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Setting Your Personal Goals

Your doctors and other healthcare professionals will be giving you a lot of advice on
how to keep your diabetes under control. Once you are home, find a way to help you
remember to eat the right foods, check your blood glucose, and take your medicines at

the right time.

Track Your Progress

Now that you’ve made the decision to make healthy changes in your lifestyle, it is
important to stay on track. Your healthcare professionals will help you set activity
plans, diet, medication, and general healthcare goals.

Just remember to set realistic expectations that you feel you will be able to achieve.
This will make it easier to reach your goals.

You need to decide:

* How you plan to meet each goal

* Who will help you develop your plan

* When you will start

* How long you will need to follow your plan
* How you will measure your progress

Use the checklist below to help you reach your goals.

A Plan to Be Physically Active

Ask your healthcare professional to help you plan which of these activities are safe for
you to do.

[] The activities that I will do are:

I have checked with my doctor and will try to be physically active
minutes every day.

I will keep a record of my physical activities in a notepad or booklet.
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I will keep a record of my progress (for example, walking for a longer time or
being able to walk faster; losing weight).

[0 1am going to start my physical activity plan on [date].

For Important Safety Information, please see page 4 and the accompanying Prescribing Information and patient
Medication Guide.



I will meet with a healthcare professional to develop a personal diabetes meal plan
on [date].

I am going to try to lose pound(s) over the next [months],
if I need to lose weight. (1 to 2 pounds per week is an achievable goal.)

I am going to follow my healthcare professional’s advice and weigh myself
[how often].

I will keep a record of my weight-loss progress and share this information with my
doctor.

I plan to limit the amount of alcohol I drink to , as recommended
by my healthcare professional.

I have prepared a grocery list for the foods I am going to buy this week.

oo o o o o od

I am going to start my meal plan on [date].

Medicine Plan

[ Ihave a plan to help me remember to take my dose of BYETTA® (exenatide)
injection within 60 minutes before eating my morning and evening meals.

[] Thave a plan to help me remember to take my other medicines.

[ 1will read the BYETTA Patient Education Booklet and the Quick Start Guide, and
watch the Pen Tutorial so that I know how to use the BYETTA Pen. I will call my
healthcare professional if I have any questions.

[ 1 will read the Important Safety Information for BYETTA so that I know how to
manage this medicine correctly and when to call my doctor.

[ 1 will order my next refill for BYETTA no later than [date] so that
I do not run out of medicine.

[ 1 will order my new supply of needles for the BYETTA Pen on
[date].

For Important Safety Information, please see page 4 and the accompanying Prescribing Information and patient
Medication Guide.
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I am going to check my blood sugar levels regularly, as recommended by my
healthcare professional, and I will share this information with my doctor at my
next appointment.

My target blood sugar levels are:

* when fasting and before meals

¢ 2 hours after a meal

I will call my healthcare professional if my blood sugar is higher than
mg/dL or lower than mg/dL.

I am going to record my blood sugar levels in a log that I can show to my doctor or
diabetes educator.

I will carry glucose or candy with me at all times in case my blood sugar gets too
low.

I will wear a medical alert bracelet and carry a card in my wallet stating that I have
diabetes.

My next AIC test is on [date].

My next doctor’s appointment is on [date].

I will follow my doctor’s advice and check my feet daily to be sure there are no
sores, cuts, or redness.

I will follow my doctor’s advice and have my blood pressure checked
[how often].

I will follow my doctor’s advice and have my cholesterol levels checked
[how often].

I will follow my doctor’s advice and have my eyes checked
[how often].

You will get more benefit from your medicines and treatments if you
develop a daily plan that works for you.

For Important Safety Information, please see page 4 and the accompanying Prescribing Information and patient
Medication Guide.



Indication

BYETTA is an injectable prescription medicine that may improve blood sugar
(glucose) control in adults with type 2 diabetes mellitus, when used with a diet and
exercise program.

BYETTA is not insulin and should not be taken instead of insulin. BYETTA is not
recommended to be taken with insulin. BYETTA is not for people with type 1 diabetes
or people with diabetic ketoacidosis.

