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Technical transfer of analytical methods, or analytical method transfer (AMT) is a GMP

requirement for those involved in contract manufacturing and testing.
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The purpose of this post is to provide guidance to manufacturers and contract testing
laboratories for the process of transferring a method for outsourcing of testing. Whilst not

included within this post, the requirements of EU GMP Chapter 7 should also be met.
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Analytical method transfer is a verification process which has much in common with the
validation activities described in EU GMP Annex 15 and the guidance it contains provides a

useful framework to work from.
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The type of AMT most frequently seen on inspection is comparative testing. Comparative AMT
requires both the transferring and receiving laboratory to perform an agreed number of analyses

on the same manufacturing batch and compare the data generated within both laboratories.
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T D, HEAMT Tid, TBELITORBRAT & T2z T ANLRRFT OmGH, [—ofiE
Ny FIZOWTHRE LD G 21T, MBI CAER SN T — 2 2T 2 0B R B 5,

There should be a formal process for the introduction of new methods which allows the
receiving laboratory to demonstrate that they can perform the analytical method effectively and
reproducibly. It should also ensure that the transfer protocol covers all critical quality attributes
and method parameters considered important for maintaining the method’s validated state and

ensuring product quality can be consistently met by the receiving laboratory.
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Regulatory compliance is a shared responsibility and a collaborative approach will give both the
transferring and receiving laboratories confidence in the data generated after the AMT is
completed. For instance, performing a gap analysis would allow both parties to identify
additional validation activities that may be required, and receiving laboratories should identify

whether they have the staff and testing capacity to perform testing prior to AMT commencing.

Pivarwa Solutions Go,Lid, A, SR ZFL 72D DOBEE TITIRMA L TEY 9, FROUTRAR, A2 Pharma-bio Futakami
Plorieasaamastt L R £y AR L HI A L ®



“Transfer of analytical methods” MHRA, Posted by: Chris Smith, Posted on:13 August 2021 Page 3/ 4

ERBOBESFII RO BETH Y, HENeT7 7o —F42 L5 LT, BETHMEZNEZITE
HRPOW T ORI, AMT OFETHIERESNDLGT —XICABEFFOZ ENTE 5, FlZIE,
Xv v IO EITo 2 i, MY FFIINEL 2D AREMOH D BIMONY 7 — 3 B ORE
ZAREE L, S ATVIORERFT X, AMT OBAHRTICRERZ T T 272D DA X » 7 K OGRERAE
NEFGLTWDLME I DERET DI LA WEEICT D,

The use of risk management principles for AMT can be advantageous when identifying which
tests to transfer and the number of tests to be performed. This approach is particularly useful

where similar products are already tested using similar techniques.
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Having performed the AMT - successfully or unsuccessfully - a transfer report should be

generated.
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Finally, here are some common findings around AMT:
et 1o, AMT IZBE3 2 — e il a W< a4 5

* equipment was not qualified for the range used in the transferred method ;
BB SN TETHER SN DHEMAIC, S OBEBIERRES S TW o7

* the impact of differences in equipment was not included in the gap analysis - such as different
makes and models of high performance liquid chromatography (HPLC) equipment used at
transferring and receiving sites ;
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* the receiving laboratory did not follow the transfer protocol ;
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* the method references internal documents from the transferring laboratory which were not
available at the receiving laboratory ;
TOIFEN, ZEMORERFT TIIAF TERWBET ORI (transferring laboratory) > PNH 3CH
EZRLTWD,

+ AMT was performed as a single test, on one batch of product: examples being, one single

agar plate for a microbiology assay, one dissolution test, one assay test without appropriate

justification ;
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- a single strength was used to transfer methods used for multiple strengths.
FEE OB OF A & (multiple strengths : FRiE  F—H5LTh 20N, TEEHFENREARS) I LT, B
BT 20 TEE, 1O OFRHETIT>TW\WD,
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