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[bookmark: _Hlk61870437][bookmark: _Hlk61869580]Additional file 2. Randomization and Blinding in the Multiple-Dose Study 
In Part A, randomization was performed using sealed randomization envelopes by unblinded site personnel. Individual doses were prepared and blinded by an unblinded pharmacist or qualified staff up to 24 hours prior to administration; the investigator and study staff remained blinded to the treatment assignments. 

Reference
1. Guidance for Industry Analytical Procedures and Methods Validation for Drugs and Biologics [https://www.fda.gov/regulatory-information/search-fda-guidance-documents/analytical-procedures-and-methods-validation-drugs-and-biologics].
	Page 5 of 9
