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EQUALITY IMPACT

The Trust strives to ensure equality of opportunity for all both as a major employer
and as a provider of health care. This Policy Document has therefore been equality
impact assessed by the Infection Prevention and Control Committee to ensure
fairness and consistency for all those covered by it regardless of their individual
differences, and the results are shown in Appendix A.

Dissemination of policy or procedural documents must be conducted as detailed in

Appendix B.
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EQUIPMENT

Introduction

Cleaning, disinfection and sterilisation are used to remove micro-organisms from equipment
used for patient care. The risk presented by these micro-organisms depends on the number
of bacteria present and the extent of contact with susceptible sites on the patient.

The transmission of infection in association with equipment has been recognised as a
problem since micro-organisms were first perceived as the cause of infection. Inadequate
decontamination has frequently been responsible for outbreaks of infection in hospital. The
emergence of human immunodeficiency viruses and more recently, new variant Creutzfeldt-
Jakob disease, has focused attention on the potential of medical equipment to transmit
infection.

Safe decontamination of equipment between patients is an essential part of routine infection
prevention and control.

Purchase of New Re-usable Medical Devices/Equipment

Prior to purchase of re-useable medical devices/equipment it is important that the following
information is obtained from the manufacturer.

Written decontamination guidelines
Decontamination Guidelines

All staff must ensure manufacturers written decontamination guidelines are adhered to and
that they comply with recommended Trust infection prevention and control decontamination
policies described in this section. If in doubt contact a member of the infection prevention
and control team.

Staff must be aware of the classification of equipment used in healthcare settings. Items are
classified as

Reusable items
or

Single use items 4.6 pl4d
or

Single patient use item 4.6 pl
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4.1

POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT

Levels of Decontamination

The method of decontamination selected should consider the risk of the item acting as a
source or vehicle of infection and the processes that the item or medical device can tolerate
without damage to the device.

ACTION RATIONALE

Sterilisation A process that removes or destroys all
micro-organisms, including spores.

Disinfection A process that reduces the number of
micro organisms to a level at which they
are not harmful. Spores will not usually
be destroyed.

Cleaning A process that physically removes
contamination (blood, faeces etc) and
many micro-organisms using detergent.

NB. Cleaning must precede disinfection/sterilisatio n
Categories of Decontamination

The decision to clean, disinfect or sterilise depends on the risk of the equipment transmitting
infection.

CATEGORY INDICATION LEVEL OF
DECONTAMINATION

High risk Items that penetrate Sterilise
skin/mucous membranes
or enter sterile body areas.

Medium risk Items that have contact Disinfect or sterilise
with mucous membranes
or are contaminated by
microbes which are easily
transmitted.

Low risk Items used on intact skin Clean
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4.1
POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT
Methods of Decontamination
1. Cleaning
ACTION RATIONALE
General purpose detergent is essential It breaks up grease and dirt and
for effective cleaning improves the ability of water to remove
soil.

Approximately 80% of micro-organisms
will be removed during the cleaning
procedure.

The use of antiseptics e.g. chlorhexidine | They are too expensive and may affect
“Hibiscrub” or alcohol should not be used | the integrity of the surface being cleaned.
for routine cleaning of

equipment/environment. Alcohol is flammable.
Use a clean and disposable cloth for Cloths used for cleaning become heavily
cleaning. contaminated with bacteria, which readily

transfer to hands and equipment.

Thorough drying of equipment after To prevent any bacteria that remains
washing is essential. from multiplying. Most micro-organisms
will not multiply in a clean dry
environment.

Items must not be left to soak in bowls of | Gram-negative bacilli can survive in
detergent. solutions of detergent.

Equipment and environmental surfaces Thorough cleaning with detergent and
must be cleaned prior to water removes a significant proportion of
disinfection/sterilisation. micro-organisms.

Disinfectants are inactivated by organic
material.
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4.1
POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT
Methods of Decontamination
1. Cleaning
ACTION RATIONALE

Detergent/disinfectant solutions must not | Micro-organisms can multiply in

be used from spray bottles. detergent/disinfectant solutions and
nozzles of sprays are impossible to
clean.

Commercially produced detergent wipes | To facilitate the cleaning of equipment.
can be used by staff to clean equipment
in clinical areas.*

The wipes currently recommended are
ACTIMAX OMNI Multi-Surface wipes.

NB They MUST NOT be used for the The wipes are not effective in these

following:- circumstances, please refer to Trust
Large items e.g. mattresses policy for cleaning these items or in these
Items that are grossly soiled circumstances.

Terminal cleaning following discharge
of an infective case
After an outbreak

*Local agreements are in place in some
high risk areas e.g. Heart & Lung,
Medicine and AICU, for the routine use of
Chlor-clean.
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4.1

POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT

Methods of decontamination

2. Disinfection

2a. Thermal disinfection

Ward based thermal washer disinfectors
The following items of equipment maybe disinfected in ward based disinfectors.

Bedpans/urine bottles

Commodes

Buckets

Suction jars (used for oro-pharyngeal suction)
Washbowls

Vomit bowls

After disinfection items must be stored dry and wash bowls etc must be inverted to
ensure that they drain completely.

Surgical instruments or items of equipment which come into contact with mucous
membranes must be re-processed through SSD, unless otherwise advised by the
Infection Prevention and Control team.
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4.1

POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF

EQUIPMENT
2b. Chemical disinfection
Using Chemical Disinfectant Solutions
ACTION RATIONALE
Always wear appropriate personal Disinfectants irritate and damage skin,

protective clothing whilst preparing using | eyes and mucous membranes.
and disposing of disinfectant solutions,
i.e. gloves, apron, eye protection.

Always follow manufacturer's Disinfectants are ineffective if not used at

recommendations for making up and the correct strength. If used at too great

using disinfectants. a concentration it may damage
equipment.

Disinfectants must be used within their Dilute solutions deteriorate rapidly and

shelf life. may support the growth of micro-
organisms.

Always follow the control of substances Chemical disinfectants may be
hazardous to health COSHH regulations. | flammable, toxic or irritant.

Cleaning of equipment/surfaces must Disinfectants have poor penetration of
always precede disinfection. blood and other organic material.
Disinfectants may be inactivated by
organic material.
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Chemical Disinfectants for Environmental Decontamin

ation used within the Trust

STRENGTH

DILUTION

USE

Chlor-Clean solution 1,000
ppm available chlorine.

1 tablet in 2 litres dilution
containers available from
Pharmacy.

Terminal cleaning
following discharge of a
patient from isolation room
and during outbreak of
viral gastroenteritis.

Haz tab solution 10,000
ppm available chlorine.

4 tablets in 1 litre cold/luke
warm water dilution
container available from
Pharmacy.

Blood spillages.

