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Table LAHW.6.4. The Four Cogstate Pediatric Brief Battery Tests 

Test Cognitive Domain Calculation of Test Score Interpretation 
Detection Test Psychomotor 

Function 
Reaction time defined as the mean of the 
log10 transformed reaction times for correct 
responses 

Lower score is defined 
as better performance 

Identification 
Test

Attention Reaction time defined as the mean of the 
log10 transformed reaction times for correct 
responses 

Lower score is defined 
as better performance 

One Card 
Learning Test 

Visual Learning Accuracy defined as the arcsine of the square 
root of proportion of correct responses 

Higher score is defined 
as better performance 

One Back Test Working Memory Reaction time defined as the mean of the 
log10 transformed reaction times for correct 
responses 

Lower score is defined 
as better performance 

Summaries may be performed by the following exposure groups (these groups could be adjusted 
based on actual data): 

Treated, on average, 1 attack per month 
Treated, on average, 2 attacks per month 
Treated, on average, 3 attacks per month 
Treated, on average, >3 attacks per month 

Observed and change from baseline test scores will be summarized for baseline and postbaseline 
visits respective to the last dose of lasmiditan the patient received (lasmiditan 50 mg, lasmiditan 
100 mg, and lasmiditan 200 mg) for the evaluable population.  For each test score, the Cohen’s d 
effect size measure (Cohen 1988) for the lasmiditan 100 mg and lasmiditan 200 mg groups will 
also be computed at each postbaseline visit as follows: 

where:

 = mean change from baseline for lasmiditan 100 mg treatment group 

 = mean change from baseline for lasmiditan 200 mg treatment group 

standard deviation of mean change from baseline values for the pooled lasmiditan 
100 mg and lasmiditan 200 mg groups 

The reliable change index will be calculated and summarized by visit for each test for the 
evaluable population.  The reliable change index is a measurement of the magnitude of change 
relative to the expected variation.  The expected variation is calculated from a normative dataset 
sampled from an age-matched healthy population of children and adolescents aged 4 to 17.
Separate expected variations were calculated for each individual year given maturational changes 
in cognition over the course of child and adolescent development.  Specifically, the RCI is 
calculated as follows: 
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where:
 = patient’s score at the given postbaseline visit 

 = patient’s score at baseline 
 = population standard deviation from age-matched normative data (see 

Appendix 3)
 = normative test-retest reliability (see Appendix 3)

 = -1 for the Detection, Identification, and One Back tests 
= +1 for the One Card Learning test 

Additionally, the number and proportion of patients with significant cognitive changes will be 
summarized by visit for the evaluable population (Ingraham and Aiken 1996; Louey et al. 2014).  
Significant cognitive changes are defined as RCI scores less than or equal to -1.65 in at least 2 of 
the 4 tests. 

6.9.7. Growth and Development 
Growth and development parameters are collected at Screening (Visit 1),

 and Month 12 (Visit 
7).  Summaries for growth and development parameters will be performed by visit.  Summaries 
may be performed by the following exposure groups (these groups could be adjusted based on 
actual data): 

Treated, on average, 1 attack per month 
Treated, on average, 2 attacks per month 
Treated, on average, 3 attacks per month 
Treated, on average, >3 attacks per month 

Growth and development parameters include height (cm), weight (kg), and calculated BMI 
(kg/m2).  Height measurements are performed in triplicate, the 3 measurements will be averaged 
for the analysis.  Observed values, change from baseline values, and standardized values 
(percentiles and Z-scores) for the parameters will be summarized for each visit for the evaluable 
population.  The standardized values will be estimated from the National Center for Health 
Statistics (NCHS) growth curve for height, weight, and BMI.

6.9.8. Menstrual and Pubertal Status 

6.9.8.1. Menstrual Status 
For female patients, the onset of menstruation (yes/no) will be collected at Screening (Visit 1), 

, and Month 12 (Visit 
7).  Summaries for menstrual status will be performed by visit for female patients in the 
evaluable population.  Summaries will also include the number and proportion of female patients 
who shift from pre-menarchal to menarchal. 
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