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Classi®cation of medical devices
in relation to reprocessing?

¥ Formal European basis would be the 
classi®cation according to Medical 
Device Directive (MDD)

¥ However the MDD focusses on `placing 
products on the market' ± not on 
decontamination

¥ So is there a classi®cation in relation to 
`reprocessing'?

¥ Yes, but this takes us 40 years back in 
time¼
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1968 brought us nightmares and dreams ± and 
a classi®cation scheme for medical devices

¥ Vietnam War: Tet Offensive, My Lai massacre, 
bombing of the Ho Chi Minh Trail, through Laos 
into South Vietnam (3 million tons of bombs)

¥ French May: Agitations and strikes in Paris

¥ The Prague Spring of political liberalisation ends, 
as 200,000 Warsaw Pact troops and 5,000 tanks 
invade Czechoslovakia

¥ U.S. spacecraft Apollo 8 enters orbit around the 
Moon

and¼

¥ Dr. Earle Spaulding of Temple University 
(Philadelphia) developed a classi®cation system 
categorising medical instruments
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Spaulding`s classi®cation of medical devices 
includes required decontamination level 

¥ Dr. Spaulding classi®ed medical instruments by their use and the risk of 
infection involved with their use (`non-critical', `semi critical', `critical')

¥ and de®ned levels of decontamination required (`low level disinfection', 
`high level disinfection', `sterilisation')
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Class / Category Item speci®cation Products (examples)
Level of 
decontamination

Critical Contact with blood 
stream or sterile body 
tissues

Surgical instruments, 
acupuncture needles

Sterilisation*

Semi Critical Contact with mucous 
membranes or non-
intact skin

Mouthpieces, 
thermometers

High Level 
Disinfection

Non-critical contact with intact skin 
or no contact at all

Blood pressure cuffs, 
stethoscopes

Low Level 
Disinfection

* If sterilisation not possible: high level disinfection
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Classi®cation of medical  devices
in relation with decontamination in Europe

¥ Apparently Spaulding`s classi®cation is widely 
known throughout Europe and has been taken 
on board of good processing practices

¥ However we only ®nd rare formal 
implementation into guidelines or directives

¥ In Germany Spaulding`s classi®cation scheme 
has obviously been considered and taken on 
board of the recommendation by the 
Commission for Hospital Hygiene and Infection 
Prevention at the Robert Koch Institute (RKI) 
and the Federal German Institute for Medical 
Drugs and Medical Products (BfArM) 
concerning the `Hygienic requirements for 
processing of medical devices' (2001)
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So how is the RKI/BfArM recommendation 
linked to the MDD in Germany?
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MDD MPG MP
BetreibV

RKI-/
BfArM 

require-
ments

¥ Though the RKI/BfArM `recommendation' is not legally binding in itself 
conformance to it is regarded as conformance to the relevant decree 
(MP BetreibV)
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The RKI-/BfArM recommendation considers 
decontamination aspects more detailed
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Classification
of medical devices

according to RKI/BfArM

Type of subsequent use and resulting risk

non-critical semicritical critical

Decontamina-
tion 

requirements

no specific

increased

specifically 
high
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How does RKI/BfArM specify decontamination 
requirements for medical devices?

¥ Increased decontamination 
requirements if

¥ no direct evaluation of ef®cacy of 
cleaning process possible

¥ material effects on medical device 
possible (cannot be excluded)

¥ number of uses or decontamination 
cycles is limited

¥ Especially high decontamination 
requirements if 

¥ steam sterilisation is not applicable
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Classi®cation scheme for medical devices
of RKI/BfArM recommendation
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Classification
of medical devices

according to RKI/BfArM

Type of subsequent use and resulting risk

non-critical semicritical critical

Decontamina-
tion 

requirements

no specific
(A)

non-critical semicritical A critical A

increased
(B)

semicritical B critical B

specifically 
high (C)

critical C
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German Society for Sterile Supply
helps with graphical classi®cation tools
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AUFBEREITUNG VON MEDIZINPRODUKTEN (MP)

Medizin-
produkt?

ZurAnwendung
vonBlut,Blutprodukten,ste-

rilenArzneimitteln
?

Haut- oder
Schleimhautdurch-

dringung?

Ber!hrung mitBer!hrung mit
Schleimhaut oder krSchleimhaut oder kr

Ber!hrung mitBer!hrung mit
ankhaftankhaft

Ber!hrung mit

ver"nderter Haut
?

Ausschlieûlich
Ber!hrung mit intakter
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oder schwer zug"nglicheTeTT ile

vorhand
g

en?

Dampf-
sterilisation

Dampf-Dampf-
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Dampf-
sterilisation

Dampf-Dampf-

m#glich?
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validiertesAufber.rr-Verf

,,
ahren

ausKeKK nntnisfestlegg-
bar?

Hersteller-
angaben zur Aufbereitung

vorliegend?
angaben zur angaben zur AufbereitungAufbereitung

Her-
stellerangaben ! ber

max. zul"ssi
gg
geAufberei-

tungszyklen?