Refer to Haz tab and Chlor-Clean posters for correct usage. (Section 4.1, p.9 and p.10)

Precautions

Repeated use of haz tab or Chlorclean solution may be corrosive on metal surfaces or

may cause damage to integrity of other surfaces.
Haz tab/Chlorclean solution may leave a white residue on surfaces. This can be
removed by wiping over the disinfected surface with a cloth rinsed in clear water.
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4.1

POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT

South Manchester University Hospitals

NHS Trust

CHLOR-CLEAN"

Use for: Terminal Cleaning following discharge of a patient from
“isolation” room AND during outbreak of viral gastroenteritis

Procedure:

1. Always wear Protective
} gloves and an apron.

Use eye protection

if necessary. @,
. Check expiry date on product.

(see base of container)

CHLOR-CLEAN
TABLETS

EFFERVESCENT DETERGENT
SANITIZER

Dissolve one tablet
per litre of tepid water

. Make up a CHLOR-CLEAN solution by adding
1 tablet to every litre of Tepid Water.

This dilution makes a 1,000 p.p.m. available chlorine solution.

+ . Leave the cap off the diluter until effervescence stops

5. When tablets have dissolved (3-4 minutes) use
the solution to wash all surfaces to be cleaned

C

2 LITRE FILL LINE

DILUTER FOR
CHLOR-CLEAN

TABLETS

1 LITRE FILL LINE

IMPORTANT:

and disinfected.

. Change the solution

when it becomes dirty. ==

. On exposed metal parts, wash off CHLOR-CLEAN

solution with clean water and dry with paper towels.

. Discard any remaining solution after use.

1. Chlorine products will bleach fabrics and corrode metal.

2. Never use with other chemicals or mix with cleaning agents.
3. Refer to the COSHH information on the product label.

4. If in doubt about the use of CHLOR-CLEAN please contact your Infection
Control Team on Ext: 2630 or via AIRCALL through hospital switch board

UHSM

Your Hospital

*CHLOR-CLEAN is manufactured by Guest Medical Limited of Edenbridge, Kent. 01732 867466
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4.1

POLICY FOR THE PRINCIPLES AND PROCEDURES FOR DECONT AMINATION OF
EQUIPMENT

r

ventilated area.

South Manchester University Hospitals

Dealing with a blood spillage on a hard surface

1. Cover blood spillage with paper towels / absorbent pad to contain spillage.

2. Ensure that you wear gloves and an apron and eye protection. Work in a well

—

N

NHS Trust

Make up 10,000 ppm or 1% chlorine
solution by adding FOUR Haz-Tabs to the
small 1 litre dilution container. Add cold
water to the fill line.

Ensure container cap is screwed down
tightly and allow tablets to dissolve and
mix by inversion.

Wear gloves, apron and eye =
: 4.6g NaDCC
protection for stages 5 and 6. 2,59 Available
Chlorine

[k

towel/mop, as appropriate.

In case of doubt contact your
Infection Control Nurse on
Ext 2630 or air call bleep via
the Switchboard.

\,

Pour 10,000ppm Haz Tab solution over the paper towels, etc.
Gather up paper towels, etc. And put directly into yellow clinical waste bag.

Clean the surface with GP detergent and hot water, use disposable cloth/paper

If a mop is used the mop head must be sent for laundering after use.

9.  Ensure a fresh solution is made up daily. Store container empty.

(small diluter)

HAZ-TAB' PRODUCTS

FOR BLOOD & BODY FLUID SPILLS

CHLOR-CLEAN PRODUCTS

FOR ENVIRONMENTAL DISINFECTION & CLEANING

Guest ALCOHOL HAND RUB

FOR HAND HYGIENE IN WARDS & COMMUNITY

Visit our website on www.guest-medical.co.uk [

Guest Medical @)

| ™

* TRADEMARK

UHSM

Your Hospital

Edenbridge, Kent. 01732 867466 L

4.2
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POLICY FOR THE DECONTAMINATION OF FOAM MATTRESSES

ACTION

RATIONALE

Clean the mattress between each patient
occupancy with general purpose
detergent and water using a
clean/disposable cloth. Then dry with
disposable paper towels.

Most micro-organisms will not survive in
a clean dry environment.

Disinfection of mattresses

Mattresses should be disinfected under
the following circumstances only:-

Contamination with blood or body
fluids containing blood
After use by an infected patient

Clean the mattress as above. Wipe over
surface of mattress with Chlor-Clean
solution. If a ‘white film’ is left on the
mattress wipe the mattress over with a
disposable cloth rinsed in clear water
(see disinfectant policy).

Repeated unnecessary use of
disinfectants on mattresses may reduce
the integrity of the cover.

A white film residue is sometimes left by
NADCC solutions.

Foam mattresses must not be cleaned
with antiseptic solution for example,
chlorhexidine (Hibiscrub) or alcohol
based solutions, for example alco-wipes.

Repeated use of antiseptics and/or
alcohol may affect the integrity of the
mattress cover and may cause damage.
Alcohol is a flammable liquid.
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4.3

STANDARD INFECTION TESTS FOR FOAM MATTRESSES

It is the responsibility of the ward manager to ensure that all foam mattresses are inspected
every three months. The date of inspection should also be written on the mattress. It is also
advisable to separately document the day of audit, who carried it out and their findings.

Each mattress should be checked using the following standard tests:-

Standard Test 1

Checking the mattress and cover:

1. The mattress should be completely stripped

2. The bed should be raised to a comfortable height

3. The cover should be inspected for the following
Staining

Splitting - if the cover is stretched in both directions you are able to see if the
cover is delaminating which will mean the waterproof properties are diminished

Malodour

Also check the impermeability of the cover using Standard test 2

If the mattress fails on any of these issues they should be condemned.

Standard Test 2

Impermeability Test (for zipper fastening mattresse s only)

Place a paper towel beneath the cover, press down on the mattress for 10 seconds, pour
50mls of water onto the area, press down for a further 10 seconds, examine the paper towel
beneath for any leakage through the cover.
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4.4
POLICY FOR DECONTAMINATION OF BED FRAMES
ACTION RATIONALE
Clean the following areas of the bed These are the areas most likely to
frame between each patient use. become contaminated during patient use.
Bed head and foot
Bed rails
Control panels
Use clean/disposable cloth and a Most micro-organisms will not survive on
solution of general purpose detergent a clean/dry environment.
and water.*
NB Do not use antiseptic/alcohol based They may cause damage to the surface.
solutions to clean bed frames. Alcohol is flammable.
*Local agreements are in place in some
high risk areas e.g. Heart & Lung,
Medicine and AICU, for the routine use of
Chlor-clean.
Disinfection of bed frames is only Repeated use of disinfectants may
required when:- damage the metal surfaces of the bed
frame.
There is contamination with
blood/body fluids containing blood
After use by an infected patient
Clean the bed frame with Chlor-Clean Disinfectant may be harmful when used
solution. inappropriately. Refer to
decontamination policy section 4 pages
10-12.
fl:i.‘;SM 15 Policy Date: December 2009
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4.5

POLICY FOR THE DECONTAMINATION OF PRESSURE RELIEVIN G SYSTEMS

Decontamination of dynamic equipment

Rental equipment must be returned to mattress/bed rental company after each patient
use for decontamination.

It is necessary to inform the collection officer if the system has been used for an infected
patient.

