
2003-01.Slovenski inštitut za standardizacijo. Razmnoževanje celote ali delov tega standarda ni dovoljeno.

Molekularne diagnostične preiskave in vitro - Specifikacije za predpreiskovalne
procese za tkiva, ki so fiksirana v formalinu ter položena v parafin - 1. del: Izolirani
RNK (ISO 20166-1:2018)

Molekularanalytische in-vitro-diagnostische Verfahren - Spezifikationen für 
präanalytische Prozesse für formalinfixierte und paraffineingebettete (FFPE)-
Gewebeproben - Teil 1: Isolierte RNS (ISO 20166-1:2018)

Analyses de diagnostic moléculaire in vitro - Spécifications relatives aux processus 
préanalytiques pour les tissus fixés au formol et inclus en paraffine (FFPE) - Partie 1: 
ARN extrait (ISO 20166-1:2018)

Molecular in vitro diagnostic examinations - Specifications for pre-examination processes 
for formalin-fixed and paraffin-embedded (FFPE) tissue - Part 1: Isolated RNA (ISO 
20166-1:2018)

11.100.10 Diagnostični preskusni
sistemi in vitro

In vitro diagnostic test 
systems

ICS:

Ta slovenski standard je istoveten z: EN ISO 20166-1:2018

SIST EN ISO 20166-1:2019 en

01-maj-2019

SIST EN ISO 20166-1:2019
SLOVENSKI  STANDARD

SIST-TS CEN/TS 16827-1:2015

Nadomešča:

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 20166-1:2019
https://standards.iteh.ai/catalog/standards/sist/b57f5e46-c4e8-4d8a-b68a-

7867ee5ddab5/sist-en-iso-20166-1-2019



 

SIST EN ISO 20166-1:2019

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 20166-1:2019
https://standards.iteh.ai/catalog/standards/sist/b57f5e46-c4e8-4d8a-b68a-

7867ee5ddab5/sist-en-iso-20166-1-2019



 

 

 
EUROPEAN STANDARD 

NORME EUROPÉENNE 

EUROPÄISCHE NORM 

 
 EN ISO 20166-1 
  

 
 December 2018 

ICS 11.100.10 Supersedes CEN/TS 16827-1:2015         

English Version 

 Molecular in vitro diagnostic examinations - Specifications 
for pre-examination processes for formalin-fixed and 

paraffin-embedded (FFPE) tissue - Part 1: Isolated RNA 
(ISO 20166-1:2018) 

 

Analyses de diagnostic moléculaire in vitro - 
Spécifications relatives aux processus préanalytiques 
pour les tissus fixés au formol et inclus en paraffine 
(FFPE) - Partie 1: ARN extrait (ISO 20166-1:2018) 

 Molekularanalytische in-vitro-diagnostische Verfahren 
- Spezifikationen für präanalytische Prozesse für 
formalinfixierte und paraffineingebettete (FFPE)-
Gewebeproben - Teil 1: Isolierte RNS (ISO 20166-

1:2018) 

This European Standard was approved by CEN on 22 November 2018.  
 
This European Standard was corrected and reissued by the CEN-CENELEC Management Centre on 30 January 2019. 
 
CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this 
European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references 
concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to any CEN 
member. 
 
This European Standard exists in three official versions (English, French, German). A version in any other language made by 
translation under the responsibility of a CEN member into its own language and notified to the CEN-CENELEC Management 
Centre has the same status as the official versions. 
 
CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, 
Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, 
Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, 
Turkey and United Kingdom. 
 
 
 

 
EUROPEAN COMMITTEE FOR STANDARDIZATION  
C O M I T É  E U R O P É E N  D E  N O R M A L I S A T I O N  
E U R O P Ä I S C H E S  K O M I T E E  F Ü R  N O R M U N G  
 

 

CEN-CENELEC Management Centre:  Rue de la Science 23,  B-1040 Brussels 

© 2018 CEN All rights of exploitation in any form and by any means reserved 
worldwide for CEN national Members. 

Ref. No. EN ISO 20166-1:2018 E 

SIST EN ISO 20166-1:2019

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 20166-1:2019
https://standards.iteh.ai/catalog/standards/sist/b57f5e46-c4e8-4d8a-b68a-

7867ee5ddab5/sist-en-iso-20166-1-2019



EN ISO 20166-1:2018 (E) 

2 

Contents Page 

European foreword ....................................................................................................................................................... 3 

 

SIST EN ISO 20166-1:2019

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN ISO 20166-1:2019
https://standards.iteh.ai/catalog/standards/sist/b57f5e46-c4e8-4d8a-b68a-

7867ee5ddab5/sist-en-iso-20166-1-2019



EN ISO 20166-1:2018 (E) 

3 

European foreword 

This document (EN ISO 20166-1:2018) has been prepared by Technical Committee ISO/TC 212 "Clinical 
laboratory testing and in vitro diagnostic test systems" in collaboration with Technical Committee 
CEN/TC 140 “In vitro diagnostic medical devices” the secretariat of which is held by DIN. 

This European Standard shall be given the status of a national standard, either by publication of an 
identical text or by endorsement, at the latest by June 2019, and conflicting national standards shall be 
withdrawn at the latest by December 2021. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. CEN shall not be held responsible for identifying any or all such patent rights. 

This document supersedes CEN/TS 16827-1:2015. 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the 
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, 
France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, 
Netherlands, Norway, Poland, Portugal, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, 
Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO 20166-1:2018 has been approved by CEN as EN ISO 20166-1:2018 without any 
modification. 
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out 
through ISO technical committees. Each member body interested in a subject for which a technical 
committee has been established has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of 
electrotechnical standardization. 

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www .iso .org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www .iso .org/patents).

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see www .iso 
.org/iso/foreword .html.

The committee responsible for this document is ISO/TC 212, Clinical laboratory testing and in vitro 
diagnostic test systems.

A list of all parts in the ISO 20166 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www .iso .org/members .html.
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Introduction

Molecular in vitro diagnostics, including molecular pathology, has enabled significant progress in 
medicine. Further progress is expected with new technologies analysing nucleic acids, proteins, and 
metabolites in human tissues and body fluids. However, the profiles and/or integrity of these molecules 
can change drastically during specimen collection, transport, storage and processing, thus making 
the outcome from diagnostics or research unreliable or even impossible because the subsequent 
examination assay will not determine the situation in the patient but an artificial profile generated 
during the pre-examination process.

Therefore, a standardization of the entire process from specimen collection to the RNA examination is 
needed. Studies have been undertaken to determine the important influencing factors. This document 
draws upon such work to codify and standardize the steps for formalin-fixed and paraffin-embedded 
(FFPE) tissue with regard to RNA examination in what is referred to as the pre-examination phase.

The formalin-fixation and the paraffin-embedding processes lead to modifications of the RNA 
molecules, which can impact the validity and reliability of the examination test results.

RNA profiles in tissues can change drastically before, during and after collection and change differently 
in different donors'/patients' tissues. Therefore, it is essential to take special measures to minimize the 
described RNA profile changes and modifications within the tissue for subsequent examination.

In this document, the following verbal forms are used:

— "shall" indicates a requirement;

— "should" indicates a recommendation;

— "may" indicates a permission;

— "can" indicates a possibility or a capability.
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