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Principles 
Introduction

Every person is potentially a source of infection and must be considered as such in order to protect staff and other patients/clients from cross infection.

Factors such as micro-organisms capable of causing infection, a favourable environment and a susceptible host will always exist in a health care facility. These factors can be reduced but not necessarily eliminated. Therefore, strict guidelines and protocols must be established and maintained to keep risk of infection to a minimum.

This manual describes the procedures and protocols adopted in this practice to establish duty of care and to prevent cross infection.

Standard Precautions
Standard precautions are work practices, which require everyone to assume that all blood and body substances are potential sources of infection, independent of perceived risk. Such precautions involve the use of safe work practices and protective barriers and the safe disposal of body substances and soiled material. 

As the infectious status of the patient/client is often unknown, to prevent contamination and cross infection either to other patients/clients or to yourself, treat all patients/clients as potentially infectious.

Standard precautions include:

· Washing hands before and after direct patient contact

· The use of protective barriers, which may include gloves, plastic aprons, masks, eye shields or goggles

· Appropriate handling and safe disposal of sharps

· Appropriate handling and safe disposal of waste

· Use of aseptic techniques

· Routine cleaning

Additional Precautions

‘Additional precautions’ apply to those situations where ‘standard precautions’ may be insufficient to prevent transmission of infection and are thus used in addition to ‘standard precautions’.

Pathogens requiring ‘additional precautions’

· Air borne transmission (eg measles, chickenpox, tuberculosis)

· Droplet transmission (eg mumps, rubella, influenza, pertussis)

· Direct or indirect contact with dry skin or with contaminated surfaces

· Any contamination via these routes

CLEANING
<Practice position> is responsible for ensuring that cleaning adheres to these guidelines.

Hand Washing
Procedure

Each examination room, procedure room and bathroom needs at least one hand washing sink. (It is recommended that basins are equipped with elbow or no-touch taps).

· Hands should be washed before and after handling any patient, and after handling items contaminated by patients. 
· This requirement does not apply in circumstances where a medical treatment is required to be performed urgently and cleaning facilities are not readily available.

· Hands should be washed using a neutral pH liquid soap (with no added substances, which could cause irritation or dryness,) and running water for at least 10 seconds.

· Paper towels are recommended to dry hands.

Note
Nailbrushes should only be used to clean fingernails, as use on other parts of the hands may result in abrasion to the skin, which could be a source of infection.

Inaccessibility of running water

Hands may be cleaned using non-water cleaners and antiseptics.

Table 1: Recommended hand washing procedures

	Procedure
	Soap/Disinfectant
	Handwash

	Low risk procedures
	Liquid soap
	10-15 seconds 

	Medium risk procedures
	Liquid soap
	15-30 seconds (normal wash)

	High risk / invasive procedures

(in addition to using sterile gloves)
	Anti-microbial solution


	3 minutes (surgical wash)


Skin Disinfection

· 4% w/v chlorhexidine

· 7.5% alcoholic povidine-iodine containing 1% available iodine

· triclosan

· ethanol 70-80%

Note: Antiseptic solutions are required for any sterile procedure hand washing.

Protective Attire
Protective attire is located <location>. 

The maintenance of protective attire is the responsibility of <practice position>.

Gloves

· Hands must be washed before and after removing gloves

· New gloves must be used for each patient

· Gloves must be changed if going from a ‘dirty’ site to a ‘clean’ site on the same patient

· Gloves need not be worn for subcutaneous, intramuscular or intradermal injection unless exposure to blood is anticipated

Table 2: Recommendations for The Use Of Protective Attire

	Type of Attire
	Appropriate Use

	Medical examination gloves
	· Handling blood and body substances.

· Handling equipment or surfaces contaminated with such substances.

· Touching non-intact mucous membranes.

· Gloves in these situations must meet the Australian/New Zealand Standard AS/NZS 4011: Single Use Examination Gloves. 

	General purpose gloves                   
	· General cleaning, disinfection, instrument cleaning and decontamination procedures.

· Can be washed and reused but should be discarded when they become peeled, cracked, discoloured, torn or punctured.

	Sterile gloves
	· When procedure involves contact with tissue that would be sterile under normal circumstances.

· Any surgical procedure involving penetration of the skin, mucous membrane and/or other tissue. 

· When touching non-intact skin/mucous membrane.

· When venipuncture is performed for the purpose of blood for culture. 

	Gowns or

Plastic aprons
	· During any procedure where there is a likelihood of clothing being splashed or contaminated with blood or other body substance.

· During instrument processing.

	Sterile gowns
	· Worn for sterile technique when performing invasive medical procedures

	Masks


	· Worn during procedures that might result in splashing and the generation of droplets of blood, body substances or bone fragments.

· Instrument processing.

· Must be discarded once it has been worn.

	Protective eyewear
	· Worn during procedures that might result in splashing and the generation of droplets of blood, body substances or bone fragments.

· Instrument processing

· Disposable eyewear must be discarded once it has been worn.

· Reusable eyewear must be cleaned in accordance with the manufacturer’s instructions.


Laundry and Linen Services
The risk of disease transmission from soiled linen is negligible. Despite this, employees involved in the handling, transport and processing of used linen soiled with body, blood fluids, secretions and excretions should carry out these tasks in a manner that prevent s exposure to other patients, staff or environments.

Cleaning Area
Work surfaces should be cleaned with neutral detergents and dried at the end of each session. The cleaning area should ideally have:

· hand-washing facilities separate from the cleaning sink

· adequate bench space ( divided into clean and dirty)

· smooth surfaces without crevices

· good lighting

· efficient ventilation

· adequate storage space

· waste bins

· non-slip flooring

· sharps container

Cleaning Agents and Equipment 
Note: Mild alkaline detergents are preferred over neutral pH detergents in most applications because alkalinity improves the detergent’s cleaning efficacy (eg pH range of 8.0 – 10.8).

. The label must contain information for the correct dilution for specific tasks. 

· Material Safety Data sheets must be obtained for each cleaning agent. 

· Disinfectants should not be used for general cleaning.

· Alcohols are not recommended for surface cleaning.

· Bleach is no longer considered to be a suitable cleaning agent.

Care of Cleaning Equipment
· Equipment should be washed with neutral detergent, warm water, rinsed and left to air dry

· Cleaning agents and equipment are to be stored in a lockable or inaccessible area.

· Colour coding of various items of cleaning equipment is an effective method of restricting equipment use to individual areas of a facility.

Cleaning Schedule

There must be a documented routine cleaning schedule.

Staff and doctors must be able to describe the frequency of cleaning for different areas.

If a commercial cleaning company is used, the doctor and staff must have a thorough understanding of the duties carried out and the type of products used. The practice will need a written agreement and a list of what cleaning products are used for different areas. 

· Daily cleaning routine should include: all bench tops and trolleys, patient treatment beds, protective eyewear and aprons, sinks, floors, toilets/bathroom, food handling and eating areas.

