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ICH HARMONISED GUIDELINE

BIOANALYTICAL METHOD VALIDATION AND STUDY
SAMPLE ANALYSIS
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Final version
Adopted on 24 May 2022

This Guideline has been developed by the appropriate ICH Expert Working Group and
has been subject to consultation by the regulatory parties, in accordance with the ICH
Process. At Step 4 of the Process the final draft is recommended for adopfion to the
regulatory bodies of ICH regions.
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Document History

Code History Date

M10 Endorsement by the Members of the ICH Assembly | 26 Febmary 2019
under Stgp 2 and release for public consultation
(document dated 15 January 2019)

MI10 Endorsement by the Regulatory Members of the | 24 May 2022
ICH Assembly mmder Step 4, including a title change
from “Bioanalytical Method Validation™ to
“Bioanalytical Method WValidation and Study
Sample Analysis™
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The document iz previded "as iz without warranty of any knd. In no event shall the ICH or the
authors gf the original document be liable for any claim, damages or other Hability arizing from
the use of the document.

The abeve-mentiened permissions do not apply to content supplied by third parties. Therefore,
for decuments where the copyright vests in a third party, permissien for reproduction must be
obtained from thiz copyright holder.
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