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Cleaning isn't just the first step, it's

the most critical. If an item isn’t

cleaned properly,no machine in the
world can make it safe. Biofilm does not
forgive shortcuts, and neither should we.
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Enhanced Cleaning and

Enhanced

Pre-Cleaning Protocols | =eise

optional. Itis

fundamental to
This chapter will explore the critical importance of infection control.
enhanced cleaning and pre-cleaning protocols in Preventing biofilm
ensuring the safe reprocessing of reusable medical formation and reducing
devices. The objective is to gain a clear understanding bioburden directly influence
of how thorough soil removal and appropriate initial the effectiveness of high-level

decontamination are foundational steps in preventing
healthcare-associated infections and maintaining
instrument integrity.”®

disinfection and
sterilization.

The presentation will cover:

Biofilm formation and how prompt and proper pre-cleaning
disrupts microbial colonisation.”®

Best practices in point-of-use treatment, including moisture
retention and transportation methods.'-®

Key elements of manual and mechanical cleaning processes,
including detergent selection, water quality, and equipment validation.”®

Industry and national standards and guidelines that inform
compliance and continuous improvement in the cleaning phase
of the sterilization cycle.”®

This section will provide actionable strategies to implement evidence-based protocols that support
quality assurance and patient safety.

Macrocolony Swarming Pellicle Submerged Biofilm

The Role of Cleaning
in Infection Prevention

“If it’s not clean, high-level disinfection
and/or Sterilization cannot be reached.”
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Topic « 02
Drying and Storage Requirements

Effective drying and appropriate storage are critical yet often underestimated stages in the Endoscope
reprocessing cycle. This session will delve into the significance of ensuring devices are thoroughly dried
before storage and use to prevent microbial proliferation, corrosion, and compromised disinfection
and/or sterility.™®

Key focus areas will include:

The impact of residual moisture on microbial growth and disinfection
and/or sterility efficacy.

Techniques and technologies for achieving complete drying,
including automated systems and manual methods."'-"®

Storage standards for sterile and non-sterile items, addressing
environmental controls shelving systems, and segregation.”-"®

Handling practices that maintain sterility assurance levels (SAL) and
prevent recontamination post-disinfection and/or sterilization.”-®

Relevant compliance frameworks and how facilities can audit,
monitor, and document drying and storage practices.”'-'®

This chapter will provide insights into building reliable workflows and infrastructure that support safe,
compliant, and efficient management of medical devices after cleaning and sterilization.

Drying Techniques:
o AirDrying

¢ Mechanical Drying

« HEPA-Filtered Air

Best practice: Use automated
systems validated for both
cleaning and drying.
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Drying and

storage are more than
logistical steps. They

protect the sterile

state and must be handled with
as much care as sterilization
itself.

A wet endoscope is a contamination risk, not a ready device.
Residual moisture creates a perfect environment for microbial growth,
especially in long, narrow channels. If it’s not dry, it’s not safe.

Topic« 03
Microbiological

Surveillance and
Quality Assurance

Microbiological surveillance plays a vital
role in verifying the effectiveness of
cleaning, disinfection, and sterilization
processes within healthcare facilities.
This session will examine how routine
monitoring and quality assurance
practices ensure compliance with
national and international standards,
mitigate infection risks, and

promote patient safety.

Microbiological surveillance and QA systems give us early
warnings and ongoing validation that our processes are safe and effective.
Compliance will only increase with the release of the new ISO 25224,




Topics covered will include:

Methods of microbiological surveillance in sterile processing
environments, including surface sampling, air monitoring, and water testing.'®

The role of indicators, bioburden testing, and environmental monitoring
in validating reprocessing outcomes.'®

Integrating microbiological data into a facility’s quality management
system for continuous improvement.'®

Documentation, corrective actions, and audit readiness as part of a
robust quality assurance framework."®

A key focus will be on the emerging ISO/AWI 25224 standard. Sterilization of health care products.
Microbiological methods for testing of reprocessing procedures for medical devices.® Currently under
development, this standard aims to provide structured guidance on using microbiological methods to
test the efficacy of reprocessing procedures, offering a harmonized approach to verifying that reusable
medical devices are consistently rendered safe for reuse.®

This section will provide practical insights into how microbiological surveillance supports regulatory
compliance and how facilities can begin aligning with future standards like ISO/AWI 25224 to
strengthen their infection prevention programs.®