· Weekly cleaning routine should include waiting room and office furniture, door handles, telephone mouthpieces, computer keyboards, waiting room and toys. These should be cleaned more frequently if required.

Note

All cleaning agents should be mixed at the beginning of each day and discarded at the end of the day. Spray bottles should be emptied at the end of the day, rinsed and left to dry upside down overnight. Particular care should be taken when cleaning the pump. Surfaces should not be left wet. All surfaces are to be cleaned immediately if they are visibly soiled in addition to the following:

· Floors - vacuum and wash with <name of alkaline detergent> <frequency>.
· Carpets - vacuum every <frequency>. Steam cleaning is to be conducted <frequency> or when required.

· Benches, treatment beds, wheelchairs and tables - clean with <name of neutral detergent> and water <frequency>.Chairs and couches - wash with <name of detergent/cleaning agent> <frequency>
· Trolleys used for procedures - clean with <name of neutral detergent> and water and dry with paper towelling immediately before and after each procedure. 

· Telephones - clean with <name of neutral detergent> and water <frequency>.

· Desks - dust and wipe down <frequency>.

· Windows and glass doors - clean every <frequency> <cleaning substance>.

· Hard Toys - clean every <frequency> <cleaning substance>.

· Curtains clean every <frequency>  <cleaning substance>

Management of Blood and Body Fluid Spills

Spills Kit

· Bucket (marked spills kit)

· Roll of paper towel

· Heavy-duty gloves

· Disposable apron

· Protective glasses

· Neutral detergent

· Plastic bags

· Plastic spatulas or cardboard scrapers x2

· Absorbent material such as kitty litter, useful for vomitus

Procedure

In most instances, the spillage may be managed by cleaning with detergent and tepid water. If sharps are involved, these must be picked up with forceps and disposed of in a sharps container before cleaning the site.

· Keep patients and other staff away from the area until it is clean and dry

· Wear protective apparel 

· Cover the spill with paper towels or absorbent material

· Scrape up gross matter and place in plastic bag

· Thoroughly clean the spill site with detergent, tepid water and paper towel

· Dry thoroughly with paper towelling

· Handle and discard the paper towels as clinical waste

Waste Management

Waste disposal must comply with Federal and State Government policies and with regulations formulated by the Environmental Protection Authority (EPA). 

Under new EPA guidelines, all contaminated (hazardous) waste, including sharps, needs to be tracked. 

The contaminated waste transporter must be EPA licensed and have a Consignment Authorisation from a treatment facility. On collection of the contaminated waste, the practice should be issued with an ‘Authorised Agent Agreement Number’ and receive an EPA approved ‘Waste Receipt Record’ for each load. This receipt needs to be kept for 3 years.

<Practice position> is responsible for ensuring safe waste disposal and safe location of sharps containers and hazardous waste bins.

Waste generated within general practice can be segregated into the following types:

· Clinical waste

· General waste

· Pharmaceutical wastes

· (in some cases) Cytotoxic wastes

Clinical Waste 
Practice has to have a documented process of clinical waste disposal. Each step needs to be documented.

Definition

Clinical waste is waste that has the potential to cause sharps injury, infection or offence. When disposed of appropriately there is virtually no public health significance. Clinical waste contains the following types of waste:

Clinical waste includes the following sub-categories: (the first 2 being most relevant to general practice)

1.  Discarded sharps

2.  Human tissues (excluding hair teeth and nails) including free flowing blood 

3.  Laboratory and associated wastes involved in specimen processing

4.  And, animal tissue or carcasses used in research
The most important issue in safe waste containment is correct source separation/segregation

Disposal of Human Tissue/Fluid Waste

· Should be placed in an appropriate leak-proof bags or containers

· Bags and containers should be filled only to 2/3 capacity

· Clinical waste bins must be hard walled and be able to be locked whilst waiting transportation to prevent unauthorised access

· Bags or containers must be tied or sealed, then stored in a secure place for collection

· Bags and containers should not be transported via chutes

· Gloves must be worn when handling bags and containers

· Waste bags must never be compacted, nor carried close to the body

· Clinical waste bags should be yellow with the black bio-hazard symbol printed on the bag

Sharps Disposal
· Must be placed in a puncture-resistant sharps container immediately after use

· Needles and syringes must be disposed of as one unit

· Needles must not be recapped (unless using specifically designed equipment)

· Needles must not be bent or broken prior to disposal

· Sharps should never be forced into a sharps container

· All doctors bags must contain a sharps container that meets Australian Standards

Sharps containers should:

· Comply with Australian Standard AS/NZS 4261:1994 if they are reusable and AS 4031:1992 if they are non-reusable

· Be clearly labelled with black lettering on yellow background with the ‘biohazard’ symbol printed on the container

· Not be overfilled

· Have an opening that is wide enough to allow sharps to be dropped into the container by a single hand operation

· Be securely sealed before disposal

· Cleaned and disinfected before reuse

· Be inspected after each use by <practice position> to ascertain that they are clean, intact and without leaks

· Resistant to leakage, impact rupture and corrosion

· Be placed as close as practical to the point of use to limit the distance between use and disposal

· Be placed so that they are not easily accessible by children (must not be placed on floor or chairs)

For further details contact: The National Needlestick Hotline: 1800 804 823.

Pharmaceutical Waste

Pharmaceutical waste may arise from:

· Pharmaceuticals that have passed the recommended shelf life.

· Pharmaceuticals discarded due to batches not reaching specification or contaminated packaging

· Pharmaceuticals returned by patients or discarded by the public.

· Pharmaceuticals that are no longer required by the practice

· Waste manufactured during the administration of pharmaceuticals

Non hazardous materials such as normal saline or dextrin need not be considered as pharmaceutical wastes.

Suitable Method Of Disposal

Returning to a relevant authority such as a pharmacy or collection centre for appropriate disposal or distribution.

Expired S8 drugs must be picked up by the Pharmaceutical Services Branch of the NSW Health Department – Ph: 9879 3214 or by police.

Cytotoxic Waste

This is material that is or may be contaminated by cytotoxic drugs during the preparation, transport administration of chemotherapy. This type of waste may have carcinogenic, mutagenic and or teratogenic potential.

Disposal of this type of waste may be via an approved incineration facility.

General Waste

This is any waste not classified as being within any of the categories of the clinical and related waste streams. General waste makes up the majority of all health industry wastes. General waste includes incontinence pads, sanitary wastes and disposable nappies; and a wide range of office wastes.

· Unused gauze, cotton balls etc, should be placed in general garbage bins

· Confidential papers, that is, documents with patient details or confidential practice data, should be shredded by hand or machine before being discarded

· Clean paper and cardboard should be placed in the designated recycling bins

· Sanitary wastes should be disposed of in a suitable sanitary disposal unit.

Handling of Pathology Specimens

· Ideally send urine, stool and sputum specimens straight to pathology, or else place specimens in the refrigerator before delivery to pathology.

