Drug Use Criteria for DuoNeb™

February 2004
Name: 

Ipratropium bromide 0.5 mg / Albuterol sulfate 3 mg inhalation solution

Synonym: 
DuoNeb™
Uses:

· Appropriate uses:

1. DuoNeb is indicated for the treatment of bronchospasm associated with chronic obstructive pulmonary disease (COPD) in patients requiring more than one bronchodilator.

2. DuoNeb is only appropriate in patients who are unable to use metered dose inhalers (MDIs) and who require the use of more than one bronchodilator.

3. DuoNeb may be used as a regularly scheduled medication for COPD maintenance or to regain control during COPD exacerbations.

4. Use in inpatients except as excluded below

· Inappropriate uses:

1. Patients with respiratory diseases other than COPD (e.g., pure asthma)

2. Any patient who is capable (at the time of treatment) of using a MDI, including inpatients (e.g., patients on ventilators)

3. Use in patients adequately controlled on one bronchodilator

4. Use in patients hypersensitive to Ipratropium, Albuterol, any other component of the formulation, or atropine or its derivatives

5. Use in the outpatient setting, except for patients who cannot be managed with Combivent (Ipratropium/Albuterol MDI) or concomitant use of Ipratropium inhalation solution and Albuterol inhalation solution (i.e., there is documentation of poor compliance, cognitive difficulties, or intolerance to mixed Ipratropium and Albuterol inhalation solution)

· Clarification concerning outpatient therapy:

· Combivent will be considered first-line

· Concomitant Ipratropium inhalation solution and Albuterol inhalation solution will be considered second-line

· DuoNeb will be considered third-line

6. PRN use (for PRN use, consider additional albuterol)

Formulary Restrictions:

· Formulary agent

· Restricted to use criteria

· Restricted to inpatient use

· Non-formulary drug request (NDR) approval required for outpatient use
Drug Therapy Selection:

· Efficacy:

1. In patients with COPD, DuoNeb, a nebulized bronchodilator containing Albuterol and Ipratropium, has been shown to provide better bronchodilation than either solution for inhalation alone without increasing side effects.

· Safety:

1. The most common adverse reaction seen with DuoNeb was lung disease.

2. Adverse effect incidences with DuoNeb and each component alone were similar.

Adverse Effects:
· Adverse reaction information concerning DuoNeb was derived from the 12-week controlled clinical trial. 

· 50% of the patients treated with DuoNeb experienced an adverse reaction.  The only adverse effect that affected more than 5% of the patients was lung disease (6.4%). 

· The adverse events that were reported in more than 1% of the population were lung disease (6.4%), pharyngitis (4.4%), chest pain (2.6%), diarrhea (1.8%), bronchitis (1.7%), urinary tract infections (1.6%), nausea (1.4%), leg cramps (1.4%), dyspepsia (1.3%), pneumonia (1.3%), constipation (incidence not reported), and voice alterations (incidence not reported).

· There was a 0.3% incidence of possible allergic reactions, including skin rash, pruritus, and urticaria.

· Adverse effects that are attributable to the individual components are worsening of narrow angle glaucoma and palpitations.
Drug Interactions:

· There is the potential for additive effects when administered with other anticholinergic agents.

· Co-administration of DuoNeb and other sympathomimetic agents should be undertaken with caution due to an increased risk of adverse cardiovascular effects.

· High dose β-agonists can exacerbate hypokalemia and/or ECG changes caused by potassium-wasting diuretics.

· DuoNeb should not be used in combination or within 2 weeks of monoamine oxidase inhibitors (MAOIs) or tricyclic antidepressants (TCAs) because their actions on the cardiovascular system may be potentiated.

Other Safety Considerations:
· LOOK-ALIKES:  The unit-dose vials of DuoNeb look very similar to unit-dose vials of Albuterol, Ipratropium, and normal saline, although the colors are different.

· SOUND-ALIKES:  DuoCet, DuoDerm, Duodopa, DuoFilm, DuoPlant
Dosing:
· The recommended dose of DuoNeb is one 3-ml vial administered 4 times per day via nebulization with up to 2 additional 3-ml doses allowed per day, if needed.

Duplicative Therapy:

· Combivent inhalation aerosol (Ipratropium/Albuterol MDI)
· Ipratropium inhalation solution
· Ipratropium inhalation aerosol

· Any regularly scheduled Albuterol (PRN Albuterol excluded)

· Any other regularly scheduled beta2-agonist

Cost:
	Drug Name
	Price/Order Unit
	Price/Dose

	Albuterol inhalation solution 
	$3.64/30x3mL
	$0.12

	Ipratropium inhalation solution
	$3.49/30x2.5mL
	$0.12

	Albuterol + Ipratropium
	N/A
	$0.24

	DuoNeb
	$45.58/60x3mL
	$0.76

	Combivent
	$24.41/1 inhaler
	*$0.24


*Assumption: 200 inhalations/MDI, normal dose = 2 puffs, therefore 100 doses/MDI
Storage:
· Protect from light. 
· Store vials in foil pouch (preferably unopened) or carton. The manufacturer recommends using vials within one week of removal from the pouch.
Availability:
· 3-ml unit-dose vials containing 3 mg Albuterol (equivalent to 2.5 mg albuterol base) and 0.5 mg Ipratropium
