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Sterilisation monitoring Q&As
These Q&As help support team member understanding of sterilisation monitoring requirements. Detailed procedures are outlined in the practice sterilisation and reprocessing policy.
1. Why do we use biological indicators?
Biological indicators are used as part of sterilisation process monitoring to confirm that the sterilisation cycle can kill highly resistant microorganisms. They provide the highest level of assurance that the sterilisation process is effective and support safe decision making if a non‑conformance occurs.

2. How often are biological indicators used?
Each steriliser must have biological indicator monitoring performed at least weekly. In addition, every load containing critical items intended for implantation must include a biological indicator, and those items should ideally remain quarantined until a negative result is confirmed.

3. Can instruments be used before biological indicator results are available?
For critical implantable items, such as contraceptive implants or other devices intended to stay in place, no. These items should be quarantined until the biological indicator result is confirmed as negative. For non implant items, release of instruments may be based on satisfactory mechanical monitoring and internal chemical indicator results. Biological indicator monitoring provides ongoing confirmation of process effectiveness over time. If a biological indicator later indicates a failure, recall and reprocessing procedures must be followed.

4. What does Log 6 or Log 5 mean for a biological indicator?
The log value refers to the number of test microorganisms present in the biological indicator. A Log 6 indicator contains one million microorganisms. Practices must use ISO compliant biological indicators that are appropriate for the sterilisation method and cycle used. The selection and use of biological indicators should be documented in practice policy in line with manufacturer instructions.

5. Can biological indicators be incubated in house?
Yes. Biological indicators may be incubated in house provided the manufacturer instructions are followed, including incubation time, temperature, and use of a control indicator. There is no requirement in AS 5369:2023 for biological indicator incubation to be undertaken by an external accredited laboratory.

6. What happens if a biological indicator is positive?
A positive biological indicator is treated as a sterilisation process failure. The steriliser must be removed from service immediately. Loads containing critical items are quarantined, and recall may be required depending on traceability records. The biological indicator test is repeated. If the repeat result is negative, the steriliser may be returned to service. If the repeat result is positive, further investigation and corrective action are required.
7. If chemical indicators and mechanical monitoring passed, why does a positive biological indicator matter?
Mechanical monitoring confirms that cycle parameters were achieved, and chemical indicators confirm exposure to sterilisation conditions. However, neither confirms that microorganisms were destroyed. A biological indicator directly challenges the effectiveness of the sterilisation process and therefore takes precedence when interpreting results.

8. Do electronic records or printouts replace chemical indicators?
No. Mechanical monitoring, including electronic records or printouts, is required for every cycle but does not replace the requirement for internal chemical indicators in every package. AS 5369:2023 requires that mechanical monitoring, chemical indicators, and biological indicators are used together as part of routine sterilisation process monitoring.

9. Why is traceability important?
Traceability ensures the practice can identify which instruments, loads, and patients may be affected if a sterilisation failure or non‑conformance occurs. Records must be sufficient to support informed recall decisions for semi‑critical and critical items, in line with AS 5369:2023 requirements.
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