
ISO 20166-2:2018 (E)

Molecular in vitro diagnostic examinations — Specifications for pre-
examinations processes for formalin-fixed and paraffin-embedded (FFPE)
tissue — Part 2: Isolated proteins

Contents

Foreword 

Introduction 

1 Scope 

2 Normative references 

3 Terms and definitions 

4 General considerations 

5 Outside the laboratory 

5.1 Specimen collection 
5.1.1 General 
5.1.2 Information about the specimen donor/patient 
5.1.3 Information about the specimen 
5.1.4 Specimen processing 
5.2 Transport requirements 

6 Inside the laboratory 

6.1 Information about the reception of the specimen 
6.2 Formalin fixation of the specimen or sample(s) 
6.3 Evaluation of the pathology of the specimen and selection of the sample(s) 
6.4 Post-fixation of frozen samples 
6.5 Processing and paraffin embedding 
6.6 Storage requirements 
6.7 Isolation of the total protein 
6.7.1 General 
6.7.2 General information for protein isolation procedures 
6.7.3 Using commercial kits 
6.7.4 Using the laboratories’ own protocols 
6.8 Quality assessment of isolated proteins 
6.9 Storage of isolated total protein 

Annex A (informative) Examination of protein demonstrates changes of protein amounts during cold
ischemia1 1 Research by the EU FP7 SPIDIA project funded by the European Union Seventh
Framework Programme [FP7/2007#2013] under grant agreement no 222916. 

A.1 Introduction 
A.2 Example 
A.2.1 General 
A.2.2 Experimental procedures 
A.2.2.1 General 
A.2.2.2 Tissues 
A.2.2.3 Protein examination 
A.2.3 Results 
A.3 Conclusions 
A.4 Further reading 

Page count: 19


		2026-06-15T04:41:11+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




