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Objective:  
To test the efficacy of abametapir vs. vehicle solution to clear lice infestation without nit 
combing. 
 
Methodology (design, inclusion and exclusion criteria, interventions compared, outcomes 
evaluated) 
 
Design: Two randomized, double‐blind, multicenter, parallel group single-dose 
vehicle‐controlled studies in subjects aged 6 months to 61.1 years. 
 
Inclusion: Eligible subjects were male or female, aged 6 months and older, with an active head 
louse infestation. The youngest household member with at least three live head lice was 
designated as the index subject and included in the primary analysis.  
 
Other household members with at least one live head louse were designated as non-index 
subjects. 
 
Exclusion: Subjects were excluded if they had used any form of head louse treatment during the 
14 days before the study period or an investigational agent during the prior 30 days. Subjects 
were also excluded if they had visible scalp or skin conditions not attributable to louse infestation 
(including eczema or atopic dermatitis of the scalp) or had had a prior reaction to any product 
containing permethrin. If any household member with a louse infestation was not willing to enroll 
or was ineligible, or a subject was not located in the same household for the study period, all 
household members were excluded from the study. 
 
Intervention: Abametapir lotion or vehicle lotion were applied to dry hair for 10 minutes on day 0 
and then rinsed with water.  
 
Outcomes: The primary endpoint was the proportion of index subjects (youngest household 
member with ≥ 3 live lice at screening) in the intent to treat population who were louse free at all 
follow‐up visits through days 1, 7, and 14.  
 
 
Older household members with one or more live lice at screening were designated as nonindexed 
subjects and treated as per the index subject within their household. The secondary endpoint was 
an evaluation of all randomized subjects (to include index and household members).  
 
 
 
 
 

Comments 
 

A. Are the results of the study valid?  
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Answer questions below 

  
1. Were patients randomized?  
 
 

Yes, however, the authors provide no 
description of the randomization process. There 
are a host of potential biases with inadequate 
randomization schemes.  

2. Was randomization concealed (Blinded) 
 
  

Yes, however, there was no description of how 
subjects or assessors were blinded.  

3. Were patients analyzed in the groups to 
which they were randomized?    

 
Yes. The authors state they used intention-to 
treat analyses.   
 
 

4. Were patients in the treatment and control 
groups similar with respect to known 
prognostic factors? 
 
 
 

 
Uncertain. Demographics included were 
limited to sex, age, weight and ethnicity. Hair 
length was not included 

C. Did experimental and control groups 
retain a similar prognosis after the study 
started (answer the questions below)? 
 

 

1. Were patients aware of group allocation? 
 
 

Uncertain. The authors do not provide a 
description of the ingredients of their control 
“vehicle” nor whether the experimental drug 
has any characteristic color or odor. There were 
hair color changes in a minority which could 
have created bias.  
 
 

2. Were clinicians aware of group allocation? 
 

Uncertain. With no description of 
randomization process or allocation 
concealment it is difficult to conclude that 
potential bias could exist in a faulty 
randomization scheme such as odd vs. even 
days.   
 

3. Were outcome assessors aware of group 
allocation? 
 

See above.  

4. Was follow-up complete? Yes.  

D. What were the results?  
1. How large was the treatment effect? 
(difference between treatment and control 
group).  

Index group: 
Study 1 (81.1% vs 50.9%, odds ratio (OR) = 
4.01, 95% confidence interval CI: 1.70, 9.48, P 
= 0.001)  
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Study 2 (81.8% vs 47.2%, OR=5.50, 95% CI: 
2.20, 13.73, P < 0.001) (Figure 2 
 
All randomized patients: 
Study 1 revealed that 88.2% of the abametapir 
group and 62.0% of the vehicle group achieved 
treatment success through day 14 (OR = 4.48, 
95% CI: 2.65, 7.60, P < 0.001).  
 
Study 2, 81.0% of the abametapir group and 
60.5% of the vehicle group achieved treatment 
success through day 14 (OR = 2.87, 95% CI: 
1.72, 4.78, P < 0.001) (Figure 4). 

2. How precise was the estimated treatment 
effect at a 95% confidence interval?  
 
 

 
See CI’s above. All P’s = or < 0.001 for all 
groups. 
 
 

D. How can I apply the results to patient 
care 

 

IV. Were the study patients similar to my 
patients?   
 

 
Ages ranged from 6m to 61.1 years of age 
Overwhelmingly white race (>95%) and 
Hispanic ethnicity. Very disproportionate 
female/male ratio.  
 
 

1. Were all clinically important outcomes 
considered?  
 

Yes. No patient preference, ease of use 
 

2. Are the likely treatment benefits worth the 
potential harms and costs?  
 
 

Probably. No cost analysis compared to usual 
treatment reported.    
 
 
 

 
 
 
Limitations: 
No description of randomization or allocation concealment 
No description of ingredients of “vehicle” or characteristics of test drug that could unblind. 
Vehicle was efficacious so was it a true placebo? 
No description of how assessors were “trained” No use of standardized assessments such as nit 
combs or UV light. 
Phase three clinical trial that is funded by a drug company.  
Several conflicts of interest with multiple authors having ownership in sponsoring companies. 
Unable to account for family size or actions of family members while at home.  
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Some family members may have become infected and served as carriers whilst being outside of 
the treatment group (as only those with a lice infestation were included). 
Homogenous test subjects almost all Caucasian. 
Unclear Small index group for primary outcome. 
 
 
Clinical Bottom Line: 
Abametapir lotion appears to demonstrate efficacy in single-dose format in the treatment of first-
time lice infestation in Caucasian and female subjects. Additional methodologically sound RCT’s 
comparing its efficacy to other accepted treatments in a broad patient population is warranted.  
 


