
A Practical Guide to Implementing ICH Q14

Analytical Quality by Design



Do you feel overwhelmed when
reading ICH Q14?

Unsure where to begin?



We’ve successfully taught this
simplified approach to 1000+

professionals:

Want to see how this simplified
approach works? 



Method Request 

Listen to truly understand the analytical need
Translate it into a clear, actionable request

Make expectations explicit before you start



Analytical Target Profile
(ATP)

Define all technical and business requirements
Align on measurable targets for method success

The ATP is a list of analytical and business requirements from the Requester,
method developer, end-user, and the possible future end-user



STEP 1: Prioritize the ATP requirements
STEP 2: Map all possible technologies
STEP 3: List estimated figures of merit
STEP 4: Colour score technologies based on risk and feasibility 
              (high, medium, low)
STEP 5: Select 1 or more technologies based on risks and timelines

 
 

Technologies selection

Systematically evaluate suitable technologies
Select based on risk, performance, and timelines



Critical method parameters 
(CMPs)

Identify parameters that impact ATP performance
Focus only on what truly drives method risk

Use a criticality assessment to turn 60+ parameters into 10–20 critical ones



Critical method parameters 
(CMPs)

Quantify risk for each parameter
Prioritize experiments where risk is highest

Use risk assessment to focus method development and experiments on the critical
parameters that most impact your results.



Method development

Understand parameter behaviour and interactions
Use DoE to define your design space

Design of Experiments (DoE) Multivariate approach
• Structured
• Systematic
• Planned
• Interaction of method parameters can be identified and quantified
• Identify true optimal settings and understand the design space.



3 ways to mitigate and reduce the risk for your critical method parameters:

Control strategy

Define, describe, and control your method parameters
Implement trending & monitoring, and system suitability
controls

How?
• Experiments
• Theory/literature
• Common knowledge



Control strategy

Translate knowledge into an analytical control strategy
Define acceptance criteria and ongoing performance
checks

Define acceptance criteria, SST, SSC, control samples, and reference standards



Implementation

Ensure robust method transfer
Train teams to execute consistently

What is often thought: We are done! Method is developed!

However... 
Implementation and lifecycle management typically take 30–40% 

of total development time.



Key aspects of method implementation:

1.  The analytical procedure
a.Write the analytical procedure with maximum

precision and clarity
b.Focus on: Define, Describe and Control

2.Knowledge transfer and training
           a. Risk assessment contains all critical knowledge
           b. Method specific training + theoretical 
                and technology training

3.Method comparison
          a. Is the historical data still comparable? 

Implementation

Ensure robust method transfer
Train teams to execute consistently



Performance

Confirm performance against ATP targets
Validate according to ICH Q2(R2)

A validation experiment is a documented demonstration that an analytical
method is suitable, reliable and reproducible for its intended purpose.

A successful validation, even with very tight results, does not guarantee future
performance or demonstrate method robustness.



Use and Improve

Apply the method in real use
Continuously monitor and improve performance

This ongoing use, trending, and review show whether the method is robust 
and performs as intended over time
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Join Our 2-day AQbD Course in the Netherlands 
in May 2026

https://www.kantisto.nl/index.php/agenda/30-agenda-items/38-analytical-quality-by-design


Follow us on Linkedin

Learn more and download the PDF at 
Kantisto.nl/AQbD
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