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OXYCONTIN® CII

(OXYCODONE HCl CONTROLLED-RELEASE) TABLETS

PACKAGE INSERT

10 mg   20 mg   40 mg  80 mg*  160 mg*
*80 mg and 160 mg for use in opioid-tolerant patients only

WARNING:

OxyContin® is an opioid agonist and a Schedule II controlled substance with
an abuse liability similar to morphine. 

Oxycodone can be abused in a manner similar to other opioid agonists, legal or
illicit.  This should be considered when prescribing or dispensing OxyContin� in
situations where the physician or pharmacist is concerned about an increased risk
of misuse, abuse, or diversion.

OxyContin® tablets are a controlled-release oral formulation of oxycodone
hydrochloride indicated for the management of moderate to severe pain when
a continuous, around-the-clock analgesic is needed for an extended period of
time.

OxyContin® tablets are NOT intended for use as a prn analgesic.

OxyContin® 80 mg and 160 mg Tablets ARE FOR USE IN OPIOID TOLERANT
PATIENTS ONLY.  These tablet strengths may cause fatal respiratory depression
when administered to patients not previously exposed to opioids.

OxyContin® (oxycodone hydrochloride controlled-release) TABLETS ARE TO
BE SWALLOWED WHOLE AND ARE NOT TO BE BROKEN, CHEWED, OR
CRUSHED.  TAKING BROKEN, CHEWED, OR CRUSHED OxyContin® TABLETS
LEADS TO RAPID RELEASE AND ABSORPTION OF A POTENTIALLY FATAL
DOSE OF OXYCODONE.
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Pharmacodynamics
A single-dose, double-blind, placebo- and dose-controlled study was conducted
using OxyContin® (10, 20, and 30 mg) in an analgesic pain model involving 182
patients with moderate to severe pain.  Twenty and 30 mg of OxyContin® were
superior in reducing pain compared with placebo, and this difference was statistically
significant.  The onset of analgesic action with OxyContin® occurred within 1 hour in
most patients following oral administration.

CLINICAL TRIALS

A double-blind placebo-controlled, fixed-dose, parallel group, two-week study was
conducted in 133 patients with chronic, moderate to severe pain, who were judged
as having inadequate pain control with their current therapy.  In this study, 20 mg
OxyContin® q12h but not 10 mg OxyContin® q12h decreased pain compared with
placebo, and this difference was statistically significant.

INDICATIONS AND USAGE

OxyContin® tablets are a controlled-release oral formulation of oxycodone
hydrochloride indicated for the management of moderate to severe pain when a
continuous, around-the-clock analgesic is needed for an extended period of time.

OxyContin® is NOT intended for use as a prn analgesic.

Physicians should individualize treatment in every case, initiating therapy at the
appropriate point along a progression from non-opioid analgesics, such as non-
steroidal anti-inflammatory drugs and acetaminophen to opioids in a plan of pain
management such as outlined by the World Health Organization, the Agency for
Health Research and Quality (formerly known as the Agency for Health Care Policy
and Research), the Federation of State Medical Boards Model Guidelines, or the
American Pain Society.

OxyContin® is not indicated for pain in the immediate post-operative period (the first
12-24 hours following surgery), or if the pain is mild, or not expected to persist for an
extended period of time. OxyContin� is only indicated for post-operative use if the
patient is already receiving the drug prior to surgery or if the postoperative pain is
expected to be moderate to severe and persist for an extended period of time. 
Physicians should individualize treatment, moving from parenteral to oral analgesics
as appropriate.  (See American Pain Society guidelines.)

CONTRAINDICATIONS

OxyContin® is contraindicated in patients with known hypersensitivity to oxycodone,
or in any situation where opioids are contraindicated.  This includes patients with
significant respiratory depression (in unmonitored settings or the absence of
resuscitative equipment), and patients with acute or severe bronchial asthma or
hypercarbia.  OxyContin® is contraindicated in any patient who has or is suspected
of having paralytic ileus.

WARNINGS

OxyContin� (oxycodone hydrochloride controlled-release) TABLETS ARE TO
BE SWALLOWED WHOLE, AND ARE NOT TO BE BROKEN, CHEWED OR
CRUSHED.  TAKING BROKEN, CHEWED OR CRUSHED OxyContin® TABLETS
COULD LEAD TO THE RAPID RELEASE AND ABSORPTION OF A
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