
Pathways to Product Approval: 
Determining the Best Route 

Case Challenge Strategy Solution

A preclinical start-up 
company in process of 
moving forward with 
the filing of its 
Investigational New 
Drug application (IND) 
for a potentially 
groundbreaking 
treatment for an acute 
life-threatening illness

Company was seeking means 
to speed preclinical studies 
and had little experience with 
IND application elements

Analyze the current regulations 
underlying statutory law and FDA 
guidance to industry on necessary 
elements of IND application and 
associated process/procedures

Ardelis Health developed a primer 
memorandum to guide company in its 
negotiations to obtain the necessary 
documentation, data, and authorizations to 
efficiently move forward with this crucial step 
in the drug development process