(note:  stool specimens requesting OCP should not be refrigerated.  M/C/S can be kept at room temperature however if delays of two or more hours is anticipated then refrigerate until pick up).
· Wound swabs should be stored at room temperature.  The exact location of the wound should be marked on the documentation.

· The specimen must be collected avoiding contamination of the outside of the container.

· Ensure all specimens are correctly identified on their label and secured within a protective pack.

· The request form should be separated from the specimen container in the outer pouch of the plastic bag.

· The refrigerator used for storage of food items should not be used for storage of clinical specimens.
· Ensure that the lid of the container is screwed on firmly
Sterilisation

Sterilisation procedures are the responsibility of the <practice position>.  Procedures and requirements are constantly changing and evolving.  Practices must endeavour to update their policies and procedures accordingly with the most current information available.

· Any instrument and equipment used to enter, or that is capable of entering tissue, or the vascular system, must be thoroughly cleaned and sterilised before it is reused

· Sterilised instruments intended for penetrating skin or mucous membrane should be stored in prepared packs or, if for immediate use, in a covered sterile tray

· Sterilisation must adhere to AS/NZS 4187:2003

Off-Site Sterilisation

If the practice utilises the services of an:

· Accredited facility – you need a letter/certificate stating the level of accreditation they have received, showing sterilisation standards have been met.

· Unaccredited facility – you need copies of the protocols/guidelines followed by that facility.  It is also recommended the practice have copies of the maintenance log.

Two labelled, rigid containers with lids are required for the transportation of instruments:

· Dirty container - for transporting manually pre-cleaned instruments (packaged and unpacked).

· Clean container - for transportation of instruments after reprocessing.

Steam Sterilisers

A benchtop/portable steriliser may be used only if it is one that is specified in the Australian Register of Therapeutic Goods.

An operations manual for the steriliser is kept <location> (within the vicinity of the steriliser at all times).

The manual should include a comprehensive workflow schedule to ensure that there is no possible contamination of the clean areas where the sterile instruments are unloaded and stored by contact with dirty instruments. For example:
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Table 3: Recommended Holding Times for Sterilisers
	Temperature
	Pressure
	Holding time plus safety factor

	°C
	Kpa
	Psi
	bar
	(in minutes)

	121
	103
	15
	1
	15

	126
	138
	20
	1.4
	10

	132
	186
	27
	1.8
	4

	134
	206
	30
	2
	3


Note

Always ensure that the recommended temperature/pressure/holding time is reached when processing items. The holding time does not include the time taken for heating the load to the desired temperature (penetration time). Wrapped items will have a longer penetration time than unwrapped loads and hence a longer sterilisation time.

Table 4: Level Of Process Required For Specific Items And Procedures

Thermal disinfection and instrument grade disinfectants are not suitable for general practice settings.

	Category
	Application
	Process
	Example

	Non-critical

(low risk)
	Instruments and equipment which come into contact with intact skin
	Cleaning
	Bedpans, linen, beds, stethoscopes

	Semi-critical

(medium risk)
	Instruments and equipment which come into contact with non-sterile tissue, other than intact skin (eg mucus membranes). 
	Single Use

or

sterilisation
	Spacers, nebuliser masks and tubing, oxygen masks

	Critical

(high risk)
	Instruments and equipment capable of entering tissue that would be sterile under normal circumstances
	Sterilisation
	Surgical instruments, catheters, laparoscopes, arthroscopes, biopsy forceps, cannulae, injection needles and implants


SteriLe Instruments
Pre-Cleaning Instruments

Blood and other debris must be removed as close to the point of use as possible. If left on instruments it will congeal and become a reservoir for the growth of microorganisms. Within minutes, such debris will become difficult or impossible to remove, and be an impediment to sterilisation.

Cleaning Agents
Before using a cleaning agent for he first time, the Materials Safety Data Sheets (MSDS) should be read so that the cleaning agent can be handled and used safely. All staff should be trained in the safe use of cleaning agents for instrument cleaning.

Common household detergents shall not be used due to their high foaming properties and the difficulties involved in rinsing items free of residue.

Mild alkaline detergents in the pH range 8.0 to 10.8 are preferred over neutral pH detergents in most applications. Neutral detergents do not contain alkaline builders and consist essentially of a surfactant solution. Although neutral detergents may be quite effective in a number of applications, they may not prove as effective as built alkaline detergents in many of the dirtier applications. However, some instruments and equipment may be made of materials where the use of neutral detergents may be more appropriate.
Acid-based agents should only be used for stainless steel surfaces and then only for intermittent de-scaling or brightening. Items with different metallurgic compositions should not be cleaned in the same acid-based solution as this may cause galvanic corrosion.

Cleaning agents for manual cleaning should be:

· Biodegradable

· Non-corrosive

· Non-toxic

· Non-abrasive

· Low foaming

· Free rinsing

· Preferably liquid

· Preferably mild alkali formulation

Labeling of cleaning agents by the manufacturer shall include the:

· Name of the product

· Name and address of the manufacturer

· Description and purpose of the product

· Directions for dilution and use

· Batch number

· Expiry date

· Advice not to mix the cleaning agent with other chemicals

· Safety and first aid instructions 

· Specific storage requirements

Sinks for Processing Instruments
Never wash eating or drinking utensils in any sink used for instrument cleaning or hand washing. 

Note: It is important to use at least two separate sinks - one for preparing instruments for sterilisation and the other one for washing hands.

If two sinks are not available purchase a large plastic container to act as a ‘dirty’ sink and mark it as such with a permanent marker. The container MUST NEVER be touched with ungloved hands.

Hand Washing Sink/Basin

This should be physically separate from cleaning sinks and designated as ‘hand washing only’. This sink should ideally not be used for any other purpose, for example, rinsing of instruments as exposure to contaminated water has the potential to cause cross contamination of hands. 

Rinsing Sink

One sink labeled as ‘rinsing sink only’, is used for rinsing instruments. This sink must never have a plug placed in the drain or allowed to have water pool as this will increase the biofilm (an often invisible film of infectious micro-organisms ) on the surface of the sink.

Cleaning Sink/Basin 
One sink labeled as the ‘cleaning sink is used for cleaning instruments. This sink is filled with tepid water and the correct measured amount of instrument detergent. Dirty instruments are carefully immersed in this water so as not to cause splashing. Instruments should be cleaned below the waterline, using a firm bristled brush or light grade nylon non-abrasive scouring pad. This process will leave a biofilm on the sink when it is drained which will remain as a potential source of infection. 

The cleaning water must be discarded immediately upon completion of instrument processing. This water can be highly infectious and must be discarded slowly directly into the drain hole of the rinsing sink when using a basin. 
The sink, taps and surrounds must be washed and rinsed upon completion of each episode of instrument cleaning. 
Cleaning Instruments
Thorough cleaning of all instruments and equipment is an essential prerequisite in disinfection and sterilization processes. Care shall be taken to insure that the cleaning process does not add to the bioburden. Cleaning methods shall be appropriate to the design of the instruments and equipment being cleaned. 