Nicht fixierende
Vorreinigung
bei Bedarf

Nicht fixierende
Vorreinigung
bei Bedarf

Nicht fixierende
Vorreinigung
bei Bedarf

Nicht fixierende
Vorreinigungunmittelbar
nach der Anwendung

Nicht fixierende
Vorreinigungunmittelbar
nach der Anwendung

Nicht fixierende
Vorreinigungunmittelbar
nach der Anwendung

REINIGUNG
REINIGUNG:

bevorzugt maschinell

REINIGUNG:

bevorzugt maschinell
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DESINFEKTION:
bevorzugt thermisch

undmaschinell imRDG
DESINFEKTION
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thermisch

maschinell im RDG
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undmaschinell imRDG

Sichtkontrolle/Kenn-
zeichung der Anzahl
der Aufbereitungen

Dokumentierte
Freigabe gem"û

Arbeitsanweisung

Sichtkontrolle/Kenn-
zeichung der Anzahl
der Aufbereitungen

Dokumentierte
Freigabe gem"û

Arbeitsanweisung

Sterilisation
bei Bedarf

Sterilisation
bei Bedarf

Sterilisation
bei Bedarf

Sterilisation
bei Bedarf

Geeignetes validiertes
NT-Sterilisations-NTNT

verfahren
Dampfsterilisation

Semikritisches Medizinprodukt
Gruppe A oder B

Kritisches Medizinprodukt
Gruppe A, B oder C

Unkritisches
Medizinprodukt

Kein Medizinprodukt
z.B. Babyflaschen,

Babysauger

Semikritisch A
ohne besondere Anforde-

rungen an die Aufbereitung

Semikritisch B
mit erh#hten Anforde-

rungen an die Aufbereitung

Kritisch B
mit erh#hten Anforde-

rungen an die Aufbereitung

Kritisch C
mit besondershohenAnforde-
rungen an die Aufbereitung

Kritisch A
ohne besondere Anforde-

rungen an die Aufbereitung

MEDIZINPRODUKT
NICHT AUFBEREITEN
Ð PROZESSENDE !
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Weiterbehandlung mit geeignetem validierten NT-Sterilisationsverfahrenlidierten NTlidierten NT

Durchf" hrung ausschlieûlich durch Mitarbeiter mit anerkannter Ausbildung zur/m Sterilgutassistenten/in!

�
��

Nicht fixierende
Vorreinigung
bei Bedarf

Au
fbe

rei
tun

g a
us

-
sc

hli
eû

lic
h i

n E
in-

ric
htu

ng
en

 mi
t e

x-
ter

n z
ert

ifiz
ier

tem
Qu

ali
t#t

s-
Ma

na
ge

me
nt 

na
ch

DI
N 

EN
 IS

O 
13

48
5 /

13
48

8 z
ul#

ss
ig!

Her-
stellerangaben ! ber

max. zul"ssi
gg
geAufberei-

ttungszyklen??

Dampf-
sterili-
sation
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Die Software zur
Medizinprodukteverwaltung und zum Sterilgutmanagement
Hotline: 02864/9492-0  ́www.dios.de
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Critical procedure steps, special requirements 
associated to the classi®cation
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Class Critical procedure steps, special requirements

Non-critical ±

Semicritical A Disinfection by approved ways (detergents, processes); 
sterilisation if applicable

Semicritical B Mechanical (automated) cleaning and disinfection strongly 
recommended; sterilisation if applicable

Critical A Mechanical (automated) cleaning and disinfection strongly 
recommended; steam sterilisation

Critical B In addition to `critical A': speci®c staff quali®cation; in any case 
automated thermal cleaning/disinfection of all parts which had 
direct contact tissue

Critical C In addition to `critical B': suitable sterilisation; certi®ed quality 
management system according to EN ISO 13485; risk assessment 
according to EN ISO 14971
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What it is ± and what it is not¼

¥ German users in hospitals sometimes mix up classi®cation of medical 
devices according to RKI/BfArM (use, decontamination) with the MDD 
classi®cation (manufacture) ± which it is not

¥ Also the risk assessment involved is mixed up with risk management 
according to EN ISO 14971 ± which it is not

¥ However the RKI/BfArM classi®cation serves as an important part  of risk 
management in decontamination of medical devices

¥ and hence might be valuable as a role model or at least as an interesting 
example for the implementation of a classi®cation scheme for medical 
devices with regard to their decontamination
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Literature and help

¥ Recommendation by the Commission for 
Hospital Hygiene and Infection 
Prevention at the Robert Koch Institute 
(RKI) and the Federal German Institute 
for Medical Drugs and Medical Products 
(BfArM) concerning the `Hygienic 
requirements for processing of medical 
devices' published in English in HygMed 
12, 2001

¥ If you`re lost, try 
<christiaan.meijer@vanguard.de > ¼

¥ ¼ and as for now: thank you for your 
attention"
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Sustainability    •    Process Innovation    •    Quality 


