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Drug and Biologic Coverage Criteria 

Effective Date: 12/30/2025 
Last Approval/Version: 12/2025 
Next Review Due By: 12/2026 
Policy Number: C30203-A 

Natroba (spinosad) – IL Medicaid Only 

Natroba (spinosad) 

Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Coverage Guideline must be read 
in its entirety to determine coverage eligibility, if any. This Coverage Guideline provides information 
related to coverage determinations only and does not imply that a service or treatment is clinically 
appropriate or inappropriate. The provider and the member are responsible for all decisions 
regarding the appropriateness of care. Providers should provide Molina Healthcare complete 
medical rationale when requesting any exceptions to these guidelines. 

Documentation Requirements:  
Molina Healthcare reserves the right to require that additional documentation be made available 
as part of its coverage determination; quality improvement; and fraud; waste and abuse 
prevention processes. Documentation required may include, but is not limited to, patient records, 
test results and credentials of the provider ordering or performing a drug or service. Molina 
Healthcare may deny reimbursement or take additional appropriate action if the documentation 
provided does not support the initial determination that the drugs or services were medically 
necessary, not investigational or experimental, and otherwise within the scope of benefits 
afforded to the member, and/or the documentation demonstrates a pattern of billing or other 
practice that is inappropriate or excessive. 

DIAGNOSIS:  
Scabies, head lice (pediculosis capitis) 

REQUIRED MEDICAL INFORMATION: 
This clinical policy is consistent with standards of medical practice current at the time that this 
clinical policy was approved. If a drug within this policy receives an updated FDA label within the 
last 180 days, medical necessity for the member will be reviewed using the updated FDA label 
information along with state and federal requirements, benefit being administered and formulary 
preferencing. Coverage will be determined on a case-by-case basis until the criteria can be 
updated through Molina Healthcare, Inc. clinical governance. Additional information may be 
required on a case-by-case basis to allow for adequate review. When the requested drug 
product for coverage is dosed by weight, body surface area or other member specific 
measurement, this data element is required as part of the medical necessity review. The 
Pharmacy and Therapeutics Committee has determined that the drug benefit shall be a 
mandatory generic and that generic drugs will be dispensed whenever available. 

PRODUCTS AFFECTED 

COVERAGE POLICY 
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A. SCABIES: 
1. Documented diagnosis of scabies infestation  

AND 
2. Member must be 4 years of age or older. 

Reviewer Note: Permethrin 5% is preferred for members under 4 years of age (i.e. up to 3 
years and 364 days). 
 

B. HEAD LICE: 
1. Documented diagnosis of head lice infestation (pediculosis capitis) 

AND 
2. Member must be 6 months of age or older. 

 
CONTINUATION OF THERAPY:  
A. ALL INDICATIONS: 

1. Prescriber attests to or clinical reviewer has found no evidence of intolerable adverse 
effects or drug toxicity  

 AND 
2. Documentation of positive clinical response as demonstrated by improvements in the 

condition’s signs and symptoms  
 

 
DURATION OF APPROVAL:  
Initial authorization and continuation of therapy: 3 months 
 
 
PRESCRIBER REQUIREMENTS: 
None 
 

AGE RESTRICTIONS:  

Scabies - 4 years of age and older 

Head lice (pediculosis capitis) - 6 months of age and older 
 
QUANTITY: 120 mL per application.  
 
Maximum Quantity Limits – Up to 2 applications per month, given 7 days apart.  

 
PLACE OF ADMINISTRATION: 
The recommendation is that topical medications in this policy will be for pharmacy benefit 
coverage and patient self-administered. 
 

 
ROUTE OF ADMINISTRATION:  
Topical 
 
DRUG CLASS:  
Scabicides & Pediculicides 
 

DRUG INFORMATION 
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FDA-APPROVED USES:  
Natroba (spinosad) is indicated for: 

• treatment of pediculosis capitis (head lice infestation) due to Pediculus capitis 

• treatment of scabies infestation due to Sarcoptes scabiei 
 
Limitations: Natroba (spinosad) is not for oral, ophthalmic, or intravaginal use. 
 
COMPENDIAL APPROVED OFF-LABELED USES: 
None 

 
BACKGROUND: 
 
Head Lice Infestations 

Natroba (spinosad) is a pediculicide indicated for the topical treatment of head lice 

infestations in adult and pediatric patients 6 months of age and older. 