Decontamination of equipment whilst in use

Equipment may be cleaned during patient use if used for a prolonged period of time or if it
becomes contaminated during use. (See policy for the principles and procedures for
decontamination of equipment).
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4.6

POLICY FOR SINGLE USE ITEMS

Single Use ltems

The item is to be used on an individual patient during a single procedure and then discarded.
It is not intended to be reprocessed and used on another patient. The labelling identifies the
device as disposable and is not intended to be reprocessed and used again.

The expression ‘Single Use’ on the packaging of medical devices means that the
manufacturer:

Intends the device to be used once and then discarded
Considers the device is not suitable for use on more than one occasion
Has evidence to confirm that re-use would be unsafe

The symbol below is used on medical device packaging indicating ‘Do not re-use’ and may
replace any wording.

Single Patient Use Items

Equipment must be used for the same patient only and decontaminated according to Trust
policy between each use for that patient.

Certificate of Decontamination

A certificate of decontamination must accompany all items of equipment being sent for
repair/servicing.

A master copy of the Trust Decontamination Certificate is included on p.22. Please ensure
that you have sufficient photocopies for your use.
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POLICY FOR THE MANAGEMENT OF SPILLAGES

These are the staff who are responsible for dealing with spillages in the following areas:-

a. Clinical areas — nursing staff.

b. Non clinical areas within the hospital e.g. corridors — Sodexo staff.
c. Outside/within Trusts grounds — WS Atkins staff.

1. Spillages of blood or body fluids contaminated with blood and

synovial, amniotic fluids etc. on hard surfaces.

ACTION

RATIONALE

Wear disposable apron, non-sterile latex
gloves and eye protection for whole
process.

Protects health care worker from
exposure to blood borne pathogens and
exposure to disinfectant.

Cover the spillage with dry paper towels /
absorbent pad.

Absorbs some of the spillage.

Pour over 10,000 ppm Haz Tab solution
and leave in contact for 2 minutes. (See
instructions on dilution container / poster
p.10).

Kills blood borne pathogens.

Gather up the paper towels etc. and put
directly into yellow clinical waste bag.

Waste can be incinerated.

Clean the surface with general detergent
and warm water; use disposable cloth or
paper towels or use mop.

Cleans the area.

The mop head, if used, should be rinsed
in mop bucket and squeezed dry, placed
in pink water soluble plastic bag and
taken to “mop room” by Sodexo staff for
laundering.

To prevent cross infection by effective
decontamination.

peritoneal, pleural,

18 Policy Date: December 2009
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4.7
POLICY FOR THE MANAGEMENT OF SPILLAGES
ACTION RATIONALE
The mop bucket should be preferably To prevent cross infection.
washed in a washer disinfector (i.e.
Dekomed 190) or thoroughly washed
and rinsed with hot soapy water and
dried.
Remove apron, gloves, eye protection Reduces the risk of cross infection.
and wash hands.
Clean eye protection with detergent and | To reduce cross infection.
water and then wipe over with Alcowipe.
If broken glass or plastic involved in Reduces risk to health care worker from
spillage, use disinfectant on this material | exposure to blood borne pathogens.
before cleaning. Do not pick up sharp
fragments with hands.
The broken glass must be put directly
into sharps bin.
fl:i.‘;SM 19 Policy Date: December 2009
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4.7
POLICY FOR THE MANAGEMENT OF SPILLAGES
2. Small splashes / spots of blood or body fluids ¢ ontaminated with blood on hard
surfaces.
ACTION RATIONALE
Wear disposable gloves, wipe small Effective disinfection for small splashes /
splash / spots of blood with Alco wipe. spots of blood.
Clean area with detergent and warm To clean area.
water and disposable cloth/paper towels.
3. Spillages involving sputum, vomit, faeces or urine, which are not contaminated with

blood on hard surfaces.

(The use of disinfectant with these type of spillages is unnecessary and
can result in the production of unpleasant fumes which have the
potential to be harmful to staff and patients)

ACTION RATIONALE

Wear disposable apron, non-sterile latex | Protects health care worker and reduces
gloves (and eye protection, if splashing contamination of health care worker.
anticipated.)

Remove excess of spillage, if appropriate | Absorbs spillage.

with paper towels, and dispose of Waste can be sent for incineration.
spillage (and paper towels) directly into
yellow clinical waste bag.

Clean the surface with general detergent | Removes contamination.
and hot water, using disposable cloth or
paper towels, or mop.
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4.7
POLICY FOR THE MANAGEMENT OF SPILLAGES
ACTION RATIONALE
The mop head if used, must be rinsed in | To reduce cross infection by effective
hot water and squeezed dry and placed decontamination.
in pink water soluble bag and taken to
“mop room” for laundering by Sodexo
staff.
The mop bucket should be To reduce cross infection by effective
decontaminated through a washer decontamination.
disinfector (i.e. Dekomed 190) or
thoroughly washed and rinsed with warm
soapy water and dried.
4, Cleaning spillages of blood or body fluids contaminated with blood from carpets.
The Infection Prevention and Control Team does not recommend carpets in clinical
areas.
ACTION RATIONALE
Wear disposable apron, gloves and eye Protects health care workers from blood
protection. borne pathogens.
Clean as much of the spillage using Many disinfectants damage carpets.
paper towels, directly into yellow clinical | Waste can be sent for incineration.
waste bag.
Ensure the area is safe. Contact Most effective method of cleaning the
domestic supervisor/ Sodexho help desk, | carpet.
carpet to be cleaned using carpet
shampoo.
5. Spillages/disinfection of spillages of blood or body fluids on
mattresses/trolley/couch surfaces.
Follow instructions as per ‘Disinfection of Foam Mattresses’
Refer to infection prevention and control manual section 4.2, p.11
4.8
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POLICY FOR THE DECONTAMINATION OF ELECTRO-MEDICAL D EVICES

ALL EQUIPMENT USED ON OR BY A PATIENT MUST BE DECONTAMINATED BEFORE
BEING USED BY ANOTHER PATIENT

Procedure

Prior to decontamination, battery operated/electronic equipment must be switched off and
disconnected from the mains supply.

Wipe all surfaces with a disposable cloth rinsed in general purpose detergent and hot water
or detergent wipe such as Actimax. Dry thoroughly using disposable paper towels.

Blood Stained Equipment/Equipment used for Patients in Isolation

Clean equipment as above

Wipe over all non-metallic surfaces with Chlor-Clean solution (see Infection Prevention and
Control Policy Manual Disinfectant Policy)

Metallic parts of equipment must be wiped over with an alcowipe

Protective Clothing
Staff must wear the following protective clothing when decontaminating equipment:

Disposable plastic apron

Non sterile vinyl or latex gloves when using detergent or disinfectant

Protective eyewear if there is a risk of splash to the eyes, or if making up and using a
disinfectant solution

If a large quantity of fluid is spilled on to the device or further information is required, please
contact Medical Engineering:

Wythenshawe 2295

Equipment Repair Request and Contamination Status

The Equipment Repair Request and Decontamination Status form (copies kept in the
Infection Prevention and Control Policy Manual Section 4.9, p.22) must be completed and
returned with equipment to Medical Engineering .

