
 

1 
 

 
 
 
 

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL 
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE 

 
 

ICH TRAINING MATERIALS 

 
VALIDATION OF ANALYTICAL PROCEDURES ICH Q2(R2) 

 
AND 

 
ANALYTICAL PROCEDURE DEVELOPMENT ICH Q14 

 
 
 
  

MAP OF CONTENTS 
 

 

 

 

 
 

 
 
 
 
 
 
 



  
 

2 
 

ICH Q2(R2) / Q14 Training Modules  

Map of Contents 

Document History 

 

History Date 

Endorsement by the ICH Q2(R2) / Q14 IWG  02/April/2025 
Publication of Map of Contents 08/July/2025 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Legal notice: This document is protected by copyright and may, with the exception of the ICH logo, be 
used, reproduced, incorporated into other works, adapted, modified, translated or distributed under a 
public license provided that ICH's copyright in the document is acknowledged at all times.  In case of any 
adaption, modification or translation of the document, reasonable steps must be taken to clearly label, 
demarcate or otherwise identify those changes were made to or based on the original document.  Any 
impression that the adaption, modification or translation of the original document is endorsed or sponsored 
by the ICH must be avoided. 
The document is provided "as is" without warranty of any kind.  In no event shall the ICH or the authors of 
the original document be liable for any claim, damages or other liability arising from the use of the 
document. 
The above-mentioned permissions do not apply to content supplied by third parties.  Therefore, for 
documents where the copyright vests in a third party, permission for reproduction must be obtained from 
this copyright holder. 



  
 

3 
 

ICH Q2(R2) / Q14 Training Modules  
Map of Contents 

 

Module  
Number 

Q2(R2) 
Q14 

Contents Linkage 
Cross Reference 

Module 1 Q2(R2)/
Q14 

Step 4 Presentation for ICH Q2(R2) and ICH 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  
Table 5 Dissolution with HPLC Module 5 Part E 
Table 8 Quantitative PCR  
Table 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 Lifecycle  
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  



  
 

4 
 

Module  
Number 

Q2(R2) 
Q14 

Contents Linkage 
Cross Reference 

Module 5 Q14 Further Concepts in ICH Q14 
Part A Established Conditions and the Link to ICH Q12 Module 7 
Part B Change Management: Identification of ECs/Reporting Categories and the 

Use of the Decision Tree  
Module 7 

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)/
Q14 

Multivariate Analytical Procedure 
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)/

Q14 
Additional Case Studies and Examples 
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   

 

MAM Case Study - MAM by Peptide Mapping LC-MS  
NIR  Case Study - At-line Assay of Core Tablets by Multivariate Analytical 

Procedure in Continuous Manufacturing of a Drug Product  
Module 5 Part E 
Module 6 

Platform 
Analytical 
Procedures 

Example - Platform Analytical Procedure, Determination of High Molecular 
Weight Species in Monoclonal Antibody Products  

Module 3 Part B Platform Analytical 
Procedures 

MODR Example - Application of the Enhanced Approach Using DoE Studies - 
Establishment and Validation Options for MODRs 

Module 2 Part A  
Module 4 Part E 

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