Documentation
in QA

If you’re not testing, you’re :
just guessing. =

Microbiological surveillance
isn’t extra, it’s evidence. ¢

It proves your process ACTIO
works, or warns you RA
when it doesn't. ACTIO
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DOCUMENTATION
REQUIREMENTS

Quality
v Management
directives

© Procedures for each
reprocessing steps

) Detailed work
Instructions for each
task

() Record forms

QA Systems in Endoscope Reprocessing:

Topic « 04

Competency,
Documentation,
and
Traceability'>

Competency, documentation,
and traceability are foundational
pillars of safe, compliant, and
high-quality sterilization services.
This session explores how
well-trained personnel,
accurate recordkeeping,

and robust tracking systems
contribute to patient safety,
process validation

and audit readiness.'®
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Participants will gain insights into:

The importance of competency-based training and assessment, aligned
with national qualifications, and the need for ongoing professional
development.’>

Strategies for maintaining accurate documentation to demonstrate process
compliance, support incident investigations, and meet legislative and
accreditation standards.'-®

Methods of achieving full instrument and cycle traceability, including
manual and electronic tracking systems, barcode/RFID technologies, and
linkages to patient records.'-

The role of documentation and traceability in managing recalls, audits,
and root cause analyses.'®

This section will provide practical guidance for building a culture of accountability and continuous
improvement through structured workforce capability, transparent records, and end-to-end traceability.

©

adverse events description

frontline defense. If it’s not
trained, traced, and

recorded, it did
not happen.
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Traceability Systems
Documentation and scoapr?dkljr?vnetrl\ftlgf;lon Maintenance and o Why Traceability Matters:
e IR Ensures that every instrument can be tracked from use to
reprocessing and back.
e What Should Be Traceable:
Patient and procedure links to instruments and sterilization load.
SCOPE Operator initials, sterilizer number, and cycle ID.
MANAGEMENT e Tools and Technology:
Endoscope |n§?)létcitr}§n Use of barcoding, RFID tags, or manual tracking sheets.
Digital traceability systems improve accuracy and retrieval speed.

“Ifyou can’t trace it, you can’t trust it.”

Cleaning Traceability
and Disinfection Compliance with and Accountability
Regulatory Standards

Effective pre-cleaning and enhanced cleaning are the first and most critical steps in the decontamination
process. Without thorough soil removal at the point of use, no disinfection or sterilization method can be
relied upon to ensure patient safety.

Prompt, consistent, and standardised cleaning practices not only prevent biofilm formation but also
protect equipment integrity, reduce infection risks, and form the foundation of compliant, high-quality
reprocessing workflows.'®

e Drying and Storage Requirements ~N

Thorough drying and proper storage are essential for maintaining the cleanliness integrity of endoscope
devices. Moisture is a key contributor to microbial survival and device damage.

By ensuring items are completely dry before sterilization or storage, and by managing storage
environments according to standards, facilities can prevent recontamination, extend device life, and
safeguard patient outcomes.'*

e Microbiological Surveillance and Quality Assurance ~

Microbiological surveillance is not just a compliance task—it's a proactive quality assurance strategy
that verifies the effectiveness of cleaning, disinfection, and sterilization processes.

Incorporating routine monitoring, documentation, and alignment with emerging standards like
ISO/AWI 25224 strengthens infection control, supports continuous improvement, and ensures patient
safety through evidence-based validation of reprocessing practices.®

e Competency, Documentation, and Traceability ~

Competent staff, accurate documentation, and reliable traceability systems are the backbone of safe
and compliant sterilization services.

Ongoing training, detailed recordkeeping, and complete tracking from reprocessing to patient use ensure
accountability, support audit readiness, and enable rapid response in the event of an incident, ultimately
protecting both patients and healthcare workers."

J
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Effective pre-cleaning and enhanced cleaning are essential for
decontamination, ensuring patient safety by preventing biofilm, protecting
equipment, and supporting high-quality reprocessing workflows.

Thorough drying and proper storage of endoscope devices are crucial for
preventing microbial survival, device damage, recontamination, and
ensuring patient safety.

Microbiological surveillance is a proactive quality assurance approach
that ensures effective reprocessing and patient safety through routine
monitoring and alignment with evolving standards.

Skilled staff, precise records, and full traceability ensure safe, compliant
sterilization services, support audit readiness, and enable fast responses
to incidents protecting patients and healthcare workers.
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