	Validation Procedure


	Step 1
	Review and perform your infection control policies and procedures including:

· workflow issues

· cleaning of instruments

· pack contents, packing and packaging

· loading of the steriliser

· sterilisation cycle

· unloading the steriliser

· storage of sterile items

· maintenance of the steriliser.

	Step 2
	Check that the procedures were successful in terms of performance and reliability and sign-off each one using the validation methodology checklist. Attach the validation methodology checklist to the validation record.

	Step 3
	Select the hardest to sterilise items (challenge pack) in terms of product or pack density to create your challenge pack and record details on the validation record.

	Step 4
	At time of routine service, request the service person to:

· calibrate the machine

· conduct a heat distribution or “cold spots” study in an empty chamber (usually performed only on installation, or available from the manufacturer or otherwise determined by the sterilisation technician)

· obtain the penetration time using a thermocouple or data logger by choosing the hardest to sterilise items in terms of product or pack density to create your challenge pack

· undertake a time at temperature analysis to ensure the temperature is maintained throughout the entire sterilisation phase.

· provide servicing/testing documentation detailing the outcome.

Where onsite technical support is not immediately available, please refer to the current edition of the AS/NZS 4815.

	Step 5
	Using the validation record template, record the following details:

· date of annual validation

· batch number and biological indicators

· cycle that is being used for validation

· temperature and time at which validation is being done

· attach your servicing/testing documentation to the validation record.


	Validation Procedure (Continued)


	Step 6
	Select the items that you will include in the load and record details on the validation record including the “challenge pack”.

	Step 7
	Label the biological indicators to reflect cycle as follows:

· 1st Cycle label one Indicator 1M (for the 1st Indicator placed in the 1st cycle challenge pack in the middle of the pack) and the other 1C (for the non packed Indicator placed on the tray nearest the coldest part of the steriliser chamber)
· 2nd Cycle label one Indicator 2M (for the 2nd Indicator placed in the 2nd cycle challenge pack in the middle of the pack) and the other 2C (for the non packed Indicator placed on the tray nearest the coldest part of the steriliser chamber)
· 3rd Cycle label one Indicator 3M (for the 3rd Indicator placed in the 3rd cycle challenge pack in the middle of the pack) and the other 3C (for the non packed Indicator placed on the tray nearest the coldest part of the steriliser chamber)
· the 7th Indicator can be labelled Z. This indicator is never sterilised and is usually placed beside the steriliser whilst the three (3) consecutive cycles are being run. This 7th indicator will prove that the batch of indicators was active.

	Step 8
	Place the biological indicators inside the challenge pack and in the coldest spot of the chamber and outside of the steriliser. Record the location in the test indicator diagram on your validation record.

	Step 9
	Load the steriliser as documented above and draw or photograph details in the loading diagram on your validation record.

	Step 10
	Perform three consecutive, identical loads and cycles including the test indicators as marked. With each load, unpack and repack the challenge pack. All items for each load must be at room temperature.

	Step 11
	Send the biological indicators for testing/incubation to the pathology company or use an in-house incubator set at correct temperature for incubation.

	Step 12

	Document the findings and investigate any failures (a pass result is 100%).

	Step 13
	Any load run subsequently and which does not exceed the parameters of the validated load can be treated as a load not requiring biological test indicators.

	Step 14

	Attach this checklist to the validation record.








[image: image1.jpg]( > Brisbanesouth
Division of General Practice

Enriching General Practice






General Practice Support Program 


Reviewed March 2008


