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Ten myths about waterborne pathogen testing,
and what the standards actually say
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"How do we know the program is working?"

Ten beliefs. One underlying question.

W h a t  w e  j u s t  m e a s u r e d

    DOCUMENT   VALIDATEVERIFY
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Water Management Overview

THE WHY'S AND HOW'S
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Why do we develop Water Management Programs?

W AT E R  M A N A G E M E N T  O V E R V I E W

KEEP Patients Safe

From acquiring Legionellosis 

ACHIEVE Compliance

With accreditation and surveys, e.g. CMS, JC

DRIVE Defensibility

Against litigation and unnecessary costs
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JC PE.04.01.05 ANSI/ASHRAE 

Std. 188-2021

ANSI/AAMI 

ST108:2023

ANSI/ASHRAE Std. 

514-2023

The Standards:

W AT E R  M A N A G E M E N T  O V E R V I E W

REQUIRES Hospitals 

to have a WMP
Accreditation based on 

4 EPs modeled after 

ANSI/ASHRAE Std 188

Definitive standard for 

Legionella WMPs

Water quality standards 

for sterile processing

Expands WMP hazard 

scope beyond Legionella

CMS MEMO S&C 17:30

Requires Supports
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Definition Verification and Validation

6. VERIFICATION:

W AT E R  M A N A G E M E N T  O V E R V I E W

Testing, auditing, or reviewing to 
confirm that the water 
management program is being 
implemented exactly as 
designed.

"Are we doing what we 
said we would do?"

7. VALIDATION:

Testing, monitoring, or reviewing 
to confirm that the water 
management program is actually 
effective at controlling the 
hazard 

Is our plan actually working

to manage Legionella growth?

Both require documentation,
if you didn't document it then you didn't do it
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Types of Environmental Tests for Legionella

W AT E R  M A N A G E M E N T  O V E R V I E W

Culture Based

Captures slow growing, viable cells in low 
concentrations. Usually have reporting times 
of 10+ days.

Molecular Based

DNA PCR methods that can detect the presence 
of Legionella (living or dead) which can be a rapid 
negative screen. Reports in within 24 hours.

Hybrid Methods

Utilizes both Culture and Molecular methods to 
improve sensitivity and detect viable-but-non-
culture Legionella.
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How Programs are designed and implemented:
7-Steps of Water Management

W AT E R  M A N A G E M E N T  O V E R V I E W

Designed for alignment with ANSI/ASHRAE Std. 188, CDC, CMS, and Joint Commission PE.04.01.05
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Common Challenges to Program Implementation
and Defensibility

W AT E R  M A N A G E M E N T  O V E R V I E W

Disconnected documentation leads 
to defensibility blind spots
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Myths vs Facts

DEMYSTIFIYING WATER MANAGEMENT 



phigenics.com · Copyright ©2026

Myth

Routine monitoring of control measures means the water management 
program has been validated.

“We check temps and residuals every month and everything is in 
range. Our program is validated.”

M Y T H  1

Fact

That is verification, not validation. Verification asks whether your control 
measures are holding, measured at the control locations against control 
limits. Validation asks whether hazards are controlled throughout the 
distribution system, measured at representative points against target ranges. 

Same instruments. Different locations, different benchmarks, different 
questions.
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Verification and validation are not synonyms

W H Y  I T  M AT T E R S

Verification Validation

The question it answers Are we doing what we said? Is it actually working?

Where you measure At the control measures
At representative points 
throughout the system

What you measure against Control limits
Target ranges, plus clinical 

surveillance

What a control limit can be
A chemical or physical parameter only. A microbial count cannot be 

a control limit, which is why microbial testing is a separate 
documented decision.

Same two words, different definitions across standards. ST108 uses ISO 11139 definitions.
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Myth

Testing for Legionella in our water systems means finding it every time.

“If we test for it, we’ll find it!”​

M Y T H  2

Fact

A well-designed program can and should produce non-detects. Under a 
functioning water management program, routine sampling that returns 
non-detectable results confirms if the program is successful at managing 
Legionella bacteria. 
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Non-detects are how you recognize an excursion later

W H Y  I T  M AT T E R S

BASELINE

Non-detects build the baseline. No history means 
no way to recognize an excursion.

ROUTINE VALIDATION

Confirms the water quality at points of use.

TREND BEATS THRESHOLD

Alert levels are set from your own baseline data, 
not borrowed from someone else's.

CAVEAT

A non-detect only means something if the 
sampling design could detect the hazard.



phigenics.com · Copyright ©2026

Myth

Legionella and waterborne pathogen testing is too expensive to justify in 
the budget.

“It costs too much, so we do not test.”​

M Y T H  3

Fact

The proactive investment of environmental data outweighs the cost of a 
disease case, investigation, or death.

A documented risk analysis lets you target and scale sampling instead of 
sampling uniformly, which is what makes the budget line defensible.



phigenics.com · Copyright ©2026

What a case costs, and where the deaths concentrate
W H Y  I T  M AT T E R S

$37,100
Direct cost per Legionnaires hospital stay.

~$76,000
Once lost work and premature death are counted.

One published UK investigation: patient treatment 
about 86% of total cost, the investigation about 14%.

C O S T  O F  C A S E W H E R E  D E AT H S  C O N C E N T R AT E
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Myth

Other waterborne pathogens are not reportable, so they do not need to be in the water 
management program.

"We only care about Legionella."