Equipment Sent to Medical Engineering without this form will be returned to the user
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4.9

Equipment Repair Request & Decontamination Status

Complete all appropriate sections of this form (equipment will not be accepted without correctly completed form)

Repair Request

Please Send To:

Asset Number or Serial No. Ward /Dept.
Equipment Type.

Nature of request. DESCRIBE DETAILS OF

Routine Maintenance |:| Fault I:l FAULT/SYMPTOMS:
oth (describe
er

Return to Medical |:| |:|

Equipment Library

Acceptance |:|
(New equipment) Please return with all leads and accessories.

Requested by

Position Name (Please print) Signed

Decontamination Status of Equipment

1. Has the device been exposed to any hazardous materi  als? (see below) YES

If YES, tick relevant box and specify :
|:| Blood, body fluids, respired gases, pathological samples or other biohazards.
Please specify :

Chemicals or substances hazardous to health.
Please specify :

2. Has the equipment been decontaminated as specified in Infection Prevention and
Control Manual? YES

If YES, then how?

|:| General Purpose Detergent and Water solution (Large pieces of equipment)
|:| Detergent impregnated multi-surface wipes(Actimax Omni)

For infected / barrier case,
Chlor Clean Solution 1,000ppm. (Use only Alcowipe on metal parts).
Blood contamination.
|:| Haztab 10,000ppm. (Use only Alcowipe on metal parts)

|:| Other. Please specify

If NO, give reason :

Decontaminated by

Position Name (please print)

Date Time
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4.10

Policy for Decontamination of Flexible Endoscopes

Introduction

Endoscopic procedures carry a risk of causing infection. Infectious agents contaminating a
scope can originate from failures in the decontamination process, from contamination during
storage, or from previous patients.

This policy provides guidance on safe practice for decontamination of flexible endoscopes in
accordance with national and local directives.

Rigid endoscopes must be re-processed through the Sterile Services Department.
Disinfection of Flexible scopes

Sterilox is the only disinfectant recommended for decontamination of flexible endoscopes
within the Trust. No other disinfectant may be used for this purpose unless the user has
written authorization from the Infection Prevention and Control Team.

When to Decontaminate Flexible endoscopes

Decontamination of the scope must be undertaken before being used on a patient, as soon
as possible after use, and prior to inspection, service and repair.

Procedure for manual cleaning of Flexible endoscope S
Manual cleaning of flexible endoscopes must be unde rtaken prior to disinfection

Staff must wear appropriate personal protective equipment i.e. disposable gloves, apron,
and eye protection.

Use dedicated equipment/receptacles i.e. sinks/washbowls
All valves must be dismantled from scope prior to cleaning and individually cleaned.

A fresh, warm solution of neutral or enzymatic detergent must be used. (According to
scope manufacturers recommendations).

Immerse the scope under water to clean to avoid splashes and aerosols.
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4.10

Policy for Decontamination of Flexible Endoscopes

All accessible channels/ports must be brushed thoroughly with dedicated single use
brushes until visibly clean approximately 3 — 5 times).

After cleaning scope must be well rinsed in a separate sink , using tap water, to remove
detergent residues.

Additional equipment used during the endoscopic procedure (for example, biopsy
forceps), must be reprocessed through SSD

Ultrasonic Cleaning

May be used to clean all instrument components and accessories, (with the exception of
telescopes), according to manufactures recommendations.

The water reservoir must be emptied daily and this must be documented in the appropriate
departmental records.

Leakage Testing

Leakage testing must be performed according to scope manufacturers guidelines and
documented.

Disinfection of Flexible Scopes in an Automated Was  her Disinfector

All flexible scopes must be disinfected in an Automated Endoscopic Reprocessor (AER). The
AER must be validated and tested in accordance with NHS Estates publication HTM 2030.
Results of validation/testing must be kept in the department.

The AER must be cleaned and disinfected before use
Wear appropriate personal protective clothing

Wash the inside and outside of the processing chamber, lid and fluid entry bulkheads,
using warm water and general purpose detergent and clean cloth.

Rinse with fresh water and dry with a clean disposable cloth.

Apply a solution of 70% alcohol (or wipe with pre moist alcohol wipe) and dry any residual
alcohol.

A non-stick pan-cleaning pad can be used to remove stains. Abrasive scratch pads must
be avoided as they can cause scratching to the stainless steel surface.
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4.1

Policy for Decontamination of Flexible Endoscopes

Procedure for Disinfection of Flexible Endoscopes u sing Sterilox
Wear appropriate protective clothing, i.e. disposable apron, gloves and eyewear.

A purge cycle, to remove Sterilox from pipes must be performed on a daily basis. A
daily log indicating that this process has been carried out must be kept

Fully dismantle all equipment and ensure all lumen can be perfused. Make sure all
lumen are perfused for the entire disinfection cycle.

Ensure the scope and accessories are completely immersed in Sterilox for the
required contact time. The minimum contact time for Sterilox is 5 minutes (after the
washing cycles).

Details of the disinfection cycle must be recorded (where available), and kept in the
department records

Drying of Endoscopes

On completion of disinfection, the endoscope must be purged with compressed air to
facilitate thorough drying. Alternatively 70% alcohol may be used to dry internal
surfaces and channels

Lensed instruments must not be immersed in alcohol for longer than 5 minutes as this
causes damage to lens cement

Consideration needs to be given to the quality of compressed air (microbial and
particulate) to prevent recontamination of the endoscope

Other fixed and detachable non-autoclavable components must also be dried
Storage of endoscopes

Flexible endoscopes must be stored suspended vertically in ventilated storage
cabinets, to allow circulation of air. They must not be in contact with other
endoscopes or flat surfaces.

Control valves, distal hoods, caps and other detachable components should be
stored separately. However, it may be necessary to store some endoscopes, e.g. a
bronchoscope, fully assembled for out of hours emergency use.

Endoscopes must be used within 3 hours of disinfection with sterilox.
4.10
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Policy for Decontamination of Flexible Endoscopes

Tracking of Flexible Endoscopes

All endoscopes must have a unique identifier (i.e. serial number) that is recorded after each
patient use in

The patients notes
The department in which the procedure was undertaken

Staff Training

Health care staff designated, as operators of decontamination equipment must be
adequately trained and competent, and subject to on going training

Records of staff trained in the use of decontamination equipment must be kept on individual
training records.
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4.11
Policy for Decontamination of Transducers using Tri stel Duo Foam
e.g. transrectal, transvaginal and transoesophageal probes
ACTION RATIONALE

All transducer probes must be used | To reduce contamination of

with a transducer cover (latex or latex | transducer.

free as applicable.)

Whilst wearing non sterile gloves the | Surfaces must be cleaned of organic

transducer probe cover should be | material, gel or soil before disinfection

removed and discarded following the | can taken place.

procedure.

The “ultrasound gel” should be wiped

off the transducer probe using a wipe

compatible with the transducer.

Undertake hand hygiene. Put on a | To prepare the product for use.

clean pair of non sterile gloves.

