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- OECD BPG 2007 

- NCI Best Practices 

- NFS 96-900 Quality management of BRCs and quality 

of biological resources 

- UK Biobank Quality Standards 

- MMI Guidelines for Standardized Biobanking 

- ISO 9001 

- ISO/IEC 17025 
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"expression (...) conveying a suggested possible 
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particularly suitable without necessarily 

mentioning or excluding others." 

“should” 
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“shall” 

REQUIREMENT 

"expression in the content of a document 

(...) from which no deviation is permitted 

if compliance with the document is to be 

claimed." 



 
clear, objective and verifiable  
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The auditor must have technical 

competence in the specific technical 

area  
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Authentic 
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The microorganism preservation for the long-term ✗ 
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Processing Culture Storage Recovery Transport 
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Risk Assessment (RA) 

Design of experiments (DOE) 

Design space (DS) 
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Scoring the factors in 

terms of Risk Priority 

Number 

  
(arithmetic product of the I, L and A) 
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Screening 

significant factors 

influencing CQA   

Source: Jiju Antony; Design of Experiments 

for Engineers and Scientists 
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How to integrate QbD in a standard? 
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for your kind attention 
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Processing Culture Storage Recovery Transport 
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Recognition of the technical competence 

to perform conformity assessment 
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Conformity assessment 
 

- Testing 

- Calibration 

- Inspection 

- Certification 
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Confirmation that certain (specified) 

characteristics of a product, process, 

person or organization conform with the 

requirements 

Certification 