Important Safety Information for BYETTA® (exenatide) injection
Serious side effects can happen in people who take BYETTA, including inflammation
of the pancreas (pancreatitis) which may be severe and lead to death. Before taking
BYETTA, tell your healthcare provider if you have had pancreatitis, stones in your
gallbladder (gallstones), a history of alcoholism, or high blood triglyceride levels.
Call your healthcare provider right away if you have pain in your stomach area
(abdomen) that is severe, and will not go away. The pain may happen with or without
vomiting and may be felt going from your abdomen through to your back.

Your risk for getting low blood sugar is higher if you take BYETTA with another
medicine that can cause low blood sugar, such as a sulfonylurea. The dose of your
sulfonylurea medicine may need to be lowered while you use BYETTA.

BYETTA should not be used in people who have severe kidney problems and should
be used with caution in people who have had a kidney transplant. BYETTA may
cause new or worse problems with kidney function, including kidney failure.

Before you use BYETTA, tell your healthcare provider if you have severe problems
with your stomach, such as delayed emptying of your stomach (gastroparesis) or
problems with digesting food.

Do not use BYETTA if you have had an allergic reaction to exenatide or any of the
other ingredients in BYETTA. Severe allergic reactions can happen with BYETTA.
Stop taking BYETTA and get medical help right away.

Tell your healthcare provider if you are pregnant or plan to become pregnant. It is not
known if BYETTA will harm your unborn baby. Talk to your healthcare provider first
if you are breastfeeding or plan to breastfeed.

The most common side effects with BYETTA include nausea, vomiting, diarrhea,
dizziness, headache, feeling jittery, and acid stomach. Nausea most commonly
happens when first starting BYETTA, but may become less over time.

These are not all the side effects with BYETTA. Talk to your healthcare provider about
any side effect that bothers you or that does not go away.

Please see the accompanying BYETTA Prescribing Information and patient
Medication Guide.
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14.2 Combination Therapy With Oral Antihyperglycemic Medicines

Three 30-week, double-blind, placebo-controlled trials were conducted to evaluate the safety and
efficacy of BYETTA in patients with type 2 diabetes whose glycemic control was inadequate with metformin
alone, a sulfonylurea alone, or metformin in combination with a sulfonylurea. In addition, a 16-week,
placebo-controlled trial was conducted where BYETTA was added to existing thiazolidinedione (pioglitazone
or rosiglitazone) treatment, with or without metformin, in patients with type 2 diabetes with inadequate
glycemic control.

In the 30-week trials, after a 4-week placebo lead-in period, patients were randomly assigned to
receive BYETTA 5 mcg BID, BYETTA 10 mcg BID, or placebo BID before the morning and evening meals, in
addition to their existing oral antidiabetic agent. All patients assigned to BYETTA initially received 5 mcg
BID for 4 weeks. After 4 weeks, those patients either continued to receive BYETTA 5 mcg BID or had their
dose increased to 10 mcg BID. Patients assigned to placebo received placebo BID throughout the study. A
total of 1446 patients were randomized in the three 30-week trials: 991 (69%) were Caucasian, 224 (16%)
were Hispanic, and 174 (12%) were Black. Mean HbA, values at baseline for the trials ranged from 8.2%
t0 8.7%.

In the placebo-controlled trial of 16 weeks duration, BYETTA (n = 121) or placebo (n = 112) was
added to existing thiazolidinedione (pioglitazone or rosiglitazone) treatment, with or without metformin.
Randomization to BYETTA or placebo was stratified based on whether the patients were receiving
metformin. BYETTA treatment was initiated at a dose of 5 mcg BID for 4 weeks then increased to 10 mcg
BID for 12 more weeks. Patients assigned to placebo received placebo BID throughout the study. BYETTA
or placebo was injected subcutaneously before the morning and evening meals. In this trial, 79% of
patients were taking a thiazolidinedione and metformin and 21% were taking a thiazolidinedione alone.
The majority of patients (84%) were Caucasian, 8% were Hispanic and 3% were Black. The mean baseline
HbA, values were 7.9% for BYETTA and placebo.

The primary endpoint in each study was the mean change in HbA,, from baseline to study end (or
early discontinuation). Table 7 summarizes the study results for the 30-week and 16-week clinical trials.

