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The goals of this presentation is to help the audience 

1 Understand Overall structure of Q2(R2) and Q14

2 Find point/theme of interest

By presenting

Overall structure of Q2 and Q14 guidelines and selected slides 
from the training materials. 

This presentation contains the presenter‘s personal opinion and does not 
represent the formal ICH position nor the formal MHLW’s position.
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Outline of This Presentation

• Overview of the two guidelines

• Structure of the training materials and read suggestions

• Key points with examples/cases
Validation study vs. Validation test (Validation strategy, 
Development data, MODR, Platform)

Lifecycle(ATP, Development, Validation, ECs, Changes) example(s)

• Conclusions
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Q14 has 
this lifecycle figure

Key points in product
development shown

Technical details of 
Validation is 
described in Q2
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Q2 has this chart 
showing linkage between
development and validation



Outline of This Presentation
• Overview of the two guidelines

• Structure of the training materials and read suggestions

• Key points with examples/cases
Validation study vs. Validation test (Validation strategy, 

Development data, MODR, Platform)

Lifecycle(ATP, Development, Validation, ECs, Changes) 
example(s)

• Conclusions
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High level of cross linkage
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Read Suggestions
• If you need only a very high level understanding on Q2 and 

Q14, look at training module 1.

• If you like to get comprehensive detail understanding, pick 
one of four case studies in module 7 and read corresponding 
descriptions module 2 through 6.

• Terms used in the guidelines are mostly defined.  For clear 
understanding of those, check definitions first. Also, 
interrelations between those terms are important in order to 
understand the contents, the following figure and chart may 
be useful.
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Output related

Input related
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VALIDATION STUDY

An evaluation of prior knowledge,

data, deliberate experiments

VALIDATION TEST

Validation tests are deliberate experiments
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VALIDATION STUDY

An evaluation of

prior knowledge, data ,

deliberate experiments

VALIDATION TEST

Validation tests are

deliberate experiments



2025/9/23 Q2Q14 Y.Hiyama NIHS Seoul ICH Training 2025 16



2025/9/23 Q2Q14 Y.Hiyama NIHS Seoul ICH Training 2025 17

This Annex gives different evaluation types
for Performance Characteristics

The dissolution example 
uses development data 
for specificity

The qNMR example employs
calibration for precision
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The bottom box 
is included in Q2
after debate
by the E W G
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Other performance
Characteristics
are shown in the module.
But not shown in 
this presentation
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MODR is explained
in modules 2, 4 and 7
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Module 7 shows the following Four case studies

1 Impurity; MEASUREMENT OF STEREOMERS AS SPECIFIC PROCESS 
RELATED IMPURITIES IN A SMALL MOLECULE DRUG SUBSTANCE

2 Potency; MEASUREMENT OF POTENCY FOR AN ANTI-TNF-ALPHA 
MONOCLONAL ANTIBODY

3 MAM;MAM(Multi-attribute Method) BY PEPTIDE MAPPING LC-MS

4 NIR; AT-LINE ASSAY OF CORE TABLETS BY MULTIVARIATE ANALYTICAL 
PROCEDURE IN CONTINUOUS MANUFACTURING OF A DRUG PRODUCT

ATP, Technology Selection, Analytical Procedure Development, Analytical 
Procedure, Analytical Procedure Validation,

Description of ECs/Reporting categories/Justification,

and Change Management/Bridging Study Change Management/Examples
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ATP example;
Extracted from module 7 IMPURITY

Link to CQA

Technology is NOT selected yet

For necessary performance characteristics,
acceptance criteria are determined
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This Ishikawa diagram is from module 4. 

Case studies in module 7 have 
specific Ishikawa diagram
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When ECs are identified 
with Enhanced Knowledge, 
the decision tree in this chart 
can be used.

This decision tree is written based 
on the Q12 principle.

Note that there are regional differences 
in the reporting categories
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From module 7, impurity.
Change #2; HPLC to SFC
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Use Q2 and Q14 together.
And with others, Q8-Q13.

The enhanced approach 
yields
comprehensive knowledge 
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Thank you

for the attention!

Q2/Q14 EWG Group Photo in Vancouver, June 2023
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