M Y T H  4

Fact

CMS survey expectations name other opportunistic waterborne pathogens by 
genus. The Joint Commission standard requires a program addressing 
Legionella and other waterborne pathogens. ASHRAE 514 names ten clinically 
significant waterborne microbial hazards in health care environments in 
addition to Legionella, and extends the framework to physical and chemical 
hazards as well.
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Beyond Legionella: what Standard 514 actually names

W H Y  I T  M AT T E R S

PRIMARY ADDITIONAL

WHERE THE HARM LANDS
~$2.39B a year. CDC attributes most waterborne 
hospitalizations and deaths to biofilm pathogens.
Legionella is not the largest of the three.

WHY THE MISCONCEPTION PERSISTS

Legionella is notifiable and investigated. NTM is not, 
and rarely produces a reportable outbreak.
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Myth

Standard 514 supersedes or duplicates Standard 188, so a facility already 
following 188 has nothing further to do.

“514 is just 188 with a longer pathogen list, 
and we already do 188.”

M Y T H  5

Fact

Standard 514 was developed as a companion to Standard 188 and mandates 
the use of 188 for Legionellosis risk management. It does not replace it. It 
extends the framework to physical and chemical hazards, and to microbial 
hazards beyond Legionella, across potable and non-potable systems.
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Three things Standard 514 requires that 188 alone does not

W H Y  I T  M AT T E R S

Broader hazard scope

Physical, chemical, and microbial hazards. Design through renovation.

Clinical surveillance is not optional

Required as part of validation in health care facilities.

Three factors for the testing determination

Control measures not maintained. At-risk or immunocompromised inpatients. History of illness.
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Myth

ANSI/AAMI ST108 is not a Joint Commission survey requirement, so there is 
no value in qualification or routine testing.

“ST108 is not required, so why test?”

M Y T H  6

Fact

Alignment with ANSI/AAMI ST108 is at the facility's discretion unless law or 
regulation says otherwise— however, sterile processing continues to be a 
vital component of a hospital's operation. 

Qualification and routine testing ensure defensibility and efficiency for 
medical device processing, preventing water from being a limiting factor to 
operating room schedule and general central sterile operations.
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W H Y  I T  M AT T E R S

REQUIRED TODAY

CMS QSO-17-30
• Risk assessment
• Water management program
• Testing protocols and acceptable ranges
• Documented results and corrective actions

TJC PE.04.01.05
• Named oversight
• Water system diagram
• Risk management plan
• Patient population evaluation
• Monitoring protocols
• Annual review

No mandate to test. A clear mandate to document.

NOT REQUIRED

Neither AHJ requires testing. 
Testing protocols are at facility 
discretion unless law requires 
otherwise. 

ST108 is a voluntary consensus 
standard, not a survey element.
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Myth

Municipal water meets drinking water standards, it is suitable for medical 
device processing.

“Our city water has always been good.”

M Y T H  7

Fact

Municipal water is the starting point, not the specification. 

In addition seasonal changes or disruptions may cause significant fluxes in 
incoming water, that without monitoring, leads to processing using 
inappropriate water quality, up o temporary shutdowns or costly mitigation.



phigenics.com · Copyright ©2026

Drinking water standards are not device processing standards

W H Y  I T  M AT T E R S

Why an IP should care
ST108 Section 5.2 links inadequate water quality to device malfunction during a patient procedure, toxic effects and tissue irritation from 
residuals, infection risk from contaminated devices, pyrogenic reactions from endotoxin, and ineffective cleaning and disinfection.

TIER 1

Utility water

Flushing, washing, intermediate 
rinsing. 

Specified for pH, hardness, 
alkalinity, conductivity, bacteria, 
and ionic contaminants.

TIER 2

Critical water

Final rinse for devices contacting 
bloodstream or sterile tissue. 

Same parameters, tighter limits, 
plus TOC and endotoxin.

TIER 3

Steam

Monitored as condensate.

Carries its own pH and ionic 
contaminants.
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Myth

Facilities handles the water management program, so infection prevention 
does not need to be involved.

“We are not involved, facilities manages the 
plan.”

M Y T H  8

Fact

 ST108 names infection prevention and control among the disciplines the 
multidisciplinary team should include, with defined responsibilities. ASHRAE 
514 makes clinical surveillance part of validation for health care facilities. The 
Joint Commission requires an evaluation of patient populations to identify 
immunocompromised patients. Both of these examples highlight the critical 
importance of clinical leadership in these programs.
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Named responsibilities, not optional participation

W H Y  I T  M AT T E R S

Core Members — Every Team Meeting

 Facility Management

 Sterile Processing

 Infection Prevention

 Environmental Services

Support Members — Brought in as needed

 Admin Representative

 Construction Management

 Risk Management

 3rd Party Vendors

(non-voting)
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Insert Slide TitleWhy We Verify, Validate and Document

S U M M A R Y

Keep 
Patients Safe

Identify Clinical and 
Environmental risks, 
proactively implement 
risk mitigation before an 
infection occurs

Achieve
Compliance

Meet accreditation and 
survey requirements 
(CMS/TJC/CDC NHSN)

Drive
Defensibility

Documented data supports 
decisions and withstands 
scrutiny after the fact.
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Where to find everything cited today

S U M M A R Y



phigenics.com · Copyright ©2026phigenics.com · Copyright ©2026

Why Verification and Validation 
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