Table 7: Results of 30-Week and 16-Week Placebo-Controlled Trials of BYETTA Used in Combination
with Oral Antidiabetic Agents

Placebo BYETTA BYETTA
BID 5 mcg BID 10 meg” BID
In Combination With Metformin (30 Weeks)
Intent-to-Treat Population (N) 113 110 113
HbA,; (%), Mean
Baseline 8.2 8.3 8.2
Change at Week 30 -0.0 -0.5 -0.9
Difference from placebo™ (95% Cl) -0.5[-0.7,-0.2]* | -0.9[-1.1,-0.6]
Proportion Achieving HbA,, <7% 12% 32% 40%
Body Weight (kg), Mean
Baseline 99.9 100.0 100.9
Change at Week 307 -0.2 -1.3 -26
Difference from placebo™ (95% Cl) -1.1[-22,-0.00 | -2.4[-35,-1.3]
Fasting Plasma Glucose® (mg/dL), Mean
Baseline 169 176 168
Change at Week 307 +14 -5 -10
Difference from placebo™ (95% Cl) -20 [-32, -7] -24 [-37,-12]
In Combination With a Sulfonylurea (30 Weeks)
Intent-to-Treat Population (N) 123 125 129
HbA,; (%), Mean
Baseline 8.7 8.5 8.6
Change at Week 307 +0.1 -0.5 -0.9
Difference from placebo? (95% Cl) -0.6 [-0.9,-0.3)* | -1.0[-1.3,-0.7]*
Proportion Achieving HbA,; <7% 10% 25% 36%
Body Weight (kg), Mean
Baseline 99.1 94.9 95.2
Change at Week 307 -0.8 -1.41 -16
Difference from placebo™ (95% Cl) -0.3[-1.1,0.6] | -0.9[-1.7,-0.0]
Fasting Plasma Glucose® (mg/dL), Mean
Baseline 194 180 178
Change at Week 307 +6 -5 -11
Difference from placebo™ (95% Cl) -11[-25, 3] -17 [-30, -3]
In Combination With
Metformin and a Sulfonylurea (30 Weeks)
Intent-to-Treat Population (N) 247 245 241
HbA,, (%), Mean
Baseline 8.5 8.5 8.5
Change at Week 307 +0.1 -0.7 -0.9
Difference from placebo™ (95% Cl) -0.8[-1.0,-0.6)* | -1.0[-1.2,-0.8)*
Proportion Achieving HbA,; <7% 8% 25% 31%
Body Weight (kg), Mean
Baseline 99.1 96.9 98.4
Change at Week 307 -0.9 -1.6 -1.6
Difference from placebo™ (95% Cl) -0.7[-1.2,-0.2] | -0.7[-1.3,-0.2]
Fasting Plasma Glucose$ (mg/dL), Mean
Baseline 181 182 178
Change at Week 307 +13 -11 -12
Difference from placebo™ (95% Cl) -24 [-33,-15] -25 [-34,-16]
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Table 7: Results of 30-Week and 16-Week Placebo-Controlled Trials of BYETTA Used in Combination
with Oral Antidiabetic Agents (continued)
Placebo BYETTA BYETTA
BID 5 mcg BID 10 meg” BID
In Combination With a Thiazolidinedione or a
Thiazolidinedione plus Metformin (16 Weeks)

Intent-to-Treat Population (N) 112 Dose not studied 121
HbA,; (%), Mean
Baseline 7.9 Dose not studied 7.9
Change at Week 167 +0.1 Dose not studied -0.7
Difference from placebo™ (95% Cl) Dose not studied | -0.9 [-1.1,-0.7]*
Proportion Achieving HbA,; <7% 15% Dose not studied 51%
Body Weight (kg), Mean
Baseline 96.8 Dose not studied 97.5
Change at Week 167 -0.0 Dose not studied -1.5
Difference from placebo™ (95% Cl) Dose not studied | -1.5[-2.2,-0.7]
Fasting Serum Glucose’ (mg/dL), Mean
Baseline 159 Dose not studied 164
Change at Week 167 +4 Dose not studied -21
Difference from placebo' (95% Cl) Dose not studied | -25[-33, -16]

“BYETTA 5 mcg twice daily for 1 month followed by 10 mcg BID for 6 months for the 30-week trials or
10 mcg BID for 3 months in the 16-week trial before the morning and evening meals.

