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Learning objectives
By the end of this presentation delegates will be provided with the
information in relation to the decontamination environment:


Outlining/ Refresh
 the relevant part of the MDD
 the relevant National Decontamination Standards for
decontamination services



Identify areas for improvement “gaps”
Link to risk Assessment for non-conformance
Identify Priorities
Access/ use other supports in HSE framework
Understand their roles, responsibilities and accountability in
relation to environment cleaning & monitoring
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Why ?




Decontamination of reusable invasive
medical devices (RIMD) including flexible
endoscopes should take place in a
designated and controlled area.
This optimises the effect of the
decontamination process;




Minimises contamination
Provides a safe working environment
Safeguards the product

3

Who influences whom

4

4

Quality and Decontamination Unit
Management
Responsibility for leading on:
• Quality improvement plan
• Risk management
• Reprocessing RIMD fit for purpose
• Management of adverse incidents
• Audit
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Legislation/ Standards &
Challenges



Legislation – no choice



Relatively easy to write standards



How do we meet them?
If we are not meeting them, what can we
do to improve?

6

Legislation - Medical Devices
Directive (93/42/EEC)






Applies to manufacturers placing medical
devices on the market. In doing so, it specifies
the essential requirements to be met by any
medical device
Came into force March 2010
These essential requirements should be
regarded as the minimum acceptable
Standard whether or not the decontamination
unit qualifies as a ‘manufacturer’ within the
terms of the Directive.
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The MDD - minimum standards/
essential requirements
Eight essential requirements particular relevance to-day
environmental monitoring are :
 That devices intended to be sterilized must be manufactured
in appropriately controlled (e. g. environmental)
conditions. (Annex 1 paragraph 8.5.)


That device and manufacturing processes be designed to
eliminate or reduce as far as possible the risk of
infection to the patient, user and third parties (Annex
1,paragraph 8.1).



• That devices delivered in a sterile state must be
designed, manufactured and packed in a non-reusable pack
and/or according to appropriate procedures to ensure that
they are sterile when placed on the market and remain
sterile, under the storage and transport conditions laid
down.
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HIQA - Regulatory Body
- Standards
Purpose to drive improvement for quality & safety for
service users through:
 describing what safe high quality healthcare should
look like
 helping service users to understand what to expect
from well run services
 strengthening accountability
 identifying strengths, highlighting areas for
improvement
 providing the basis for day-to-day delivery of quality
and safety
 promoting up-to-date, effective
practice
 promoting better use of resources
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National Standards for
Safer Better Healthcare 2012

Quality
Themes

Capacity and
Capability
Dimensions
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Translating the Standards
National Standards for Safer
Better Healthcare
45 Standards 241 ‘Features’

QA+I Tool
53 Essential Elements of Quality
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Where does the technical side of
Decontamination fit?
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Quality Journey
Levels of Quality
Emerging
Improvement

Continuous
Improvement

Sustained
Improvement

Excellence

Increasing maturity and sustainability
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15

16

HIQA Infection Prevention & Control
Standards 2009







12 standards
Standard 3 the Physical
Environment, resources are
developed facilities and managed
to minimize risk of service users,
staff and visitors acquiring a
Healthcare Associated Infection.
Standard 8 – Invasive medical
devices related infections are
prevented or reduced
IP&C standards builds on/
complements/ underpins … HSE
decontamination standards
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HSE Quality Strategy


Gives the big
picture of all
component parts
Care
Groups



Explains how all
the individual
components fit Clinical
Care
together
Programmes

Quality
Standards

ISD/HR,
etc
QCCD

Service
Users

Quality & Safety
Programmes

Staff

18

HSE & Decontamination of RIMD







Part One Technical Standards
Part Two – Recommended practices for CDU
Part Three – recommended practices for
endoscope reprocessing (decontamination)
units
Part Four a – Recommended practices for
CDU/dental
Part Four b – Recommended practices for
LDU/dental
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HSE Standard One - Suitability of
Decontamination Facilities


Statement


Decontamination facilities are designed,
constructed, maintained and controlled to provide
effective segregation of clean and dirty activities and
to provide an environment that minimizes
adventitious contamination of clean and disinfected
RIMD including flexible endoscopes
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cont. Suitability of decontamination
facilities



Rationale
It is essential that decontamination
facilities are appropriately designed,
maintained and controlled. This is
important in order to reduce the risk of
cross-contamination and to provide a
safe place of work
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Environmental control
Criteria 1.3.31 & 1.3.32


