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Introduction: Definition Method Transfer

Definition USP <1224> TRANSFER OF ANALYTICAL PROCEDURES

The transfer of analytical procedures (TAP), also referred to as method transfer, 
is the documented process that qualifies a laboratory (the receiving unit) to use 
an analytical test procedure that originated in another laboratory (the transferring 
unit), thus ensuring that the receiving unit has the procedural knowledge and 
ability to perform the transferred analytical procedure as intended.
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Introduction: Guidelines method transfer

Guidelines:  

• USP <1224>

• WHO draft guideline 

‘GUIDELINES ON 

VALIDATION – APPENDIX 

4 – ANALYTICAL 

METHOD VALIDATION
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Introduction: Guidelines method transfer

Guidelines:  

• EU GMP Guide Volume 4 Chapter 6 Quality

Control

Prior to transferring a test method, the 
transferring site should verify that the test 
method(s) comply with those as described in the 
Marketing Authorisation or the relevant technical 
dossier.

The original validation of the test method(s) 
should be reviewed to ensure compliance with 
current ICH/VICH requirements. 

A gap analysis should be performed and 
documented to identify any supplementary 
validation that should be performed, prior to 
commencing the technical transfer process.



1. Kick off meeting
2. Gap analysis
3. Purchase of reagents
4. Training*
5. Feasibility
6. Analyst Qualification*
7. Method Transfer 

activity (GMP)

* optional steps

Activities during method transfer
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Different method transfer strategies

a. Method training by phone

b. Sending Unit SME trains Receiving Unit analysts at 
Sending Unit site

c. Sending Unit SME trains Receiving Unit analysts at 
Receiving Unit site

d. Assay co-validation performed by both Sending Unit and 
Receiving Unit
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Different strategies – pros and cons

SU: Sending Unit

RU: Receiving Unit 

Strategy Pro Con

A Method training by phone

Possibility to save time in case RU is an 
experienced lab which can the assay set up 
without F2F training

Prerequisite is that SU mentions 
EVERYTHING (important and not 
considered important) during the call 

Saved time maybe equalized 
afterwards in case feasibility reveals 
that RU is not able to perform method 
in a similar way as the SU 
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Different strategies – pros and cons

Strategy Pro Con

A Method training by phone

Possibility to save time in case RU is an 
experienced lab which can the assay set up 
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Prerequisite is that SU mentions 
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validation at about the same time & at 
the same pace 
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Different strategies- preferred ones from 
a CRO’s point of view

Strategy Pro Con

A Method training by phone

Possibility to save time in case RU is an 
experienced lab which can the assay set up 
without F2F training

Prerequisite is that SU mentions 
EVERYTHING (important and not 
considered important) during the call 

Saved time maybe equalized 
afterwards in case feasibility reveals 
that RU is not able to perform method 
in a similar way as the SU 

B
Sending Unit SME trains 
Receiving Unit analysts at 
Sending Unit site

SU: No travel time, less stressful due to 
familiar environment

RU: Procedure can be followed and learned 
in original environment which facilitates 
feasibility at RU 

No guarantee that assay will work at 
RU site even when RU analysts 
perform assay successfully at SU site

C
Sending Unit SME trains 
Receiving Unit analysts at 
Receiving Unit site

Depending on outcome of SU SME 
performing the assay at the RU lab either it 
is clear that assay works in new 
environment or troubleshooting can be 
done right away on site 

SU: Travel time, can be stressful for 
SME as the assay has to be performed 
in unfamiliar environment with 
unknown equipment

D
Assay co-validation 
performed by both Sending 
Unit and Receiving Unit

Saves time and efforts as only one 
'validation/transfer' activity is to be carried 
out

Statistics may be more complicated 

Only applicable if both transferring and 
receiving unit can perform co-
validation at about the same time & at 
the same pace 
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Recommendations for Sending Unit

• Make a journey through time back and beam you to the start
of assay establishment
• Put yourself in place of the Receiving Unit: What you would need

to know about this specific method

• Provide history of method (we did this and this because of …and
this and that did not work)- this helps the scientist at the RU to
understand better and helps in potential troubleshooting

• Consider clarifying all not clearly defined parts in the method
SOP (e.g. way of pipetting (blow out /no blow out, tip
changes, etc)- try to identify local lab understanding and
‘translate‘ it for the RU

• Providing a ‘starter package‘  (consisting of reagents which
ave to be procured) to the RU may accelerate the project
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Recommendations for Receiving Unit

• Ask ask ask – do not take things for granted as your
interpretation of the method SOP may be wrong

• Take supply chain into consideration when ordering
reagents and plasic ware (local vs overseas)

• Discuss any modification with the Sending Unit SME prior to
implementation

• Plan ahead and keep the Sending Unit up to date all the time

• Use a project manager to support the transfer team in terms
of communication and keeping track of project status
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‘Transfer‘ of methods from R&D to an 
external QC lab

Recommendations:

• Make a journey through time…..

• Define critical reagents

• Provide draft method document

• Provide pictures or videos if helpful for better understanding

• Method performance of second analyst prior to ‘transfer‘ 
(robustness check)
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Analyst training at Eurofins Munich

Each new analyst has to perform the following training modules:

• General module

• Pipetting module

• Cell culture module

• Assay/method training module
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Analyst Training

General module

• Lab procedures

• Good Documentation Practices 

• cGMP

Pipetting module

• Training with different multi channel pipettes: Practice serial
dilutions in a mock scenario using cell culture medium including
FBS

• Perform ‘pipette calibration‘ with already calibrated pipettes for
practice purposes using gravimetric ISO pipette calibration
method -> check accuracy and precison of pipetting
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Analyst Training

Cell culture module

• General training how to perform cell culture
(watch- under supervison-solo runs)

• Cultivation of two training cell lines (1 suspension+ 1 adherent
cell line ) for a period of ~ 2 weeks

• Training für assay specifc cell culture according to method
SOP
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Analyst Training

Assay/method training module:

• First cell based assay: Performance of an Eurofins Munich
internal potency assay prior to initiation of training of any
client assay

• 3 tiered model: Watch- under supervision- solo runs 
(several runs until analyst and supervisor feel comfortable); 
discussion of results after each run

• Analyst qualification under protocol followed by report

• Release for testing according to GMP by publishing new 
version of overview document (e.g. responsibility matrix)
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Summary

• Choose assay transfer scenario which fits best to the current
situation (and given timeline)

• Sending Unit: Put yourself in the position of the ‘other‘ side
and provide all relevant information

• Receiving Unit: Do not take things for granted as your
interpretation of the method SOP may be wrong- ask!

• Direct and open-minded communication is a key factor for
success of assay transfers

• Thorough training of analysts is the basis for robust assay
performance
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