Cleaning should ensure the removal of adherent protein soil and biofilm. At the completion of cleaning, the instruments should be free from any chemical residue. Cleaning methods shall be documented.

· Wash hands and wear heavy duty gloves plus goggles, plastic apron and fluid resistant mask

· Fill ‘dirty’ bowl or sink with correct ratio of tepid water and instrument detergent 

· Scrub instruments under water to avoid spray of droplets (nylon brush or scrubber) 

· Visually Inspect – ensure all soil is completely removed from instrument 

· Rinse instruments thoroughly under hot running water and place on lint free cloth. These will be dried as soon as all instruments are washed. 

· Carefully tip dirty water directly down the plug hole with the tap running gently NOTE:  Do not allow water to pool in the sink as this creates a bio-film

· Remove contaminated gloves and wash hands

· Re-apply clean dry gloves to handle instruments

· Use lint-free material to dry instruments – never allow instruments to air dry

· Package for sterilisation

· Sterilise and store

· Open contents only immediately prior to reuse

Ultrasonic Cleaning 

Ultrasonic cleaners clean but do not sterilise or disinfect instruments. They may be used to assist in cleaning jointed and serrated stainless steel instruments. 

Ultrasonic cleaners operate by subjecting instruments to high frequency, high energy sound waves which cause soil to be dislodged or loosened from instruments. This is then removed during the rinsing process.

Ultrasonic cleaners must be operated & maintained according to the manufacturers directions.

Efficacy tests should be performed monthly when in use.

Ultrasonic cleaner is not suitable for plastics, glass, cemented or lensed instruments

· Fill tank with water (water and cleansing product should be changed daily or more frequently when necessary) and add measured amount of recommended detergent (eg Sonidet). 

· Operate the machine as per manufacturers instructions

· Place pre-rinsed, open instruments in basket. Submerge the basket. Close the lid. 

· Commence the cycle.  Operate with the lid in place to prevent the emission of aerosols and hearing loss.

 WARNING: Operator should NOT place any part of body in ultrasonic cleaner during operation.

· Remove instruments and rinse in hot water. Inspect for cleanliness. Repeat cleaning cycle if necessary. Dry with a lint-free cloth.

Efficacy Tests - Aluminium Foil Test

1. Cut a thin strip of aluminium foil approximately the width of the tank and double the depth.

2. After the tank of the ultrasonic cleaner has been filled, detergent added and the water degassed, lower the foil into the tank vertically until almost touching the bottom.

3. Operate the ultrasonic cleaner for 10 seconds.

4. Remove the foil and observe the distribution of perforations and pitting. Note indentations should be fine and evenly distributed.
Packaging

Wrapped Instruments

Sterile packaging allows items to remain sterile during storage.

Packaging and wrapping materials must;

· Allow the removal of air and water vapour from the pack

· Allow the penetration and removal of the sterilising agent into the pack

· Be compatible with the item being packed

Packaging Instruments in Laminated Pouches

· Instruments with ratchets must remain open and unlocked. 

· Instrument sets must be packaged on perforated trays or toast type racks that allow penetration of the steam and efficient drying

· The size of instrument packs and loads must be limited to the size of the challenge pack and challenge load – refer to validation documentation

· Hollow-ware sets (bowls, gallipots, kidney dishes) must be packaged so that all openings face the paper not laminate

· Combinations of instruments, hollowware, dressings drapes or tubing must not be combined in the same pack

· Wrapped items can only be sterilised in a steam steriliser if it has a ‘closed door’ drying cycle

· Remove the peel off strip on the flap of the pouch and place in the pouch with the instrument

· Seal the pouch by folding the flap exactly on the dotted line and pressing firmly with the fingers to ensure there are no gaps

· Label pouch prior to sterilisation

Unwrapped Instruments

Some instruments will not be required to be sterilised, as they are not used for invasive procedures, however it is desirable to put them through the steriliser. To do this instruments should be processed unwrapped with indicator tape placed on the tray to differentiate a clean load from a dirty load. As full monitoring is not occurring and instruments are stored unwrapped, they can be regarded as clean and not sterile.

Sealing

Sealing of laminated pouches:

· Remove Class 1 indicator tape from inside of pouch flap and place in pouch with instrument

· Fold pouch flap exactly on blue dotted line

· With fingers, smooth from middle of seal to outside edges – ensure there are no gaps

Labelling
An audit trail should be possible to trace instruments back through particular sterilising cycle records. Packs and bags must be labelled prior to sterilisation using either:

· Non-toxic, solvent-based felt-tipped marking pens

· Rubber stamps with non-toxic, solvent-based ink

· Prepared labels

Labelling must include:

· The contents of the pack – if opaque

· The steriliser number (if there is more than one steriliser in the practice)

· Date of sterilisation

· The load number (if more than one load a day is sterilised)

Loading
The sterilization cycle shall be commenced immediately after loading.

The operator of a steriliser must check that:

· The floor of the steriliser is free of debris and that the chamber drain filter is clear

· Gauges, timers and the recording device are functioning correctly

· Items shall be loaded so that they do not touch the edges of the chamber walls

· Pouches must be paper side down on perforated trays

· Only a single layer of pouches is placed on each tray

· Pouches must be paper to laminate on racks – on edge

· Stackable hollow-ware must be separated by non-porous spacers to permit effective steam sterilisation.

· Hollowware must be positioned on their edge to prevent water pooling

· Record details of the load in the Sterilisation Log

Unloading

Extreme care must be taken when unloading the steriliser. Incorrect handling can compromise sterility.

· Check the print-out (if the steriliser has this capability), and confirm that the correct temperature/pressure/time parameters were met, then sign and file the print-out.

· Remove contents of the chamber and inspect to ascertain that;

·  The load is dry

· Packaging is intact

· Packaging is correct

· Indicators have changed colour correctly

· Hot or warm items must not be placed on a solid surface as this may cause condensation to form, leaving the item wet and, therefore, unsterile.

· Allow items to cool inside the chamber with the door open or on a cooling rack

· Record details of the checking of the sterilisation process in the Sterilisation Log

Storage

<Practice position> is responsible for ensuring the following:

· Processed items should be stored in a dedicated, clean, dry area away from direct sunlight and at least 250mm from the floor and at least 440mm from the ceiling (eg a closed cupboard or in sealed plastic clean containers away from water).

· All sterile stock containers must be kept clean, dry and in good condition.

· Sterile packs must not be held together with rubber bands or staples.

· Stock must be rotated regularly based on the date of sterilisation.

· The length of safe storage is event-related and frequent handling is detrimental to package integrity.

Monitoring of Sterilisation
Chemical Indicators

Chemical indicators do not indicate that sterilisation has occurred, but an indicator that has not changed indicates a sterilisation failure.

