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A comma is used as the decimal marker.

National foreword

This document (EN ISO 22442-1:2020) has been prepared by Technical Committee ISO/TC 194 “Biological
and clinical evaluation of medical devices”, Subcommittee SC 1 “Tissue product safety” in collaboration with
Technical Committee CEN/TC 206 “Biological and clinical evaluation of medical devices” (Secretariat: DIN,
Germany).

The responsible German body involved in its preparation was DIN-Normenausschuss Feinmechanik und Optik
(DIN Standards Committee Optics and Precision Mechanics), Working Committee NA 027-05-10 AA “Medical

devices utilizing tissues”.

The DIN documents corresponding to the documents referred to in this document are as follows:

ISO 10993-1 DIN EN ISO 10993-1
ISO 10993-2 DIN EN ISO 10993-2
ISO 10993-3 DIN EN ISO 10993-3
ISO 10993-4 DIN EN ISO 10993-4
ISO 10993-5 DIN EN ISO 10993-5
ISO 10993-6 DIN EN ISO 10993-6
ISO 10993-7 DIN EN ISO 10993-7
ISO 10993-9 DIN EN ISO 10993-9

ISO 10993-10
ISO 10993-11
ISO 10993-12
ISO 10993-13
ISO 10993-14
ISO 10993-15
ISO 10993-16
ISO 10993-17
ISO 10993-18

DIN EN ISO 10993-10
DIN EN ISO 10993-11
DIN EN ISO 10993-12
DIN EN ISO 10993-13
DIN EN ISO 10993-14
DIN EN ISO 10993-15
DIN EN ISO 10993-16
DIN EN ISO 10993-17
DIN EN ISO 10993-18

ISO 11135 (all parts)
[SO 11137 (all parts)
ISO 11737 (all parts)

DIN EN ISO 11135 (all parts)
DIN EN ISO 11137 (all parts)
DIN EN ISO 11737 (all parts)

ISO 13408-1 DIN EN ISO 13408-1
ISO 13408-2 DIN EN ISO 13408-2
ISO 13408-3 DIN EN ISO 13408-3
ISO 13408-4 DIN EN ISO 13408-4
ISO 13408-5 DIN EN ISO 13408-5
ISO 13408-6 DIN EN ISO 13408-6
ISO 13408-7 DIN EN ISO 13408-7
ISO 13485 DIN EN ISO 13485
ISO 14160 DIN EN ISO 14160
ISO 14937 DIN EN ISO 14937
ISO 14971 DIN EN ISO 14971
ISO 17664 DIN EN ISO 17664
ISO 17665-1 DIN EN ISO 17665-1
ISO 22442-2 DIN EN ISO 22442-2
ISO 22442-3 DIN EN ISO 22442-3
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Users of the German version of this standard should note the following: The term “sourcing” has been

” o«

translated as “Beschaffung”. “Procurement” is synonymous with “sourcing” and has also been translated as
“Beschaffung”. “Source” has been translated as “Herkunft” and “collection” has been translated
as“Materialgewinnung”.

Amendments

This standard differs from DIN EN ISO 22442-1:2016-05 as follows:

a) 4.4.2 has been updated;

b) weblinks in C.2, bullet point 1, C.3.3 and C.4.4 have been updated;

c) the weblinkin D.3.3 has been updated;

d) C.10 has been added;

e) the Bibliography has been updated.

Compared with DIN EN ISO 22442-1:2021-04, the following corrections have been made to the German
version:

a) in Clause C.10, third bullet point, “Mindestalter von 30 Monaten fiir Kdlber” has been replaced by
“Hdochstalter von 30 Monaten fiir Kdlber”;

b) inD.3.1, Table D.2, in the table heading, the footnote symbol a has been removed 4 times for infectivity.
Previous editions

DIN EN 12442-1: 2001-01
DIN EN ISO 22442-1: 2008-03, 2016-05, 2021-04
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National Annex NA
(informative)
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