" Least squares means are adjusted for baseline HbA, strata or value, investigator site, baseline value of
the dependent variable (if applicable), and background antihyperglycemic therapy (if applicable).

£p <0.01, treatment vs. placebo.

¥ Measured using the hexokinase-based glucose method.

BID = twice daily.

HbA,,

The addition of BYETTA to a regimen of metformin, a sulfonylurea, or both, resulted in statistically
significant reductions from baseline in HbA,, compared with patients receiving placebo added to these
agents in the three controlled trials (Table 7).

In the 16-week trial of BYETTA add-on to thiazolidinediones, with or without metformin, BYETTA
resulted in statistically significant reductions from baseline in HbA,, compared with patients receiving
placebo (Table 7).

Postprandial Glucose

Postprandial glucose was measured after a mixed meal tolerance test in 9.5% of patients participating
in the 30-week add-on to metformin, add-on to sulfonylurea, and add-on to metformin in combination
with sulfonylurea clinical trials. In this pooled subset of patients, BYETTA reduced postprandial plasma
glucose concentrations in a dose-dependent manner. The mean (SD) change in 2-h postprandial glucose
concentration following administration of BYETTA at Week 30 relative to baseline was -63 (65) mg/dL for
5mcg BID (n = 42), -71 (73) mg/dL for 10 mcg BID (n = 52), and +11 (69) mg/dL for placebo BID (n = 44).
14.3 Combination with Insulin Glargine

A 30-week, double-blind, placebo-controlled trial was conducted to evaluate the efficacy and safety
of BYETTA (n = 137) versus placebo (n = 122) when added to titrated insulin glargine, with or without
metformin and/or thiazolidinedione, in patients with type 2 diabetes with inadequate glycemic control.

All patients assigned to BYETTA initially received 5 mcg BID for 4 weeks. After 4 weeks, those
patients assigned to BYETTA had their dose increased to 10 mcg BID. Patients assigned to placebo received
placebo BID throughout the trial. BYETTA or placebo was injected subcutaneously before the morning and
evening meals. Patients with an HbA,; <8.0% decreased their prestudy dose of insulin glargine by 20% and
patients with an HbA,; >8.1% maintained their current dose of insulin glargine. Five weeks after initiating
randomized treatment, insulin doses were titrated with guidance from the investigator toward predefined
fasting glucose targets according to the dose titration algorithm provided in Table 9. The majority of
patients (78%) were Caucasian, 10% were American Indian or Alaska Native, 9% were Black, 3% were
Asian, and 0.8% were of multiple origins.

The primary endpoint was the change in HbA,, from baseline to Week 30. Compared to placebo,
BYETTA 10 mcg BID resulted in statistically significant reductions in HbA,, from baseline at Week 30
(Table 8) in patients receiving titrated insulin glargine.

Table 8: 30-Week Placebo-Controlled Trial of BYETTA Used in Combination with Insulin Glargine With
or Without Metformin and/or Thiazolidinediones

Placebo BID + Titrated BYETTA
Insulin Glargine 10 mcg® BID + Titrated
Insulin Glargine
Intent-to-Treat Population (N) 122 137
HbA,; (%), Mean
Baseline 8.5 8.3
Change at Week 307 -1.0 1.7
Difference from placebo' (95% Cl) -0.7[-1.0,-0.5]9
Proportion Achieving HbA,, <7% 30% 57%
Body Weight (kg), Mean
Baseline 93.8 95.4
Change at Week 30% 1.0 -18
Difference from placebo® (95% Cl) -2.7[-3.7,-1.79
Fasting Serum Glucose® (mg/dL), Mean
Baseline 133 132
Change at Week 30 -16 -23
Difference from placebo¥ (95% Cl) -7[-18,3]

“BYETTA 5 mcg twice daily for 1 month followed by 10 meg BID for 5 months for the 30-week trial.
T Least squares means are based on a mixed model adjusting for treatment, pooled investigator, visit,
baseline HbA,, value, and treatment by visit, where subject is treated as a random effect.
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#east squares means are based on a mixed model adjusting for treatment, pooled investigator, visit,
baseline HbA,, stratum, baseline value of the dependent variable (where applicable), and treatment by
visit, where subject is treated as a random effect.

