
  

 
 

    

  

  

   

  

  

    

  

  

  

   
  

 

 
  

   

   
 

 
 

  
  

   
  

 
 

  
   

  
     

 
  

 
 

     
  

      
  

 

OFFICE OF CLINICAL PHARMACOLOGY REVIEW
 

NDA: 022408/S005 Submission Date(s): 3/4/2014 

Brand Name Natroba Topical Suspension, 0.9% 

Generic Name Spinosad 

Primary Reviewer Doanh Tran, Ph.D. 

Secondary Reviewer Capt. E. Dennis Bashaw, Pharm.D. 

OCP Division Division of Clinical Pharmacology 3 

OND division Division of Dermatology and Dental Products 

Sponsor ParaPro 

Submission Type Efficacy supplement 

Formulation; Strength(s) Topical suspension, 0.9% 

Indication Topical treatment of head lice infestations in patients 
6 months of age and older. 

Background: 
NDA 22408 for Natroba (spinosad) Topical Suspension, 0.9% was approved on January 
18, 2011 for the topical treatment of head lice infestation in patients 4 years of age and 
older. The approval letter included the following Pediatric Research Equity Act (PREA) 
postmarketing requirement: 

A pharmacokinetic and safety study in pediatric patients ages 6 months to 4 years 
of age with active head lice infestation. This study should be conducted under 
maximum use conditions and include a minimum of 24 evaluable patients who 
will undergo pharmacokinetic sampling and assessments of local and systemic 
safety at appropriate time points. 

The sponsor has completed a pharmacokinetic (PK) trial SPN-109-11 to fulfill the PREA 
postmarketing requirement. The sponsor previously submitted the results of this trial to 
NDA 022408 under supporting document number (SDN) 88 on 5/29/2012. The results 
from trial SPN-109-11 were reviewed in Clinical Pharmacology review by this reviewer 
dated 3/25/2013 with the recommendation that the trial results were acceptable to fulfill 
the PREA postmarketing requirement stated in the approval letter dated 1/18/2011. Please 
see this prior review for details of trial SPN-109-11. 

Current submission: 
The sponsor is submitting an efficacy supplement referencing the results of trial SPN­
109-11 submitted under SDN 88 and requests that the indication be modified to include 
patients 6 months to 4 years of age. The sponsor also proposes to update the PK section 
of the label with new information from trial SPN-109-11. 
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