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EO Sterilization Validation Training

Two-day seminar | 09:30-15:00

Course Overview
By the end of this course, participants will be able to explain how EO sterilization validation is planned,
challenged, executed, monitored, and maintained under a validated state.

The training is structured to move from EO fundamentals to practical validation decisions: selecting the
microbial challenge, defining PCDs, planning 1IQ/0Q/PQ, interpreting half-cycle/full-cycle results, and
managing routine release and requalification.

Syllabus
Day
Day 1 Session Kick-Off Welcome, course logistics, learning objectives

Module 1: Introduction to EO chemistry, physical properties, hazards, uses,
the EO Sterilant advantages and disadvantages

Why sterilization is validated; special process
logic; ISO 11135 as the primary EO process
standard; validation assurance factors

Module 2: Regulatory Basis
for Sterilization Validation

EO concentration, temperature, relative
humidity, exposure time; product, packaging
and pallet effects on cycle design

Module 3: Process Basics
and Lethality Parameters

Preconditioning, conditioning, exposure,
aeration, process timeline, gas removal and
cycle profiles

Module 4: EO Sterilization
Process Steps

Module 5: The Sterile as probability; SAL, SLR, D-value, Bl;
Microbiological Concept cycle-development logic
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Module 6: The
Microbiological Challenge

Bioburden, Bl, bioburden resistance, product
families and worst-case family representative
selection

Module 7: Determine the
Process Challenge Devices
(PCDs)

PCD definition and types; internal vs. external
PCDs; comparative resistance; PCD result
interpretation

Day 2

Module 8: The Validation
Structure

1Q, 0Q, PQ framework; equipment readiness;
validation documentation

Module 9: PQ - Overkill
Half-Cycle Approach

MPQ and PPQ; load configuration; fractional
cycle, half cycles, full cycles; sensor and PCD
placement; acceptance criteria

Module 10: Support
Testing

Product test of sterility,
bacteriostasis/fungistasis, EO residuals,
pyrogen/endotoxin testing

Module 11: Routine
Monitoring

Routine monitoring and control, cycle records,
release criteria, handling nonconformance

Module 12: Requalification
and Change Management

Annual review, change assessment,
requalification triggers, requalification options,
review outcomes
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