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1.

ISO 22442-1:2020 Medical devices utilizing animal tissues and
their derivatives — Part 1: Application of risk management

ISO 22442-2:2020 Medical devices utilizing animal tissues and
their derivatives — Part 2: Controls on sourcing, collection and
handling

ISO 22442-3:2007 Medical devices utilizing animal tissues and
their derivatives — Part 3: Validation of the elimination and/or
inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents

ISO/TR 22442-4:2010 Medical devices utilizing animal tissues
and their derivatives — Part 4: Principles for elimination and/or
inactivation of transmissible spongiform encephalopathy (TSE)
agents and validation assays for those processes

Medical Devices Containing Materials Derived from Animal
Sources (Except for In Vitro Diagnostic Devices) Guidance for
Industry and Food and Drug Administration Staff (2019) (US
FDA)

MDR ANNEX I — General safety and performance requirements:
13. Devices incorporating materials of biological origin (EU)
Commission Regulation (EU) No 722/2012 of 8 August 2012
concerning particular requirements as regards the requirements
laid down in Council Directives 90/385/EEC and 93/42/EEC
with respect to active implantable medical devices and medical
devices manufactured utilising tissues of animal origin (EU)

4 $d %k kAL % (Standards for Biological Raw Materials)
(2018) (P ~ B4 ¥ & %)
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9.

10.

11.

12.

13.

44 d k RALHKE DF* (T-o v ¢ (Standards for Biological
Raw Materials, Operational Guideline) (2025) (P #~ 5 2 ¥ &
q)

Guidance on the regulation of medical devices manufactured
from or incorporating viable or non-viable animal tissue or their
derivative(s) (2004) (Health Canada)

Therapeutic Goods (Medical Devices) Regulations 2002,
Schedule 1, Part 2, Principle 8.2 (Therapeutic Goods
Administration » TGA)

Complying with the Essential Principles on the safety and
performance of medical devices (2024): Principle 8.2
(Therapeutic Goods Administration > TGA)

Transmissible Spongiform Encephalopathies (TSE): TGA
approach to minimising the risk of exposure (Therapeutic Goods

Administration » TGA)

15



