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Purpose

�Differences between previous and new (draft) 

ICH Q2 guideline Validation of analytical 

procedures, March 2022

�High level review of ICH Q14 (draft) guideline: 

Analytical procedure development, March 2022 
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Guidelines for Analytical Method

�ICH_Q14_draft analytical procedure development

�ICH-Q2(R2) “Validation on Analytical Procedures: Text and Methodology”, Draft, 

March 2022

�USP <1225> Validation of Compendial Procedure

�USP <1226> Verification of Compendial Procedure 

�USP <1227> Validation of microbial recovery from pharmacopeial articles

�USP <1220> Analytical procedure life cycle

�USP <1010> Analytical Data—Interpretation And Treatment
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ICH Q2- Validation of analytical procedures
“Old” vs. “New” – STARTING FROM THE END... 

Old definition

New definition
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ICH Q2 - Scope

Added in the new guideline:
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ICH Q2 – requirements per assay type
Old vs. New

MAJOR CHANGES, however, mostly not lab-relating
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ICH Q2 – Accuracy 
Mostly similar to previous version (Spiking added)
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ICH Q2 – Precision 
No major change
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ICH Q2 – Accuracy and Precision
Combined approaches
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ICH Q2 – Linearity: 
additional evaluation recommended
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ICH Q2 – Specificity – ID, no major change 

� Comparison to known RS
� Negative result from placebo
� Negative result from closely related substances
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ICH Q2 – Specificity for Assay, purity 
and impurity tests 

Old version

Addition in new version
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ICH Q2 – Quantitation limit 

Old and new version (10 S/N)

Nice addition in new version :)
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ICH Q2 – Stability indicating method

New section
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ICH Q2 – Robustness
Refers to ICH Q14
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ICH Q2 –THE HIGHLIGHT
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And now, for something 
completely different.

Or NOT?

All rights reserved to ADRES



ICH Q2- Validation of analytical procedures
“Old” vs. “New” – STARTING FROM THE END... 

Old definition

New definition
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ICH Q14- Scope
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ICH Q14- How?
How should I do the analytical development? Identify

AssessEvaluate

Control 
Monitor
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ICH Q14 – minimal vs. enhanced approach
What we are mostly used to, is now considered “minimal”..:
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ICH Q14 –enhanced approach 
(not all, and definitions from Q8-Q12)
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ICH Q14 – Analytical procedure lifecycle
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ICH Q14 – WHY?
Why should I invest in it?
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ICH Q14 – WHY else?
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THANK YOU
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