§ Patients in both groups titrated insulin glargine dose to achieve optimal fasting glucose concentrations.

9p <0.01, treatment vs. placebo.

BID = twice daily.
Table9:  Dosing Algorithm for Titration of Insulin Glargine™
Fasting Plasma Glucose Values Dose Change
(mg/dL) )
<567 -4
56 to 72° -2
7310 99* 0
100 to 119* +2
120 to 139+ +4
140 to 179* +6
>180* +8

Abbreviations: U = units.

*Adapted from Riddle et al. 2003.

"Value for at least 1 fasting plasma glucose measurement since the last assessment.

“Based on the average of fasting plasma glucose measurements taken over the prior 3 to 7 days. The
increase in the total daily dose should not have exceeded more than 10 units per day or 10% of the current
total daily dose, whichever was greater.

16  HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied
BYETTA s supplied as a sterile solution for subcutaneous injection containing 250 mcg/mL exenatide.
The following packages are available:
5 mcg per dose, 60 doses, 1.2 mL prefilled pen, NDC 66780-210-07
10 mcg per dose, 60 doses, 2.4 mL prefilled pen, NDC 66780-212-01

16.2 Storage and Handling
e Prior to first use, BYETTA must be stored refrigerated at 36°F to 46°F (2°C to 8°C).
o After first use, BYETTA can be kept at a temperature not to exceed 77°F (25°C).
* Do not freeze. Do not use BYETTA if it has been frozen.
© BYETTA should be protected from light.
 The pen should be discarded 30 days after first use, even if some drug remains in the pen.
o Use a puncture-resistant container to discard the needles. Do not reuse or share needles.
© BYETTA should not be used past the expiration date.
* BYETTA pens are not to be shared with other patients.

17  PATIENT COUNSELING INFORMATION

Patients should be advised that BYETTA pens are never to be shared with another patient.

Patients should be informed of the potential risks and benefits of BYETTA and of alternative modes of
therapy. Patients should also be fully informed about self-management practices, including the importance
of proper storage of BYETTA, injection technique, timing of dosage of BYETTA and concomitant oral
drugs, adherence to meal planning, regular physical activity, periodic blood glucose monitoring and HbA,,
testing, recognition and management of hypoglycemia and hyperglycemia, and assessment for diabetes
complications.

17.1 Risk of Pancreatitis

Patients should be informed that persistent severe abdominal pain that may radiate to the back
and which may or may not be accompanied by vomiting, is the hallmark symptom of acute pancreatitis.
Patients should be instructed to promptly discontinue BYETTA and contact their physician if persistent
severe abdominal pain occurs [see Warnings and Precautions (5.1)].

17.2 Risk of Hypoglycemia

The risk of hypoglycemia is increased when BYETTA is used in combination with a sulfonylurea.
Therefore, patients receiving BYETTA and a sulfonylurea may require a lower dose of the sulfonylurea
to reduce the risk of hypoglycemia. Patients should be informed that it is also possible that the use of
BYETTA with other glucose-independent insulin secretagogues (e.g., meglitinides) could increase the risk
of hypoglycemia.

When BYETTA is used in combination with insulin, evaluate the dose of insulin. Consider reducing
the dose of insulin in patients at increased risk of hypoglycemia [see Adverse Reactions (6.1)]. Patients
treated with BYETTA should be informed that the concurrent use of BYETTA with prandial insulin has not
been studied and cannot be recommended.

The symptoms, treatment, and conditions that predispose to development of hypoglycemia should
be explained to the patient. The patient’s usual instructions for hypoglycemia management should be
reviewed and reinforced when initiating BYETTA therapy, particularly when concomitantly administered
with a sulfonylurea or insulin [see Warnings and Precautions (5.2)].

17.3 Risk of Renal Impairment

Patients treated with BYETTA should be informed of the potential risk for worsening renal function
and informed about associated signs and symptoms of renal dysfunction, as well as the possibility of
dialysis as a medical intervention if renal failure occurs [See Warnings and Precautions (5.3)].

