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Method development according ICH Q14

https://database.ich.org/sites/default/files/ICH_Q14_Document_Step2_Guideline_2022_0324.pdf
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Figure 2 in Annex A of ICH Q14 
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Table 3 and 4 from reference:

https://doi.org/10.1002/elps.8110

 

CMP = critical method parameter
pCMP = potential critical method parameter
nCMP = non-critical method parameter

https://doi.org/10.1002/elps.8110
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Table 5 from reference: https://doi.org/10.1002/elps.8110

 

https://doi.org/10.1002/elps.8110
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https://doi.org/10.1002/elps.8110
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Figure 6 from reference: https://doi.org/10.1002/elps.8110
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But what if you use ready-to-use kits and materials?

Examples

• qPCR Master Mixes

• ELISA kits

• CGE kits

• cIEF kits

• HPLC - Pre-mixed mobile phases

• Endotoxin detection kits

• Residual DNA test kits

• DNA/RNA extraction kits

• Bioassay kits for potency or cytotoxicity

• CHO cell line-based potency assays

• Reference standards, calibrants, reagents etc.11
© Kantisto
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Convenience comes with risk – without understanding, there is no control

• What is the exact composition and reagent quality?
• What are the suitable parameters ranges?
• How is the robustness of the kit or material?

• What if the kit, reagent, or column chemistry is 
modified or discontinued?

• How are lot-to-lot variations managed?
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