ISO 20166-3:2018-12 (E)

Molecular in vitro diagnostic examinations - Specifications for pre-examination
processes for formalin-fixed and paraffin-embedded (FFPE) tissue - Part 3: Isolated

DNA
Contents Page
0T =T o iv
o X0 11T T o v
1 5 o o o - SRS 1
2 NOIrMAtiVe refErEeNCEeS .......coi i s e mmn s 1
3 Terms and definitioNs ... nas 1
4 General consSIiderations ... e 4
5 Outside the 1aboratory ... ———————— 5
5.1 £57 o T=Yed 14 0 1= o I o o3| L= o3 4o o X0 RSP 5
511 =Y o = - | 5
5.1.2 Information about the specimen donor/patient ... ———— 5
5.1.3 Information about the SPECIMEN ..........ee i e 5
5.1.4 SPECIMEN PrOCESSING ...oueerrririiiiiiissssmrrrrrrrsisssssssmerreressaasssssserreressasssssansssssessassssssnnnnssnsssssssnnsnsnsessss 6
5.2 QI = T 15 oo o =T [0 T =T 0 1= 41 OSSR 6
6 Inside the [aboratory ... ——————————— 7
6.1 Information about the reception of the specimen ... 7
6.2 Formalin fixation of the specimen or sample(s) ........ccccnriimminri i ——— 7
6.3 Evaluation of the pathology of the specimen and selection of the sample(s) ..........ccccceuneeeens 8
6.4 Post-fixation of frozen SAMPIES ... 9
6.5 [ 7= 1o T o o R 9
6.6 Processing and paraffin embedding .......cccccirireiiiiercir e 9
6.7 853 Lo = T LI =T [0 ET =Y 0 1= 41 SRR 10
6.8 (Yo 1A oY 4 I o3 . 10
6.8.1 =Y o = - | 10
6.8.2 General information for DNA isolation procedures ...........ccccoiiiiicniiniinnen e 10
6.8.3 Using commercial KitS ... s s 1
6.8.4 Using the laboratories’ own protocols ..o ——— 11
6.9 Quantity and quality assessment of isolated DNA ...........ccociiiiiinri e 12
6.10 Storage of isolated DNA ... ——— 12
Annex A (informative) Impact of the storage temperature on DNA Integrity in FFPE blocks of

L == 1 14
23] o e [ =T o] 4 17/ SRR 16



		2024-05-10T12:33:35+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