Remove the transport locks on the | To reduce the risk of the Duo Foamer

Duo Foamer that stop the pump being | canister being accidentally activated.

depressed in  transit. It is

recommended that these are retained

and replaced after using the Duo

Foamer.

(If the Duo Foamer is being used for

the first time, depress the pump 2 to 4

times to prime the foamer.

When primed, depress the pump | To dispense required amount for

once to dispense one 0.8ml aliquot of | disinfection.

chlorine dioxide foam onto the

surface.

Use a soft wipe, compatible with the | To disinfect effectively the foam must

transducer to disperse the Duo Foam | be in contact with all surfaces.

over the surface to be cleaned and

disinfected.
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4.11

Policy for Decontamination of Transducers using Tri stel Duo Foam
e.g. transrectal, transvaginal and transoesophageal probes

ACTION RATIONALE

Discard the wipe into clinical waste.
Do not reuse.

Leave the surface to dry to ensure a | The foam must be left in contact with
30 second contact time. the surface for 30 seconds to be an
effective virucide, bactericide,
fungicide and sporicide.
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APPENDIX 1

STERILE SERVICES PROGRAMME (SYNERGY)

Introduction

To achieve a compliant service Synergy and the service users are required to apply and adhere to
systems and procedures that underpin service delivery. The systems and procedures are required to
ensure that:

Synergy and the customers work in partnership and collaboration

Synergy is able to process instruments in a timely manner

There is an audit trail of changes to the service

Responsibility for failures in the service can be identified and corrected to avoid repetition
Service performance and delivery can be measured

The Sterile Services User Guide identifies how the service operates, how to communicate
appropriately with Synergy, what systems and proced ures must be adhered to, what
obligations both Synergy and the customers have to ensure the service operates efficiently
and the impact upon service delivery of not adherin g to the required systems.

1. Sterile Services Site Location:
Pegasus House

Tilson Road

Roundthorn Industrial Estate
Wythenshawe

Manchester. M23 9GF

2. Site Contact Details

The principal method of formal communications with the site is via the Synergy portal at
synergycustomer.com. The portal is accessible via any web enabled PC. Each user requires a licence
and access control. The portal allows customers to generate the following service related documents:

Fast Track Request Form
Loan Tray Form
Service Report Form

If formal communications cannot be forwarded using the portal then, as a last resort, the site can also
be contacted by phone and fax. A list of contact numbers for the site is attached to this document in
Appendix 1, which can be photocopied separately for additional display documents.

Name Title Email Address

Donna Young NWSSP Regional Manager
Donna.young@synergyhealthcareplc.com

Sarah Cutler Production Manager
Sarah.cutler@synergyhealthcareplc.com

Fliss Peers Customer Liaison Manager
Felicity.peers@synergyhealthcare.com

Mark Hyland Lead Trainer

Tim Wellings Assistant Production Manager

Mark McKevitt Assistant Production Manager
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Linda Goodier Linda.goodier@synergyhealthcareplc.com

If there is a problem requiring immediate attention, outside of the above service requirements, the
customer can contact the site via the Helpdesk. The contact number for the helpdesk is listed in

Appendix 1.

3. Unit Operating Hours

Monday - Saturday: 0800 hrs — 1630 hrs
Sunday: 0800 hrs — 1630 hrs
Public Holiday: 0800 hrs — 1630 hrs

On-call is available outside of opening hours.

4. On call Service

An on call service is available outside normal operating hours, contactable on the number listed in

Appendix 1.

5. Service

The Sterile Services contract is to process for its customers the following reusable instruments:

Operating theatre surgical instrument trays
Ward and department procedure packs
Supplementary instruments and extras
(Surgical gown and drape packs)
Hollowware

The service provider will not process single use instruments for any customers.

6. Service Turnaround Times

Theatre Standard Track
Monday - Friday

Collection between Return by

0600 — 1400 hrs Same day 2200 hrs
1400 — 1800 hrs Next day 0600 hrs
1800 — 0600 hrs Same day 1400 hrs
Weekend

Collection between Return by

Friday 1400 — 1800 hrs Saturday 0800 hrs
Friday 1800 — Saturday 0600 hrs Sunday 0900 hrs
Saturday 0600 — 1300 hrs Sunday 1300 hrs
Saturday 1300 — Sunday 0900 hrs Sunday 0600 hrs
Sunday 0900 — Monday 0600 hrs Monday 1400 hrs
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Fast Track
5 hours turnaround time from logging into the return hub.

Ward and Department Track
Monday - Friday
24 hours

Weekend
48 hours

Changes to Theatre Operating Schedules

When a theatre changes its normal operating procedure, for example: Waiting Lists Initiatives or
evening operating sessions, Synergy must be notified in advance. As such changes are planned
events then Synergy should be given as much notice as possible but this shall, in any event, not be
less than two weeks. This enables Synergy to ensure logistics and staff are in place and any

necessary review of inventory or fast track requirements are risk assessed.

7. Collection/Delivery Hub
The operation of the hub is the responsibility of the Trust.

UHSM staff collects used instruments and take them to the hub for collection by Synergy. Instruments
for return to Synergy must be taken to as quickly as possible to ensure a rapid flow into the

reprocessing stream.

UHSM staff distribute to the wards and departments all sterile instruments delivered to the hub by

Synergy.

Any queries about collections for or deliveries from the hub should be directed to UHSM staff.

Contact number, phone and fax, for the hub is: 0161 291 5640

8. Synergy Hub Collection and Delivery Schedule
Synergy vehicles visit the hub at the following times during the day:

Time (am) Deliver Collect Time (pm) Deliver Collect
0550 hrs Deliver 1300 hrs Deliver Collect
0610 hrs Deliver 1400 hrs Deliver Collect
0740 hrs Deliver Collect 1500 hrs Collect
0850 hrs Collect 1600 hrs Collect
0945 hrs Collect 1700 hrs Collect
1035 hrs Deliver Collect 1800 hrs Collect
1200 hrs Deliver Collect 1900 hrs Collect

2000 hrs Collect

2100 hrs Deliver Collect
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9. Returning Products to the Collection and Deliver  y Hub

Trust staff will collect used instruments from operating theatres, wards and departments for return to
the hub and collection from there by Synergy.

To deliver the service in a timely manner it is essential that the transit hub operates efficiently. Making
instruments available as early as possible for collection and return for processing is critical to Synergy
meeting the required turnaround (reprocessing) times.

Synergy matches production capacity (staff and machines) to operating theatre demand. If
reprocessing work arrives late at the collection hub, although instruments have been available for
collection from an earlier time, this causes a mis-match in production capacity which causes delays in
reprocessing and can reduce availability of trays for the customers.

If instrumentation is returned to the hub in a condition that prevents reprocessing there will also be a
delay in returning the tray to the customer which can reduce the availability of trays and instruments
for use.

