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READ THIS FOR SAFE AND EFFECTIVE USE OF YOUR MEDICINE 
PATIENT MEDICATION INFORMATION 

 
 

BYDUREON® 
exenatide for extended-release injectable suspension 

 
 

Read this carefully before you start taking BYDUREON and each time you get a refill. This 
leaflet is a summary and will not tell you everything about this drug. Talk to your healthcare 
professional about your medical condition and treatment and ask if there is any new information 
about BYDUREON. 
 

 
What is BYDUREON used for? 
BYDUREON along with diet and exercise is used to improve control of blood sugar levels 
in adults with type 2 diabetes. 
 
BYDUREON can be used: 

 alone, if you cannot take metformin, 
OR 

 in combination with these drugs. The combination is used when these drugs no longer 
provide enough control of blood sugar levels on their own. 

o metformin 
o a sulfonylurea (SU) 
o or metformin and a SU 

 
How does BYDUREON work? 
BYDUREON helps your body release more insulin when your blood sugar is high. This helps to 
improve your blood sugar control. 
 
What are the ingredients in BYDUREON? 
Medicinal ingredients: extended release exenatide 
Non-medicinal ingredients: carboxymethylcellulose sodium, dibasic sodium phosphate 
heptahydrate, monobasic sodium phosphate monohydrate, poly (D,L-lactide-co-glycolide), 

Serious Warnings and Precautions 

Do NOT use BYDUREON if you: 
 or a family member has ever had medullary thyroid cancer (MTC). 
 have Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). This is a disease where 

people have tumours in more than one gland in their body. 
 

In rats, BYDUREON causes a higher rate of thyroid tumours. It is not known if BYDUREON 
causes thyroid tumours, including MTC, in people. 
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polysorbate 20, sodium chloride, sucrose, water for injection. 
 
BYDUREON is supplied as: 
A kit which contains: 

 4 single dose pens 
 One extra needle (23 gauge, 9/32”) 
 Patient Medication Information 
 Instructions for Use 

 
Each pen contains: 
• 2 mg exenatide (as a white to off-white powder) in the front chamber of the pen injector 
• Sufficient diluent filled in the rear chamber of the glass cartridge injector pen to deliver 

0.65 mL after reconstitution 
• One injection needle (23 gauge, 9/32") 
 
Do not use BYDUREON if you: 
 are allergic to exenatide or to any of the ingredients in this drug. 
 have severe kidney disease or are on dialysis. 
 have diabetic ketoacidosis. This is an accumulation of ketones in the blood and urine. 
 have type 1 diabetes. 
 are pregnant or planning to have a baby. It is not known if BYDUREON will harm your 

unborn baby. Women who can have children should use effective means of birth control while 
they are taking BYDUREON. BYDUREON should be stopped at least 3 months before 
planning to become pregnant. 

 are under 18 years old. 
 
To help avoid side effects and ensure proper use, talk to your healthcare professional before 
you take BYDUREON. Talk about any health conditions or problems you may have, 
including if you: 
 are taking other drugs to control blood sugar. 
 are taking a blood thinner such as warfarin. 
 have a high heart rate (fast pulse). 
 have a condition called heart block. 
 have any heart disease, such as angina, history of a heart attack, or heart rhythm disturbances. 
 are receiving treatment with an SU. Examples are glyburide, gliclazide, glimepride. These 

types of drugs can increase the risk of having low blood sugar if used in combination with 
BYDUREON. 

 have severe problems with your stomach (gastroparesis) or food digestion. BYDUREON slows 
the emptying of your stomach so food passes more slowly. 

 have severe vomiting and/or diarrhea and/or dehydration. 
 have a history of problems with your pancreas, stones in your gallbladder (gallstones), alcohol 

abuse, or high levels of fat in your blood. 
 have kidney problems or a kidney transplant. 
 are breast feeding or plan to breastfeed. It is not known if BYDUREON passes into breast 
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milk. 
 are over 65 years old. 
 
Other warnings you should know about: 
When using BYDUREON with an SU take precautions to avoid having low blood sugar while 
driving or using machines. 
 
Tell your healthcare professional about all the medicines you take, including any drugs, 
vitamins, minerals, natural supplements or alternative medicines. 
 
