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On December 6, 2023, Genus received guidance from Jaimin Patel, PharmD, Senior Regulatory 

Project Manager to submit a deferral extension request as the Agency has not yet made a determination 

regarding this study.  Therefore, Genus submitted a deferral extension request on February 5, 2024 

with a final report completion date of (b) (4) and this request is currently under review. 

The deferral request of (b) (4)  for study report completion is based on the anticipated time period 

necessary to reach an agreement with the Agency on the study protocol PREA PMR 1695-1 submitted 

October 14, 2019, the challenges associated with enrolling patients in the age group of 0 to < 2 years 

into an efficacy study with a pharmacokinetic component requiring multiple, sequential blood draws 

and the time required to prepare and finalize the study report including data compilation and analysis 

for submission of the sNDA. 

Please do not hesitate to contact me by telephone at (610) 782-9780 ext. *210 or by email at 

breightler@genuslifesciences.com or Sherry Schultz at (610) 841-2540 or by email at 

sschultz@genuslifesciences.com with any questions or comments.  

Sincerely, 

William Reightler 

Vice President of Regulatory Affairs 

Genus Lifesciences Inc. 
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