
Early-Phase Stability Insights:
• Identify potential degradation pathways.
• Establish preliminary re-test periods and enable 

initial IND/IMPD applications.

Regulatory Compliance:
• Adherence to phase-appropriate guidelines from the 

FDA, EMA, and ICH ensures patient safety and 
evidence of continued quality.

• EMA often accepts Accelerated Stability Assessment 
Program (ASAP) data to support the setting of initial 
expiry dates.

Stability Protocol Design:
• Strategic planning during protocol design can pull 

together all interdependent factors building a 
cohesive framework for consistency and e�ciency.

• Factors include storage conditions, batch selection, 
testing frequency, analytical procedures, 
specifications, and packaging systems.

Phase 2 and Phase 3 Focus:
• Phase 2: Demonstrate the stability indicating power 

of the analytical procedures to account for 
optimizations in the Drug Substance manufacturing 
process and identification of degradation products.

• Phase 3: In preparation for regulatory submissions, 
stability studies representing the final container 
closure system intended for commercial supply must 
be completed. 

Shelf-Life Optimization:
• Utilizing the allowances permitted by the regulatory 

agencies in conjunction with acquired stability data, 
scientifically justified shelf-life extensions can 
maximize product use periods.

• Advanced regression analyses and the collection of 
concurrent stability data ensure product quality and 
compliance over time.

Cracking the Code: Syner-G’s 
Blueprint for Success with 

Pharmaceutical Stability Studies

In the complex world of pharmaceutical 
development, ensuring product safety, 
e�cacy, and quality hinges on 
appropriately designed stability studies. 
These studies are crucial for identifying 
degradation pathways, optimizing shelf life, 
and meeting stringent regulatory standards. 
From early-phase insights to post-approval 
optimization, stability data guide key 
product development decisions.
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High-Level Data Points:

Syner-G BioPharma Group o�ers unparalleled expertise in 
pharmaceutical stability study design. Our tailored, data-driven 

solutions help pharmaceutical companies create stability 
programs designed to streamline product development. Achieve 

success by partnering with Syner-G at any point in the 
development cycle, from early-phase to registration; our team can 
help you minimize risks, optimize shelf-life, ensure patient safety, 

and maintain compliance worldwide.


