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Drug Monograph

	Drug/Drug Class:
	Natroba (Spinosad) Topical Suspension / Delousing Agent

	
	

	Prepared for:
	MO HealthNet

	Prepared by:
	ACS - Heritage Information Systems, Inc.
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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 mL of Natroba topical suspension contains 0.9% Spinosad.
ParaPRO, LLC.,Carmel, IN 46032

	
	

	Summary of Findings:
	Natroba topical suspension is a pediculicide that has demonstrated efficacy in the treatment of head lice infestation.  Natroba topical suspension appears to be more effective than topical permethrin, but clinical comparisons with other topical agents for head lice are not available. The suspension does not require combing and provides another treatment option for this common pediatric problem.

	
	

	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 
 Preferred Agent
 FORMCHECKBOX 
 No PA 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
Head lice are parasitic insects found on the head, eyebrows, and eyelashes. The insects feed on human blood several times a day, but are not known to cause disease. Head lice are spread primarily by direct head-to-head contact with an infected person, and travel with ease between children who play closely together and in large groups.
Dosage Form(s) 
Each mL of Natroba topical suspension contains 0.9% Spinosad.
Manufacturer
Allergan, Inc., Irvine, CA 92612
Indication(s) 1
 Natroba topical suspension is a pediculicide indicated for the topical treatment of head lice infestations in patients 4 years of age and older.
Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)1-4
Natroba causes involuntary muscle contractions and widespread excitation of the insect’s CNS, eventually resulting in paralysis and death.
Pharmacokinetic data for Natroba are limited.  Following a 7-day, once daily 10-minute topical (scalp) treatment with Natroba topical suspension 1.8% in 14 pediatric subjects with head lice, plasma samples showed that Natroba levels were below the limit of quantitation (3 nanograms/mL)

The approval of Natroba topical suspension was based upon two randomized, investigator-blind, parallel-group, active-controlled clinical trials involving 1038 subjects 6 months of age and older with head lice infestation. Results from these studies showed that the proportion of subjects free of live lice 14 days after the last treatment was 84.6% and 86.7% for subjects treated with topical Natroba 0.9% in Studies 1 and 2, respectively, compared with 44.9% and 42.9%, respectively, for subjects treated with topical permethrin 1%. Clinical comparisons between Natroba topical suspension and other agents used for head lice are not available.

Clinical Studies For Head Lice
	STUDY DESIGN
	Two identical, multicenter, randomized, investigator-blind, parallel-group, active- controlled clinical trials (n=1038).

	INCLUSION CRITERIA
	Subjects 6 months of age and older with head lice infestation.

	EXCLUSION CRITERIA
	Exclusion criteria included a history of irritation or sensitivity to pediculicides or hair care products, a skin condition at the treatment site that could interfere with the scalp evaluation, previous treatment with a pediculicide within 48 hours of study entry, individuals in a household with >= 6 members with head lice or where >= 1 infected member would not enroll in the study or use the rescue lice treatment, use of an excluded medication or systemic antibiotic, pregnant or breastfeeding women, drug abuse within 12 months of study entry (assessed via medical history to ensure that subjects would reliably complete the trial), or participation in a clinical trial within 30 days of study entry.

	TREATMENT REGIMEN
	For the evaluation of efficacy, the youngest subject from each household was considered to be the primary subject of the household; other members in the household were enrolled in the study as secondary subjects and evaluated for all safety parameters. In Study 1, 91 primary subjects were randomized to Natroba topical suspension, and 89 primary subjects were randomized to permethrin 1%. In Study 2, 83 and 84 primary subjects were randomized to Natroba topical suspension and permethrin 1%, respectively. In both studies, all subjects who were treated on Day 0 returned for efficacy evaluation at Day 7. Subjects with live lice present at Day 7 received a second treatment. Subjects who were lice-free on Day 7 were to return on Day 14 for evaluation. Subjects with live lice and who received a second treatment were to return on Days 14 and 21. Efficacy was assessed as the proportion of primary subjects who were free of live lice 14 days after the final treatment.

	RESULTS
	The proportion of subjects free of live lice 14 days after last treatment was 84.6% and 86.7% for subjects treated with topical Natroba 0.9% in Studies 1 and 2, respectively, compared with 44.9% and 42.9%, respectively, for subjects treated with topical permethrin 1% (p < 0.001 both studies).

	SAFETY
	The most common adverse events (> 1%) were application site erythema and ocular erythema.


Contraindications1
· None
Warnings and Precautions1
· Benzyl alcohol toxicity: Not recommended in infants below the age of 6 months due to potential for increased systemic absorption. 
Adverse Effects1
	Most common, >= 1%
	Natroba (n=552)
	Permethrin (n=457)

	Application site erythema
	3%
	7%

	Ocular erythema
	2%
	3%

	Application site irritation
	1%
	2%


Drug Interactions1
· None noted.
Dosage and Administration1
USUAL DOSE Apply product to dry scalp and hair using only the amount needed to cover the scalp and hair.  Rinse off with warm water after 10 minutes.  Repeat treatment if live lice are seen 7 days after first treatment.
Costs (at commonly used dosages)

COST (WAC)*

	GENERIC NAME
	BRAND NAME
	STRENGTH
	COST / BOTTLE

	Spinosad
	Natroba
	0.9% suspension
	$ 219.00/ 120 mL

	Benzyl Alcohol
	Ulesfia
	5% lotion
	$   52.62/ 240 mL

	Lindane
	Generic
	1% shampoo
	$ 109.49/ 60 mL

	Malathion
	Generic
	0.5% lotion
	$ 142.57/ 60 mL

	Permethrin
	Generic
	1% lotion
	$     7.46/ 60 mL

	Permethrin
	Nix Crème Rinse
	1% liquid
	$     8.08/ 60 mL


*Wholesale Acquisition Cost (WAC)
Conclusion

Natroba topical suspension is a pediculicide that has demonstrated efficacy in the treatment of head lice infestation.  Natroba topical suspension appears to be more effective than topical permethrin, but clinical comparisons with other topical agents for head lice are not available. The suspension does not require combing and provides another treatment option for this common pediatric problem.
Recommendation

MO HealthNet Division recommends this drug be given Open Access status.
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