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Q2(R1) Revision The scope of the revision will include validation principles that
cover analytical use of spectroscopic or spectrometry data (e.g., NIR, Raman,
NMR or MS) some of which often require multivariate statistical analyses. The
guideline will continue to provide a general framework for the principles of
analytical procedure validation applicable to products mostly in the scope of Q6A
and Q6B.
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Q14 Analytical Procedure Development guideline The new guideline is proposed
for harmonising the scientific approaches of Analytical Procedure Development,
and providing the principles relating to the description of Analytical Procedure
Development process. Applying this guideline will improve regulatory
communication between industry and regulators and facilitate more efficient,
sound scientific and risk-based approval as well as post-approval change
management of analytical procedures.
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Module Q2(R2) Contents Linkage
Number Q14 Cross Reference
Module 1 | Q2(R2)/ | Step 4 Presentation for ICH Q2(R2) and ICH Q14
Q14
Module 2 Q2(R2) | Fundamental principles of ICH Q2(R2)
Part A Analytical Procedure Validation Strategy Module 3 Part B Use of development data
Module 4 Part B, Part E and Part F
Module 7 MODR
Part B Details of Validation Terms
Part C Combined Accuracy and Precision Module 3 Part B Use of Confidence
Intervals
Part D Considerations when Setting Performance Criteria
Module 3 Q2(R2) | Practical Applications of ICH Q2{R2)
Part A ICH Q2({R2) Annex 1 and 2 Table 3 Separation techniques
Tahle 5 Dissolution with HPLC Module 5 Part E
Table 8 Quantitative PCR.
Tahle 9 Particle size measurement
Part B Other Validation Topics Platform Analytical Procedures Module 7 Platform Analytical Procedures
Use of Confidence Intervals
Use of Replicates
Use of Development Data
Single Point Calibration
Extrapolation of Validation Range
Quantitative Test vs. Limit Test Module 5 Part E
Module 4 Q14 ICH Q14 General Considerations

Part A Minimal and Enhanced Approach

Part B Analytical Procedure Lifecyele

Part C Analytical Target Profile (ATP)

Part D Risk Assessment in Analytical Procedure Development Module 5 Part C
Module 7

Part E Robustness and Parameter Ranges Module 2 Part A
Module 7 MODR

Part F Analytical Procedure Control Strategy Module 2 Part A

Module 7
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Establishment and Validation Options for MODRs

Module Q2R Contents Linkage
Number Q14 Cross Reference
Module 5 Q14 Further Concepts in ICH (014
Part A Established Conditions and the Link to ICH (12 Module 7
Part B Change Management: [dentification of ECs/Reporting Categories and the Module 7
Use of the Decision Tree
Part C Knowledge and Risk-based Change Management Module 4 Part D
Part D Explanation of ICH Q14 Tables 1 and 2, Implementation of Changes, and
Bridging Studies
Part E Submission Requirements in ICH Q14 Chapter 10 Module 3 Part A (Table 5)
Module 6
Module 7 and Module 7 NIR
Module 6 | Q2(R2)/ | Multivariate Analytical Procedure
Q14 Introduction
Examples Raman spectroscopy for identity testing
NIR for assay Module 5 Part E
Module 7 NIR
Raman spectroscopy for glucose testing
Module 7 | Q2(R2)/ | Additional Case Studies and Examples
Q14 Impurity Case Study - Measurement of Stereoisomers as Specific Process Related
Impurities in a Small Molecule Drug Substance
Potency Case Study - Measurement of Potency for an anti-TNF-alpha Monoclonal
Antibody
hMAM Case Study - MAM by Peptide Mapping LC-MS
NIR Case Study - At-line Assay of Core Tablets by Multivariate Analytical Module 5 Part E
Procedure in Continuous Manufacturing of a Drug Product Module 6
Platform Example - Platform Analytical Procedure, Determination of High Molecular | Module 3 Part B Platform Analytical
Analytical | Weight Species in Monoclonal Antibody Products Procedures
Procedures
MODR Example - Application of the Enhanced Approach Using DoE Studies - Module 2 Part A

Module 4 Part E

NIR: Mear-infrared spectroscopy
MAM: Multi-attribute Methods
MODR: Method Operable Design Region
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