The following may interact with BYDUREON: 
 an SU such as glyburide, gliclazide, glimepiride. Taking BYDUREON with an SU can make 

your blood sugar too low. 
 certain other kinds of drugs used to control blood sugar, including all drugs that contain 

exenatide. 
 drugs that increase heart rate or that affect your heart rhythm. 
 other drugs taken by mouth. 
 a birth control pill (oral contraceptive). 
 blood thinner (warfarin). 
 heart medication (digoxin). 
 blood pressure medication (lisinopril). 
 cholesterol medication (lovastatin). 
 
How to take BYDUREON: 
Your doctor or pharmacist should give you training before you inject BYDUREON. You 
should also read the “Instructions for Use” included at the end of this Patient Medication 
Information. A copy of the “Instructions for Use” is also included in the product packaging. 
These instructions will give you details on how to use and inject BYDUREON. 
 
Use BYDUREON exactly as instructed by your doctor. Never take more than the dose your 
doctor has told you to use. 
 
For subcutaneous use only. BYDUREON is to be injected under the skin (subcutaneous injection) 
of your stomach area (abdomen), upper leg (thigh), or upper arm. If you inject in the same body 
part, you should choose a different spot each week. DO NOT inject through clothing. 
 
Do not take BYDUREON if it is discolored, contains solid particles or if there are any signs of 
leakage. Look through the Inspection Window. The solution should be clear. 
 
After the BYDUREON powder is completely suspended in the diluent, it should be injected right 
away. Follow the “Instructions for Use” to make sure that BYDUREON is completely suspended 
before you inject. Now the solution should have no lumps and be uniformly cloudy. 
 
BYDUREON must not be injected into a vein or muscle. 
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Do not share BYDUREON with another person. Do not reuse needles or other parts of the pen 
injector. 
 
Do not substitute needles or any other parts in the pen injector. 
 
Do not mix BYDUREON with any other medicines. 
 
If you stop taking BYDUREON, tell your healthcare professional. Do not start taking other drugs, 
vitamins, mineral supplements or alternative medicines on your own. This includes other drugs to 
treat diabetes. BYDUREON drug levels, effects and side effects will slowly go down in your 
body. This continues for about 10 weeks after you stop using it. 
 
Recommended Adult dose: 
2 mg subcutaneous injection once every seven days. The dose can be administered at any time of 
day, with or without meals. 
 
When you first take BYDUREON with an SU, your doctor might lower the dose of the SU. 
 
Overdose: 
Too much BYDUREON can give you nausea, vomiting or make you feel like you have low blood 
sugar. 
 

If you think you have taken too much BYDUREON, contact your healthcare professional, 
hospital emergency department or regional Poison Control Centre immediately, even if there are 
no symptoms. 

 
Missed Dose: 
If you miss a dose of BYDUREON, you should take it as soon as you remember if it is within 3 
days after the missed dose. You can take your next dose at your usual weekly time. 
 
If it has been longer than 3 days after the missed dose, skip the dose and wait to take 
BYDUREON at your next usual weekly time. Do not take an extra dose of BYDUREON to make 
up for your missed dose. 
 
What are possible side effects from using BYDUREON? 
These are not all the possible side effects you may feel when taking BYDUREON. If you 
experience any side effects not listed here, contact your healthcare professional. Please also see 
the Serious Warnings and Precautions box. 
 
Side effects may include: 

 nausea, vomiting, diarrhea, constipation, pain in stomach area (abdomen), decreased 
appetite 

 injection site reactions such as lump, redness, itchiness bruising and/or pain 
 dizziness, headache, common cold, cough 
 joint and muscle pain 
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 weight loss. If you are concerned talk to your health care professional 
 rash 

 
BYDUREON can cause abnormal blood test results. Your doctor will decide when to 
perform blood tests and will interpret the results. 
 

Serious side effects and what to do about them 

Symptom/effect 
Talk to your  healthcare professional Stop taking drug 

and get immediate 
medical help 

Only if severe In all cases 

COMMON    
Hypoglycemia (low blood 
sugar) especially if you are 
also taking an SU. You may 
have headaches, feel sleepy, 
weak, dizzy, confused, hungry, 
jittery, or sweaty. Feel like your 
heart is beating fast. 

   

UNCOMMON    
Pancreatitis (swelling of the 
pancreas): long periods of pain 
in the stomach and/or intestine 
area may go around to your 
back. 
You may also vomit. 

   

Dehydration. (It can be from 
nausea, vomiting and/or 
diarrhea, or not taking enough 
liquids by mouth): If this 
happens while on BYDUREON 
it may cause new or worsening 
problems with kidney function. 
This includes kidney failure. 

