AUGTYRO or other medicines in your blood,
• cause side effects, and/or
• affect the way that AUGTYRO or other medicines work.

    Know the medicines you take. Keep a list of them to show your healthcare provider and pharmacist when you get 
a new medicine.

These are not all the topics you should discuss with your healthcare team. Discuss any questions you may have with your 
healthcare team.

What should I discuss with my healthcare team about pregnancy, birth control, and breastfeeding 
before starting treatment?
  Talk to your healthcare team if:

    You are pregnant or plan to become pregnant — AUGTYRO™ may harm your unborn baby

     If you are able to become pregnant, your healthcare team should do a pregnancy test before you start 
treatment with AUGTYRO.
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     If you are able to become pregnant, you should use effective non-hormonal birth control (contraception) 
during treatment and for 2 months after your last dose of AUGTYRO.

     Birth control methods that contain hormones (such as birth control pills, injections, or transdermal system 
patches) may not work as well during treatment with AUGTYRO.

      Talk to your healthcare team about birth control methods that may be right for you.

      Call your healthcare provider right away if you become pregnant or think you may be pregnant 
during treatment with AUGTYRO.

    You are a male with a female partner who is able to become pregnant

     You should use effective birth control during treatment with AUGTYRO and for 4 months after your last dose.

      Call your healthcare provider right away if your partner becomes pregnant during treatment 
with AUGTYRO.

    You are breastfeeding or plan to breastfeed

     Do not breastfeed during treatment and for 10 days after the last dose of AUGTYRO. It is not known if 
AUGTYRO passes into your breast milk. Talk to your healthcare team about the best way to feed your baby 
during this time.

What are the most common side effects of AUGTYRO?
The most common side effects of AUGTYRO include:

• Dizziness
• Change in sense of taste
• Feeling of numbness or 

tingling in your arms or legs
• Constipation

• Shortness of breath
• Tiredness
• Trouble with balance, 

coordination, and walking

• Problems with thinking, such as 
forgetfulness or confusion, memory 
problems, and hallucinations

• Muscle weakness
• Nausea

These are not all the possible side effects. Talk to your doctor for more information about side effects. You are 
encouraged to report negative side effects of prescription drugs to the FDA by visiting www.fda.gov/medwatch 
or calling 1-800-FDA-1088.

How should AUGTYRO™ be taken?
   Take AUGTYRO exactly as your healthcare provider tells you. The number of pills that you take will depend on 

your dose. Your healthcare provider may change your dose, temporarily stop, or permanently stop treatment with 
AUGTYRO if you develop side effects. Do not change your dose or stop taking AUGTYRO without fi rst talking to your 
healthcare provider.
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AUGTYRO is a capsule with a white opaque cap and body, fi lled with a white to off-white 
powder. “REP 40” is printed in blue text on the cap. 

Inactive ingredients: microcrystalline cellulose, sodium lauryl sulfate, croscarmellose 
sodium, and colloidal silicon dioxide.

Capsule coating inactive ingredients: gelatin and titanium dioxide.

Printing ink: shellac and FD & C blue #2 aluminum lake.

OR

AUGTYRO is a capsule with a blue opaque cap and body, fi lled with a white to off-white 
powder. "REP 160" is printed in white text on the cap.

Inactive ingredients: microcrystalline cellulose, sodium lauryl sulfate, croscarmellose 
sodium, magnesium stearate, and colloidal silicon dioxide.

Capsule coating inactive ingredients: gelatin and titanium dioxide.

Printing ink: shellac, titanium dioxide, and FD & C blue #1.

1.8 cm

1.8 cm

   Do take AUGTYRO with or without food

   Do take AUGTYRO at about the same time each 
day, such as in the morning or in the evening*

   Do swallow AUGTYRO capsules whole 
with water

   *Setting an alarm clock or a calendar notifi cation is a 
great way to remember to take medication.

   Do not open, crush, chew, or dissolve the 
capsule. Do not take broken, cracked, or 
damaged capsules

   Do not eat grapefruit or drink grapefruit juice 
during treatment with AUGTYRO

   Do not drive or operate machinery until you 
know how AUGTYRO affects you and you no 
longer have symptoms

What if I miss a dose of AUGTYRO?
If you miss a dose or vomit at any time after taking a dose of AUGTYRO, do not take an extra dose. Just skip the dose 
and take your next dose at the regularly scheduled time. Do not take 2 doses at the same time to make up a missed or 
vomited dose.

How do I store AUGTYRO?
AUGTYRO capsules should be stored at room temperature between 68°F to 77°F (20°C to 25°C). 
Keep AUGTYRO and all medicines out of the reach of children.

   For more information, please see accompanying U.S. Full Prescribing Information and Patient Information for 
AUGTYRO. Talk to your healthcare team for more information about this medication.

https://packageinserts.bms.com/pi/pi_augtyro.pdf
https://packageinserts.bms.com/pi/pi_augtyro.pdf
https://packageinserts.bms.com/ppi/ppi_augtyro.pdf
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with You
We’re here throughout your treatment journey.  

Scan here to learn more about AUGTYRO 
and sign up for AUGTYRO™ with You to receive support,  

tools, and educational resources.

Call us toll-free at 1-855-436-5866 
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