
AN INDUSTRY 
EDUCATION TOPIC

Missing chemical or biological
indicators inside surgical trays
represent a significant patient
safety risk and a major deviation
from national standards.
Chemical indicators, biological
indicators and integrators provide
visual confirmation that items
inside a set were exposed to the
correct sterilization parameters.
Their presence allows the Sterile
Processing Department to verify
that each tray went through a
validated cycle and that conditions
for sterilization were met.

Missing indicators compromise
traceability, invalidate sterility
assurance and place the entire
surgical team at risk. 

ANSI AAMI ST79

Missing Indicators in Surgical Sets

Defining the Problem

The ANSI AAMI ST79
comprehensive guide to steam
sterilization and sterility assurance
clearly states that every package,
tray and set must contain the
appropriate internal chemical
indicator or integrator.

These indicators are required to be
placed in the most challenging area
of the set so they can
measure sterilant penetration
effectively. When the indicator is
missing, improperly placed or
overlooked, there is no
documented evidence that the most
difficult portion of the tray has been
sterilized.

They force unnecessary delays, lead
to wasted cycles, increase
operating room turnaround time
and can cause case cancellations.
They also represent a breakdown in
inventory management,
competency validation and
standard work practices.
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What is ANSI AAMI
ST79 for?

The purpose of the standard is to
ensure patient safety by providing a
measurable and visible assurance
that sterilization parameters were
met inside the tray at the point of
greatest challenge. 

Indicators serve as a quality control
step, a verification tool and an audit
trail that supports compliance and
continuous improvement.

Another misconception is that
indicators are optional for rigid
containers or for very small or
simple sets. ANSI AAMI ST79
makes no such distinction. All sets
require an internal indicator
because every set contains
potential occlusions, lumens,
wrapped items or potential poor
airflow locations that may
challenge sterilant penetration.

There is also a mistaken
assumption that an external
indicator is equivalent to an
internal indicator. External
indicators only confirm that the
outside of the package was
exposed to the process. They are
not a surrogate for internal
validation.

A common misconception in
Sterile Processing is the belief that
a properly functioning sterilizer
guarantees sterilization of every
surface and instrument, and
therefore an indicator is only a
secondary measure.

In reality, the sterilizer reports only
that the machine reached certain
parameters. It does not
confirm that sterilant reached the
most challenging areas within
every set. Internal indicators
and integrators are the only
method for verifying that steam
penetration and proper conditions
occurred inside the actual tray.

Misconceptions



Missing indicators in surgical sets
are not simply an oversight. They
are a symptom of deeper
systemic issues that require
education and structured quality
processes. Facilities must
recognize that indicator
compliance reflects the overall
maturity of their sterilization
program.

Staff need ongoing training on
proper tray assembly, indicator
placement, documentation,
monitoring and the meaning of
each type of indicator.
Education should include the
differences between indicator
classes, the requirements of ANSI
AAMI ST79, and the consequences
of releasing a tray without proper
internal verification.

The Need for Education and
Further Resources

Training should also emphasize the
role of the SPD in preventing
surgical delays and protecting
patients from potentially non sterile
instrumentation.

Further resources that support
competency include job aids,
internal audits, AAMI education
modules, manufacturer instructions
for use, peer reviewed literature
and internal quality improvement
programs.

Leaders should reinforce
expectations with regular
performance audits,
clear standard work instructions
and real time coaching. When
indicator compliance becomes
part of the culture, the risk of
missing indicators decreases,
patient safety increases and the
department’s operational reliability
improves.
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