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EMA  Guideline on Bioanalytical Method Validation (2011)

FDA Guidance for Industry: Bioanalytical Methods Validation (2001)
— revision (2018)
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MFDS (2013)
CFDA (2015)

0 () I+l - O
ANVISA e

IE@*E %ﬁ#/ﬁ 3_5 [ cl_’__C

|I|n

BRHA RSA 2 NCHITDHELEE
EEmMEROZR{EH a]EE

=

IC



C

ICH M10 Concept paper

Type of Harmonisation Action Proposed

> FEEGRIR + BRPREIVER C

JWNSNBI\AAT7F IR

DINUF—2 3 > RUOERARDRZNRET B,

> 1

FHOSNB/I\A A7 F U R(CRE T DIELEE

/

CFREMNMUOENEmZ STCERRORAFECH T

3_50

=187 Ie

» BIFOBIBSA RSA 2 /HAF DA ICHITDEER

ZREHI D2 LT EEmOIO—) ULHEFEDINEL
ZHEET D



M10 EWG members

Member Name
EMA Alfredo Garcia-Arieta, Jan Welink
FDA Brian Booth, Tsai-Lien Lin, Renmeet Grewal
MHLW/PMDA GHBAF (NIHS), Bl (NIHS), EHX%E (PMDA)
Regulatory Health Canada Anna Edmison, Richard Siggers
Members Swissmedic Katharina Walter
(oElH&) ANVISA Dulcyane Neiva Mendes, Thais Correa Rocha
MSDF Kyungshin Lee, Hye Won Park
NMPA Chunmin Wei, Yuzhu Wang
TFDA Chang Ya-Wen, Wen-Yi Hung
EFPIA Joanne Goodman, Philip Timmerman
Industry PhRMA Timothy Heath, Marianne Scheel Fjording
Members JPMA Hrhaiia, FBIES
(sEH#) IGBA Mohammed Bouhajib, Charles Donnelly
BIO Faye Vazvaei
Observers WHO Luther Gwaza, Stephanie Croft
(2E14%) IFPMA Marcio Silva
5T 161K

1C




C

20169F6H
2016F7H
20165F10H8
20165F10H8
20165E118
20175E58
2017£¢E118

2018%F6 H

2018 7~88

M10 ER
ICHU ZR>=E FiRbbEY O & UTEIR

Informal WG F& &
Concept Paper, Business Plan Z&G3

EWG FE

EWG SB1EERE (KIR)

EWG B2 HE#E (E> MUA—JL) Draft ver.1->2
EWGSE3EINERE (S1~—7T) Draft ver.2->3
EWGSB4AEHSRE (F) Draft ver.3->4

Internal consultation

2018%9~11H Z51~6[0] Teleconference

2018%F118

EWGESSEDESR (Sv—0v M) Draft ver.4.3-55



M10 draft Technical Document ver. 4 EIR

1.Introduction

Objective, Background, Scope

2. General principles

Method development

Full, partial and cross validation

3.Chromatographic assay
Reference standard
Validation
Study sample analysis

4. Ligand binding assay (LBA)
Key reagents
Validation
Study sample analysis
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5. Incurred sample reanalysis

6. Other types of validation
Partial validation
Cross validation

7. Additional issues to be considered
Endogenous compounds
Parallelism
Recovery
MRD
Commercial kit
New Technologies

8. Documentation
Summary information
Documentation for method validation and

bioanalytical report

9. Glossary
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M10 draft Technical Document ver. 5 EIR

1.Introduction

Objective, Background, Scope

2. General principles
Method development
Method validation

3.Chromatographic assay
Reference standards
Validation
Study sample analysis

4. Ligand binding assay (LBA)
Key reagents
Validation
Study sample analysis

5. Incurred sample reanalysis
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6. Partial and cross validation
Partial validation
Cross validation

7. Additional considerations
Analytes that are also endogenous compounds
Parallelism
Recovery
MRD
Commercial and diagnostic kit
New or alternative technologies

8. Documentation
Summary information
Documentation for method validation and
bioanalytical report

9. Glossary
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