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In Vitro Data
• Single Actuation Content(SAC)/Delivered 

Dose Uniformity (DDU)
• Aerodynamic Particle Size Distribution 

(APSD)
• Spray Pattern 
• Plume Geometry
• Priming/Repriming
• Realistic APSD (rAPSD)
• Dissolution
• Comparative Particle Morphology of 

Emitted Dose

In Vivo Data
• Pharmacokinetic (PK) Study w/o Charcoal 

Block
• PK Study with Charcoal Block
• Pharmacodynamic (PD) Study
• Clinical Endpoint (CCEP) Study

In Silico Models 
• Computational fluid dynamics (CFD)
• Semi-empirical methods
• Physiologically based pharmacokinetics 

(PBPK) modeling

Other Studies?
Figure 1

Possible Data to Establish Comparability:
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