   

Increase heart rate or changes 
in heart rhythm: dizziness, 
fainting. Feel a rapid, pounding, 
or irregular heartbeat. They are 
more likely if you, have heart 
disease, take certain other drugs, 
or are more than 65 years old. 

   

Injection Site Reactions: 
Swelling, hardness, itching, 
redness, dark discoloration or 
bruising. This can be with or 
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Serious side effects and what to do about them 

Symptom/effect 
Talk to your  healthcare professional Stop taking drug 

and get immediate 
medical help 

Only if severe In all cases 

without lumps under the skin. 
There can be intense pain, pus, 
or an open wound, fever and 
fatigue. Surgery may be 
required. 
RARE    
Angioedema or Severe 
Allergic Reactions, including 
Anaphylaxis: severe rash, 
hives, or itching. Sudden 
swelling of the face, lips, tongue 
or throat. Difficulty breathing or 
swallowing. Fainting and a very 
fast heartbeat. 

   

Kidney Disorders: nausea, 
vomiting, diarrhea. Muscle 
cramps. Swelling of the legs, 
ankles, feet, face and/or hands. 
Shortness of breath due to extra 
fluid on the lungs. More 
frequent urination, or in greater 
amounts than usual, with pale 
urine. Or, less frequent 
urination, or in smaller amounts 
than usual, with dark coloured 
urine. 

   

Thyroid Cancer: a lump or 
swelling in your neck, 
hoarseness, or trouble 
swallowing. 

   

 
If you have a troublesome symptom or side effect that is not listed here or becomes bad enough to 
interfere with your daily activities, talk to your healthcare professional. 
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Reporting Side Effects 
You can help improve the safe use of health products for Canadians by reporting serious and 
unexpected side effects to Health Canada. Your report may help to identify new side effects 
and change the product safety information. 
3 ways to report: 
 Online at MedEffect (http://hc-sc.gc.ca/dhp-mps/medeff/index-eng.php); 
 By calling 1-866-234-2345 (toll-free); 
 By completing a Consumer Side Effect Reporting Form and sending it by: 

- Fax to 1-866-678-6789 (toll-free), or 
- Mail to:  Canada Vigilance Program 

 Health Canada, Postal Locator 0701E 
 Ottawa, ON 

K1A 0K9 
Postage paid labels and the Consumer Side Effect Reporting Form are available 
at MedEffect (http://hc-sc.gc.ca/dhp-mps/medeff/index-eng.php). 

 
NOTE: Contact your health professional if you need information about how to manage your 
side effects. The Canada Vigilance Program does not provide medical advice. 

 
Storage: 
 Store BYDUREON in the original carton in a refrigerator at 2°C to 8°C. Protect from light. Do 

not freeze. Throw away any BYDUREON that has been frozen. 
 BYDUREON can be stored at room temperature up to 30°C for 4 weeks if required. 
 BYDUREON should not be used after the expiration date printed on the product packaging 

(carton and pen injector). 
 Properly dispose of BYDUREON, with the needle attached, in a puncture-resistant container, 

or as directed by your healthcare professional.  Do not try to recap or reuse the needle. 
 Keep BYDUREON, the needles and all medicines out of reach and sight of children and pets. 
 
If you want more information about BYDUREON: 

 Talk to your healthcare professional 
 Find the current full Product Monograph that is prepared for healthcare professionals and 

includes the current Patient Medication Information and Instructions for Use by visiting 
the Health Canada website (http://hc-sc.gc.ca/index-eng.php); the AstraZeneca website: 
www.astrazeneca.ca, 
or by calling AstraZeneca Canada Inc. at: 
 1-800-668-6000 (Customer Inquiries) 
 1-800-461-3787 (Renseignements). 

 
NOTE: This PATIENT MEDICATION INFORMATION leaflet provides you with the most 
current information at the time of printing. 
 
This leaflet was prepared by AstraZeneca Canada Inc., Mississauga, Ontario L4Y 1M4. 



                                                   COPYRIGHT 2015-2017 ASTRAZENECA CANADA Page 8 of 15 

 
BYDUREON® is a registered trademark of Amylin Pharmaceuticals LLC and the AstraZeneca 
logo is a registered trademark of AstraZeneca AB, used under license by AstraZeneca Canada Inc. 
 
© AstraZeneca 2017 
 
Last Revised: May 17, 2017 
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