Decontamination of Surgical Instruments in GP Practices

Who needs to take action based on this information?

All practices where there is ANY local processing of surgical instruments, i.e. washing and sterilising prior to reuse. 

By carrying out their own decontamination, practices are carrying all the clinical and product liability risks themselves.

If a practice is already EXCLUSIVELY using single use instruments and/or a fully accredited and CE marked Sterile Services Department (NHS or private Sector) for reusable instruments, they can be considered compliant

What’s changing?

As from 31 March 2007, the DoH will require that all instruments used must comply with the Medical Devices Directive.  This ruling is being backed up by the introduction of the Health Act (2006) and associated Code of Practice for the Prevention and Control of Healthcare Associated Infection.
  The Code will be enforced by the Healthcare Commission who will have the power to make improvement recommendations and issue improvement notices.  In the event of continued non-compliance the case may be referred to the Secretary of State for Health, this could result in special measures being imposed on the Trust.

What is involved in Compliance?

In order to provide a compliant decontamination facility, the following must be considered as an absolute minimum; there is far more involved in full compliance, but without these items in place there is no possibility of achieving the necessary decontamination standards.

Figure 1 represents the various stages in the decontamination cycle for surgical instruments.  The facility must have written procedures and appropriate, recorded, staff decontamination training to support each stage of the process.
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Figure 1 Decontamination Lifecycle

As noted on Figure 1, there are facility and equipment implications, summarised as follows:

· Decontamination should be carried out in a dedicated area away from patient treatment areas

· Washroom, which must be segregated from the clean area, with a pass through hatch.

· Automatic Washer/ disinfector, which complies with HTM2030 and is fully validated to HTM2030.
Manual cleaning should only be used as a last resort.

· Dedicated hand washbasin, a dedicated sink (not a wash hand-basin) which is used solely for manually cleaning devices, a second dedicated sink for rinsing devices and a drainage surface.

· Clean area for packing/sterilizing, with a controlled environment.

· Bench top steriliser, which complies with HTM2010 and is fully validated to HTM2010

· Personal Protective Equipment for staff e.g. gloves, eye protection, face masks, waterproof aprons. A first aid kit and eye wash bottle should also be available

· Detergents specified by the device manufacturers 

· Cleaning materials recommended by the device manufacturers e.g. brushes/cloths etc, which are single use or are routinely decontaminated. 

· A clean, disposable, absorbent, non-shedding cloth for hand-drying items, or a mechanical drying facility (e.g. a drying cabinet).

· Systems to allow reusable medical devices to be tracked through decontamination processes in order to ensure that the processes have been carried out effectively and to enable the identification of patients on whom the medical devices have been used

The current situation

Generally decontamination is not carried out in a dedicated area, cleaning is often carried out in a multipurpose (kitchen!) sink.  Rarely, if ever, is there a washer disinfector (validated or otherwise); sometimes an ultrasonic cleaner may be used prior to sterilisation.  These should also be validated to HTM2030; typically there is no testing or maintenance carried out and no indication as to their correct operation or cleaning effectiveness.  Sterilisers are often maintained and validated by a local Acute Trust estates department under an SLA; this does not always fully comply with HTM2010.  Manufacturer maintenance agreements rarely include validation as standard.

Dedicated pressure vessel insurance and annual insurance inspections are a legal requirement for operating bench top sterilisers, some of the SLAs may include this; 
many do not.

A typical cost of operating a fully validated steriliser is £3500 per annum, this does not include the operator time spent decontamination instruments (>£2000 pa) or the consumables required by the process (>£600 pa).  Each steriliser will use a minimum of 2 litres of sterile water for irrigation per day, often much more.

Recent surveys indicate that local processing is costing more than the appropriate compliant provision; up to twice as much in some cases.  This is apart from the legal necessity to achieve compliance with the Code of Practice from 1 April 2007.

What options are there?

Depending on many factors, including clinician preference for instrument type, types and numbers of procedures carried out, location of the practice etc the compliant option will be either single use (disposable) instruments or a fully accredited sterile services unit; or a mixture of both.  Any of these options would automatically pass all product liability onto the service / instrument supplier.

