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National Foreword
S.R. CEN/TS 16835-2:2015 is the adopted Irish version of the European Document CEN/TS 16835-2:2015,

Molecular in vitro diagnostic examinations - Specifications for pre-examination processes for venous whole
blood - Part 2: Isolated genomic DNA

This document does not purport to include all the necessary provisions of a contract. Users are responsible
for its correct application.

Compliance with this document does not of itself confer immunity from legal obligations.

In line with international standards practice the decimal point is shown as a comma (,) throughout this
document.
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English Version

Molecular in vitro diagnostic examinations - Specifications
for pre-examination processes for venous whole blood -
Part 2: Isolated genomic DNA

Tests de diagnostic moléculaire in vitro - Spécifications Molekularanalytische in-vitro-diagnostische Verfahren
relatives aux processus pré-analytiques pour le sang - Spezifikationen fiir prdanalytische Prozesse fiir
total veineux - Partie 2: ADN génomique extrait venose Vollblutproben - Teil 2: Isolierte genomische
DNS

This Technical Specification (CEN/TS) was approved by CEN on 31 August 2015 for provisional application.

The period of validity of this CEN/TS is limited initially to three years. After two years the members of CEN will be requested to
submit their comments, particularly on the question whether the CEN/TS can be converted into a European Standard.

CEN members are required to announce the existence of this CEN/TS in the same way as for an EN and to make the CEN/TS
available promptly at national level in an appropriate form. It is permissible to keep conflicting national standards in force (in
parallel to the CEN/TS) until the final decision about the possible conversion of the CEN/TS into an EN is reached.

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, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and
United Kingdom.
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CEN-CENELEC Management Centre: Avenue Marnix 17, B-1000 Brussels

© 2015 CEN  All rights of exploitation in any form and by any means reserved Ref. No. CEN/TS 16835-2:2015 E
worldwide for CEN national Members.



This is a free &age sample. Access the full version online.
S.R.C

EN/TS 16835-2:2015
CEN/TS 16835-2:2015 (E)

Contents Page
EUTOPEAN fOT@WOTIW......iiisinsssssnsisssssssmssssssssssssssssssssssssssssssssasas s ssssssssssssas sssssssssasasss s e s s sesassssssasasasanansnsnsssnsnsssssnsasanass 3
00000 L1 0 4
1 o0 5
2 L0 0 00 B T Q=) ) (=) 1 L X, 5
3 Terms and defiNitions ... ———————————————— 5
4 OS5 112 i LR o0 1 0 U o 10 0, 7
5 Outside the laboratory ... —————————————————————————__s 7
51 Primary venous whole blood collection manual .........ccoummmmsmsssssm—s 7
5.1.1 Information about the primary sample dONor ... ——————————— 7
5.1.2 Selection of the venous whole blood collection tube by the laboratory ..., 8
5.1.3 Primary venous whole blood sample collection from the patient and stabilization

00 Q0T LD 8
5.1.4 Information on the primary blood sample and storage requirements at the blood

(L0 1 Tt 00 11 & Lot 1 UL 2, 8
52 TranSPOrt F@QUITEIMEINES. ...ccomiismsrsnssssmssssssssmssssssssnssssssssssssasssssssssssssassssssssasssssssssssssasssssssnssssssssessssnsssnnassnnes 9
6 Inside the laboratory ... ——————————————————— 10
6.1 Primary Sample reCePtion ... ssaes 10
6.2 R0 T o LU0 g 14 L) oL 10
6.3 Isolation of the enomic DNA. ... ————————— 11
L 00 T £ 1 L) i1 11
6.3.2  Using cOMMErCial KitsS ... ssssssssssssssssssssssssssessaes 12
6.3.3 Using the laboratories OWN ProtoCols ......——————————— 12
6.4 Quantity and quality assessment of isolated genomic DNA.......ccccovvsnmnmsmsssssssssssssssssssssens 12
6.5 Storage of isolated ZenOmIcC DNA....... s 13
Annex A (informative) Impact of preanalytical workflow steps on venous whole blood

£ 000) 00D Tol D I\ s N0 LB T, 14
A1l General information on operated experiments in ANNEX A ... 14
A2 Influence of preanalytical variables (blood storage duration and temperature, and

DNA isolation methods) on genomic DNA integrity.......cummmmmnmmmmmmmmisssssssssssssssans 14
A3 Influence of blood storage time on the genomic DNA integrity........m. 15
A4 Influence of genomic DNA integrity on an analytical test based on long PCR

21 100 D T ) 1, 17
A5 Influence of blood storage conditions on the performance of PCR tests based on

£ 010 ot 002 1181 0] 00 18
125101 10T ed 01 0] 1, 20



¥ SAIGLOBAL

This is a free preview. Purchase the entire publication at the link below:

Product Page

@ Looking for additional Standards? Visit Intertek Inform Infostore

@ Learn about LexConnect, All Jurisdictions, Standards referenced in Australian legislation


https://shop.standards.ie/en-ie/standards/s-r-cen-ts-16835-2-2015-879266_saig_nsai_nsai_2089278/
https://www.intertekinform.com
https://www.intertekinform.com/en-au/regulatory-management/lexconnect-and-codeconnect/

