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Elaboration on the concepts of analytical method
validation transfer and verification
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TIAN Xue —bo BAI Dong —ting WANG You — chun’

( National Institutes for Food and Drug Control Beijing 100050 China)

Abstract: The aim of analytical method validation transfer and verification is to confirm that the analytical method
fits for the intended purpose. Method validation transfer and verification are very important to ensure the quality re—
liability and consistency of analytical results which is an integral part of any good analytical practice. However there
are lots of confusion and misunderstanding on concepts and application scopes of method validation transfer and
verification in practical works. This paper elaborates the correlation differences and application scopes of method
validation transfer and verification so as to provide a reference for the relative work of drug quality control.
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Tab. 1 Validation parameters required by different

organizations and pharmacopoeias

( parameter) ( organization)
/ ( specificity) USP EP ChP ICH
( selectivity) 1S0 17025
( precision) USP EP ChP ICH
( repeatability) ICH ChP ISO 17025

( intermediate precision) ICH ChP

( reproducibility) ICH ChP USP IS0 17025

( accuracy) USP EP ChP ICH ISO 17025
( linearity) USP EP ChP ICH ISO 17025
( range) USP ChP ICH

detection limit) USP EP ChP ICH ISO 17025

(
( quantitation limit) USP EP ChP ICH ISO 17025
( robustness) USP EP 1SO 17025

(

ruggedness) USP ChP ICH
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2 ICH

Tab. 2 Validation parameters required by ICH guidelines

( impurity test)

( parameter) ( identification) ( quantification) ( limitation) (assay)
( accuracy) - + - +
( precision)
( repeatability) - + _ +
( intermediate precision) - + - +
( reproducibility) - + - +
( specificity) + + + +
( detection limit) - - + _
( quantitation limit) - + - -
( linearity) - + - +
( range) - + - +
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Tab. 3 The correlations and differences of method validation transfer and verification

( purpose)

( main contents)

( implemented by)

( application scope)

( method validation)

( method transfer)

(' method verification)

( to demon—
strate that the method is suit—

able for the intended use)

(to
demonstrate that the method
receiving laboratory could ap—
propriately operate the method
developed by transferring la—

boratory)

(to demonstrate that compen—
dial method is suitable for the
intended purpose and to dem—
onstrate that the analyst is ca—

pable of performing the test)

( validate all or part of

the mythology parameters)

( representative
samples are analyzed in the
transferring and receiving

laboratories)

( se—
lect some critical parameters
to validate according to the
complexity and intended use

of the method)

( method devel—
opment laborato—

1y)

( method receiv—

ing laboratory)

( official
medicine control

laboratories)

( new meth—
od methods which require revali—

dation)

; (A B
) ( specification verifica—
tion of imported medicines meth—
od transferred between R&D la—
boratory and QC laboratory meth—
od transferred between manufac—

turing plants and contract test)

( medicine is ana—
lyzed by employing compendial

methods)

4.2

2%)

1.5%

4

Tab. 4 Test resultcomparison between OMCL and

quality control laboratories in manufacturers

( strength) /

4, %

( batch No.)

(assay result

of OMCL) /%

( assay result of

manufacturer) /%

0.03

12711
13041
13131
12741
12761
12771

103.1 103.1
102. 4 101. 3
102. 1 102. 9
100. 1 101.1
100. 8 99.3
99.2 99.7
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