 

Two multicenter, randomized, investigator-blind, active-controlled trials were conducted in 

1038 subjects 6 months of age and older with head lice infestation. A total of 552 subjects 

were treated with Natroba (spinosad). For the evaluation of efficacy, the youngest subject 

from each household was considered to be the primary subject of the household, and 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 (spinosad), and 89 primary 

subjects were randomized to permethrin 1%. In Study 2, 83 and 84 primary subjects were 

randomized to Natroba (spinosad) and permethrin 1%, respectively. 

 

In both trials, 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. 

 

In Study 1, 84.6% (77 patients) treated with Natroba (spinosad) and 44.9% (40 patients) 

treated with permethrin 1% were free of live lice 14 days after the final treatment. In Study 

2, 86.7% (72 patients) treated with Natroba (spinosad) and 42.9% (36 patients) treated with 

permethrin 1% were free of live lice 14 days after the final treatment. 

 

Scabies Infestations 

Natroba (spinosad) is a scabicide indicated for the topical treatment of scabies infestations 

in adult and pediatric patients 4 years of age and older. 

 

Two multicenter, randomized, double-blind, vehicle-controlled trials (Trial 1 [NCT02485717] 

and Trial 2 [NCT02485704]) were conducted in subjects from 206 households in which at 

BACKGROUND AND OTHER CONSIDERATIONS 
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least one household member 4 years of age or older had an active scabies infestation. An 

active scabies infestation was defined as the presence of clinical signs and symptoms 

(evidence of burrows or presence of inflammatory/ noninflammatory lesions and pruritus) as 

well as microscopic evidence from a skin scraping or dermatoscopy to demonstrate the 

presence of mites, eggs, and/or scybala. All members of the household were treated with 

the same randomized treatment (Natroba (spinosad) or vehicle), whether or not the 

household member had an active scabies infestation. Subjects applied a single application 

of Natroba (spinosad) or vehicle on Day 1 and returned for evaluation on Day 28. 

 

The two studies enrolled 533 adult and pediatric subjects 4 years of age and older. A total 

of 286 subjects (212 adults and 74 pediatrics) were treated with Natroba (spinosad) and 

247 subjects (176 adults and 71 pediatrics) were treated with vehicle. For the evaluation of 

efficacy, the youngest subject from each household with an active scabies infestation was 

considered to be the primary subject of the household, and other members in the 

household were enrolled in the trial as secondary subjects and evaluated for all safety 

parameters. In Trial 1, 43 primary subjects were randomized to Natroba (spinosad), and 43 

primary subjects were randomized to vehicle. In Trial 2, 62 and 58 primary subjects were 

randomized to Natroba (spinosad) and vehicle, respectively. 

 

Efficacy was assessed as the proportion of primary subjects who achieved complete cure 

28 days after treatment. Complete cure is defined as a demonstration of clinical cure (all 

signs and symptoms have completely resolved, including burrows, inflammatory/non-

inflammatory lesions and pruritus) and microscopic or dermatoscopic cure demonstrating 

the absence of mites, eggs, and/or scybala, and negative dermatoscopy for burrows.  

 

In Trial 1, 69.8% (30 patients) treated with Natroba and 46.5% (20 patients) treated with 

vehicle achieved complete cure 28 days after treatment.  In Trial 2, 83.9% (52 patients) 

treated with Natroba and 34.5% (20 patients) treated with vehicle achieved complete cure 

28 days after treatment. 

 

CONTRAINDICATIONS/EXCLUSIONS/DISCONTINUATION: 
All other uses of Natroba (spinosad) are considered experimental/investigational and therefore, will 

follow Molina’s Off- Label policy. Contraindications to Natroba (spinosad) include: no labeled 

contraindications 

 

OTHER SPECIAL CONSIDERATIONS:  

Benzyl Alcohol Toxicity: Natroba (spinosad) is not recommended in infants below the age 

of 6 months; potential for increased systemic absorption. 

 
Natroba SUSP 0.9% 

AVAILABLE DOSAGE FORMS: 

REFERENCES  
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1. Illinois Medicaid Preferred Drug List, effective November 3, 2025 
2. Illinois HFS Drugs with Stipulated PA Language per Contract for MCOs 11/03/2025 
3. Natroba (spinosad) topical suspension [prescribing information]. Carmel, IN: ParaPRO LLC; 

April 2021. 
 

SUMMARY OF REVIEW/REVISIONS DATE 

New criteria creation 12/2025  

 


