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Current GMP requirements for pharmaceutical development and IMP manufacturing are not always the same as those for 
marketed pharmaceutical products. ADRES is working with dozens of startup companies from the Biotech industry; most 
of these small companies outsource the entire manufacturing process to Contract Manufacturing Organizations (CMOs). 
Sometimes the different CMOs have different interpretation of the cGMP requirement and they are not always appropriate 
to the clinical phase that the company is in. In these cases, the Quality agreement has a crucial role in clearly assigning the 
responsibilities between the parties and discussing various critical issues like: notification on deviations, client involvement in 
Investigations etc. 

This presentation will briefly discuss cGMP compliance requirements in the different development and clinical phases include 
various examples of CMO requirements and will demonstrate how a Quality agreement can prevent disagreements between 
the parties that could lead to loss of time and money.
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