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Opana
(oxymorphone hydrochloride)

THERAPEUTIC CLASS
Opioid analgesic

DEA CLASS
CII

ADULT DOSAGE & INDICATIONS
Moderate to Severe Pain
Acute: 
Opioid-Naive: 
Initial: 10-20mg q4-6h depending on pain intensity; doses >20mg is not recommended
Titrate: Adjust dose to adequate pain relief (generally mild or no pain)

Maint:
Continually reevaluate; if level of pain increases, identify source of pain while adjusting the dose

Conversions
From Parenteral Oxymorphone:
Give 10X the total daily parenteral oxymorphone dose in 4-6 equally divided doses

From Other Oral Opioids:
Initial: 1/2 the calculated total daily dose in 4-6 equally divided doses, given q4-6h
Titrate: Gradually adjust until adequate pain relief and acceptable side effects achieved

DOSING CONSIDERATIONS
Concomitant Medications 
CNS Depressants (Sedatives/Hypnotics, General Anesthetics, Phenothiazines, Tranquilizers, and
Alcohol):
Initial: 1/3 to 1/2 of the usual dose
MAOIs: Not recommended

Renal Impairment
<50mL/min:
Initial: 5mg; use caution
Titrate: Slowly adjust dose while monitoring side effects

Hepatic Impairment
Mild: 
Initial: 5mg; use caution
Titrate: Slowly adjust to an acceptable level of analgesia based on response to initial dose

Elderly
Initial: Start at low end of dosing range (eg, 5mg)

Discontinuation
Taper doses gradually to prevent signs/symptoms of withdrawal

ADMINISTRATION
Oral route

HOW SUPPLIED
Tab: 5mg, 10mg
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CONTRAINDICATIONS
Known hypersensitivity to oxymorphone, morphine analogues (eg, codeine), or to any other ingredients in the
product; respiratory depression (except in monitored settings with resuscitative equipment); acute/severe
bronchial asthma or hypercarbia; paralytic ileus; moderate/severe hepatic impairment.

WARNINGS/PRECAUTIONS
Respiratory depression may occur; extreme caution in elderly or debilitated, or with conditions accompanied by
hypoxia, hypercapnia, or decreased respiratory reserve (eg, asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, CNS depression, coma).
May be abused in a manner similar to other opioid agonists. Respiratory depressant effects and potential to
elevate CSF pressure may be markedly exaggerated in the presence of head injury, intracranial lesions, or
preexisting increased intracranial pressure (ICP). May produce effects on papillary response and consciousness,
which may obscure neurologic signs of further increases in ICP in patients with head injuries; extreme caution
with increased ICP or impaired consciousness. May cause severe hypotension; caution with circulatory shock.
Caution with adrenocortical insufficiency (eg, Addison's disease), prostatic hypertrophy or urethral stricture,
severe pulmonary impairment, moderate/severe renal dysfunction, mild hepatic impairment, and toxic psychosis.
May induce or aggravate convulsions/seizures. May diminish propulsive peristaltic waves in the GI tract; monitor
for decreased bowel motility in postoperative patients. May obscure diagnosis or clinical course in patients with
acute abdominal conditions. May cause spasm of the sphincter of Oddi; caution with biliary tract disease,
including acute pancreatitis. May impair physical/mental abilities. Not recommended for use during and
immediately prior to labor. Physical dependence and tolerance may occur. Avoid abrupt discontinuation.

ADVERSE REACTIONS
Constipation, N/V, pyrexia, somnolence, headache, dizziness, pruritus, confusion.

DRUG INTERACTIONS
Additive CNS depression with other CNS depressants (eg, sedatives, hypnotics, tranquilizers, general
anesthetics, phenothiazines, other opioids, alcohol). Avoid with ethanol. Caution with MAOI; not recommended
within 14 days of MAOI use. Anticholinergics may increase risk of urinary retention and/or severe constipation,
which may lead to paralytic ileus. CNS side effects (eg, confusion, disorientation, respiratory depression, apnea,
seizures) reported with cimetidine. Mixed agonist/antagonist analgesics (pentazocine, nalbuphine, butorphanol,
buprenorphine) may reduce analgesic effect and/or precipitate withdrawal symptoms; use with caution. May
cause severe hypotension with phenothiazines or other agents that compromise vasomotor tone.

PREGNANCY AND LACTATION
Category C, caution in nursing.

MECHANISM OF ACTION
Opioid analgesic; pure opioid agonist. Has not been established. Specific CNS opiate receptors and
endogenous compounds with morphine-like activity have been identified throughout the brain and spinal cord
and are likely to play a role in the expression and perception of analgesic effects.

PHARMACOKINETICS
Absorption: Absolute bioavailability (10%). Administration of variable doses resulted in different
pharmacokinetic parameters. Distribution: Plasma protein binding (10-12%); crosses placenta. Metabolism:
Liver (extensive) by reduction or conjugation with glucuronic acid; oxymorphone-3-glucuronide, 6-OH-
oxymorphone (major metabolites). Elimination: Urine (<1% unchanged, 33-38% oxymorphone-3-glucuronide,
0.25-0.62% 6-OH-oxymorphone).

ASSESSMENT
Assess for level of pain intensity, type of pain, degree of opioid tolerance, patient's general condition and
medical status, history of or risk factors for abuse and addiction, renal/hepatic impairment, pregnancy/nursing
status, any other conditions where treatment is contraindicated or cautioned, and possible drug interactions.

MONITORING
Monitor for signs/symptoms of respiratory depression, hypotension, convulsions/seizures, decreased bowel
motility in postoperative patients, spasm of sphincter of Oddi, physical dependence, tolerance, abuse/addiction,
and other adverse reactions.

PATIENT COUNSELING
Instruct to take drug ud. Inform that drug has potential for abuse and should be protected from theft. Instruct to
dispose of any unused tabs by flushing down the toilet. Advise to contact physician if experiencing adverse
events or inadequate pain control during therapy. Instruct not to adjust dose without consulting physician. Inform
that drug may impair mental/physical abilities. Advise to avoid alcohol or other CNS depressants. Advise of the
potential for severe constipation. Advise to consult physician if pregnant or planning to become pregnant. Inform
that if taking medication for more than a few weeks, to avoid abrupt withdrawal; dosing will need to be tapered.

STORAGE
25°C (77°F); excursions permitted to 15-30°C (59-86°F).
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