The environment in which clean non-sterile
RIMD are inspected, assembled and packed
are controlled as a clean room to ISO 14644-1:
1999 Class 8 (manned/unmanned)



The inspection and packaging area (IAP) is
monitored microbiologically. (Reference EN
ISO 14698: Part 1:2003 and EN ISO 14698
Part 2:2003)
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Environmental Cleaning
Criteria 1.3.33 & 1.3.34


The environment in which decontamination
RIMD takes place is


cleaned in accordance with policies, procedures,
protocols, guidelines and schedules



agreed by the decontamination coordinator (with
advice from the Consultant Microbiologist and
Infection Prevention & Control Nurse)



Dedicated cleaning provision (both equipment and
storage) is provided for the wash room, clean room
and the inspection, assembly and packaging (IAP)
room
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Unit Design
Criteria 1.3.1 to 1.3.6









The department should be designed so that it
is physically separated from all other work
areas.
The department should be designed to allow
segregation of ‘dirty’ and ‘clean’ activities.
The department should be designed to
facilitate a unidirectional flow from the ‘dirty’
area to the ‘clean’ area.
The department should not be used for any
other purpose.
The department should not be used as a
thoroughfare.
The department should not be part of any
service user treatment area.
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cont. Unit Design
Criteria 1.3.7 to 1.3.10








Changing area for donning work wear which includes
shower, toilet facilities and lockers in proximity to the
department.
Access to the wash room and to the clean room, IAP
room should be through dedicated gowning rooms
provided with hand hygiene facilities.
The wash room, clean room, IAP room and steriliser
unloading area should be free from ‘opening’ windows,
ledges, and uncleanable areas.
The wash room and clean room, IAP room should be
designed to minimise the ambient sound levels within
the rooms.


(This will require attention to the installation of equipment,
building finish, etc.).
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Lighting and electricity
Criteria 1.311 to 1.3.13


There should be adequate lighting available to
permit good working practices and visual
examination of RIMD.



Task lighting and magnification should also be
in situ.



There should be sufficient electricity supply
points, computer terminal points and work
stations in the department.
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Ventilation & Temperature
Criteria 1.3.14


All rooms in the department should be
mechanically ventilated and controlled to
provide a comfortable working
environment, (typically temperatures
should be controlled between 1822ºCelsius and relative humidity should
be controlled within the range 35-60%)
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Walls, Floor & Ceilings
Criteria 1.3.15 to 1.3.23






The finishes on the walls and other
surfaces should be flush, smooth, nonlinting, water resistant and able to
withstand frequent cleaning.
The junctions between the walls and
floors should be coved and flush
The fitments (where possible) should be
flush with wall surfaces.
Floors should be covered in a washable
non-slip material which is securely sealed
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Workstations, furniture, shelving &
equipment Criteria 1.3.19 to 1.3.23






All work surfaces, fittings, fixtures and
furniture should be made of easily cleanable
and robust material and maintained in good
condition.
The workstations should be equipped for the
preparation of single or composite packs.
They should be of adequate size to
accommodate the wrapping material to be
used and should be height adjustable.
There should be adequate space between
workstations for equipment and staff
movement.
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cont. Workstations, furniture, shelving
& equipment
Criteria 1.3.19 to 1.3.23




The shelving should be manufactured
from non-shedding material, easily
cleanable and with a smooth surface
which will not damage packaging.
The shelving should be of sufficient
depth for all the materials to be held
and should not be more than two
metres high, unless special provision is
made for loading and un-loading higher
shelves.
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Restricted Entry & Movement between
areas - Criteria 1.3.24 & 1.3.26


The area should be managed by trained staff
whose sole or primary responsibility is
management of the decontamination unit.



Entry to the decontamination unit should be
restricted to authorised personnel only



Staff movement between dirty and clean areas
should not be possible without passing through
a clothing change and hand wash area.
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Environmental monitoring should be
capable of….



Detecting - in a timely manner, an adverse trend in microbial
populations



Facilitate - the identification that trends source (s), such as equipment
failure, sanitisation practices, personnel habits, or training deficiencies,
so that they may be promptly corrected



If the critical elements of a robust environmental-monitoring system are
performed and documented regularly, environmental control can be
easily demonstrated and monitored
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Recommended Practices
Environmental Cleaning









Section One: Cleaning Equipment
Section Two: Cleaning Frequency & Efficacy
Section Three: Floor Cleaning equipment &
Method
Section Four: Floor Cleaning agents
Section Five: Spillage kits
Section Six: Records
Section Seven: Environmental monitoring
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Environmental Control



The clean room, inspection and packaging
room (IAP) should be controlled as a clean
room to ISO 14644-1: 1999 Class 8
(manned/unmanned).



