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Fluticasone Propionate Inhalation Aerosol

February 28, 2003

NAME:  Fluticasone propionate*

SYNONYM:  Flovent(
USE:

· Appropriate Indications:

Patients who require treatment for asthma and who meet at least one of the following conditions:

1. Moderate asthma not adequately controlled on high-dose (>8 puffs/day) orally inhaled flunisolide. (Also consider adding salmeterol to flunisolide.)

2. Unable to comply with a high number of MDI actuations of flunisolide (>8 puffs per day).

3. Severe asthma dependent on oral corticosteroid therapy, for reducing dependence or eliminating requirement altogether.

4. Unable to tolerate orally inhaled flunisolide. (If taste is the issue, must try flunisolide without menthol before going to fluticasone.)

5. Severe asthma. (Consider salmeterol to reduce inhaled corticosteroid requirement.)

6. Fluticasone Rotadisk( or Diskus( may be considered for patients intolerant of MDIs (e.g., CFC/propellant-induced asthma, oral candidiasis, or hoarseness).

7. Unstable asthma: Short-term use (1 to 3 months) to gain control of unstable asthma before switching to flunisolide for maintenance prophylaxis.

· Inappropriate Indications:

1. For patients who are adequately controlled on low or medium doses of flunisolide.

2. For patients who are compliant with and adequately controlled on high doses of flunisolide.

3. For the acute relief of bronchospasm.

4. For the primary treatment of status asthmaticus.

5. For patients hypersensitive to any ingredients of this preparation.

6. Chronic bronchitis and emphysema (except for the treatment of co-existent asthma).

FORMULARY RESTRICTIONS:

· Non-formulary agent 

· Restricted to use criteria as stated above

DRUG THERAPY SELECTION:

Efficacy:

1. Several studies of fluticasone, at doses ranging from 22 to 880 mcg twice daily, significantly improved FEV1 and morning peak expiratory flow rate in double-blind, parallel, placebo-controlled efficacy trials.

2. Fluticasone 660 and 880 mcg twice daily enabled severe asthmatic patients to be successfully weaned off of chronic oral prednisone therapy.  Patients weaned off oral steroids also had significantly improved lung function and fewer asthma symptoms as compared to patients in the placebo group. 

3. Fluticasone is considered to have similar efficacy to other orally inhaled corticosteroids at equipotent doses.

Safety:

1. Local side effects are often caused by oropharyngeal deposition. The most common side effects are as follows: headache (17%), upper respiratory infection (16%), pharyngitis (14%), nasal congestion (10%), dysphonia/hoarseness (8%), and oropharyngeal candidiasis/thrush (5%).

2. Systemic side effects are still under evaluation in long-term studies. Some issues being studied are as follows:

a. Effect on hypothalamic-pituitary-adrenal (HPA) function. Fluticasone may inhibit cortisol production after 4 weeks of treatment.

b. Effect on bone metabolism. Studies must still being conducted to determine whether corticosteroid-induced changes in serum bone-specific alkaline phosphatase and osteocalcin are associated with increased risk of fractures.

c. Effect on growth (in children). Use of corticosteroids in children with asthma may result in reduction of growth velocity if the chronic disease is inadequately controlled.

Warnings/Precautions:

1. Patients requiring oral corticosteroids should be weaned slowly, as there is risk of adrenal insufficiency during and after conversion from systemic to inhaled products. For patients transitioning from prednisone, the taper should start no earlier than 1 week after initiating fluticasone therapy and proceed no more rapidly than by 2.5-mg decreases in the daily dose at weekly intervals.

2. Concomitant immunosuppressive drugs may make patient more susceptible to infections.

3. Bronchospasm may occur with immediate increase in wheezing immediately after dosing.

4. Caution should be used in patients with active or quiescent tuberculosis infection or other untreated infections, including systemic infections.

5. Pregnancy Category C(should be used in pregnant patients only if the benefits outweigh the risks.

COST:

· Fluticasone is available in three MDI strengths: 44 mcg/puff ($28.42 for 13 g), 110 mcg/puff ($38.52 for 13 g), and 220 mcg/puff ($58.81 for 13 g). One 13-g canister provides 120 puffs. 

· The cost of high-dose therapy with flunisolide MDI (3 puffs/day of the 220 mcg/puff canister) for one month is $44.11.

· The cost of the equivalent regimen using fluticasone Rotadisk® would be $62.01.

· Note that high-dose therapy with flunisolide MDI (8 puffs/day) costs considerably less at $29.54. 

	PRODUCT
	STRENGH*
	SIZE
	# PUFFS
	COST

	Fluticasone MDI
	44 mcg/puff

110 mcg/puff

220 mcg/puff
	7.9 g

13 g

7.9 g

13.g

7.9 g

13 g
	60

120

60

120

60

120
	$19.21

$28.42

$24.30

$38.52

$37.77

$58.81

	Fluticasone

Rotadisk®†
	50 mcg/blister

100 mcg/blister

250 mcg/blister
	15 disks of 4 blisters per carton 
	60

60

60
	$21.48

$30.15

$41.34

	Flunisolide (plain or with menthol)
	250 mcg/puff
	7 g
	100
	$12.31


*When using the fluticasone Rotadisk®, slightly more drug is required to deliver an equivalent amount (ie, 50 mcg from the Rotadisk® = 44 mcg from the MDI).

†Fluticasone Diskus( and Rotadisk( are equivalent doseforms with slightly different delivery devices. Prices for Diskus were not available from AmeriSource. 

DOSING:

· Fluticasone is dosed on a twice-daily (bid) schedule.

· Low dose = 88–264 mcg/day

· Medium dose = 264–660 mcg/day

· High dose = >660 mcg/day
· The maximum recommended dose for asthmatic patients who do not require oral corticosteroid therapy is 440 mcg twice daily. The maximum daily dose for patients taking oral corticosteroids is 880 mcg twice daily.
OUTCOME MEASURES:

Therapeutic:

1. Frequency of asthma symptoms such as coughing and wheezing

2. Frequency of beta-agonist use

3. Frequency of nighttime awakenings

4. FEV1 (forced expiratory flow in one second)

5. PEF (peak expiratory flow)

6. Emergency department visits and hospitalizations

Safety/Adverse Effects:

1. Headache

2. Upper respiratory infection

3. Pharyngitis

4. Nasal congestion

5. Dysphonia/hoarseness

6. Oropharyngeal candidiasis/thrush

*Not to be confused with flunisolide (Aerobid(), Flutex( (triamcinolone), or Fluzone( (Influenza virus vaccine)

