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Drug Monograph

	Drug/Drug Class:
	Patanase (Olopatadine) Nasal Spray / Anti-Histamine Agent

	
	

	Prepared for:
	MO HealthNet

	Prepared by:
	ACS - Heritage Information Systems, Inc.
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 Revision of Existing Criteria

Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be made available on an open access basis to prescribers, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms & Manufacturer:
	Each 100 microliter spray of Patanase delivers in a fine mist 665 mcg of Olopatadine.
Alcon Laboratories, Inc., Fort Worth, TX 76134

	
	

	Summary of Findings:
	Patanase provides a steroid-free nasal spray option for patients with Seasonal Allergic Rhinitis (SAR).  However, clinical comparisons with other agents used to treat SAR are not available.

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required

 FORMCHECKBOX 
 Clinical Edit
	 FORMCHECKBOX 
 Open Access

 FORMCHECKBOX 
 PDL Product

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE

 FORMCHECKBOX 
 Dose Optimization
	 FORMCHECKBOX 
 Non-Preferred Agent
 FORMCHECKBOX 
 PA Not Required


Purpose

The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open access drug. While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guide appropriate medication usage. This review will assist in the achievement of qualitative and economic goals related to health care resource utilization. Restricting the use of certain medications can reduce costs by requiring documentation of appropriate indications for use, and where appropriate, encourage the use of less expensive agents within a drug class.

Introduction
Seasonal allergic rhinitis, also known as "hay fever", refers to an allergic complex of symptoms caused by sensitivity to seasonal pollens.  Symptoms may include congestion, sneezing, itchy nose, runny nose, watery eyes and itchy eyes.  According to the American College of Allergy, Asthma & Immunology (ACAAI), allergies affect an estimated 40 to 50 million people in the United States.  Allergies are not only bothersome, but have been linked to a variety of common and serious chronic respiratory illnesses, such as sinusitis and asthma.  In addition, they may interfere with day-to-day activities or lessen the quality of life. 
Dosage Form(s) 1
Each 100 microliter spray of Patanase delivers in a fine mist 665 mcg of Olopatadine.
Manufacturer
Alcon Laboratories, Inc., Fort Worth, TX 76134
Indication(s) 1
Patanase is indicated for the relief of the symptoms of seasonal allergic rhinitis in patients 12 years of age and older.  
Clinical Efficacy1-9 (mechanism of action/pharmacology, comparative efficacy)
Olopatadine is a relatively selective H1-receptor histamine antagonist and inhibitor of histamine release from the mast cell.  In addition, it has been shown to inhibit platelet-activating factor (PAF), IgE, and antigen-induced effects, and is also a leukotriene B4 antagonist.  The drug has been shown to inhibit the in vitro and in vivo type 1 immediate hypersensitivity reaction.  Olopatadine is devoid of effects on alpha-adrenergic, dopamine, muscarinic type 1 and 2, and serotonin receptors. 
	
	PATANASE

	Volume of distribution (IV)
	---

	Protein binding
	55%

	Metabolism
	Not extensive.  At least six minor metabolites circulate in human plasma

	Excretion
	Urine – 70%    Feces – 17%

	Half-life
	8-12 hours


The approval of Patanase nasal spray was primarily based upon 3 randomized, double-blind, parallel group, placebo-controlled clinical trials of 2 weeks duration in 1,598 patients, 12 years of age and older with symptoms of SAR.  Efficacy in these studies was based upon patient recording of 4 individual nasal symptoms (nasal congestion, rhinorrhea, itchy nose, and sneezing).  In all 3 studies, patients treated with Patanase nasal spray exhibited statistically greater decreases in the mean reflective total nasal symptom score (rTNSS) compared to vehicle nasal spray.  Comparative clinical trials between Patanase nasal spray and other agents used to treat SAR are not available.
Clinical Studies

SEASONAL ALLERGIC RHINITIS
	Design
	Two multicenter, randomized, double-blind, parallel group, placebo-controlled (vehicle nasal spray) clinical trials of 2 weeks duration (N=1,233).

	Inclusion Criteria
	Adult and adolescent patients, 12 years of age and older with symptoms of SAR.

	Exclusion Criteria
	Not specified.

	Treatment Regimen
	Patients were randomized to treatment with Patanase nasal spray 0.6%, 0.4%, or placebo, 2 sprays per nostril, twice daily for 2 weeks.

	Results
	At  The mean rTNSS difference from placebo was -0.96 and -0.71 for olopatadine nasal spray 0.6% and 0.4%, respectively in Study 1 (95% confidence interval (CI): -1.42, -0.51 (p < 0.0001); 95% CI: -1.17, -0.26 (p = 0.0023)).  The mean rTNSS difference from placebo was -0.98 and -0.72 for olopatadine 0.6% and 0.4%, respectively in Study 2 (95% CI: -1.37, -0.59 (p < 0.0001); 95% CI: -1.11, -0.33 (p = 0.0003)).
 -

	Safety
	Not specified.


Contraindications1
· None noted.
Warnings and Precautions1
· Epistaxis, nasal ulceration, and nasal septal perforation.  Monitor patients periodically for signs of advers effects on the nasal mucosa.  Avoid use in patients with nasal disease other than allergic rhinitis.
· Avoid engaging in hazardous occupations requiring complete mental alertness such as driving or operating machinery when taking olopatadine nasal spray.

· Avoid concurrent use of alcohol or other central nervous system depressants with olopatadine nasal spray.
Adverse Effects1
	Most common, >= 0.9%
	PATANASE
	Placebo (Vehicle)

	Bitter taste
	12.8%
	0.8%

	Headache
	4.4%
	4.0%

	Epistaxis
	3.2%
	1.7%

	Pharyngolaryngeal pain
	2.2%
	1.3%

	Post-nasal drip
	1.5%
	0.8%

	Cough
	1.4%
	0.5%

	Urinary tract infection
	1.2%
	0.5%

	CPK elevation
	0.9%
	0.3%

	Dry mouth
	0.9%
	0.2%

	Fatigue
	0.9%
	0.7%

	Influenza
	0.9%
	0.2%

	Nasopharyngitis
	0.9%
	0.7%

	Somnolence
	0.9%
	0.3%

	Throat irritation
	0.9%
	0.0%


Drug Interactions1
· CNS depressants
Dosage and Administration1

USUAL DOSE  Two sprays per nostril twice daily.
Costs (at commonly used dosages)

COST (WAC)*

	GENERIC NAME
	BRAND NAME
	STRENGTH
	DOSE
	COST / DOSE

	Olopatadine
	Patanase
	0.6%, 240 sprays/bottle
	4 sprays BID
	$ 74.99


*Wholesale Acquisition Cost (WAC)
Conclusion

Patanase provides a steroid-free nasal spray option for patients with Seasonal Allergic Rhinitis.  However, clinical comparisons with other agents used to treat SAR are not available. 
Recommendation

MHD recommends this drug to have open access status at this time.
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