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Audit of Sterilisation Services Departments Procedure 
 

 

1. Purpose 
 
The purpose of this procedure is to provide guidance on the requirements for regular 
auditing of Sterilisation Services Departments (SSDs). 
 
This procedure applies to all WA Country Health Service (WACHS) healthcare workers 
that use or reprocess reusable medical devices (RMDs).  
 

2. Procedure 
 
2.1 Auditing 

 
Audits should be undertaken at a minimum as per the site’s audit schedule utilising the 
relevant audit tools. Refer to WACHS Sterilisation Services: Policies, Procedures and 
Resources List – Quality Assurance section for hyperlinks to relevant audit templates.    
 
Following each audit, any identified issues/concerns should be escalated to the 
Environmental Cleaning Team Leader/Manager or responsible person to ensure issues 
are rectified as soon as practicable. 
  
Ongoing identified issues/concerns should be escalated to the Environmental Services 
Manager, the Infection Prevention and Control Clinical Nurse Specialist (IPC CNS)/team 
member and tabled at the relevant committee meetings (refer to Section 4.1: Monitoring 
below).  
 
2.2 Documentation/record keeping 

 
All audits are to be recorded and monitored either through an electronic system or via hard 
copy documentation.  
 
Completed task lists, cleaning audits and reports will be stored and maintained in Records 
Manager in a designated folder accessible to relevant key personnel including the 
Environmental Cleaning Team Leader/Manager, Perioperative Services Manager/SSD 
Manager and IPC CNS. 
 

3. Roles and Responsibilities 
 
Health Service Organisations are responsible for ensuring that adequate resources and 
support are provided to ensure a safe working environment for all staff. 
 
SSD Manager/Supervisor is to implement the requirements of this document to ensure 
the processing of RMDs is compliant with AS/NZS 4187:2014 and associated normative 
references and ensure the quality and safety of reprocessed RMDs. 
 
SSD staff must comply with the requirements of this document and report non-compliance 
to the SSD Manager/Supervisor or Perioperative Services Manager. 
 

https://healthpoint.hdwa.health.wa.gov.au/policies/Pages/WACHS-Policies-Landing.aspx
http://trim.hdwa.health.wa.gov.au/HPTRIMWebClient/download/?uri=7454278
http://trim.hdwa.health.wa.gov.au/HPTRIMWebClient/download/?uri=7454278
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All staff are required to work within policies and guidelines to make sure that WACHS is a 
safe, equitable and positive place to be. 
 

4. Monitoring and Evaluation 
 
4.1 Monitoring 
 
Regular monitoring will contribute to compliance with relevant Standards, good quality 
patient outcomes and improved staff satisfaction. 
 
The SSD Manager/Supervisor or Perioperative Services Manager are responsible for 
ensuring that: 

• monitoring of compliance with this document is carried out in line with AS/NZS 
4187:2014 

• risk assessments are completed, outcomes evaluated, and actions taken as required. 
 

All identified issues must be escalated and reported to the local Perioperative 
Management Committee and Infection Prevention and Control Committee. They are also 
to be tabled at the Regional Infection Prevention and Control Committee meetings, with 
any issues escalated to the Regional Safety and Quality Committee. 
 
4.2 Evaluation 
 
Review of this document will be coordinated by the Surgical Services Program Team in 
collaboration with key stakeholders including relevant Advisory Forums.  
 

5. Compliance 
 
This procedure is a mandatory requirement under the Therapeutic Goods Act 1989 (Cwlth) 
and AS/NZS 4187:2014. 
 
Failure to comply with this procedure may constitute a breach of the WA Health Code of 
Conduct (Code). The Code is part of the Integrity Policy Framework issued pursuant to 
Section 26 of the Health Services Act 2016 (WA) and is binding on all WACHS staff which 
for this purpose includes trainees, students, volunteers, researchers, contractors for 
service (including all visiting health professionals and agency staff) and persons delivering 
training or education within WACHS. 
 
WACHS staff are reminded that compliance with all policies and procedures is mandatory. 
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https://healthpoint.hdwa.health.wa.gov.au/policies/Pages/WACHS-Policies-Landing.aspx
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https://www-saiglobal-com.wachslibresources.health.wa.gov.au/online/
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7. Definitions 
 

Term Definition 

Reusable medical device 
(RMD) 

A medical device designated or intended by the 
manufacturer as suitable for processing and reuse. 

Clarification notes: 
1. This is not a medical device that is designated or 

intended by the manufacturer for single use only. 
2. An RMD is presented for use either as an individually 

packaged RMD or as more than one RMD assembled 
and packaged together as a group or set. 

For the purposes of this document, the term RMD 
includes a loan RMD and a trial RMD and applies to all 
reusable devices that require reprocessing. 

Sterilisation Services 
Department (SSD) 

Also known as Central Sterilising Services Department, 
Sterile Processing Department, Central Supply 
Department. An integrated department in a Health 
Service Organisation that performs cleaning, disinfection 
and sterilising actions on RMDs and manages storage of 
sterile stock and consumables. 

