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Available Stability
data, Critical Quality
Attributes (CQAs)

!

Protocol
Development

Review stability-indicating CQAs based on available
prior knowledge and supporting data (assess
probability and impact of change).

.

Review available analytical procedures (detectability of
change) and address method related gaps.

Protocol Design

Define study purpose (e.g., primary, commitment, ongoing,
lifecycle changes).

!

Define target specification for study
(which CQAs to monitor, analytical procedures and
acceptance criteria).

Continual
improvement
during hifecycle
(e.g. update
knowledge pool.
implement
additional
controls if
needed).

.
Select parameters to achieve study purpose
(e.g. batches, container closure system, storage conditions.
testing frequency and study duration).
Perform Stability Study
Execution and
Data Evaluation " l

Evaluate Data (e.g. statistical analysis 1f required)

279
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