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Assessment of Stability Variation among Batches, Packaging, and Formulations
- Application of Matrixing and Bracketing -

Sumie Y oshioka®, Yukio Aso and Sigeo Kojima

Assessment of shelf-life equivalence among batches, packaging or formulations of phar -
maceutical products, which was based on the range of shelf-life estimates, was proposed as an
alternative method to an analysis of variance (ANOVA). The power of this analysis was not
significantly affected by assay error, whereas that of ANOVA decreased markedly as assay error
increased. Thus, ANOVA exhibites a tendency to overlook the stability variation from stability
data of a larger assay error, but this is not the case for the proposed method.
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Distribution of range of tg estimates for 0.2%/month

degradation.

Assay error: 05 (A),1.0 (B),and 2.0% (C).

Stability variation: 0% (----- ) and 25% ( ).
Bars represent the 20% point of the distribution for
25% stability variation.
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Fig. 2 Distribution of range of tgy estimates for 0.7%/month

degradation.

Assay error: 0.5 (A),1.0 (B),and 2.0% (C).

Stability variation: 0% (----- ) and 25% ( ).
Bars represent the 20% point of the distribution for

25% stability variation.
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Fig. 3 Effect of assay error on ¢-(----) and g-error (—).
Degradation: 0.2 ( A )and 0.7( @ ) %/month.
Stability variation: 25%.

Critical point: 15% of the largest tg estimate.
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Fig. 4 Effect of assay error on g-error in ANOVA analysis.
Degradation: 0.2 %/month. Stability variation: 25%.
Significance level: 0.25.
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