17.4 Risk of Hypersensitivity Reactions

Patients should be informed that serious hypersensitivity reactions have been reported during
postmarketing use of BYETTA. If symptoms of hypersensitivity reactions occur, patients must stop taking
BYETTA and seek medical advice promptly [see Warnings and Precautions (5.6)].

17.5 Use in Pregnancy
Patients should be advised to inform their physicians if they are pregnant or intend to become
pregnant.

17.6 Instructions

Each dose of BYETTA should be administered as a SC injection in the thigh, abdomen, or upper arm
at any time within the 60-minute period before the morning and evening meals (or before the two main
meals of the day, approximately 6 hours or more apart). BYETTA should not be administered after a meal.
If a dose is missed, the treatment regimen should be resumed as prescribed with the next scheduled dose.
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Patients should be advised that treatment with BYETTA may result in a reduction in appetite, food
intake, and/or body weight, and that there is no need to modify the dosing regimen due to such effects.
Treatment with BYETTA may also result in nausea, particularly upon initiation of therapy [see Adverse
Reactions (6)].

The patient should read the Medication Guide and the Pen User Manual before starting BYETTA
therapy and review them each time the prescription is refilled. The patient should be instructed on proper
use and storage of the pen, emphasizing how and when to set up a new pen and noting that only one setup
step is necessary at initial use. The patient should be advised not to share the pen and needles.

Patients should be informed that pen needles are not included with the pen and must be purchased
separately. Patients should be advised which needle length and gauge should be used.

Manufactured for Amylin Pharmaceuticals, Inc., San Diego, CA 92121
1-800-868-1190
http://www.BYETTA.com

This product and its use are covered by US Patent Nos. 5,424,286, 6,858,576, 6,872,700, 6,902,744,
6,956,026, 7,297,761, 7,521,423, 7,741,269, and other patents pending.

Literature Revised December 2011
BYETTA is a registered trademark of Amylin Pharmaceuticals, Inc.
© 2005, 2011 Amylin Pharmaceuticals, Inc. All rights reserved.
822017-AA
02-09-9275-D
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Medication Guide
BYETTA® (bye-A-tuh)
(exenatide) Injection

Read this Medication Guide and the Pen User Manual that come with BYETTA before
you start using it and each time you get a refill. There may be new information. This
Medication Guide does not take the place of talking with your healthcare provider
about your medical condition or your treatment. If you have questions about BYETTA
after reading this information, ask your healthcare provider or pharmacist.

What is the most important information | should know about BYETTA?
Serious side effects can happen in people who take BYETTA, including inflammation
of the pancreas (pancreatitis) which may be severe and lead to death.

Before taking BYETTA, tell your healthcare provider if you have had:
e pancreatitis.
e stones in your gallbladder (gallstones).
e a history of alcoholism.
© high blood triglyceride levels.

These medical conditions can make you more likely to get pancreatitis in general.
It is not known if having these conditions will lead to a higher chance of getting
pancreatitis while taking BYETTA.

While taking BYETTA:

Call your healthcare provider right away if you have pain in your stomach area
(abdomen) that is severe, and will not go away. The pain may happen with or without
vomiting. The pain may be felt going from your abdomen through to your back. These
may be symptoms of pancreatitis.

What is BYETTA?

e BYETTA is an injectable prescription medicine that may improve blood sugar
(glucose) control in adults with type 2 diabetes mellitus, when used with a diet
and exercise program.

e BYETTA is not insulin.

© You should not take BYETTA instead of insulin.

e The use of BYETTA with short acting insulin is not recommended.

e The use of BYETTA with rapid acting insulin is not recommended.

e BYETTA is not for people with type 1 diabetes or people with diabetic
ketoacidosis.

e |t is not known if BYETTA is safe and effective in children.

e BYETTA has not been studied in people who have pancreatitis.

e BYETTA should not be used in people who have severe kidney problems.

Who should not use BYETTA?
Do not use BYETTA if:
e you have had an allergic reaction to exenatide or any of the other ingredients in
BYETTA. See the end of this Medication Guide for a complete list of ingredients
in BYETTA.