The inspection and packaging area (IAP) in
which clean non-sterile RIMD are inspected,
assembled and packed is monitored
microbiologically. (Reference EN ISO 14698:
Part 1:2003 and EN ISO 14698 Part 2:2003).
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Environmental cleaning


The environment in which decontamination of RIMD
takes place should be cleaned in accordance with
methods, procedures and schedules agreed by the
decontamination coordinator (with advice from the
Consultant Microbiologist and Infection Prevention
and Control Nurse).



Dedicated cleaning provision (both equipment and
storage) should be provided for the clean room,
inspection and packaging area and the wash
room.

35

Environmental monitoring


Environmental monitoring applies to all units
reprocessing RIMD including flexible scopes
irrespective of whether a formal classification can
be achieved.



It is useful to know/monitor the level of
cleanliness/environmental hygiene achieved, as
the RIMD/flexible scope is manually cleaned,
thermally/high level disinfected it is imperative
that on release from the unit to ensure the
decontamination status of the RIMD/flexible scope
has not been compromised
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Evaluating A Risk for RIMD
Decontamination
Easy to identify what is definitely ‘unsafe’
or definitely ‘safe’
 In between there is significant gray area –
which is dependent on the organism, the
type of instrument and the immune statue
of the patient/ service user
e.g. unit environment and conditions, patient
& tissue TSE/CJD risk category; dried out
organic debris; final rinse water quality; site
endoscope procedure; universal versus
choose framework approach to
decontamination standards
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HSE Risk Assessment Form
RISK DESCRIPTION

IMPACTS/VUNERABIL
ITIES

EXISTING CONTROL
MEASURES

ADDITIONAL
CONTROLS
REQUIRED

PERSON
RESPONSIBLE
FOR ACTION

DUE
DATE
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HSE Risk Assessment Form
Risk Analysis

INITIAL RISK
Likelihood

Impact

RESIDUAL RISK
Initial Risk Rating

Likelihood

Impact

STATUS

Residual Risk Rating
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Likelihood Scoring
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Rating the Impact
Negligible

1. IMPACT TABLE

Injury

Service User Experience

Compliance with Standards
(Statutory, Clinical,
Professional & Management)

Objectives/Projects

Business Continuity

Adverse event leading to minor
injury not requiring first aid.

Reduced quality of service user
experience related to inadequate
provision of information

Minor non compliance with internal
standards. Small number of minor
issues requiring improvement

Minor

Moderate

Major

Minor injury or illness, first aid
treatment required
<3 days absence
< 3 days extended hospital stay
Emotional Distress

Significant injury requiring medical
treatment e.g. Fracture and/or
counselling.
Agency reportable, e.g. HSA,
Gardaí (violent and aggressive
acts).
>3 Days absence
3-8 Days extended hospital Stay
Emotional Trauma

Major injuries/long term incapacity
or disability (loss of limb) requiring
medical treatment and/or
counselling
Physical /emotional disability

Incident leading to death or
major permanent incapacity.
Event which impacts on large
number of patients or member
of the public (Emotional /
Physical trauma)

Unsatisfactory service user
experience related to less than
optimal treatment and/or
inadequate information, not being
to talked to & treated as an equal;
or not being treated with honesty,
dignity & respect - readily
resolvable

Unsatisfactory service user
experience related to less than
optimal treatment resulting in short
term effects (less than 1 week)

Unsatisfactory service user
experience related to poor
treatment resulting in long term
effects

Totally unsatisfactory service
user outcome resulting in long
term effects, or extremely poor
experience of care provision

Repeated failure to meet external
standards.
Failure to meet national norms and
standards / Regulations (e.g.
Mental Health, Child Care Act etc).
Critical report or substantial
number of significant findings
and/or lack of adherence to
regulations.

Gross failure to meet external
standards
Repeated failure to meet
national norms and standards /
regulations.

Single failure to meet internal
standards or follow protocol. Minor
recommendations which can be
easily addressed by local
management

Repeated failure to meet internal
standards or follow protocols.
Important recommendations that
can be addressed with an
appropriate management action
plan.

Extreme

Severely critical report with
possible major reputational or
financial implications.