	· Class 1
	- process indicators

These are intended for use with individual units, eg. Steriliser indicator tape distinguishes between processed and unprocessed packages.

	· Class 2
	- indicators for use in specific tests, eg. Bowie Dick type tests ( for Pre-vacuum)

	· Class 3
	- single parameters indicators, eg. temperature (Titems Dry Heat Indicators)

	· Class 4
	- multi-parameter indicators 

A multi parameter indicator is designed to change colour when two or more of the critical parameters for sterilisation have been met.

Eg time and temperature- Comply steam clox

	· Class 5
	- integrating indicators

Integrating indicators are designed to react to all critical parameters over a specified range of sterilisation cycles. They are the only chemical indicator that is calibrated and designed to parallel the thermal death time of microorganisms. Eg Comply 1243, 1244

	· Class 6
	- emulating indicators (cycle verification indicators)

Emulating indicators are designed to react to all critical parameters over a specified range (relevant tolerances) of sterilisation cycles for which the stated values are based on the settings of the selected sterilisation cycles.


Wrapped Loads

· An external Class 1 chemical indicator should be attached to every wrapped item.
· A Class 4, 5 or 6 chemical indicator must also be used if no print-out is produced or if there is no record of direct monitoring.
Unwrapped Loads

· An indicator must be placed on the tray with the instruments to be sterilised.

· A Class 1 indicator is adequate if a print-out is produced or if direct monitoring is recorded. A Class 4, 5 or 6 chemical indicator is also required if no print-out is produced or if there is no record of direct monitoring.
Monitoring Of The Packaging Process

<Practice position> is responsible for ensuring the following:

a) Integrity of the outer wrapper

b) Integrity of seals

c) Correct labelling (including date of sterilisation and batch number)

d) Correct colour change of the external indicator

Mechanical/Physical Monitoring

Sterilisers With A Print-Out

· each cycle should produce a permanent record, which should be reviewed after each cycle and filed.

Sterilisers Without A Print-Out

Monitoring can be achieved by:

· Direct observation of the monitoring devices during each cycle. The operator records the temperature every 30 seconds during the sterilisation time in a record book.

OR

· Use a class 4 or 5 or 6 chemical indicator with every cycle.

Maintenance of the Steriliser

Servicing as per manufacturer instructions or 12 monthly servicing and calibration by a qualified technician is necessary and evidence of this maintenance should be retained. Where possible a contract should be entered into with a skilled maintenance contractor.

· Deionised water should be used to minimise scale build up and corrosion.

· The chamber should be regularly cleaned (a phosphoric acid solution can be used to aid removal of scale). The exterior, racks and trays should be washed with detergent and water.

Steriliser Documentation

It is the responsibility of <practice position> to keep a logbook of the following:

· The steriliser’s commissioning data including calibration (as per manufacturer instructions) and maintenance of all measuring devices, timers, gauges, filters and displays etc.

· Employee training records

· Incident reports (complaints or defects relating to quality, safety or efficacy)

· Steriliser cycle records - log book recording load details, colour change on indicator tape or packaging materials and integrity of packaging

· Cleaning schedule

and for obtaining data from manufacturers on:

· The reliability, safety, shelf-life, storage requirements, performance characteristics, handling, use and correct incubation process for each indicator

· How to interpret the indicator results

· The reliability of the indicator in maintaining end-point colour change during storage of sterilised items

· The sterilisation conditions that the indicator will detect 

Steriliser Log Book 
· The load number, date and time of the cycle

· A general description of the contents of the load

· Steriliser print-out; or

· Manual recording of time temperature during every cycle; or

· The results of chemical indicator 4,5,or 6

· The results of class 1 chemical indicator

· The results of steriliser validation 

· Packaging integrity 

· The name and initial of the operator

· The steriliser number (if there is more than one steriliser in the practice)

Tracking/Traceability

The ability to trace back to the details of the sterilisation process in any individual case to prove that the instruments used were sterile can be of help should medico-legal issues arise. This can be achieved by writing the date and load number into the patient record.

Validation of Sterilisation

As of 2002, the RACGP requires practices to validate their sterilisation process rather than routinely monitor it with weekly biological controls. Validation requires additional testing and must not be confused with routine calibration.

Validation must be performed annually along with the routine servicing and calibration or else after the following events:

a) Installation and commissioning of new equipment

b) Major equipment servicing of the steriliser.

c) Modifications or technical changes to the steriliser

d) Changes to the packaging/ wrapping materials

e) Changes to the trays and packs that exceed previously validated parameters; and

f) Changes to the load sizes that exceed previously validated parameters 

Validation Methodology

For practices undergoing accreditation, a comprehensive template with step by step instructions for validation is available from AGPAL (1300 362 111) or go to www.agpal.com.au

· List load patterns to be validated.

· Document results of heat distribution studies conducted on an empty chamber.

· Document results of penetration study conducted by technician.

· Document the cycles to be used ie times, temperature, pressure selected for use.

· Select the hardest to sterilise items in terms of product or pack density and document by name and load number and how the pack(s) are to be loaded within the load.

· Document where biological/rapid enzymatic indicators will be placed eg. by use of a diagram showing their exact location inside and outside the load and chamber (total of seven biological indicators required, all from the same batch).

· Place the biological/enzymatic indicators within the difficult-to-sterilise packs and in the coldest spot in the chamber (usually towards the lower rear near the drain).

· Load the steriliser.

· Do three consecutive, identical loads including biological/rapid enzymatic indicators.

· Document the findings and investigate any failure. (A pass result is 100%).

· Interpret and document the validation results and assess if sterility has been achieved.

· Any load run subsequently and which does not exceed the parameters of the validated load can be treated as a load not requiring biological/enzymatic indicators provided:

a) routine mechanical/physical monitoring occurs with each cycle and a Class 1 chemical indicator is used

b) a Class 4, 5, or 6 chemical indicator is used for sterilisers without a print-out or if there is no record of direct monitoring

When validating cycles documentary evidence must be available for the following:

1.Training of responsible staff

2.Written protocols for:

· Cleaning of the environment and workflow (clean to dirty)

· Packaging of instruments and pack details ( including a complete description of pack contents and a photo or diagram of pack layout)

· Loading/unloading of the steriliser (including a photo or diagram of how the chamber is loaded)

· Mechanical/physical monitoring of  sterilisation cycle parameters

· Storage of sterile items

· Validation/revalidation methodology for the sterilisation cycle
3.The maintenance records of the steriliser

4.The steriliser log book records of the steriliser

Note: Biological or enzymatic indicators used in validation are not interchangeable. 

Sterilisation Failure

In the event of a steriliser failure, the machine must not be used again until satisfactory results are obtained from physical, chemical, and biological monitoring.