Symptoms of a severe allergic reaction with BYETTA may include:
e swelling of your face, lips, tongue, or throat
e problems breathing or swallowing
e severe rash or itching
e fainting or feeling dizzy
e very rapid heartbeat

What should | tell my healthcare provider before using BYETTA?
Before taking BYETTA, tell your healthcare provider if you:
e have or have had pancreatitis, stones in your gallbladder (gallstones), a history
of alcoholism, or high blood triglyceride levels.
e have severe problems with your stomach, such as delayed emptying of your
stomach (gastroparesis) or problems with digesting food.
e have or have had kidney problems, or have had a kidney transplant.
e have any other medical conditions.
e are pregnant or plan to become pregnant. It is not known if BYETTA will harm
your unborn baby.
Pregnancy Registry: Amylin Pharmaceuticals, Inc. has a registry for
women who take BYETTA during pregnancy. The purpose of this registry

BYETTA® (exenatide) Injection 823015-AA

is to collect information about the health of you and your baby. If you take
BYETTA at any time during pregnancy you may enroll in this registry by calling
(800) 633-9081.

e are breastfeeding or plan to breast-feed. It is not known if BYETTA passes into
your breast milk. You and your healthcare provider should decide if you will
take BYETTA or breast-feed. You should not do both without talking with your
healthcare provider first.

Tell your healthcare provider about all the medicines you take including prescription
and nonprescription medicines, vitamins, and herbal supplements. BYETTA slows
stomach emptying and can affect medicines that need to pass through the stomach
quickly. BYETTA may affect the way some medicines work and some other medicines
may affect the way BYETTA works.

Especially tell your healthcare provider if you take:

e (ther anti-diabetes medicines, especially sulfonylurea medicines or insulin.

e birth control pills that are taken by mouth (oral contraceptives). BYETTA may
lower the amount of the medicine in your blood from your birth control pills
and they may not work as well to prevent pregnancy. Take your birth control
pills at least one hour before your injection of BYETTA. If you must take your
birth control pills with food, take it with a meal or snack where you do not also
take BYETTA.

e an antibiotic. Take antibiotic medicines at least one hour before taking BYETTA.
If you must take your antibiotic with food, take it with a meal or snack where
you do not also take BYETTA.

e warfarin sodium (Coumadin®, Jantoven®).

e a blood pressure medicine.

e a water pill (diuretic).

e a pain medicine.

e |ovastatin (Altoprev®, Mevacor®, Advicor®).

Ask your healthcare provider if you are not sure if your medicine is listed above.
Know the medicines you take. Keep a list of them with you to show your healthcare
provider and pharmacist each time you get a new medicine.

How should | use BYETTA?
See the Pen User Manual that comes with BYETTA for instructions for using the
BYETTA Pen and injecting BYETTA.

e Your healthcare provider may prescribe BYETTA alone or with certain other
medicines to help control your blood sugar.

e BYETTA comes in a prefilled pen.

e Use BYETTA exactly as prescribed by your healthcare provider. Do not change
your dose unless your healthcare provider has told you to change your dose.

e Your healthcare provider must teach you how to inject BYETTA before you use
it for the first time. If you have questions or do not understand the instructions,
talk to your healthcare provider or pharmacist.

e Pen needles are not included. You may need a prescription to purchase pen
needles from your pharmacist. Ask your healthcare provider which needle
length and gauge is best for you.

e |nject your dose of BYETTA under the skin (subcutaneous injection) of your
upper leg (thigh), stomach area (abdomen), or upper arm as instructed by your
healthcare provider. Do not inject into a vein or muscle.

¢ Do not mix BYETTA and insulin in the same syringe or vial even if you take
them at the same time.

e BYETTA is injected two times each day, at any time within the 60 minutes
(1 hour) before your morning and evening meals (or before the two main
meals of the day, approximately 6 hours or more apart). Do not take BYETTA
after your meal.

e |f you miss a dose of BYETTA, skip that dose and take your next dose at the
next prescribed time. Do not take an extra dose or increase the amount of your
next dose to make up for a missed dose.

e |f you use too much BYETTA, call your healthcare provider or poison control
center right away. Too much BYETTA can cause your blood sugar to drop
quickly and you may have symptoms of low blood sugar. You may need
medical treatment right away. Too much BYETTA can also cause severe
nausea and vomiting.
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e Follow your healthcare provider’s instructions for diet, exercise, and how
often to test your blood sugar. If you see your blood sugar increasing during
treatment with BYETTA, talk to your healthcare provider because you may need
to adjust your current treatment plan for your diabetes.

e Talk to your healthcare provider about how to manage high blood sugar
(hyperglycemia) and low blood sugar (hypoglycemia), and how to recognize
problems that can happen with your diabetes.

e Never share your BYETTA pen with another person. You may give an infection to
them, or get an infection from them, and BYETTA may harm them.

