
70+ IMPDs/IB
Preparation, Review and/or

Update
35+ IND

Preparation, Review and/or
Update

60+ Scientific Advice
Procedures with EU agencies &
15+ pre-IND meetings with FDA

90+ Gap Analysis
of CMC sections of one 

or multiple dossiers

50+ CMC Due Diligence

200+ Quality overall summaries
Preparation, Review and/or

Update

150+ Quality Module 3
Preparation, Review and/or

Update

35+ EU ASMF/US DMF
Preparation


