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Agenda...

* Kort firmapresentasjon

* Definisjon av «Standard»

e Standardbetegnelser

e Standardoversikt for «Sterilforsyning»
e Litt historie

* Nye / kommende standarder
* ENISO 11140-6
* ENISO 11138-6

* Sparsmal og diskusjon
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Om oss....

* Jacomedic AS ble stiftet i 1989 av @ivin Ek Jacobsen.
* Kontor og lagerlokaler ved E6 i Moss.
* Spesialforetak innen anestesi, intensiv og steriliseringsprodukter.
* Representerer GKE i Norge.
- Kjemiske og biologiske indikatorer.
- Systemer for dokumentering og sporbarhet.
-Har nasjonal avtale pa Helix-test / Last og BD-test.

* Deltar arlig pa internasjonale kurs i regi av GKE.

JACOMEDIC AS SOLGAARD SKOG 131 1599 MOSS



|
JACOMEch\'?g

Hva er en standard?

En STANDARD er en teknisk spesifikasjon som
beskriver hvordan ulike objekter skal kunne
defineres pa en entydig mate, for eksempel mal
og vekt, eller som beskriver arbeidsmetoder, for
eksempel kvalitetsstyring i en bedrift.
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Ulike standardbetegnelser

Nasjonale standarder

NS — Norsk Standard (Standard utviklet i Norge)

(Nasjonale standarder automatisk foreldet dersom EN eller ISO standard med samme
innhold blir vedtatt.)

Europeiske standarder
EN — Standard utviklet i Europa. (Alle medlemsland i EU+

Norge, Island og Sveits)

Internasjonale standarder _
ISO — Standard utviklet internasjonalt.
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Standards for Reprocessing Processes (1)

Sterility Assurance Level

Validation Sterilizers Wasling Chemicel Bivlogical Packaging
Disinfection Indicators Indicators
EN ISO 14937 EN 285 EN 867-5 EN ISO 111381 ENISO 11607-1
Requirements for Requirements or e X 'sgeﬁm. $ Chemical indicator General requirements | | Packaging of medical
develop_ment. va_lnd_abon sterilizers (over 54 1) for erldisinfect systems for steam and classifications on devices

:Ild routine monitoring of EN 13060 wash sterfizers (Test standard Biological indicators (Bl)
sterilization processes | | peouirements for small for hollow load test) EN ISO 11607-2

EN ISO 11135 sterilizers (below 54 1) EN ISO 15883-2 ENISO 11138-2 Vakdation requrements

EO processes EN 14180 W)D_req:‘mnts for EN 1SO 11140-1 Bl for EO sterilization for forming processes
ENISQ 111371 -3 Requirements for 9C3 wﬁ;m ENISO 111383 DIN CEN ISO/TS 16775
Radiation processes . LTSF sterlizers | EN ISO 15883-3 s : BI for steam sterilization :

DIN CEN ISOITS 13004 R R m"’ indicators (C1) ENI1SO 111384 application of
Radiation processes EO steril m"“hm B Bl for dry heat sterilization EN ISO 11607-142
EN ISO 17665-1 -3 EN ISO 18472 EN ISO 11140-3 T EN 868 Series 2-10

Steam processes Requirements for EN ISO 158834 Kecgiemmients K Vi Bl for LTSF sterdization | | | 2cxo0ng of sterile
inal BD-test goods
test sterilizers W/D requirements for e page
LET"SE'?so 254245 (resistometers) themolabile endoscopes EN1SO 119404 sr&:rsomo e
prEN 17180 Test requirements for BD- processes
EN ISO 14937 Sterilizer for H202 ISO/TS 15883-5 Simulation tests
also for F0/ P ol tanea W/Ds - test soils and EN ISO/CD 111387
SR = methods ISO 11140-5 (old ISO 14161)
§nglg'g! i st A Test requirements for the Guidance for the
EN ISO 20857 Performance crteria for | | W/Ds — Requirements interpretation of the results
Dry heat processes steam sterdizersand | | and tests for general ISO/WD 11140-6 for biological indicators
S purpose W/Ds with Type 2 indicators and
EN ISO 17664 thermal disinfection PCDs as sterilzer tests EG!‘ I's.o’fgd? 1158-8
reprocessing of re-usable prEN ISO 15883-7 5882 Reduced Incubation Time
medical devices RO T S Sty (RIT)
purpose W/Ds with : M_ ).
Vaiidation of medical isadaggasrieaiagl| Wl el sy
device simulators (MDS) S L ar
(English version available) - =
EN 556-1 Storage cabinet for red = new
Definition: | endoscopes |
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EU“’“?”“ . EU-Version USA-Version
Simulating 7 kg cotton pack according to Simulating 7 kg cotton pack Simulating 4 kg cotton pack
EN ISO 11140-4 and hollow load test according to EN ISO 11140-4 according to ISO 11140-5

according to EN 867-5

gke Steri-Record” Bowie-Dick-Simmlation Tests
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Historisk bakgrunn

Hulromstest (Helix-test)

e 1983: Spircher (TYS) undersgker damppenetreringsegenskaper i hulformede gjenstander.
» Slange av PTFE (Polytetrafluoreten) med kapsel for biologisk/kjemisk indikator.

e Testing av ulike lengder og diameter (Kaiser, GKE)

* EN 867-5-2001 (17 ar) spesifiserer krav til hulromstesten med definert kapselvolum.

