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What Safety Information Should | Know
About SUBOXONE? (cont)

Breast-feeding

Buprenorphine will pass through a mother’s milk and may harm the baby;
so SUBOXONE is not recommended if you are breast-feeding. Your doctor should
know if you are breast-feeding before you start treatment for opioid dependence.

Driving and Operating Machinery

SUBOXONE can cause drowsiness and slow reaction times. This may occur more
often in the first few weeks of treatment, when your dose is being changed, but
can also occur if you drink alcohol or take other sedative drugs when you are
on SUBOXONE. Caution should be exercised when driving cars or operating
machinery.

Commonly Reported Side Effects

Side effects of SUBOXONE are similar to those of other opioids. The most commonly
reported adverse events with SUBOXONE include: headache (36%, placebo 22%),
withdrawal syndrome (25%, placebo 37%), pain (22%, placebo 19%), insomnia
(14%, placebo 16%), nausea (15%, placebo 11%), and constipation (12%, placebo
3%). You may already be experiencing some of these side effects because of your
current use of opioids. If so, let your doctor know. Your doctor can effectively treat
many of these symptoms.

SUBOXONE can cause blood pressure to drop. This can cause you to feel dizzy
if you get up too fast from sitting or lying down.

Your doctor will determine if you need to stop taking SUBOXONE due to side effects.

SUBOXONE Use in Children

SUBOXONE can be used in people ages 16 and older. It hasn’t been approved
for use in children younger than 16.

Accidental overdose in children is dangerous and can result in death.

Appropriate Use of SUBOXONE

Do not use SUBOXONE or Subutex® @ (buprenorphine HCI sublingual tablets)

for conditions for which they were not prescribed. Patients with a clinical need for
analgesia should not be transferred to SUBOXONE. SUBOXONE is not indicated
for pain management.

Do not give your medication to other people, even if they have the same symptoms
that you have. Sharing is illegal and may cause severe medical problems.

Always store buprenorphine-containing medications safely and out of the reach
and sight of children. Destroy any unused medication appropriately.

How Can | Increase My Chance of Success
With SUBOXONE?

It is important that you communicate openly and honestly with your entire
healthcare team (your doctor, nurse, and counselor) to optimize the success

of your treatment for opioid dependence. They have been trained to understand
opioid dependence and how best to treat this medical condition.

Tools for Success
Patient Diary

To help chart your day-to-day progress, a Patient Diary has been provided on
pages 28 and 29 of this brochure. Use this to note how you feel during your
SUBOXONE treatment or any changes you are noticing over time.

Patient Emergency ID Card

Keep this card in your wallet so that, in case of an emergency, medical personnel
are aware that you are on SUBOXONE and can care for you appropriately.

SUBOXONE is available in 2 dosage strengths: 2 mg buprenorphine with
0.5 mg naloxone, and 8 mg buprenorphine with 2 mg naloxone.

These pages contain a summary of safety information. To find out more, please read the full
Prescribing Information attached or ask your doctor or pharmacist.
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Glossary

Agonist: A drug or medication that can interact with receptors to stimulate
drug actions or effects.

full opioid agonist: A drug or medication that stimulates activity at opioid

receptors in the brain that are normally stimulated by naturally occurring opioids.

Examples of full opioid agonists include morphine, methadone, oxycodone,
hydrocodone, heroin, codeine, meperidine, propoxyphene, and fentanyl.
partial opioid agonist: A drug or medication that can both activate and
block opioid receptors, depending on the clinical situation. Under appropriate
conditions, partial agonists can produce effects similar to either agonists

or antagonists. Buprenorphine is a partial opioid agonist.

Antagonist: A drug or medication that prevents molecules of other drugs/
medications from binding to a receptor (eg, an opioid receptor). Antagonists can
also displace other opioids, precipitate withdrawal, or block the effects of other
opioids. Examples of antagonists include naltrexone and naloxone.

Craving: The intense desire for something (also called “psychological dependence”).

Dependence (physical or psychological): As a general term, the state of
needing or depending on something or someone for support or to function or
survive. As applied to alcohol and other drugs, the term implies a need for repeated
doses of the drug to feel good or to avoid feeling bad. In the DSM-1V, dependence
is defined as “a cluster of cognitive, behavioral and physiologic symptoms that
indicate a person has impaired control of psychoactive substance use and
continues use of the substance despite adverse consequences.”

Being compelled to keep using a drug — even when you realize that you have a
physical or psychological problem that is probably caused or made worse by the drug.

Dopamine: A naturally occurring chemical that helps cause feelings of pleasure

in the brain. Opioid agonists stimulate dopamine activity.
Euphoria: A feeling of pleasure or of being “high.”

Induction: The first phase of treatment, when SUBOXONE is given to ease
a person’s withdrawal symptoms. Induction usually lasts 1 to 5 days.

Maintenance: The phase of treatment when the person is taking a stable dose
and working with a physician or counselor to address other issues affecting his/her
dependence and ability to rebuild his/her life.

Opioid Dependence: A chronic brain disease that involves a physical,
psychological, and behavioral need for an opioid drug. This need is unrelated to
medical necessity for pain relief.

Opioid Receptors: Specific places in the brain where molecules of opioid drugs
or medications attach and start to exert their effect.

Overdose: When a chemical substance is taken in quantities or concentrations
that are large enough to overwhelm the body, causing life-threatening illness
or death.

Precipitated Withdrawal: Withdrawal symptoms that result when one drug
displaces another drug from the receptor, and the drug has no or less effect than
the drug it displaced. When SUBOXONE is given before you are in mild-to-
moderate withdrawal from the opioid you have already taken, it can cause
withdrawal to occur more rapidly and intensely.

Tolerance: A decrease in response to a drug dose that occurs with continued use.
An increase in the dose of the drug is required to achieve the effects originally
produced by lower doses.

Triggers: Activities, sounds, places, people, images, events, or other things that
may cause a dependent person to want to have the pleasurable feeling of the
misused drug or medication again. Triggers can bring on cravings.

Withdrawal: The uncomfortable symptoms (such as pain, cramps, vomiting,
diarrhea, anxiety, sleep problems, cravings) that develop when a person stops taking
a drug or medication on which he or she has become dependent.
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Patient Diary

Date Time Dose Changes I've Noticed Date Time Dose Changes I've Noticed
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Resources

Websites that can provide more information about opioid
dependence and SUBOXONE treatment:

e suboxone.com

* OpioidDependence.com

e buprenorphine.samhsa.gov
(the Substance Abuse and Mental Health Services Administration
buprenorphine website)

In addition, the SUBOXONE Help Line is available from 8 aw to 8 em EST,
Monday through Friday, at 1-877-SUBOXONE (1-877-782-6966).