It is strongly recommended that all specula used should be single use.

The Purchasing & Supplies Agency (PASA) has negotiated over 30 contracts for single use instruments.  Full details and current prices are available on the PASA E-Catalogue (http://www.pasa.doh.gov.uk/cat_default.asp).  Further details and access, if required, are available from the e-cat help line 0118 980 8699.

Currently, there is no single register of available CSSDs able to provide a service to local practices.  By law, they must be fully accredited to the Medical Devices Directive and carry CE mark certification to carry out any decontamination work outside of their own organisation.  The Surrey & Sussex Decontamination Project is working towards a network of potential suppliers across the area; currently there are seven potential suppliers with the intention to increase this in the coming months.  Advice may be obtained from your host Primary Care Trust.  

How to select the best option for your practice?

Unfortunately, there are no simple, ‘cut-and-dried’, criteria for selecting whether a particular practice should adopt single use, CSSD or a combination of the two.

A major determining factor will be the availability of a CSSD service to a particular practice.

A small practice which does not use many instruments would probably find that 100% single use instruments to be the most clinically effective and value for money solution.

A large practice carrying out many procedures would probably be better served by a mixture of CSSD for sets and single use for particular individual instruments. 

Again, there is not necessarily a universal price distinction between single use items and CSSD processed items; while prices are broadly similar, depending on the instrument or set concerned, one or other option may be the more expensive.  The following table highlights some of the factors to be considered in making an individual practice decision.
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	Factor
	Single Use
	CSSD

	Instrument choice
	Not all instrument types and sizes are available in single use, quality may be less than the re-usable alternatives (though the choice and quality is continually improving)

May need to evaluate whether a different type or size of instrument could be used
	Wider choice of instruments available but the quality suitable for local reprocessing may not be adequate to survive the processes used in a CSSD

Advice should be sought before purchasing new instruments to support a CSSD service

	Availability of service
	Available from a number of suppliers and delivered via courier.
May use a mixture of providers based on instrument selection.
Ability to change supplier easily
	A more limited number of potential suppliers and availability may be limited by practice location and volume of instruments for processing.  Low volumes may be uneconomic for the CSSD and/or Practice.

	Transport Cost
	Delivered by courier, may be a single price per delivery or included in the purchase cost
	Either a regular fixed cost, i.e. a weekly / monthly charge or included in the instrument/set cost

	Delivery schedule
	When required; driven by when orders are placed.  Delivered by courier during working hours
	Driven by the need to collect the used instruments promptly and deliver clean instruments in time to support clinical activity.  Schedule to be agreed with CSSD provider; changes may be needed to clinic scheduling to derive maximum efficiency from the CSSD service

	Storage
	Instruments and sets often have minimum purchase quantities hence there may be a requirement for a large, dry, secure storage area
	There will be a need for secure but accessible clean and dirty storage areas but usually less than required for single use

	Disposal Cost
	Instruments must be disposed of as clinical waste (metal instruments must be disposed of as ‘sharps’) with an associated increase in charges
	N/A

	Additional instruments required
	None, basically a ‘pay-as-you-go’ service
Stock management will be needed to ensure that there are sufficient instruments to maintain clinical activity
	Depends on the scheduling of the instrument-using procedures.
If they are used every day then the practice will need to have three to four days worth of instruments.
If once per week, one days worth (plus spares) would be sufficient.
PASA also have framework contracts for re-usable instrument
CSSD providers may offer an instrument rental scheme which would eliminate the need to own any instruments and provide flexibility to change quantities, up or down, easily without affecting stockholding


Depending on age and condition, the existing decontamination equipment may be disposed of at specialist auction, thus recovering some of the original investment and offsetting any new investment required for a compliant decontamination provision.

�  A copy of the Code may be found here: � HYPERLINK "http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4139336&chk=6oAPfi" ��http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4139336&chk=6oAPfi�


The code includes links to over 30 documents of regulation and guidance for decontamination, including those referenced here
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