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VVANGUARD 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
iInto 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
iInvade Czechoslovakia

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

and¥s

¥ Dr. Earle Spaulding of Temple University
(Philadelphia) developed a classi®cation system
categorising medical instruments
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VVANGUARD Spaulding s classi®cation of medical devices
Leading to Technological Excellence 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")

: : Level of
Class / Category Item speci®cation Products (examples) decontamination
Critical Contact with blood Surgical instruments,  Sterilisation*
stream or sterile body acupuncture needles
tissues
Semi Critical Contact with mucous Mouthpieces, High Level
membranes or non- thermometers Disinfection
intact skin
Non-critical contact with intact skin  Blood pressure cuffs, Low Level
or no contact at all stethoscopes Disinfection

* |f sterilisation not possible: high level disinfection
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VVANGUARD 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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Leading to Technological Excellence

RKI-/

MP BfArM
BetreibV 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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Leading to Technological Excellence

Classification Type of subsequent use and resulting risk

of medical devices
according to RKI/BfArM

non-critical semicritical critical

no specific

Decontamina-
tion increased
requirements

specifically
high
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VVANGUARD How does RKI/BfArM specify decontamination
Leading to Technological Excellence I’eCIUIremen'[S .I:Ol,. medIC8.| dev'cesf)
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VVANGUARD Classi®cation scheme for medical devices
Leading to Technological Excellence Of RK|/BfAI’|\/| I’ecommenda’[lon

Classification
of medical devices

according to RKI/BfArM

Decontamina-
tion

requirements
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Type of subsequent use and resulting risk

non-critical semicritical critical

non-critical semicritical A critical A

no specific

(A)

increased

(B)

specifically
high (C)

semicritical B critical B

critical C
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Leading to Technological Excellence

( AUFBEREITUIVON MEDIZINPRODUKTEN )

Vorklassi-
fizierung

Klassi-
W  fizierung

Vor-
g reinigung

dios (T e Il e
ooty sciommenr | [ belisaniers! Abelsaniel Freigabe
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VVANGUARD Critical procedure steps, special requirements
Leading to Technological Excellence aSSOC|ated tO the CIaSS|®Cat|0n

Critical procedure steps, special requirements

Non-critical

Semicritical A

Semicritical B

Critical A

Critical B

Critical C
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+

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

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

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

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

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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Y VANGUARD What it is + and what it is not¥

¥ 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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V VANGUARD Literature and help

Leading to Technological Excellence
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v VANGUARD

W VANGUARD

Sustainability < Process Innovation < Quality
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