Practices should have a contingency plan in place in the event of a sterilisation or disinfection failure. If any items are used prior to the discovery of the sterilisation problem then the practice should:

1. Identify, inform and monitor the patient/s on whom the item/s was used

2. Review training provided to sterilisation staff

3. Review and modify sterilisation work practices to minimise the possibility of further incidents.


Staff Training

In accordance with current Australian Standards ( see AS/NZS 4187:2003) there must be formal training for new staff members which shall take into consideration the following:

a) Modes of transmission of infection

b) Infection control principles

c) Cleaning and handling techniques

d) Packaging materials and wrapping techniques

e) Steriliser loading techniques

f) Principles of operation of sterilisers and disinfecting equipment

g) Sterilising parameters

h) Steriliser unloading and load release policies

i) Storage and handling sterile stock

j) Occupational Health and Safety issues
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Staff Health & Safety

Needlestick/ mucosal splash/ sharps injuries or blood/body substance exposure

The types of accidents to be assessed include:

· Injury from a needle or sharp that has been in contact with blood or other body substances

· Blood or body substance in eyes / nose / mouth 

· Blood or body substance on non-intact skin

HBV - Hepatitis B virus

HCV - Hepatitis C virus

HIV - Human immunodeficiency virus
1. Report the incident to <practice position>.
2. Complete the Needlestick, Sharps & Exposure to Blood Reporting Form (see Appendix).

3. Carry out baseline testing for HIV, HBV and HCV for staff member and patient source.

4. Pre and post-test counselling must be given and informed consent obtained before testing can proceed.

If the incident occurred during a procedure, it must be documented how the injury occurred, and if blood went into the patient or onto instruments that was then used.  If the patient has been exposed to your blood from the injury, then there is a duty of care for the patient.

· Wound:

Allow wound to bleed - but do not make it bleed - then wash the injured      area with soap and water                             

· Intact Skin:
Wash the area with soap and water.

· Eyes:

Gently rinse the eyes while open with saline or water, while they are open.

· Mouth:

Spit out any fluid - rinse the mouth with water several times.

· Clothing:
Remove clothing and shower if necessary.

Where water is not available, a non-water cleanser or antiseptic should be used.

Contacts

· Royal North Shore Hosp. Needlestick/Splash Advisory Hotline Service: 9926 6438

· NSW Health Service Needlestick Injury Advisory Hotline: 1800 804 823

Treatment of Exposed Staff Member 

Blood testing should be treated as URGENT. 

Intervention for Hepatitis B exposure should occur within 72 hours.

If the source is negative for HIV, HBV or HCV

Apart from counselling and collecting blood, no further action is required in relation to HIV and HCV.

In relation to HBV, management should be as follows:

· If the staff member is already fully immunised and/or immune, no further treatment required

· If staff member is not immunised for HBV, then a course of vaccination should be offered, and immunity checked 3 months after completion of course

If testing for anti-HBs shows a non-protective antibody level:

>100mIU/mL - no treatment

<100mIU/mL - hepatitis B vaccine booster and immunity checked 3 months after the booster

<10mIU/mL - HBIG and hepatitis B vaccine booster dose

If exposure occurs with blood or other body substances containing visible blood or other potentially infectious fluid or tissue from a patient known to be HIV antibody positive, then it is imperative that immediate specialist medical advice and counselling be sought.

**A needlestick, mucosal splash/ sharps injury and exposure form

is included in the back of this manual**

Immunisation

Hepatitis B, Rubella (MMR), polio, tetanus and diphtheria vaccination should be offered to all general practice staff. Refusal to be vaccinated should be documented. 

Informed consent must be obtained prior to screening.

<Practice position> is responsible for updating records of staff immunisation.

Hepatitis B

· Check antibody status if vaccinated, if not previously vaccinated or if antibody status negative, offer vaccination and test antibody response after 3 months (once positive, no further routine booster required).

A booster dose may be appropriate for immunosuppressed patients, the time frame for this should be determined at 6 and 12 monthly intervals.

Adult diphtheria tetanus (ADT)

· Primary tetanus immunisation should be completed in childhood.

· Boosters are required at age 50, unless a booster has been documented within the past ten years.

Influenza

· Influenza vaccine may be considered for practice staff.

· The vaccine must be given annually as the composition changes from year to year.

· Immunisation is best performed in April-May prior to the onset of the influenza season.

Tuberculosis

· It is up to each individual general practice to decide if a record is to be kept of Mantoux status of staff and if no record available, whether a Mantoux test will be offered.

Rubella (MMR)

Non-pregnant, sero negative women of childbearing age need to be given a single  antigen rubella vaccination and advised not to become pregnant for 2 months. Women should be tested for seroconversion 2 months after vaccination and revaccinated if necessary.

In relation to MMR adults born since 1970 should have evidence of having received 2 doses of MMR.

Hepatitis C

· Anyone handling blood and body substances are at risk of being infected with the Hep C virus. There is no vaccination against Hep C to date.
Hepatitis A

· A single dose gives protection within 2 weeks of administration, and lasts for up to one year. A booster dose at 6 to 12 months is expected to extend protection to at least 10 years.

Table 9: Adult Immunisation Summary

	Age
	Vaccine

	50 years (unless a Td booster has been documented in the past 10 years)
	ADT - Adult Diphtheria/Tetanus



	Non immune women who are post partum or of child bearing age.
	MMR

	Aboriginal or Torres Strait Islanders 50+
	Pneumococcal+ (5 yearly)

Influenza (annually)

	over 65 years
	Influenza (annually)


** A Staff Vaccination Record is included in the back of the manual **

Vaccines

Cold Chain 

The ‘cold chain’ is the system of transporting and storing vaccines within the safe temperature of 2°C to 8(C. If the temperature of the vaccine fridge is below 2°C or above 8°C, contact the Public Health Unit on 9477 9019 for more advice.

<Practice position> is responsible for recording the temperature of the fridge and for adjusting the refrigerator to maintain the temperature in the recommended range of 2°C to 8(C.

· Record both the minimum and maximum temperature daily in the logbook

· If possible have a specific vaccine-only fridge

· Keep the door closed as much as possible

· Vaccines should not be exposed to temperatures of 0°C or below unless specified by the manufacturer

· Do not store vaccines in the door of the refrigerator

· Do not overstock the fridge - allow cold air to freely circulate

· Rotate stock to ensure old supplies are used first and ensure vaccines are discarded if the expiry date is reached

· Position the refrigerator away from direct sunlight

· Ensure refrigerator is defrosted regularly - do not allow ice to build up

· To help stabilise the fridge temperature, fill the lower drawers and the door with plastic bottles filled with salt water - label bottles “salt water do not drink”

Monitoring Temperature

· An external, digital, maximum/minimum thermometer is recommended

· The sensor on the wire lead of the min/max thermometer should be placed in a vaccine box  next to a vaccine vial on the middle shelf  of the fridge, while the display unit is placed outside the fridge

