<SG1(PD)/N77R4 Principles of Medical Devices Classification dated October 3, 2011

Discussion of Rule 15 Concerning Devices Intended for Sterilisation, Disinfection or Cleaning
1. In the previous version of this guidance document dated June 2006, Rule 13 read

	Rule 15. All devices intended specifically to be used for sterilising medical devices, or disinfecting as the end point of processing, are in Class C.

	Examples: devices for disinfecting or sterilising endoscopes; disinfectants intended to be used with medical devices. 

NOTE: This rule does not apply to products that are intended to clean medical devices by means of physical action e.g. washing machines.

	unless they are intended for disinfecting medical devices prior to end point sterilisation or higher level disinfection, in which case they are in Class B; or
	Example: washer disinfectors.

	unless they are intended specifically to be used for disinfecting, cleaning, rinsing or, when appropriate, hydrating contact lenses, in which case they are in Class C.
	In some jurisdictions solutions for use with contact lenses:

· are considered to be outside the scope of the medical devices definition;

· may be subject to different controls.


2. SG1 received various comments on this Rule which stimulated a long discussion on these devices.  In particular:

· Our experts for sterilising and disinfecting medical devices have the opinion that at the user level it is hardly practicable to separate between agents intended for the disinfection of medical devices as a end point treatment or not. Normally e.g. a hospital uses one product for all purposes. 

Furthermore, they advised that technical equipment like a washer disinfector should have the same effectiveness (bactericidal, virucidal, fungicidal) regardless if it is intended to be used either for a end point disinfection or for the protection of processing personal or the preparation of devices prior to end point sterilisation/disinfection. This means a maximal security level should be achieved each time and therefore all devices covered by rule 15 should be in class C. Alternatively, the TGA proposal (no. 71: devices intended for disinfecting or sterilizing invasive medical devices are class C) could be reconsidered. This proposal is in accordance with the anticipated amendment of the European Directive 93/42.

· Rule 15 classifies devices intended specifically to be used for sterilising medical devices, or disinfecting as the end point of sterilising, as Class C, whilst those intended for disinfecting medical devices prior to end point sterilisation or higher level disinfection, as Class B. We agree with these classifications. However, a question has arisen in relation to the classification of solutions intended for prion inactivation. Prions are the infectious agents responsible for transmission of TSE diseases. However, they are not micro-organisms and the definition of disinfection relates to kill or reduction in number of micro-organisms. Manufacturers have therefore classified these products as Class A (or Class I in the European and Australian systems). Although some of the prion de-activation products are labelled as detergents, they are making specific claims for prion inactivation. We consider that the intent of Rule 15 is to cover the removal of infectious agents, be they micro-organisms or prions and would recommend the rule makes this clear.

· A further comment was received after the text was modified stating that the new wording is not acceptable as it completely changes the classification as it used to be. 

The 2006 document has all devices intended for sterilising, or as the end point of disinfection, as Class C, whereas those used for disinfecting prior to end-point sterilisation or higher level disinfection, as Class B. 

The new one would default all to Class B, unless they are disinfectant solutions for invasive medical devices, when they are Class C. This excludes not only autoclaves from being Class C, but EtO sterilisers and all those that use newer technology, such as gas plasma. These sterilisers are not necessarily specified for invasive medical devices. 
· The modification to the European Directive of September 2007 that differentiated between devices intended specifically to be used for disinfecting invasive rather than non-invasive devices.
3. After long discussion, SG1 agreed to 
· separate the requirements for devices used with contact lenses into a separate Rule 16 (without modification to the text), 
· clarify the differentiating features of ‘cleaning’, ‘disinfection’ and ‘sterilization’ by incorporating definitions into Section 4.0,  
· recommend the first two parts of Rule 15 be modified as follows:
	Rule 15.  All devices intended specifically to be used for sterilising or disinfecting medical devices are in Class B.
	Example: desk-top sterilisers for use with dental instruments.


	unless they are disinfectant solutions or washer-disinfectors intended specifically for invasive medical devices, as the end point of processing, in which case they are in Class C; or
	Examples: solutions intended to be used for the disinfection of medical devices without further processing (for example in a steriliser) including those where the infective agent is a prion; 
washer-disinfector equipment specifically for disinfecting an endoscope or another invasive device.

	unless they are intended to clean medical devices by means of physical action only, in which case they are in Class A.
	


· ask for specific public comment on the proposed change, as follows:

REQUEST FOR PUBLIC COMMENT:  The existing version of this document classified all devices intended for sterilisation or as the end point of disinfection, as Class C; whereas those used for disinfecting prior to end-point sterilisation or higher level disinfection, as Class B.  The proposed revision would default many devices to Class B, including autoclaves, EtO sterilisers and gas plasma sterilisers.  Is this acceptable?
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