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BMVICBET & BHA K54 >

EMA Guideline on Bioanalytical Method Validation (2011)

FDA Guidance for Industry: Bioanalytical Methods
Validation (2001) — revision (2018)

MHLW Guideline on Bioanalytical Method Validation
for Chromatography (2013), for Ligand Binding Assay (2014)

Health Canada (2012)
ANVISA (2012)

MFDS (2013) 0 3 B+l S
ANVISA

CFDA (2015)
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M10: Concept paper
Type of Harmonisation Action Proposed
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Founding
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Members
MHLW/PMDA, Japan Akiko Ishii-Watabe, Yoshiro Saito, Daisuke Iwata
Standing Health Canada, Canada Anna Edmison, Richard Siggers
Regulatory
Members Swissmedic, Switzerland Katharina Walter, Matthias Roost
ANVISA, Brazil Dulcyane Neiva Mendes, Thais Correa Rocha
Regulatory MFDS, Republic of Korea | Choongyul Ahn
Members NMPA, China Chunmin Wei, Yuzhu Wang
TFDA, Chinese Taipei Chang Ya-Wen, Jia-Chuan Hsu
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Founding
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1. Introduction
Objective, Background, Scope

2. General Principles
Method Development
Full, Partial and Cross Validation

3. Chromatography
Reference Standard
Validation
Study Sample Analysis

4. Ligand Binding Assay (LBA)
Key Reagents
Validation
Study Sample Analysis

5. Incurred Sample Reanalysis

BX

. Partial & Cross Validation

. Additional Considerations

Methods for Analytes that are also

Endogenous Molecules

Parallelism, Recovery, MRD

Commercial and Diagnostic Kits

New or Alternative Technologies
Dried Matrix Methods

. Documentation

Summary Information
Documentation for Validation
and Bioanalytical Reports

. Glossary
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Bioanalytical Method Validation

¥
Bioanalytical Method Validation and Study Sample Analysis

" ICH

Section 3. Section 4.
Chromatographic assay Ligand binding assay

3.1 Reference standard 4.1 Key reagents

3.2 Validation 4.2 Validation

3.3 Study Sample Analysis 4.3 Study Sample Analysis
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* 1.3 Scope
Step2
The guideline 1s applicable to ..... pivotal nonclinical TK/PK studies....
-
Step3
The guideline is applicable to ..... nonclinical toxicokinetic (TK)

studies conducted according to the principles of GLP, nonclinical
pharmacokinetic (PK) studies conducted as surrogates for clinical
studies....

11
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M10 guideline® X a2 — 7

Category Contents
-Chemical and biological drugs
| Metabolites
Matrix -Biological samples
(e.g., blood, plasma, serum, other body fluids or tissues) D
Method | 'LC O GC typically used combination with MS I
-Ligand binding assay -
- Nonclinical TK studies conducted according to the principles
of GLP, and nonclinical PK studies conducted as surrogates
Study for clinical studies
- All phases of clinical trials including comparative BA/BE
studies -
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* Section 7: Additional Considerations

7.1 Methods for Analytes that are also Endogenous
Molecules

1) Surrogate Matrix Approach

2) Surrogate Analyte Approach

3) Background Subtraction Approach

4) Standard Addition Approach
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