  

  

https://healthpoint.hdwa.health.wa.gov.au/policies/Pages/WACHS-Policies-Landing.aspx
https://www.gesa.org.au/public/13/files/Education%20%26%20Resources/Clinical%20Practice%20Resources/Endoscopy%20Infection%20Control/IPCE%202021_Feb2022update.pdf
https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/NMAHS/WNHS/WNHS.PERIO.HSSDReprocessingActivities.pdf
https://healthpoint.hdwa.health.wa.gov.au/policies/Policies/NMAHS/WNHS/WNHS.PERIO.HSSDReprocessingActivities.pdf
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8. Document Summary 
 

Coverage WACHS wide 

Audience 
All WACHS healthcare workers that use or reprocess 
reusable medical devices or implement SSD audits.  

Records Management 
Non Clinical: Records Management Policy 
Clinical: Health Record Management Policy 

Related Legislation 
Therapeutic Goods Act 1989 (Cwlth) 
Health Services Act 2016 (WA) 

Related Mandatory Policies 
/ Frameworks 

Clinical Governance, Safety and Quality Policy 
Framework 
National Safety and Quality Health Service Standards 
Accreditation Policy – MP 0134/20 

Related WACHS Policy 
Documents 

Chemical and Biological Indicators and Process 
Challenge Devices Procedure 
Cleaning of Reprocessing Equipment Procedure 
Environmental Cleaning Policy   
Infection Prevention and Control Policy 
Packing, Wrapping and Sealing Reusable Medical 
Devices Procedure 
Repair and Maintenance of Reprocessing Equipment 
and Reusable Medical Devices Procedure 
Reprocessing Reusable Medical Devices Policy 
Reusable Medical Devices on Loan and Instruments on 
Trial Procedure 
Storage, Handling and Transport Requirements for 
Sterile Stock Procedure 
Thermal Disinfection of Reusable Medical Devices 
Procedure 
Tracking and Traceability of Reusable Medical Devices 
Procedure 
Validation of Cleaning, Disinfecting, Packaging and 
Sterilising Processes Procedure 

Other Related Documents 
SSD Audit Schedule and Audit Tools 
WACHS Sterilisation Services: Policies, Procedures and 
Resources List 

Related Forms Nil 

Related Training Packages Nil 

Aboriginal Health Impact 
Statement Declaration (ISD) 

ISD Record ID: 2078 

National Safety and Quality 
Health Service (NSQHS) 
Standards 

3.01, 3.02, 3.08, 3.10, 3.11, 3.12, 3.14, 3.15, 3.17 

Aged Care Quality 
Standards 

Nil 

National Standards for 
Mental Health Services 

Nil 

https://healthpoint.hdwa.health.wa.gov.au/policies/Pages/WACHS-Policies-Landing.aspx
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-4545
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-12010
https://www.legislation.gov.au/Details/C2021C00376
https://www.legislation.wa.gov.au/legislation/statutes.nsf/main_mrtitle_13761_homepage.html
https://www.legislation.wa.gov.au/legislation/statutes.nsf/main_mrtitle_13761_homepage.html
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Clinical-Governance-Safety-and-Quality
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Clinical-Governance-Safety-and-Quality
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Clinical-Governance-Safety-and-Quality/Mandatory-requirements/National-Safety-and-Quality-Health-Service-Standards-Accreditation-Policy
https://ww2.health.wa.gov.au/About-us/Policy-frameworks/Clinical-Governance-Safety-and-Quality/Mandatory-requirements/National-Safety-and-Quality-Health-Service-Standards-Accreditation-Policy
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22534
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22534
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22596
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-89-1451
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-89-1497
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22535
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22535
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22597
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22597
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22343
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22536
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22536
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22344
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22344
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22533
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22533
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22537
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22537
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22345
https://healthpoint.hdwa.health.wa.gov.au/policies/_layouts/DocIdRedir.aspx?ID=TS4KSNFPVEZQ-210-22345
http://trim.hdwa.health.wa.gov.au/HPTRIMWebClient/download/?uri=7163591
http://trim.hdwa.health.wa.gov.au/HPTRIMWebClient/download/?uri=7454278
http://trim.hdwa.health.wa.gov.au/HPTRIMWebClient/download/?uri=7454278
https://www.safetyandquality.gov.au/sites/default/files/2021-05/national_safety_and_quality_health_service_nsqhs_standards_second_edition_-_updated_may_2021.pdf
https://www.safetyandquality.gov.au/sites/default/files/2021-05/national_safety_and_quality_health_service_nsqhs_standards_second_edition_-_updated_may_2021.pdf
https://www.safetyandquality.gov.au/sites/default/files/2021-05/national_safety_and_quality_health_service_nsqhs_standards_second_edition_-_updated_may_2021.pdf
https://www.agedcarequality.gov.au/providers/standards
https://www.agedcarequality.gov.au/providers/standards
https://www.health.gov.au/resources/publications/national-standards-for-mental-health-services-2010-and-implementation-guidelines
https://www.health.gov.au/resources/publications/national-standards-for-mental-health-services-2010-and-implementation-guidelines
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