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	Reference Number: PWI25401
	Check Box1: Off
	Check Box2: Off
	Proposed Doc: SANS 11138-2:201X/ ISO 11138-2:2017 Sterilization of health care products - Biological indicators, Part 2: Biological indicators for ethylene oxide sterilization processes 
	Proposed Summary: Technical revision of the ISO 11138-2:2017 includes the following;•Requirements of population and resistance (clause 9) revised.•9.5 continues to specify a D value of not less than 2.5 minutes at 54°C; however, now requires this result only where test gas mixtures are utilized. Additionally, the specification for D value testing at 30°C was removed from this section•9.6 has been added and specifies a D value of not less than 2.0 minutes 54°C where 100% EO gas is utilized.•Annex A, in particular A.2.4 step 6 revised•Informative Annex B on rationale for the inclusion of a second D-value and deletion of the requirement for a minimum D-value at 30⁰ C added.•Informative Annex ZA respective relationship between this European standard and the essential requirements of Directive 93/42/EEC [OJ L 169] aimed to be covered was deleted
	Check Box3: Off
	Check Box4: Off
	Give full details: 
	Issue to be adressed: In 2014, The Department of Environmental Affairs published a Plan to Phase out HCFC because it is deemed as an Ozone Depleting Substance. In the new ISO 11138-2:2017, there is a rationale for the inclusion of a second minimum D value specification as a result of changes to the test gas used to evaluate resistance and deletion of the requirement of a minimum D value at 30°C.  Therefore, prohibiting usage of HCFC /EO gas (HydroChloroFlouro Carbons and Ethylene Oxide combined gas) and only allowing   100% EO will have a net benefit on public health and safety.  Reduction of the Emission of Ozone Depleting Substance will also bring about good environmental impact. 
	How urgent is your application: Moderate - The longer it takes to publish this standard, the more emission of HCFC into the atmosphere
	Indicate which area: HUMAN HEALTH
	additional info: 


