


 

While the rationale for the proposed dosing is sound, it is based on extrapolation from adult PK 
data without confirmatory assessment in pediatric subjects. In the absence of any pediatric PK 
data, the outcomes from an efficacy study may be uninterpretable. Also, the lack of safety data 
from a smaller preceding study does not allow for the identification of potential population-
specific adverse events of special interest (AESIs) in the efficacy study. Otherwise, the efficacy 
study will have to assume that the adverse events (AEs) observed for adults will be the same for 
pediatric subjects. 

Therefore, we propose that a pediatric PK and safety study (Study ) is conducted first 
to determine and confirm the predicted population-specific PK and establish a safety and 
effectiveness profile in an open-label setting. The study will allow for the design of the efficacy 
study to better meet its endpoints and provide population-specific PK for the label.  

Study  is designed as a Phase 1, multicenter, open-label, study to determine the PK, 
safety, tolerability, and effectiveness of SP-105 in pediatric subjects previously diagnosed with 
migraine (with or without aura). Pediatric subjects would first enter into the PK portion of the 
study where single-dose PK and safety are evaluated and then enter into an open-label extension 
phase to evaluate effectiveness of the product in the pediatric population. 
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