Power Failure

In the case of a power failure of less than 4 hours, it is recommended that vaccines be left in the vaccine refrigerator. It is important that the refrigerator door remain closed at all times. The internal temperature should be monitored closely to ensure it does not escalate above 8°C.
In the case of a power failure longer than 4 hours the following steps should be taken:

· store vaccines in an insulated container such as an esky or foam box with a fitted lid

· freezer blocks should surround the vaccines - these should be separated from the vaccines by layers of newspaper or bubble wrap plastic

· the lid of the container should be taped closed

Storage Of Polio Sabin
Advised limits for storage after opening:

See: The Australian Immunisation Handbook 8th Edition

Transport

· Transport vaccines in an insulated container complete with temperature monitor

· To pack vaccines, place a layer of frozen ice packs on the bottom of the esky, place a thick layer of newspaper on the icepacks, place a layer of vaccines on the newspaper, place a thick layer of newspaper on the vaccines, place a layer of icepacks on the newspaper, repeat 3-5 if more layers of vaccines are required, secure the lid on the esky

· Make sure vaccines are kept within the temperature range of 2-8°c for the entire journey

· Unpack and store vaccines promptly

** A Vaccines Log form can be found at the back of this manual **

Medication Administration

The use of single-use vials and single-use sterile injecting equipment is the most effective way to avoid cross infection via injection.

If any medication or solution is to be taken from a multi-dose vial or ampoule (or other similar container) a sterile needle and syringe must be used to withdraw the contents. The needle and syringe must be discarded once the needle and syringe have been used.

Precautions must be taken to ensure that the injection of contaminated material and fluid into a multi-dose ampoule, (or other similar container) does not occur.

Use-by dates should be noted and stock rotated.

Multi-dose vials must not be stocked if the product is available in single dose units.

Some general practices may choose to adopt a policy that multi-dose vials must be discarded after use for one patient only.

Note: Transmission of blood-borne pathogens has been documented when a used needle or a used syringe has been used to withdraw medication from a multi-dose vial.

** A Pharmaceutical Expiry Dates Form can be found at the back of this manual **

Injury and Exposure Form

Needlestick, Sharps & Exposure to Blood

	Date of incident:
	

	Source patient known
	(
	Yes
	(
	No

	Source patient consent obtained for testing and release of information
	(
	Yes
	(
	No


	Staff Member Identification
	Source Patient Identification

	Surname:
	
	Surname:
	

	Given Name:
	
	Given Name:
	

	DOB:
	
	DOB:
	

	Sex:
	
	Sex:
	

	Address:
	
	Address:
	


	(
	Needlestick injury
	(
	Sharps injury
	(
	Mucosal splash
	(
	Blood exposure


	(
	percutaneous exposure to blood (penetrating injury)
	(
	non-intact significant skin exposure

	(
	other mucous membrane exposure
	(
	other percutaneous, mucous membrane or cutaneous exposure


	Location of injury (part of body):
	


	Has staff member completed hepatitis B vaccination
	(
	Yes
	(
	No


	If yes, list dates:
	
	
	


	Has staff member had hepatitis B serology done
	(
	Yes
	(
	No

	Has staff member ever had a course of tetanus toxoid
	(
	Yes
	(
	No

	Has the staff member ever had a tetanus booster
	(
	Yes
	(
	No


	Does the source patient have risk factors for possible HIV infection
	(
	Yes
	(
	No

	If yes, give details including HIV testing if known:
	

	Date of test:
	

	Result:
	(
	anti HIV positive
	(
	anti HIV negative


	Does the source patient have risk factors for possible Hepatitis C infection
	(
	Yes
	(
	No

	If yes, give details including Hep C testing if known:
	

	Date of test:
	

	Result:
	(
	
	(
	


	Does the source patient have risk factors for possible Hepatitis B infection
	(
	Yes
	(
	No

	If yes, give details including Hep B testing if known:
	

	Date of test:
	


	Has blood been taken for the following tests
	( anti HBs Ag
	( HIV
	( anti HCV

	Has pre-test counselling been worked through
	(
	Yes
	(
	No

	Has hepatitis B immunoglobin been given if the source patient is suspected to be HBs Ag positive, and if staff member is not known to be hep B immune
	(
	Yes
	(
	No

	Has a hepatitis B vaccine booster been given to staff member following a significant exposure, unless vaccine has been completed within last 3 months
	(
	Yes
	(
	No

	Date:
	

	Signature of Medical Officer:
	
	Name:
	


Staff Vaccinations    
NAME_______________________________________

	Vaccine
	Date Given
	Brand
	Batch Number
	Person giving vaccine
	Date Due
	Signature

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Vaccine Refrigerator Daily Temperature Log                                                            


Month ______________________Year ____________________

	
	Acceptable Temp. Range

2 - 8 C only
	

	Date
	Time
	Min Temp C
	Max Temp C
	Signature
	Status
	Comments
	Record Reviewed Weekly

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	Date:

	
	
	
	
	
	
	
	Sign:

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	Date:

	
	
	
	
	
	
	
	Sign:

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	Date:

	
	
	
	
	
	
	
	Sign:

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	Date:

	
	
	
	
	
	
	
	Sign:


 Vaccines Log                                                                                                              
· Vaccines should be stored promptly upon arrival

· Ensure stock is rotated so that older supplies are used first

· Ensure vaccines are discarded when expiry date is reached

	Arrival Date
	Vaccine
	Batch Number
	Temp Indicator

(Clear/Coloured)
	Signature

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Pharmaceutical Expiry Dates                                                                                     
	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:

	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:

	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:

	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:

	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:

	Name of Drug 
	Date in:

	
	Use-by-date:

	Disposal details
	Location:

	
	Disposal date:

	
	Signature:


Sterilisation Log                                                                                                        
Name of GP/staff member: ________________________________________

Date: ___________________
Load number: _____________________

Contents of load

	Instruments in pack
	Patient instruments were used on

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Quality Assurance Check
1.a. Attach steriliser print-out; or

   b. Manual recording of time temperature during every cycle; or

   c. Chemical indicator Class, 4,5,or 6 





Pass (


Fail(
2.Class 1 Chemical Indicator change 






Pass (


Fail(
3.Weekly biological/enzymatic indicator (if load not previously validated)

Pass (


Fail(
4.Package integrity (dry, seal intact)






Pass (


Fail(
Problems noted with load ____________________________________________________________________________________________________________

Signature _____________________________________

Sterilisation Log                                                                                                                                      
	Date
	Load Number & date on each pack.

 If labeling with a marker, use only non-toxic, solvent based felt tipped pens prior to sterilisation
	Description of items.

Examples of codes: 2 forceps wrapped = 2FW 

3 scissors wrapped = 3SW

1 suture pack = 1SPW
	Pre-cleaning, cleaning & drying with a non-linting cloth.

