
BD 
RESTRICTED

De-risking your drug-device combination product ANDA submission: A 

case-study on leveraging formative human factors data generated by a 

Drug Delivery Device Developer

Chloé Stoll, PhD 
Clinical & Human Factors Senior Specialist – Medical & Scientific Affairs – BD Medical - Pharmaceutical Systems

•

•

•

•

ANDA : Abbreviated New Drug Application
RLD: Referenced Listed drug
GDDCP: Generic Drug Device Combination Product
CUHF : Comparative Use Human Factors
DDDD : Drug Delivery Device Developer
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FDA Draft Guidance: CUHF Studies for a Drug-Device 
Combination Product Submitted in an ANDA, January 2017.
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