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Validation ïVerification : WHY ?
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Terms/definitions, difference in terminology
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Validation and Verification : What ?

Validation: 

Demonstrateby means of objective evidence that performance-characteristics
fullfill predefined criteria or specifcdemands for a certain purpose or intended 
use.

Whichimplies:

Å±ŀƭƛŘŀǘƛƻƴ ǇŜǊŦƻǊƳŜŘ ōȅ άƳŀƴǳŦŀŎǘǳǊŜǊέ 
Å (Full) validation done by the lab
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Validation and Verification : What ?

Verfication: 

Confirmationby providingobjectiveevidencethat a test fullfils specifications
(specificdemands) or specifiedperformance characteristics/parameters.

Whichimplies:

Å Specificdemands/perfomancecharacteristicsare definedandvalidatedby
manufacturer

ÅVerificationof performance characteristicsperformedby lab
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Validation and Verification : What ?

Validation

Demonstrate by means of objective 

evidence that performance-

characteristics fullfill predefined 

criteria or specific demands for a 

certain purpose or intended use.

Verification 

Confirmation by providing objective 

evidence that a test fullfils

specifications (specific demands) or 

specified performance 

characteristics.
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Validation and Verification : What ?

Validation

Demonstrate by means of objective 

evidence that performance-

characteristics fullfill predefined 

criteria or specific demands for a 

certain purpose or intended use.

Verification 

Confirmation by providing objective 

evidence that a test fullfils

specifications (specific demands) or 

specified performance 

characteristics.

What is the difference?
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Validation and Verification : What ?

Validationor verification: whichone?          Determinedby type - source : FDA/CE-IVD or LDT 

In essence youneedto proofάŀ ǘŜǎǘ ŘƻŜǎ what it needsto Řƻέ ƻǊ άwhat it is intendedforέΦ
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FDA / CE ςIVD accordingto InstructionsFor Use(IFU) Anydeviationfrom IFU / useof non FDA/CE-IVD (LDT)

Verification Validation

Performance characteristicsandacceptancecriteria Performance characteristicsandacceptancecriteria



Validation and Verification : What ?

Validationor verification: accordingto IFU determinesCE-IVD or LDT andthus if
verificationor validationneeded

Whatƛǎ άaccordingto IFUέ Κ

× Type sample andpurpose/ intendedusedefined
× Clearinstructions:
Å Pretreatment
Å Dilutionof Ab
Å IncubationtimesAb, detectionsystem
Å Enhancingstep(linker)
Å Preprogrammedor full descriptionof method?

Always that clearςobviousςwell described?????

Knowif youwork accordingto IFU or not ?????
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Validation and Verification : What ?

Validationor verification: accordingto IFU determinesCE-IVD or LDT 
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Validation and Verification : What ?

Validationor verification: accordingto IFU determinesCE-IVD or LDT 

!
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Validation and Verification : What ?

Validationor verification: accordingto IFU determinesCE-IVD or LDT 

!Ab Concentration???

RUO !
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