Vereniging van

Deskundigen = E H m D R

Steriele Medische
- B curopean Association for Medical Device Reprocessin
Hulpmiddelen 3 atl ' 'ce Rep ng

DA

Reprocessing of Highly Complex Medical Devices

History of reprocessing

Philip de Vries
DSMH

S

Universitair Medisch Centrum
Utrecht



S

Reprocessing of Higly Complex MD
Definitions

 Reprocessing

— There is no clear definition and/or common understanding of
what constitutes ‘reprocessing’ within the European Union.

Synthesis document — outcome of the first public consultation on
the resprocessing of medical devices; 2008 European
Commission

— Cleaning, disinfection and sterilization of a medical device,
including related procedures, as well as the functional testing
and repackaging, carried out on a medical device after it has
been put into service, for the purpose of re-use.
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Reprocessing of Higly Complex MD
Definitions

o Complex:
— Assemblage of related things; collection; complication.
— Composed of two or more parts; composite; not simple;
— Involving many parts; complicated; intricate.

 Medical Devices

— Single use, disposable, intended for one use, intended for one patient

— Reusable: indefinite? Only if some criteria are met? Only if
reprocessed correctly?

How do we reprocess correctly?
Is it different for SUD and reusable devices?
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H I Sto ry? Universitair Medisch Centrum

Utrecht

Gold, silver, bronze, iron, tin, lead and anything else that can
withstand fire must be put through the fire, and then it will be clean.
But it must also be purified with the water of cleansing. And
whatever cannot withstand fire must be put through that water. On
the seventh day wash your clothes and you will be clean.

(Book of Numbers 31: 22-23)
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Start of Dutch Central Sterilization in 1960s SR —

Utrecht

Reprocessing of
 Rubber Gloves

* Glass Syringes

* Textile drapes & gowns

e Cotton Gauze
Instruments



UK CSSD in 1975



Development of CSD in Utrecht

1983 2008

Manufacturing of sterile medical devices under ISO 9001/13485



Sterilizer checks

1983 2008
from (textile) BD testpack to ETS en DPCD



Development of complex medical devices

1983 2008



Evaluation of disinfection and sterilization of reus able

angioscopes with the duck hepatitis B model
X. Chaufour , MD; K. Vickery, PhD; Sydney, Australia; J Vasc Surg 1999; 30: 277-282.

Contamination N = 231

Unproper cleaning Proper cleaning
Flushing of angioscope onc with 5 ml of sterile Submerging in clean tap water, brushing and
water flushing. Submerging in enzymatic detergent

and flushing with detergent mix. Brushing and
soaking in detergent mix(10 min) before flushing
N = 105 and rinsing with tap water N = 88
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Surgery in 1 day old ducklings
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Evaluation of disinfection and sterilization of reus
angioscopes with the duck hepatitis B model

Microbiological Results

Unpropgr cleaning
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Clean care Is safer care

Soll spolls



Take home message

If you have an apple and | have an apple and we
exchange these apples then you and | will still eac
have one apple.

But if you have an idea and | have an idea and
we exchange these ideas, then each of us will
have two ideas.

George Bernard Shaw