What are the possible side effects of BYETTA?
BYETTA can cause serious side effects.
See “What is the most important information | should know about BYETTA?”
It is not known whether BYETTA, or other anti-diabetes medications, increase your
risk of a heart attack or stroke.

e Low blood sugar (hypoglycemia). Your risk for getting low blood sugar is
higher if you take BYETTA with another medicine that can cause low blood
sugar, such as a sulfonylurea or insulin. The dose of your sulfonylurea or
insulin medicine may need to be lowered while you use BYETTA. Signs and
symptoms of low blood sugar may include:

e headache

e drowsiness

e weakness

e (izziness

e confusion

e jrritability

e hunger

e fast heart beat

e sweating

e feeling jittery

Talk with your healthcare provider about how to treat low blood sugar.

e Kidney problems. BYETTA may cause new or worse problems with kidney
function, including kidney failure. Dialysis or kidney transplant may be needed.

e While taking BYETTA:
Call your healthcare provider right away if you have nausea, vomiting, or
diarrhea that will not go away, or if you cannot take liquids by mouth. You may
be at increased risk for kidney problems.

e Severe allergic reactions. Severe allergic reactions can happen with BYETTA.
Stop taking BYETTA, and get medical help right away if you have any symptom
of a severe allergic reaction. See “Who should not take BYETTA?”

The most common side effects with BYETTA include:
e nausea. Nausea most commonly happens when first starting BYETTA, but may
become less over time.
e yomiting.
e (iarrhea.
e feeling jittery.
e dizziness.
e headache.
e acid stomach.
e constipation.
e weakness.

Talk to your healthcare provider about any side effect that bothers you or that does
not go away.

These are not all the side effects with BYETTA.

Call your doctor for medical advice about side effects. You may report side effects
to FDA at 1-800-FDA-1088.

How should I store BYETTA?
e Store your new, unused BYETTA Pen in the original carton in a refrigerator at
36°F to 46°F (2°C to 8°C).
o After first use, keep your BYETTA Pen at a temperature cooler than 77°F (25°C).
e Do not freeze your BYETTA Pen. Do not use BYETTA if it has been frozen.
e Protect BYETTA from light.
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e Use a BYETTA Pen for only 30 days. Throw away a used BYETTA Pen after
30 days, even if there is some medicine left in the pen.

e Do not use BYETTA after the expiration date printed on the label.

e Do not store the BYETTA Pen with the needle attached. If the needle is left
on, medicine may leak from the BYETTA Pen or air bubbles may form in the
cartridge.

e See the BYETTA Pen User Manual for instructions about the right way to throw
away your BYETTA Pen.

e Keep your BYETTA Pen, pen needles, and all medicines out of the reach
of children.

General information about BYETTA

Medicines are sometimes prescribed for purposes other than those listed in a
Medication Guide. Do not use BYETTA for a condition for which it was not prescribed.
Do not give BYETTA to other people, even if they have the same symptoms you have.
[t may harm them.

This Medication Guide includes the most important information you should know
about using BYETTA. If you would like more information, talk with your healthcare
provider. You can ask your healthcare provider or pharmacist for information about
BYETTA that is written for health professionals.

For more information about BYETTA, go to http://www.BYETTA.com or call BYETTA
Customer Service at 1-800-868-1190.

What are the ingredients in BYETTA?

Active Ingredient: exenatide

Inactive Ingredients: metacresol, mannitol, glacial acetic acid, and sodium
acetate trihydrate in water for injection.

This Medication Guide has been approved by the U.S. Food and Drug Administration.
Revised December 2011
Manufactured for Amylin Pharmaceuticals, Inc., San Diego, CA 92121

BYETTA is a registered trademark of Amylin Pharmaceuticals, Inc.
All other marks are the marks of their respective owners.
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