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✓ How Water Impacts Sterile Processing

✓ Understanding AAMI TIR34 & ANSI/AAMI ST108

✓ How to integrate with an existing water management program

Presented by: 

Richard Dandrow and Cole Kirmes

Water Management in Sterile Processing 
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1. Understand the importance of managing water in sterile processing

1. Review the industry standards and guidance related to water in sterile 

processing, with emphasis on AAMI TIR34 and the upcoming ANSI/AAMI ST108.

1. Evaluate key considerations for sterile processing operations to achieve 

alignment with published standards and guidelines.

Learning Objectives
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The importance of managing water
in sterile processing (SP)
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The goal of managing water in sterile processing is to prevent water 

from being a limiting factor in this cycle.

Successful Patient Outcomes, Increased Revenue

Surgeries are the key source 

of revenue for a hospital.

Sterile processing relies on water to 

provide instrumentation in a safe and cost-

effective process for surgeries.
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Goals of Sterile Processing:

✓ Minimize the risk of adverse patient outcomes 
arising from contaminated medical 
instrumentation

✓ Prolong the life of processing equipment and 
medical instrumentation

✓ Operate efficiently to reduce costs from reduce 
output, additional maintenance, downtime, 
increased manpower needs, and unnecessary 
equipment purchases
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The three categories of water:

Utility Water (defined by AAMI)

● Water with minimal processing or simply tap water

Critical Water (defined by AAMI)

● High purity water with more stringent requirements

Steam

● Can be generated from critical water for “clean steam”
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Who determines water quality requirements?

✓ City Water Supply

✓ Facility water processing prior to MDR

✓ Equipment Manufacturers

✓ ANSI/AAMI ST108 (Association for the 

Advancement of Medical Instrumentation)

✓ ANSI/AAMI ST79:2017

✓ AORN (Association of periOperative Registered 

Nurses)

✓ VHA Directive 1116(2)

✓ HSPA (Healthcare Sterile Processing Association)*

*Previous known as IAHCSMM
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⚠ Instrument failure during a patient 

procedure.

⚠ Inadequate cleaning related to poor water 

quality 

⚠ Toxic effects and tissue irritation 

⚠ Poor water quality could cause pyrogenic 

reactions

Water safety / quality can contribute to 
the following problems:

⚠ Residual salts

⚠ A disinfected or sterilized device could 

transmit an infection

⚠ Ineffective cleaning or disinfection

⚠ Water with an acidic or alkaline pH

⚠ Hard water can cause hard-water deposits
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Industry standards and guidance related to 
water in sterile processing
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Standards for Water in MDR Standards for Water Management

CMS Memo 17-30 TJC EC.02.05.02 DNV PE.8

ANSI/ASHRAE 

Standard 188:2021

ASHRAE Guideline 

12:2020
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Guidelines for selecting the water quality necessary for the reprocessing 

of categories of medical devices and addresses water treatment equipment, 

water distribution and storage, quality control procedures for monitoring 

water quality, strategies for bacterial control, and environmental and 

personnel considerations.

✓ Water Quality Specifications for Utility and Critical Water

✓ Water Quality Monitoring, e.g. Endotoxins, pH, water hardness

✓ Equipment to be monitored, e.g. ultrasonic cleaner, washer-disinfector

ANSI/AAMI ST108 replaces AAMI TIR34 as the leading standard for SP

What’s Covered in: ANSI/AAMI ST108
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What is new about ANSI/AAMI ST108?
Section 4 identifies the multidisciplinary team responsible for water quality, the water management 

program and specifies the roles each plays in maintaining an acceptable level of water quality:

✓ Executive sponsorship

✓ Medical Device Reprocessing Personnel

✓ Facilities

✓ Infection Prevention

✓ Clinical Engineering / Biomedical Engineering

✓ Surgical Suite Personnel

Section 5 - Risk Analysis:

“As part of the water management program, monitoring water quality is a prospective process 

meant to confirm that control strategies are functioning as expected. Monitoring is performed in 

order to detect when control strategies might require review or remedial action…..”



Water Management in Sterile Processing - What you Need to Know 15
©2023 Phigenics LLC, All Rights Reserved

What’s Covered in: 
ANSI/AAMI ST108 — Cont.
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ANSI/AAMI ST108: 2023
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ANSI/AAMI ST108: 2023
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● Understanding Table 5 and 6 will be important!

● Assembling the Team (Section 4) and utilizing the Risk Management Process (Section 

5) will be critical for managing Tables 5 and 6!

● If you deviate from Tables 5 and 6, how you document and justify your decisions

will be critical should this standard become part of accreditation inspections.

What is new about ANSI/AAMI ST108?

*48

*Utilizing your WMP’s risk analysis,

the team can defensibly decide that

a lower testing amount is appropriate 

for operations 
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Key considerations to achieve alignment
with published standards and guidelines
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Integrating MDR into a WMP
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Who Should be on the 
Water Management Team

Stakeholders of the water treatment systems:

✓ Facility Management

✓ Sterile Processing Personnel

✓ BioMed

✓ Hospital WMT Chair

✓ Nursing / OR Leadership

✓ 3rd party Contractors
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A WMP is Proactive, 
Comprehensive, and Defensible

● Improves human health and safety by achieving compliance 
with regulations and standards e.g. 
ASHRAE 188-2018, CMS QSO 17-30, and CDC Toolkit

● Optimizes lifespan of capital assets

● Increase lifespan of reusable instrumentation

● Optimizes costs to treat water

● Documents ALL activities 

If you didn’t document it, then you didn’t do it!
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Describing Water & Steam Systems

● Inquire how water is “treated” prior to the SP receiving it

● Once received in the SP area … describe in detail how water is “processed”

● Note any water treatment equipment local to the MDR area

○ Water softeners

○ RO systems

○ Filtration

● Note how water is distributed to equipment in the SP area

● How is steam supplied

● Through a risk analysis, determine where water quality & water safety can 

change

● Assess treatment capabilities to achieve AAMI Utility and Critical water 

quality
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Establishing Controls, 
Accountability & Corrective 
Actions

● Determine maintenance schedule for each water processing step

● Establish “Controls” to which you will operate the water treatment 

equipment.

● Document methods of monitoring the controls and frequency

● Predetermine corrective actions if Program Controls are not 

maintained

● Assign accountability including time frames for corrective action

● Document corrective actions

● Develop a plan to escalate troubleshooting if predetermined 

corrective actions are not successful
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Quality Assurance & Validation

● Establish at least annual audit of Program Controls to verify 

that Program is being implemented as designed

● Validate water system(s) at “point of use”

● Water distribution system design will dictate number of 

sample locations

● Develop a validation response plan supported by Water 

Management Team

● Document validation results and required response
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Caution on Commercial Conflict

Does not promote an specific product or treatment methodology

Distinguishes between normative and informative sections. With 

few exceptions, all references to water treatment design and 

equipment are informative.

Avoids promoting a specific product or treatment methodology in 

the normative section.

Promotes "water quality specifications" not water treatment 

design specifications.

ANSI/AAMI 
ST108
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Q&A
Rick Dandrow

Market Solutions Manager -
Sterile Processing

rdandrow@phigenics.com

Cole Kirmes
Account Manager

ckirmes@phigenics.com
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