* Definert som type test for EN 13060, og senere EN 285.

* Definerte krav — men ikke definert i forhold til faktisk last.

e Utvikling av medisinsk utstyr 2001 — 2018.

JACOMEDIC AS SOLGAARD SKOG 131 1599 MOSS



Standards for Reprocessing Processes (1)

Sterility Assurance Level

Validation Sterilizers Wasling Chemicel Bivlogical Packaging
Disinfection Indicators Indicators
EN ISO 14937 EN 285 EN 867-5 EN ISO 111381 ENISO 11607-1
Requirements for Requirements or e X 'sgeﬁm. $ Chemical indicator General requirements | | Packaging of medical
develop_ment. va_lnd_abon sterilizers (over 54 1) for erldisinfect systems for steam and classifications on devices

:Ild routine monitoring of EN 13060 wash sterfizers (Test standard Biological indicators (Bl)
sterilization processes | | peouirements for small for hollow load test) EN ISO 11607-2

EN ISO 11135 sterilizers (below 54 1) EN ISO 15883-2 ENISO 11138-2 Vakdation requrements

EO processes EN 14180 W)D_req:‘mnts for EN 1SO 11140-1 Bl for EO sterilization for forming processes
ENISQ 111371 -3 Requirements for 9C3 wﬁ;m ENISO 111383 DIN CEN ISO/TS 16775
Radiation processes . LTSF sterlizers | EN ISO 15883-3 s : BI for steam sterilization :

DIN CEN ISOITS 13004 R R m"’ indicators (C1) ENI1SO 111384 application of
Radiation processes EO steril m"“hm B Bl for dry heat sterilization EN ISO 11607-142
EN ISO 17665-1 -3 EN ISO 18472 EN ISO 11140-3 T EN 868 Series 2-10

Steam processes Requirements for EN ISO 158834 Kecgiemmients K Vi Bl for LTSF sterdization | | | 2cxo0ng of sterile
inal BD-test goods
test sterilizers W/D requirements for e page
LET"SE'?so 254245 (resistometers) themolabile endoscopes EN1SO 119404 sr&:rsomo e
prEN 17180 Test requirements for BD- processes
EN ISO 14937 Sterilizer for H202 ISO/TS 15883-5 Simulation tests
also for F0/ P ol tanea W/Ds - test soils and EN ISO/CD 111387
SR = methods ISO 11140-5 (old ISO 14161)
§nglg'g! i st A Test requirements for the Guidance for the
EN ISO 20857 Performance crteria for | | W/Ds — Requirements interpretation of the results
Dry heat processes steam sterdizersand | | and tests for general ISO/WD 11140-6 for biological indicators
S purpose W/Ds with Type 2 indicators and
EN ISO 17664 thermal disinfection PCDs as sterilzer tests EG!‘ I's.o’fgd? 1158-8
reprocessing of re-usable prEN ISO 15883-7 5882 Reduced Incubation Time
medical devices RO T S Sty (RIT)
purpose W/Ds with : M_ ).
Vaiidation of medical isadaggasrieaiagl| Wl el sy
device simulators (MDS) S L ar
(English version available) - =
EN 556-1 Storage cabinet for red = new
Definition: | endoscopes |




-
JACOMEch\"gm*
EN 867-5 —s EN ISO 11140-6

* EN 867-5 blir erstattet av «nye» EN ISO 11140-6
* Eksakt definert oppbygning / utforming av test.

 Eksakt definert minimumskrav for at testen skal godkjennes. (Round
Robin test)

* Spesifisert krav om TYPE 2 kjemisk indikator.
* Type 2 indikator system = Kjemisk indikator + PCD (Helix test)

» Sannsynligvis signert / gjeldende fra Q4, 2018.
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Test relatert til last

* Mer og mer kompleks utstyr (DaVinci ++)
* Autoklaven kan klare jobben, men testen pa henge med...
* PCD — (Process Challenge Device) ma ha hgyere krav enn faktisk last.
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Til slutt

» Standard for biologiske indikatoer brukt i H202 / Plasma sterilisering.
* Finnes ingen standard i dag.

*Nye EN ISO 11138-6

* Teknisk spesifikasjon pa «kill kinetics» ++
* Positivt for bade produsent og forbruker.
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morten.ovsteng@jacomedic.no
TIf: 41 56 20 63

SSSSSSSSSSSSSSSSSSSSSSSSSSSSSSSSSS



mailto:morten.ovsteng@jacomedic.no

