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ECRI Institute’s Top 10 Patient Safety Concerns for 2

Why?
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Healthcare facilities must ensure that sufficent staff and equipment are available to handle the
reprocessing workload; that staff follow current guidelines and manufacturer recommendations;
and that the facility’s water and environmental filtration system undergoes regular surveillance and
maintenance. Additionally, facilities should work to create a team environment for members of the

surgical and central sterile processing leams.




Previous Committee dissolved 2010

2002

Committee related to the
government and in charge of
approval of hospital (re)builds
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New working group 2017

Consensus document created
by national associations
related to hospital hygiene and
reprocessing of medical
devices
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2002-2019 Personal Full Circle




P B Bl Richtgetallen per functiegroep

Functiegroep: Richtgetal (in STE)

Previous building code

Operatieaideling 3,0 per werkuur per operatiekames

& Directive « inclusie! poliklintsche ingrepen
& Pre calculated values per STU

- 3 STU per OR

_  Qut patient clinic 0,5 STU per suite Dagverpiegiog S 025 perbed PEECS

& Pre calculated values in m# per STU

0.5 per werkuur pet behandeliamer

0.05 per bed per dag

Mchtic jaarproductie en ruimtebehoefte (in m’)

Jaarproductie (in STE):




For whom

3.1 Scope and objective of the Guideline
This Guideline serves as a tool for anyone involved in defining re
determining the layout and maintenance of the sterilising department.

This Guideline focuses on Central Sterilising Departments (CSDs)
 in hospitals, independent treatment centres and organisations that sterilise reusable medical

devices for these parties,
where reusable medical devices for human use are cleaned, checked, packed, sterilized,

released and stored.
This guideline does not contain any specific organisational models and/or process requirements. For

\rocess requirements, please refer to the relevant standards and guidelines.

quirements, designing, building and




At all stages:

s |Location

Process steps (e,

*» Purchased

* Loan  Equipment

; * Management
Cleaning » Policies/procedures

Disinfection
e

Sterilization

Disposal:

* Scrap

« Returnto
lender

Cool
down
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CSSD Product range

Flexible Endoscopes Theatre Shoes

Surgical Instruments

(=2
{3-1" Sterilization Baskets & Containers Consumables
S e/

N

Transport Trolleys & Boxes




CSSD Workflow

CoffeaRecreation area
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Instruction area
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Interiock

Outbound Check
Back to supplier

Thermal
Disinfection
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Inspection
Assembil
Packag n?LAJ " Steriizing
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Automated and Manual Outbhound not dried
Cleaning Disinfection Endoscopes

Logond

O Single activity Surgical Instruments Flexible Endoscopes
Combined activities Sterilization Baskets & Containers

Loaner Instruments Transport Trolleys & Boxes
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A matter of perspective and local standards
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A matter of perspective and local standards




A matter of perspective and local standards
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A matter of perspective and local standards




A matter of perspective and local standards
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LoR

Design phase
Realisation phase
Verification phase
Maintenance phase
Analysis

List of Requirements

Design process

FD

DD

DV

Functional Design (FO)
Detailed Design (DO)
Design Verification (OV)
Installation Verification
Functional Verification

Performance Verification

Design process, verification process, maintenance and management




Layout of activities/rooms by zone

Dirty Clean Public

e Reception room for dirty o Room for disinfected medical |e Staff facilities, break room,
medical devices devices administrative office

e Cleaning and disinfection e |AP room e Service rooms for cleaning and
room o Cool down/discharge room waste

e Decontamination room for e Storage and transport room o Room for the reception and

transport equipment, baskets for sterilised medical devices storage of consumables
e Service area for cleaning e Service area for cleaning o Room for transport materials

(e.g. trolleys and carts)




Key requirements and recommendations

Id have a double-door layout and must be installed in the wall between
the unloading/cool down area. 'vg

the |IAP room anad Ui
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Zr The requirements for the IAP room (ISO 7) are based on the prevention of contamination
(sedimentation) of the instruments with particles in the period between cleaning and packaging.
Literature shows that sterile particles on instruments can lead to Toxic Anterior Segment
Syndrome (TASS), especially in ophthalmic procedures. It is therefore advisable to keep the time
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between the instruments are cleaned and packed as short as possible. &SSVN
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IAP room (Inspection, Assembly, Packing)

£ The logistics lock must preferably feature a hand disinfection system.




Architectural finishing

z* All other doors in a CSD must close automatically (e.g. by installing door closers).




Risk analysis & Reclassification

&' The CSD must be reclassified on a regular basis. This is done in accordance with the tests and testing plan

described in section 9.

& |SO 14644-1 stipulates that CSDs must be reclassified every year. The frequency of reclassification can be reduced
based on the outcome of the risk analysis, the nature of the monitoring system

and data that consistently fall within acceptance limits or levels defined in the a%
S<4SVN

monitoring plan. -
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Cleaning during realization phase




Testing Plan / Commissioning Plan

Cormpleswith sandardpudaios
1SO 7 at rest, 0.5 pm, 5.0 jum NEN EN-1SO 146441
time measurements <20 min with factor 0.01 NEN-EN-1SO 146443
NEN-EN-1SO 146443

NEN-EN 12599

Pressure hierarchy

Filter leak

Alr quantities/ Follows from LoR & Design
Circulation

Optional tests:

Light intensity

Sound

e B s R et
In consultation

S
NEN-EN-ISO 14698-1

tests
rates
. measurements NEN-EN-1SO 14644-3

Temperature/humidity

NEN-EN-1SO 14644-3

In accordance with Appendix 1
Eg. Class L1, from 10 Pa to 50 Pa, positive & VCCN Guideline 10

Alr permeability test
negative pressure
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@ Consumables

Waste
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Combining endoscopy




Conclusions

&’ No evidence based standards available
& Airborne particles
& Cleanliness of the work spaces
& Air tightness of equipment and areas

£ More research need from the work field needed
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Conclusions

& This building code (and others) are expert opinions. Is a consensus document
£ Based upon (inter) national standards




Conclusions

£ This building code supplies qualitative but no quantitative guidance
£ No capacity calculations on equipment or m?
£* Provides detailed description of flows and requirements for layout,
functional and spatial conditions




Thank you for you attention

www.vcen.nl/rl-11-centrale-sterilisatie-atdeling NL/EN

-
o 4 K
’ : 7' -’- \\ . j‘ s .
P, A = Y \(N v
b ',;,u)- 5 ‘ ¥ | -
g— - '/’ — . Q\ v o
T | T iz ),
= ol |
L B E \ > 3 y
- o
= -8 -2 -8 «/‘(
» '~ e
e | :E ‘{;/‘/\
- ‘Qf .
" e

!

J

]

)

!
A




