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Actual Cost of False
Rejects, $413,400.00

A hundred percent visual inspection is performed as part of the manufacturing process of
Injectable drug products as a regulatory requirement to detect and remove units with defects
to protect the patients. The rejection of acceptable drug products in the visual inspection
process increases waste and manufacturing costs. The analysis of historical data identified
three vial defect types with a trend of high false reject rates. A second inspection step
method with reference standards was designed as a strategy to reduce false rejects in the
visual inspection process. The experimental results obtained showed a significant reduction
In false rejects during the visual inspection process. The reduction of false rejects translates
Into fewer financial losses as waste for the organization.

Introduction

In a pharmaceutical company dedicated to manufacturing injectable drug products, a
sustained increasing trend of non-conformances with reject rate limits was observed
during visual inspection. Results of laboratory analyses identified a high number of
false rejects as a major contributor to this problem. A second inspection step for the
evaluation with a reference standard can be a cost-effective strategy to reduce false
rejects as a major source of additional costs in the manufacturing of injectable drug
products.
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Figure 1
Visual Inspection Process Map Diagram
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Figure 3
Experimental Reject Rate Results by Defect Type
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Comparative Cost Analysis Pie Charts

Conclusions

False rejects are a significant contributor to non-conformance deviations that generates
additional waste increasing the manufacturing costs of injectable drug products. The
Implementation of an additional step using reference standards to confirm specific conditions
Improves the visual inspection process output, reducing false rejects by more than 50%
during the visual inspection process. Additionally, the improvement of the false reject rates
reduces the opportunity for non-conformances with the reject rate limits which prevents other
activities such as investigations and re-inspections trigger as consequence. The preventive
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Historical vs Experimental False Reject in a Normal Distribution Histogram
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Experimental Visual Inspection Simulation Flow Diagram
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