KADIAN® Cll
(morphine sulfate extended-release) Capsules

R only

WARNING:

KADIAN® contains morphine sulfate, an opioid agonist and a Schedule 11 controlled
substance, with an abuse liability similar to other opioid analgesics. KADIAN® can be
abused in a manner similar to other opioid agonists, legal or illicit. This should be
considered when prescribing or dispensing KADIAN® in situations where the physician
or pharmacist is concerned about an increased risk of misuse, abuse or diversion.

KADIAN® capsules are an extended-release oral formulation of morphine sulfate
indicated for the management of moderate to severe pain when a continuous, around-
the-clock opioid analgesic is needed for an extended period of time.

KADIAN® Capsules are NOT for use as a prn analgesic.

KADIAN® 100 mg and 200 mg Capsules ARE FOR USE IN OPIOID-TOLERANT
PATIENTS ONLY. Ingestion of these capsules or of the pellets within the capsules may
cause fatal respiratory depression when administered to patients not already tolerant to
high doses of opioids.

KADIAN® CAPSULES ARE TO BE SWALLOWED WHOLE OR THE CONTENTS
OF THE CAPSULES SPRINKLED ON APPLE SAUCE. THE PELLETS IN THE
CAPSULES ARE NOT TO BE CHEWED, CRUSHED, OR DISSOLVED DUE TO
THE RISK OF RAPID RELEASE AND ABSORPTION OF APOTENTIALLY
FATAL DOSE OF MORPHINE.

Patient Information

Do not stop taking KADIAN® or any other opioid without talking to your healthcare professional. KADIAN® can
cause physical dependence. This means you could become sick with uncomfortable withdrawal symptoms
because your body has become used to these medicines. Physical dependence is not the same as drug
addiction. Your doctor can tell you more about the differences between physical dependence and drug addiction.

+ KADIAN® capsules are an extended-release capsule taken by mouth of morphine sulfate that is used to
mana efrtno erate to severe pain that continues around-the-clock and is expected to last for an extended
period of time.

+ KADIAN® is NOT for use to treat pain that occurs once in a while (“as needed”).

+ KADIAN® is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for
patients who have not taken drugs called opioids before.

+ KADIAN® s not indicated for pain in the post-operative period if the pain is mild or not expected to persist for
an extended period of time.

Please remember to consider the above information about the appropriate use of KADIAN®, including its
limitations on use, and discuss these issues with your doctor.

+ KADIAN®, which is a federally controlled substance (Cll), can be abused by people who abuse prescription
medicines or street drugs. To prevent theft, misuse, or abuse of KADIAN®, keep it in a safe place. Do not
give KADIAN® to anyone else. It may harm them or even cause death. After you stop taking KADIAN®, flush
any unused capsules down the toilet.

+ Do not crush, dissolve, or chew KADIAN® capsules or the capsule contents before swallowing. Abuse of
KADIAN® by crushing, chewing, snorting or mg'ectlng the dissolved product will result in the uncontrolled
delivery of morphine and pose a significant risk fo the abuser that could result in overdose or death.

+ KADIAN® is NOT for use to treat pain that occurs once in a while (“as needed”).




* KADIAN® 100 mg and 200 mg capsules are for use only in opioid tolerant patients. “Opioid tolerant” means
that you regularly use another opioid medicine for constant pain and that your body is used to it. Ingesting
KADIAN® 100 mg and 200 mg capsules when you are not opioid tolerant may cause serious
breathing problems and death.

Do Not Take KADIAN® [f:

* You have a known hypersensitivity (allergy) to morphine, morphine salts, or any of the ingredients in
KADIAN® (See the accompanying Prescribing Information for a complete list of ingredients in KADIAN®).

* You are having an asthma attack or have severe asthma, trouble breathing, or lung problems.
* You have a bowel blockage called paralytic ileus.

* Do not take KADIAN® with alcohol, other opioids, or illicit drugs because dangerous additive effects may
occur resulting in serious injury or death. In addition, alcohol can cause very high levels of morphine in your
blood and you can die due to an overdose of morphine.

Possible Side Effects of KADIAN®

« KADIAN® can cause serious breathing problems that may be life-threatening, especially if KADIAN® is used
in the wrong way. Call your healthcare professional or get medical help right away if your breathing slows
down, you have shallow breathing, you feel faint, dizzy, confused, or have any unusual symptoms. These
can be symptoms that you have taken too much KADIAN® or that the dose is too high for you. These
symptoms may lead to serious problems or death if not treated right away.

* There is a chance of abuse or addiction with KADIAN®,

» Serious allergic reactions, while extremely rare, have been reported with use of KADIAN®. Get medical hel
right away if you experience any symptoms of a severe allergic reactions, such as: feeling dizzy or faint,
trouble breathing, chest pain, or swelling of the face, throat, or tongue.

+ Do not drive or operate machinery or perform other potentially hazardous activities until you know how you
react to this medicine or a change in the dose.

Please Remember

. TheS((a1 arte not all the risks and side effects associated with KADIAN®. For more information, please contact
your doctor.

. %ggyour doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-