Barely noticeable reduction in
scope, quality or schedule.

Minor reduction in scope, quality or
schedule.

Reduction in scope or quality of
project; project objectives or
schedule.

Significant project over – run.

Inability to meet project
objectives.
Reputation of the organisation
seriously damaged.

Interruption in a service which
does not impact on the delivery of
service user care or the ability to
continue to provide service.

Short term disruption to service
with minor impact on service user
care.

Some disruption in service with
unacceptable impact on service
user care.
Temporary loss of
ability to provide service

Sustained loss of service which
has serious impact on delivery of
service user care or service
resulting in major contingency
plans being involved

Permanent loss of core service
or facility.
Disruption to facility leading to
significant ‘knock on’ effect
National/International media/
adverse publicity, > than 3 days.
Editorial follows days of news
stories & features in National
papers.
Public confidence in the
organisation undermined.
HSE use of resources
questioned. CEO’s performance
questioned. Calls for individual
HSE officials to be sanctioned.
Taoiseach/Minister forced to
comment or intervene.
Questions in the Daíl. Public
calls (at national level) for
specific remedial actions to be
taken. Court action. Public
(independent) Inquiry.

Rumours, no media coverage. No
public concerns voiced.
Little effect on staff morale. No
review/investigation necessary.

Local media coverage – short
term.
Some public concern.
Minor effect on staff morale / public
attitudes. Internal review
necessary.

Local media – adverse publicity.
Significant effect on staff morale &
public perception of the
organisation. Public calls (at local
level) for specific remedial actions.
Comprehensive
review/investigation necessary.

National media/ adverse publicity,
less than 3 days. News stories &
features in national papers. Local
media – long term adverse
publicity.
Public confidence in the
organisation undermined. HSE use
of resources questioned. Minister
may make comment. Possible
questions in Daíl. Public calls (at
national level) for specific remedial
actions to be taken possible HSE
review/investigation

Financial Loss (per local Contact)

<€1k

€1k – €10k

€10 – €100k

€100k – €1m

>€1m

Environment

Nuisance Release.

On site release contained by
organisation.

On site release contained by
organisation.

Release affecting minimal off-site
area requiring external assistance
(fire brigade, radiation, protection
service etc.)

Toxic release affecting off-site
with detrimental effect requiring
outside assistance.

Adverse publicity/ Reputation
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HSE Risk Matrix
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Roles & Responsibilities Environment cleaning & monitoring



Responsibilities & Accountability
Understand your role












Carry it out to the best of your ability
If unable – advice line manager

Assess local practices & procedures against the standard
Develop quality improvement plan - gap analysis
Conduct Risk Assessment
Develop control measures
Monitor controls in place
Update risk assessment regularly – use additional update
form
Assurance for patient safety
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Environmental Monitoring Core
Practice Elements





Regular audits carried out by appropriately
trained staff should form part of the management
of environmental cleaning
Audit frequency should be agreed locally
Microbiological or bio contamination monitoring of
the environment within a controlled area should
include




Air
Contact surfaces & if present water and
compressed air or gases
May monitor staff and personal protective
equipment in the course of routine activity by using
contact plates
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Learning


Build on what Decontamination Units/ services
have in place







What is working well?
What have we learned?
What can we do better?
If we are not meeting them, what can we do to
improve?

Information to support monitoring





Real-time information
Linked to other information sources such as Hygiene
Audits
Support ‘drilling-down’ into the service as close to the
front-line as possible
Avoid ‘cut and paste’ from other units
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A suggested plan


Recommended Practices for policy,
procedures & guidelines





Business Case /Secure funding
Develop a Monitoring Plan




Environmental Cleaning Section

(locations & methods)

Develop monitoring programme


( frequency & timing sampling)

46

Some tips
•

Keep it simple

•

Be as honest as you can be

•

Environmental Monitoring is about establishing a
baseline – a journey of continuous quality
improvement to achieve goals
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Resources where to get them
HSE Risk Assessments Docs via


http://hsenet.hse.ie/HSE_Central/quali
typatientsafety/?importUrl=http://local
host:82/eng/about/Who/Quality_and_C
linical_Care/Riskmanagement/

HSE Decontamination RIMD
Standards & Best Practice Guidance


www.hse.ie/eng/Publications/services/
Hospitals/
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We are what we repeatedly do.
Excellence, therefore, is not an act
but a habit.
Aristotle

10/18/11
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Q&A
Thank you
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