To ensure trays and instruments can be processed in a timely manner there are a number of
obligations the user must adhere to:

Used instruments are put out for collection immediately after use to ensure timely collection
The wrapping material on the used trays shall be removed and disposed of in the clinical
waste stream and the tray placed into a clear plastic bag for collection and return to the hub
The bar code tag must be returned with the used instruments

The peelable pack label must be returned at the same time as the used instruments to permit
correct scanning at the hub

The contents of the returned products must be checked as correct after use

The contents of the returned products must be returned on the correct tray (NB mixing
instruments across sets delays processing)

The contents list of each used product must be returned with the product

The contents list shall be signed by the customer's staff checking the product before and after
use in case there is a need to contact those persons

In the hub used instruments with different turnaround time requirements (except Fast Track)
shall not be mixed in one transit trolley

Transit trolleys shall not be overloaded

If a tray is not returned in an appropriate condition it will be quarantined within Synergy until the tray is
corrected.

10. Fast Track Request

If a tray or instrument requires Fast Track reprocessing, 5 hours turnaround time, the customer
requiring the fast track must notify Synergy with a Fast Track request form, supplying all of the details
required on the form.

The Fast Track request form must be submitted using the synergycustomer.com portal. This will
permit the product to be automatically escalated to Fast Track status within TrakStar.

A copy of the Fast Track request form is in Appendix 2 of this document. The form contains
instructions for use.

11. Change Control Form
A Change Control Form is required to be sent to Synergy if the customer wishes to:

Amend an existing product specification

Introduce a new product to the service

Send to Synergy instruments not previously sent for processing, whether from current stock or
new inventory
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A copy of the Change Control Note is in Appendix 3 for information. The CCN must be raised using
the synergycustomer.com portal.

The form must be approved by both the Customer's authorised signatory and Synergy's authorised
manager, before a change can be implemented. The change will be reviewed for quality implications
before implementation.

Any amendments to current specifications must be made across the instrument inventory
simultaneously so that specifications are consistent.

All new products must be identical in specification within the inventory and must be provided with the
data required in the CCN and sufficient time to permit correct set up, processing and staff training (a
minimum of three days, dependent upon the quantity and complexity of the new products, from the
date of sign off by both parties to the CCN and receipt of new or amended instrumentation into the
sterile services unit).

A product cannot be amended without a fully signed and authorised CCN in place. Notes and
comments to request specification amendments to existing product inventory made on a returned
specification sheet from a used product will not be processed.

New products introduced to the system will not be processed without a fully authorised CCN.

Products that are currently in the inventory and are being sent for reprocessing for the first time must
be accompanied by a CCN so they are correctly identified, specified and allocated to the correct
customer/location.

12. Loan Tray Procedure and Form

When a loan tray or set is required for surgery it is booked in advance from the lending company by
the customer. A copy of the Loan Tray Procedure is copied in Appendix 4(a): Loan Tray Procedure.

To allow the required time for checking, process compatibility review, TrakStar set up, staff training
and processing prior to use by the customer the loan set must be supplied by the customer to Synergy
a minimum of 48 hours before it is required for use.

The loan tray or set must be accompanied by the following information:

Loan Tray Form: fully completed by the customer, see Appendix 4 for the form
Decontamination Certificate: from the lender

Tray Specification(s): this must be a list of actual contents per tray and not a list of instruments
in the set. Tray specification shall include product codes where available

Manufacturer's processing instructions: identifying any special requirements for (dis)assembly,
lubrication and functional testing

If the loan tray procedure is not adhered to, by the service user, the loan set will not be processed until
such time as Synergy has the necessary information to process the loan set correctly. The set will be
returned to the user unprocessed.

If Synergy finds any discrepancies in the loan set, such as damaged or missing instruments Synergy
will quarantine the set at the sterile services unit in an unprocessed condition for the customer or
lending company to inspect.

The above procedure must also apply to trays/sets loaned by other hospitals where the sterile service
provision is delivered by an MDD compliant services provider. If this does not happen then a used
instrument tray or set will arrive in the reprocessing unit with neither identification nor loan kit
instructions. Trays or sets will be quarantined until the customer or owner identifies these products.
Synergy will not accept responsibility for any lost, missing or damaged instruments from loan sets
arranged in this manner.
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13. Service Report Forms
If the customer finds a product to be non-conforming when received or opened the customer must
generate a Service Report Form (SRF) using the portal, synergycustomer.com.

The SRF must be generated when the tray is despatched from the operating theatre so that the SRF
and tray are available in the unit together. When the tray is received in the unit and scanned into
TrakStar by the operator the system will automatically identify and quarantine the tray until it has been
investigated and the non-conformity has been resolved/corrected.

A copy of the SRF is shown in Appendix 5.
The SRF must contain the following information:

Tray name

Product code

Serial number

Date of use

Description of non-conformity: tick box and written
Indication of SRF severity - scored 1 - 4 in tick box
Name of person compiling SRF

If a tray has identified instruments that are missing on the tray specification and a Service report Form
has already been raised then a new or additional service reports must not be generated by the
customer (to avoid both adding to the administrative burden of processing the forms and to prevent
unnecessary quarantining of the instruments at decontamination).

14. Urgent Response Form

If Synergy receives an instrument tray in the decontamination room that, following inspection, is found
to be faulty then Synergy shall notify the user of the tray of problem using an Urgent Response Form.

The tray will be quarantined by Synergy until the customer notifies Synergy what it wishes Synergy to
do with the tray, or the product is corrected, for example: process the tray as received, send a
replacement instrument or keep the tray quarantined. For a sample of the Urgent Response form see
Appendix 6.

An Urgent Response Form will be issued for the following reasons:

No bar code tag returned with the tray (Synergy correct and recharge)

No tray specification sheet returned with the tray (Synergy to process if there is no service
report form to automatically quarantine the tray. Any subsequent non-conformity found on the
tray at Synergy will be notified to the customer also)

No check/sign off for the specification sheet (tray will be processed)

Missing instrument (tray will be quarantined until corrected)

Incorrect instrument (tray will be quarantined until corrected)

Damaged instrument (NB not all damage is immediately detectable prior to decontamination
and may not be notified until the tray has been decontaminated). (Tray will be quarantined
until corrected)

Mixed/migrated instruments from another tray. (Trays will be quarantined until corrected and
then processed)

Quarantining trays will result in a delay in the return of trays to operating theatres or other customer
locations.

15. Product Shelf Life

Each reprocessed product has a 12 months shelf life from date of manufacture, as shown on the
product label, providing it is appropriately stored and the packaging materials are not damaged.
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16. Product Labelling

Each sterile product has two product labels which contain the following information:

Product name

Customer location

Date of manufacture

Sterilisation indicator

Two peelable labels for patients' case notes and use in the collection hub for returned
instruments and trays (see Section 9 above)

MDD compliance data

Exceptions Box: used to identify instruments missing from the tray on the outer pack label

The label is required to have this data displayed to comply with the requirements of the Medical
Devices Directive 93/42/EEC and therefore is a legal requirement to be displayed on the outside of
each sterile product.

17. Wrapping

Synergy provides wrapping materials that comply with the relevant European and British standards.
The standard wrap for each product is a double wrap: an outer dust cover and an inner sterile barrier.
In some cases container systems are used by the customer.

