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the process analysis. If a less-established correlation suggests less certainty in the 
predictive power of the continuous monitoring tool, a larger number of conformance 
batches may be appropriate to verify the correlation between the on-line control and the 
desired result.  

 
When a high degree of confidence is established that the continuous in-process 
monitoring and control of the drying endpoint reliably provides the expected product 
moisture level, substituting in-process results for end-product testing may be a desirable 
outcome that could allow discontinuing the end-product dryness testing of the product.  

 
The point where the shift from end-product testing to use of in-process drying endpoint 
results can be made will depend on the strength of the correlation between the NIR 
measurement and the product LOD and on proven consistency shown by the process in 
providing consistent moisture results. With the strong correlations noted earlier for this 
drying process, it may be possible to make this change during or soon after the 
production campaign following successful preparation of the conformance batches. 


