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Help Prevent Future  
Observations with Our  
Integrated Solutions

Responding to today’s audit is only the beginning. 
Strengthening your compliance framework helps you avoid 
repeat findings and restore compliance confidence. Ecolab 
Life Sciences provides the solutions to support post-audit 
remediation and build a robust, inspection-ready audit 
response strategy.

Audit Response
Program

Scan to find out more about: 

Ecolab's Change  
Management  

program

Ecolab's Validex™ program Ecolab's Best-In-Class 
program

For information about our Audit Response Program speak to your  
Ecolab Account Manager or visit ecolab.com/caparemediation
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Navigating audit  
observations and 

inspection readiness

Audit Response
 Program

Restore Compliance 
When it Matters Most

Digital Solutions

	◥ CLEEN by Ecolab:  
Integrate our software solutions for real-time deviation tracking, data integrity 
and audit-ready documentation, and improve investigations by surfacing 
patterns and insights to help reduce repeat findings and strengthen compliance 
with 21 CFR 211.192

Water Treatment Solutions

	◥ Pre treatment solutions: Help downstream processes and supports facility design 
compliance

	◥ Boiler & cooling water programs: Helps mitigate contamination vectors tied to 
utility failures and thermal stress

	◥ Wastewater treatment: HoliHolistic plant hygiene and compliance management

Contamination Control Solutions

	◥ Manual & CIP/COP cleaning & disinfection: Reduce microbial contamination risks
	◥ Automated bio-decontamination: Reset controlled environments fast with  
vaporized hydrogen peroxide

	◥ Validation & change management: Compliant rollout of new cleaning/ 
decontamination methods, with full documentation and validation  
for audit readinesss

Pest Elimination Services

	◥ Customized, risk-based plans: Controls external factors and reinforces  
facility integrity

	◥ Ecolab Service Specialists (no subcontractors): Helps ensure consistent 
execution, documentation quality, and defensible audit records



Our Action Plan

When Remediation is  
Required, Act Quickly  
and with Certainty

When regulators flag issues, every decision matters. Ecolab’s Audit Response 
Program gives you a structured, defensible path to resolve observations 
quickly, restore compliance and help prevent future regulatory findings.

Common findings include:

Quality Management & 
Investigation Failures

	◥ Weak deviation investigations  
(FDA reports a 171% increase in  
21 CFR 211.192 citations)

!

Facility & Equipment 
Deficiencies

	◥ Inadequate cleaning validation

! Data Integrity & 
Documentation Risks

	◥ Documentation control failures

	◥ Inadequate audit review logs

!

When critical audit observations require a rapid response, 
Ecolab's Global Technical Consultants (GTC) guide you 
through a structured process that combines risk-based 
assessment, root cause analysis, remediation planning and 
long-term quality system improvement. 

Our approach is designed to help organizations move beyond 
observation response toward sustained audit readiness.

Contamination Control 
Challenges

	◥ Microbial contamination failures from 
environmental monitoring, facility design 
and equipment cleaning

	◥ Cross contamination risks due to 
inadequate cleaning between products

	◥ Sterile manufacturing deficiencies from 
a failed Contamination Control Strategy 
(CCS)

	◥ Insufficient root cause investigation 
to identify contamination sources and 
prevent recurrence

! Initial Review & Clarification
We begin by reviewing each observation to understand 
its scope, context, regulatory relevance and supporting 
information. This helps align the cross-functional team on 
the underlying concern and establish a clear foundation for 
investigation, risk assessment and response planning.

STEP 1

Site Assessment & CCS Review
Ecolab conducts an on-site assessment to verify practices, 
evaluate the Contamination Control Strategy (CCS), and 
identify gaps or improvement opportunities beyond the 
original observation.

STEP 3

CAPA Refinement, Implementation & Follow-up
Following review of the response strategy and site 
assessment findings, Ecolab helps refine CAPA priorities and 
implementation plans. We support effectiveness verification 
and follow-up activities to help ensure improvements are 
documented, embedded into operations, and positioned to 
withstand future regulatory scrutiny.

STEP 4

Audit Observation Response & CAPA
Ecolab assesses the severity of the observation(s) and 
evaluates the potential impact on product quality, patient 
safety and compliance. We facilitate structured root cause 
analysis and develop a response strategy that links the 
observation, systemic factors and supporting evidence to 
drive a CAPA approach that's evidence-based, defensible 
and sustainable.

STEP 2

Extended Ecolab Subject 
Matter Experts

Provide specialized support across 
cleaning and disinfection, environmental 
control, operational improvement, 
facility practices and other technical 
disciplines based on site needs.

Root Cause &  
CAPA Specialists

Facilitate investigations, root cause 
analysis, CAPA development and 
effectiveness verification planning

Microbiology & 
Contamination Control 
Experts

Support contamination control 
assessments, CCS reviews, 
environmental monitoring evaluations 
and contamination-risk reduction 
strategies.

Regulatory & Quality 
Consultants

Provide observation review, response 
strategy development, regulatory 
alignment and audit response support.

Your Ecolab  
Remediation Team

Depending on the nature and complexity 
of the observation, Ecolab assembles 
a multidisciplinary team to provide 
the technical, quality, regulatory and 
operational expertise needed to support 
the remediation journey.

Logbook
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