To change the packaging specification the customer must use an approved CCN to amend the type or
number of wraps for a product. Additional tray wraps, above a standard specification, will result in an
additional charge for the product.

18. Deliveries
Synergy will deliver sterile products to the agreed delivery point.

In the case of apparent non-delivery please check within your area before advising us. In the event
that you are unable to determine the whereabouts of your equipment please contact us for assistance.
During normal working hours, Monday to Friday, contact the helpdesk and outside of those hours
contact the direct mobile number for the shift supervisor (see Appendix 1 for the contact numbers).

Before using the instrument/pack, you should check each of the following points:

Has the 'STEAM' indicator gone dark?
Is the packaging intact and undamaged?
Is the product still within its expiry date?

If the answer to any of these questions is 'No', the instrument/pack must not be used, but should be
returned to Synergy Healthcare for reprocessing.

Synergy will operate, manage and maintain its own distribution vehicle(s). All distribution methods will
be specifically for sterile services products; therefore there will be no mixed loads. The vehicles are
divided internally to separate clean from soiled and are cleaned regularly.
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19. Infected or Potentially Hazardous Equipment
All items of equipment are treated as potentially infected and hazardous. Please telephone for advice
on the procedures to be adopted for its safe transport to Synergy. CJD infected items shall be treated
as below and should be secured separately and quarantined. Other high risk or infected cases may be
pathogen Ill contaminated products which should be securely wrapped in a clear plastic bag and
labelled, with an appropriate self-adhesive label.

Area Telephone Number Mobile
Helpdesk

Weekdays 9am to 6pm 0161 946 3545

Switchboard 0161 946 1843

Clean Room 0161 946 3547

Administration 0161 946 3544

Shift Supervisor Mobile No: 07779 293510
Out of Hours On Call Mobile 07779 267899
No:

Customer Liaison Manager 07779 267989
Fliss Peers

Production Manager 0161 946 3541 07919 328205

Sarah Cutler

Regional Manager 0161 946 3540 07966 422155

Donna Young

This is of particular importance for the safety and protection of yourself, your staff and others who may
handle the equipment. In certain circumstances the equipment may be rendered single use only.

It is our policy that any tray or instrument sent to theatres is regarded as contaminated once the seal
has been breached. Thus any item returned from theatres or clinics will be put through the full
appropriate decontamination cycle no matter its immediate history.

Instruments or trays, which may have been used on a patient with actual or suspected CJD, shall be
dealt with in accordance with current ACDP/SEAC guidance.
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Appendix 1: Synergy Healthcare Contact Details

Area FAX Number

Office/Admin 0161 998 2180
Clean Room 0161 998 7661
Decontamination 0161 998 8796
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Appendix 2: Fast Track Request Form
Synergy customer portal screen shot of a Fast Track request.

2 SynergyCustomer.com - Microsoft Internet Explorer E\@@
File Edit View Favortes Tools  Help I’F
eBack v J @ @ :h /lj Search \::\?Favwites &3 E’Ir—f"v :\; B _J ﬂ .ﬁ
Address|@ hitkpf . synergycustomer, com/Fasttrack, aspx "‘ GU Links ™
r ine Sarviras
Synergy m JmHealthcare Online Services

United Kingdom

Home Search Tasks View Deliver Collect Users Reporting

Welcome Dohna Young.  Log out

Fast Track Request

Use the form below to send a fast track request

MB - * indicates a required field; you will not be able to submit the form without providing this information.

Reference (023-12052008-70253-03%3 |

Requested by ‘Dnnna voung ‘

Delivery Paoint *

Customer * [UHEMFT |

Items requiring fast track processing *

@ Done

14 start i

° Internet
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Appendix 3: Change Control Note

Change Control Note: CCN Number;

Hospital:

This form is to be used whenever a change to an existing product is made or when a new
product is to be added to those included in the contractual agreement.

Product cannot be supplied until all sections of the form are completed.
Customer to complete sections A and C1.

- Synergy to complete remainder of document as per procedure Chap 04 Doc 2.051.
A. New tray/pack/instrument amendment to existing t ray/pack

Amendment to Existing Tray/Pack (Tick)

Attach product specification sheet. Yes No

Product Ref. (if existing):

Attach manufacturer's instructions for cleaning and sterilisation. Yes No

Product Description:

Attach revised product specification sheet. Yes No

Change

Request/Introduction:
(continue on reverse if
necessary)

Estimated Annual Usage:

Reason:

Originated By:

Print Name:

Manager Signature: Date:
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B. New product reference product price breakdown

New Product Reference, if applicable:

Total Product Price

Production SMV UF1 Band Classification Or New
Price

Priced by: Signature: Date:

General Manager, Synergy

Changes to Date Old Price New Price Variance Cost Variance

C. Agreement to variation
1. Authorising Officer Printed Name:
(On Behalf of the Trust)

Signature: Date:

2. General Manager, Synergy  Signature: Date:

Note Synergy does not warrant suitability for surgical use beyond Decontamination (including
sterilisation) & Packing.
On receipt of instruments and verification of processing instructions CCNs will be actioned within
28 days.
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D. Quality checklist

Quality Checklist Item TrakStar Reference
Are Instruments CE marked? Yes
No
Do Processing Instructions confirm process Yes
compatibility? No

Instructions for Use Index Number:

Are instruments mutually compatible Yes

(See Chap04 Doc 2.02)? No

Is an Article 12/Non CE marked label required Yes

(See Chap04 Doc 2.035) No

Does set conform to Master Technical File Yes

(See Chap 00 Doc 3.040)7? No

Are disassembly/assembly instructions available? Yes NA
No

Are there special inspection/functional testing Yes NA

requirements (See Chap 07 Doc 3.000) No

Manufacturer's Instructions on Use
passed to/held by Theatres?

Passed to/Held by

Is further training required from manufacturer? Yes
No

Signature: Date:
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Appendix 4: Loan Tray Form

Screen shots of Synergy Customer portal Loan Tray processing record

a2 SynergyCustomer.com - Microsoft Internet Explorer

File Edit ‘iew Favorites Toaols Help

Qe - © |ﬂ @ \;j /j’ Search \‘?:\LS’Favwltes & [:j- :'_ J 3

acdcress [{€] httpffwwan. symergycustomer com/Loanset aspx v Beo |unks »
L 1] L 1]

~
Prosthesis Cost & Code [ | 1

The following documentation will accompany the instrumentation (please select):

Contents List ] Decontamination Instructions L} Sterilization Parameters O
i A Disassembly /Re-assembly Declaration of Decontamination from
Lubrication Instructions 3] T O T TR 3]

Inspection & Functional Test
Instructions ad ey 0
1. The above items are to be decontaminated and sterilized ready for use: [}

i i 12/05/2008 v
The tray(s) will be required for :

O AWM OPM

2. The above items are to be decontaminated and issued with a decontamination certificate in readiness for return to the Organisation from which O
they were loaned:

Marked For Attention of: | |

Further comments | |

[Ef

&) Dore ® Iniermet
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Appendix 4(a): Loan Tray Procedure
Introduction of Loan Sets from External Provides

Chapter Chapter 4 Purchasing & Raw Materials

ID No Ref No Revision
2.0580 18110554CD26 2
Reason For Revision Add to AMC manual with revisions.

