ISO and EN medical devices sterilization framework in 2024 (healthcare facilities)*

TERMINAL STERILIZATION OF HEALTHCARE PRODUCTS

STERILIZATION PROCESS STERILIZERS BIOLOGICAL INDICATORS CHEMICAL INDICATORS

General requirements Common requirements General requirements General requirements
1SO 14937 ISO/TS 22421 1SO 111381 1SO 111401

STEAMTYPE 2
Large Steam steriliers
EN 285
Moist heat Moist heat BD Steam penetration
IS0 17665-1,-2 &-3 1S011138-3 1S0 11140-2

Small Steam steriliers
EN 13060

Alternative to BD
1SO 11140-4
Hydrogen peroxide Hydrogen peroxide Hydrogen peroxide BD Air removal
1S0 22441 prEN 17180 1SO/AWI 11138-6 1SO 11140-5
Ethylene oxide Ethylene oxide Ethylene oxide Typz 2 Cland PCD for small
1SO 11135 and ISO/TS 21387 EN 1422 1SO 11138-2 steam sterilizers 1ISO 11140-6
LTSF LTSF LTSF PCD small steam sterilizers
1S0O 25424 EN 14180 IS0 11138-5 EN 867-5
1SO 20857 1ISO 11138-4 TEST EQUIPMENT
Guid FOR BIOLOGICAL
Ioance AND CHEMICAL
SOTTISE INDICATORS

Reduced incubation time
1S011138-8

Test equipment for Bl & Cl
1S0 18472

@D 150 standard or technical specifications (ISO/TS) under ISO technical committee 198 of ISO (TC 198)

*

EN standard under CEN TC 102 or 204

Radiation standards (rarely used in Healthcare facilities) and aseptic processing standards (use mainly in industry) are not displayed
This diagram is subject to change as standards or TS are added, withdrawn or revised. Updated status can be found ISO or CEN websites.

PACKAGING
Requirements for packaging
systems I1SO 11607-1
Validation of Packaging
processes SO 11607-2

Guidance on 11607-1 & -2
ISO/TS 16775

Wraps
EN 868-2

Paper bags and paper
EN868-4&-3

Sealable pouches
and reels EN 868-5

LTS/ Paper and adhesive
coating EN 868-6 &7

Re-usable containers
EN 86

WASHER-DISINFECTORS

General requirements
1SO 15883-1

Test methods for cleaning
efficacy ISO/TS 15883-5

THERMAL DISINFECTION

Surgical instruments, etc
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uman waste containers and non
invasive items ISO 15883-3 & 7
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CHEMICAL DISINFECTION

Non-invasive items
1SO 15883-6

Thermolabile endoscopes

1SO 15883-4

Storage cabinet for thermolabile

endoscopes EN 16442

PROCESSING INFORMATION
BY MEDICAL DEVICES
MANUFACTURERS

Critical devices
1SO 17664-1
Non critical devices
1SO 17664-2

TERMINOLOGY

Vocabulary
1S0 11139

MICROBIOLOGICAL
METHODS

Population of microrganisms
1S011737-1

Test of sterility
IS0 11737-2

Bacterial endotoxin

1SO11737-3

WATER QUALITY

Quality of water (sterilizers
and WD) ISOTS 5111