Packaging completed by:
	Correctly loaded

Items not touching walls, top, bottom, front or back of chamber, and space around packs to allow air removal, steam penetration, drainage of condensation & drying to occur
	Chemical indicator changed colour

Class 4,5 or 6 chemical indicators must be used in sterilisers without a printer
	Printout or data logger time & temp checked by:

Target:

…… °C

and held at temp for

………min   
	Unloaded packs checked for complete dryness & integrity by:

(any packs placed or dropped on a dirty/wet surface, not sealed properly or damaged are not sterile & must be reprocessed)
	Biological indicators if used: 

Pass/Fail

*RACGP has stated that all practices must undergo validation
	Reason if part/whole load rejected, action taken, preventative measure taken (risk management) to prevent recurrence)
	Description of weekly maintenance undertaken

(e.g. water changes, cleaning of chamber)
	Operators signature

(if all aspects of the process were completed by one person)

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


(Source: AGPAL and Brisbane North Division of General Practice)

Disclaimer: Whilst every effort is made to ensure accurace, Quality in Practe Pty Ltd does ot accept any liability for any injury, loss or damage incurred by use of, or reliance on the information included within this sheet. 
1.  INSTRUMENT SOAKING AREA

Pre-Cleaning Instruments for Sterilisation

· At point of use wipe off gross soil

· Soak in instrument detergent and water solution to await cleaning
· Never allow organic matter to dry on instruments

· Soaking container must be covered

· Soaking solution must be changed daily

· Wash and dry soaking container after each use
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2. CLEANING INSTRUMENTS FOR STERILISATION

1. Wash hands with liquid soap and dry thoroughly with paper or single use towel.

2. Put on personal protective equipment including goggles, apron, kitchen gloves, 

and fluid resistant mask.
3. Prepare ‘cleaning’ sink by filling with tepid water and instrument detergent according to manufacturers specifications.

4. Open and disassemble all instruments for cleaning .

5. Wash each instrument in the ‘cleaning’ sink to remove all organic matter. Scrub instruments with a clean, firm bristled plastic brush or nylon scrubber and use a 
thin brush to push through lumens, holes or valves.

6. Inspect instrument to ensure all matter has been removed – look and check
7. Rinse the instruments in gently running hot water in the ‘rinsing’ sink.

8. Place each washed instrument on non linting cloth and repeat the above 
process until all instruments have been cleaned and rinsed.

10.Empty sink. If using a basin, aim to pour the dirty water directly into the plughole   with gently running tepid water.

11.Wash brushes with detergent and tepid water and sterilise in the last load of the day. Store dry in a dedicated container. 

12.Clean taps, cleaning sink/basin and rinsing sink with tepid water and detergent 

and dry with paper towel.

13.Wash hands and put on clean dry gloves

14.Dry each instrument with clean, non linting cloth. DO NOT ALLOW TO AIR DRY or DRIP DRY
15.Remove personal protective equipment, clean and store in dedicated container
16.Wash hands with liquid soap and dry with paper or single use towel
3. PACKAGING – LAMINATED POUCHES

1. Know your practice Challenge Pack  - check Validation Documents

2. Instruments should be unhinged and open

3. Use tip protectors if necessary to prevent sharp instruments from perforating the pouches
4. Pack hollow items such as bowls and kidney dishes open (concave) side, against the paper

5. Remove the peel off strip along edge of pouch. This may be a Class 1 Chemical Indicator and is used for identifying that an item has undergone a heat process

6. Place the strip (Class 1 Chemical Indicator) inside the pouch. If the steriliser does not have a printer, then a Class 4, 5 or 6 chemical indicator must be included in every cycle on the tray so that a visual check can assure the person unloading the steriliser that it has achieved 134°C for at least 3 minutes
7. Seal the pouch. Fold exactly along the dotted line and press firmly from the centre of the adhesive strip to the edge of the pouch.

8. Inspect pack to ensure packaging material is intact

9. Label the pouch prior to sterilisation. Use a felt-tip, non-toxic, solvent based marker pen to label the pouch with the following details;

· Date of sterilisation

· Load number for the day

For example the first load on 25 July may look like ‘25/07/05 (1)’ 

     11. Record details of the load in the Sterilisation Log   
4.  LOADING THE STERILISER
· Know your practice Challenge Load protocol – check Validation Documents
· The floor of the steriliser must be free of debris and the chamber drain filter clear

· Check that gauges, timers and the recording device are functioning correctly

· Load items so that they do not touch the chamber walls 

· Instruments must remain open to allow steam to coat all surfaces
· Instrument sets must be packaged on perforated trays or racks that allow penetration of the steam and efficient drying. 
· When using racks ensure all pouches are loaded with paper next to laminate 

· Hollow-ware (bowls, gallipots, kidney dishes) must have opening against paper not laminate

· Monitor the sterilisation process by one of the following:

1. Automatic printout or computerised data logger download which prints at a minimum of 60 second intervals

2. Manually record time and temperature at least every 30 seconds

3. Insert a Class 4, 5 or 6 chemical indicator in the load. This can be either on the tray or inside packaging

· Fill the chamber, or reservoir, with deionised/demineralised water as per the manufacturers instructions

· Close and secure chamber door as per manufacturer’s instructions

· Activate the steriliser
· Record in Sterilisation Log
 5. UNLOADING THE STERILISER
Extreme care must be taken when unloading the steriliser. Incorrect handling can compromise sterility.

Know the critical parameters for your sterile loads – check validation documentation.

· Temperature (134°C)………………………………….
· Time  (3 Minutes)……………………………………….
· Pressure  (203 kPa)…………………………………….
· Check the print-out (if the steriliser has this capability), and confirm that the correct temperature/pressure/time parameters were met, then sign and file the print-out
· Allow items to cool inside the chamber or on a cooling rack
· Wash hands with liquid soap and dry thoroughly with paper or single use towel or put on clean, dry gloves

· When cool, remove contents of the chamber and inspect to ascertain that the load is dry, packaging intact and the indicators have changed colour correctly
· Any items that have moisture in the packs, are dropped on the floor, torn, wet or have broken or have incomplete seals must be considered contaminated and should be repackaged and reprocessed

· Hot or warm items must not be placed on a solid surface as this may cause condensation to form, leaving the item wet and therefore, unsterile

· Record details of the checking of the sterilisation process in the Sterilisation Log
STORAGE OF STERILE INSTRUMENTS

Processed items should be stored in a dedicated, clean, dry area away from direct sunlight and at least 250mm from the floor and at least 440mm from the ceiling (eg a closed cupboard or in sealed plastic containers away from water).
· All sterile stock containers must be kept clean, dry and in good condition

· Before handling sterile stock wash and dry hands or put on clean gloves
· Sterile packs must not be held together with rubber bands or staples
· Stock must be rotated regularly based on the date of sterilisation
· The length of safe storage is event-related and frequent handling is detrimental to package integrity
· Regularly wipe storage area with a damp cloth to prevent dust build up and dry thoroughly before replacing packs
Unwrapped sterilised items, unless used immediately, are clean not sterile.
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