Introduction

Loan Sets are supplied by loan set companies who rent them to hospital Trusts. Synergy provides a
service of processing these items on behalf of the Trusts. It is important to have clarity over where
various responsibilities lie. The set must be provided to Synergy allowing at least 48 hours from
acceptance by Synergy for processing to the time that the set is required in theatres.

The procedure below provides general guidelines. However where national guidelines are provided
(as in Holland) they will take precedence. Such documentation will be held locally.

Responsibilities of the Supplier

1. The supplier representative must deliver the set to theatres for Trust acceptance, then to
Synergy for processing

2. The supplier representative must deliver the set to Synergy and make him/herself available to
demonstrate the processing requirements of the set

3. The supplier must provide proof that the set has been decontaminated prior to delivery in the
form of a decontamination certificate

4. In the UK this can be from a previous user provided that the sterile service facility issuing the
certificate is certified to ISO 13485(2003) and the Medical Device Directive

5. In Holland the decontamination certificate must be that of the Supplier

6. The supplier must confirm that records are held to allow traceability to past patients

7. Atray list must be provided covering all items included within the set

8. The supplier must confirm that the instruments have been provided mechanically and
electrically fit for the intended purpose

9. The supplier must provide any special purpose tools required for use in processing

10. The supplier must identify through labelling any single use items and/or pre-sterile items

11. The supplier must provide packaging requirements to a National or International Standard (eg
ISO 11607 or EN 868)

12. The supplier must provide processing instructions compliant with ISO 17664(2004)

13. The supplier must ensure that the weight of any individual tray does not present a manual
handling risk

Responsibilities of the Trust on delivery

1. The Trust must accept the set confirming that the instruments are judged to be fit for purpose
2. The Trust must provide sufficient time for processing

3. The Trust must ensure that Forms of Indemnity are signed and filed (where applicable)

4. The Trust must take responsibility for ensuring that the set is entered into patient records

Responsibilities of Synergy prior to processing

1. Synergy must ensure that the Loan Set Checklist is completed (Chap 04 Doc 2.059 or local
document) and signed by the supplier's representative, that this is checked and filed

2. Synergy must ensure that all processing instructions are confirmed as appropriate to the
process means available including taking into account the information in the Loan Set
Checklist

3. Synergy must enter all instruments, consumables etc onto TrakStar tray specifications

4. Synergy must ensure that technician training needs are met on disassembly, assembly,
cleaning, packing etc
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Synergy must ensure that the process is carried out using the processes recommended by the
manufacturer or Synergy must ensure that any processing conflict is resolved and clearance
obtained in writing from the manufacturer

Synergy must advise the Trust if in the judgement of the General Manager the condition of the
set is sub standard to that required for processing and use. In this instance clearance must be
obtained to continue. This may require the replacement of all or some of the instruments with
replacements. These must be provided in compliance with the Supplier's responsibilities as
stated above

Synergy must advise the Trust and the supplier if in the judgement of the General Manager
any of all of the instruments have been presented in a condition which will make it impossible
to render clean to an acceptable standard. In this case Synergy must decline to process
Synergy must advise the Trust and the supplier if any instrument cannot be cleaned or
rendered sterile by virtue of design. In this case Synergy must decline to process unless
provided by an instrument of alternative design which can cleaned/sterilised. Synergy
reserves the right to report the issue to the Competent Authority (MHRA in UK; RIVM in
Holland)
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Appendix 5:; Service Report Form

Synergy Customer portal screen shot of the Service Report Form.
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Appendix 6: Urgent Response Form
URGENT Please Respond within 24 Hours. Instrument  Damaged / Repair / Lost / Other

To Theatre
Specialty Designation:
Leader/Deputy:
From: Phone:
Date: Fax:
Time:
Tray/Instrument Name: Process Date: Barcode:
Description of: Missing Item(s) / Removed For Repair Item(s) / Damaged Items(s):

(Delete as Appropriate)

This tray/pack/item has been retained for 24 hours. In the event of no response within that period it will
be returned to circulation.

When the Response section has been completed please fax it back to Synergy

Details of Instrument(s)

Date of Use:

Scrub Practitioner:

Theatre Check Out:

Theatre Number:

Theatre Response:

Response Made By: Date:

Theatre Staff
On completion of the response and after faxing a copy to Synergy Healthcare, please forward this
form to your Theatre Clinical Service Manager
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Appendix A

Equality Impact Assessment Tool

To be completed and attached to any procedural document when submitted to the appropriate
committee for consideration and approval.

1.

Does the policy/guidance affect one group
less or more favourably than another on the
basis of:

Race

Ethnic origins (including gypsies and
travellers)

Nationality
Gender

Culture

Religion or belief

Sexual orientation including lesbian,
gay and bisexual people

Age
Disability

Is there any evidence that some groups are
affected differently?

If you have identified potential
discrimination, are any exceptions valid,
legal and/or justifiable?

Is the impact of the policy/guidance likely to
be negative?

If so can the impact be avoided?

What alternatives are there to achieving the
policy/guidance without the impact?

Can we reduce the impact by taking
different action?

Yes/No

No
No

No
No
No
No
No

No
No
No

No

No

N/a
N/a

N/a

Comments

If you have identified a potential discriminatory impact of this procedural document, please refer it to
the Infection Prevention and Control Nurses ext 2630 together with any suggestions as to the action
required to avoid/reduce this impact.

For advice in respect of answering the above questions, please contact the Infection Prevention and
Control Nurses ext 2630.
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Plan for Dissemination of Policy or Procedural Docu

Appendix B

ments

To be completed and attached to any document which guides practice when submitted to the
appropriate committee for consideration and approval.

Title of document:

Date finalised:

Previous document already
being used?

If yes, in what format and
where?

Proposed action to retrieve
out-of-date copies of the
document:

To be disseminated to:

Clinical Managers

Non-clinical Managers
Consultants

Executive Directors
Senior Nurses

Long term partners

UHSM Infection Prevention and Control Policy Manual Index

December Dissemination lead: Head of Nursing,
2009 Print name and Infection Prevention and
v contact details Control (X 2630)
es

Electronic on Trust Policy Website

Remove from Trust Policy Website and upload new document

How will it be Paper Comments
disseminated, who will or
do it and when? Electronic

Series of awareness
campaigns throughout
December (e.g.
Newsletters, Team
Brief).

Policy will be accessible
via the FT intranet only
from December 2009

Disseminated at the
Trust Infection
Prevention and Control
Committee

Disseminated at
Divisional IPC
subcommittee meetings

Dissemination Record - to be used once document is approved.
Date put on register / December 2009 Date due to be reviewed December 2011
library of policy or
procedural documents
Disseminated to: Format (i.e. Date No. of Contact Details /

(either directly or via paper or Disseminated Copies Comments

meetings, etc) electronic) distributed
Awareness Electronic Various Approx 150
campaigns and via and paper throughout
relevant meetings December 2009
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