CONTINUING EDUCATION

Education Nation:
Understanding the Factors
That Shape Sterile Processing

BY SARAH B. CRUZ

terile Processing (SP) is a
critical component of patient
safety, where outcomes are
affected by the adherence to
or deviation from established proto-
cols. For those new to the field, it's
easy to assume that processes hap-
pen seamlessly, almost automat-
ically. For seasoned technicians,
years of experience can sometimes
lead to unconscious procedural short-
cuts. For others who may never have
been taught, the actions of SP tech-
nicians are influenced by a carefully
structured framework of external and
internal components.
The complexity of SP extends
beyond the department assignments
of decontamination, sterilization,

I Learning Objectives

1. Review the various entities
and documents that shape
sterile processing practices

2. Assess how these expectations
are integrated into the
healthcare facility

3. Identify the ways in
which hospital policy
and practice is upheld in
department procedures
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and assembly. When regulations,
standards, and instructions for use
(IFUs) combine with facility policy,
procedure, and standard works, the
expected outcomes of SP profession-
als are created. Mastering the “why”
behind this framework of patient
safety is essential for delivering con-
sistent, high-quality care.

Review the various entities
and documents that shape
sterile processing practices
SP is governed by a web of exter-
nal requirements that create a foun-
dation for safe practices. At the
top of this framework are regula-
tions. Regulations are the rules and
requirements that include words like
“must”, “will”, and so on. Failure to
comply with regulations can result
in serious legal and financial conse-
quences for healthcare facilities. In
the United States, regulations are
enforced by government agencies
like the Occupational Safety and
Health Administration (OSHA), the
Centers for Medicare & Medicaid
Services (CMS), and the Food and
Drug Administration (FDA). These
regulations protect both patients and
healthcare workers by establishing
minimum safety standards for infec-
tion prevention, device reprocessing,
and workplace safety.

Industry standards provide evi-
dence-based best practices devel-
oped by subject matter experts and
professional organizations, such as
the American National Standards

22| August 2025 | Healthcare Purchasing News

Institute (ANSI) and Association
for the Advancement of Medical
Instrumentation (AAMI). For SP
professionals, the ANSI/AAMI
ST:79 standard details comprehen-
sive guidelines for steam steriliza-
tion and sterility assurance. Equally
important is AAMI ST:90, which
focuses on quality management
systems and reinforces the need for
continuous improvement within SP
departments. These documents are
revised and updated consistently.
New standards are introduced as the
SP industry evolves, such as ANSI/
AAMI ST108:2023, which provides
guidelines for the quality of water
used in the processing of medical
devices. This standard evolved from
a technical information report (TIR),
AAMI TIR34:2014/ (R)2021, that a
workgroup of professionals contrib-
uted to and revised into the document
it is today. A TIR provides additional
context on technical issues and often
serves as the connection between
standards and guidelines.

Yet even the most carefully devel-
oped standards are meaningless
without comprehensive IFUs pro-
vided by device manufacturers. IFUs
are legally binding documents that
dictate how instruments and devices
should be used, cleaned, disinfected,
and sterilized. IFUs outline essential
steps that, if ignored, can compromise
device integrity and patient safety. To
assist in document consistency, all
manufacturing IFUs are also guided
by their own AAMI standard.
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Assess how these
expectations are integrated
into the healthcare facility
These complex regulatory require-
ments are translated into hospital
policies. While regulatory require-
ments are created by governing bod-
ies, policies are created by healthcare
facilities to define what must be done
to ensure compliance with said gov-
ernance. Moreover, policies define
expectations and establish account-
ability throughout all areas of the
hospital. They serve as the frame-
work for the implementation of vari-
ous regulations.

Consider a common example: A
technician is reprocessing a flexible
endoscope. The IFU specifies manual
cleaning followed by high-level disin-
fection using a specific chemical. If the
technician skips the manual cleaning
step or substitutes a different disin-
fectant, the result may be an improp-
erly processed device, potentially
putting a patient at risk for infec-
tion. Understanding and respecting
the nuances of IFUs is not just a mat-
ter of compliance, it’s a safeguard for
patient safety.

To achieve departmental compli-
ance, policies are translated into docu-
ments known as Standard Operating
Procedures (SOPs). SOPs provide broad
overviews that outline the goals and
expectations of specific processes. To
adhere to SOPs, SP leadership can cre-
ate standard works. Standard works
break down complex processes into
step-by-step instructions for an SP
technician to follow. SOPs and stan-
dard works minimize variability,
increase precision, and reduce the risk
of error via process standardization.

Identify the ways in

which hospital policy

and practice is upheld in
department procedures

A policy is only as strong as its exe-
cution, and that’s where competency
assessments and training programs

come into play. Competencies go
beyond written tests or quizzes; they
assess whether a technician can apply
knowledge effectively in real-world
situations. They involve hands-on
practice, visual demonstrations, and
scenario-based learning that accom-
modate different learning styles. Some
technicians absorb information best
by seeing a process demonstrated,
while others may benefit from per-
forming the task themselves or study-
ing detailed written guides. By tai-
loring training methods to individual
needs, department leadership can cul-
tivate a workforce that not only under-
stands policies but can consistently
execute them with confidence.

Compliance in SP isn’t a one-time
achievement; it’s an ongoing process
that requires validation and verifi-
cation at multiple levels. Validation
ensures that processes consistently
produce the desired outcome, while
verification checks that processes are
being followed as intended.

In real-world practice, this means
sterile processing professionals must
remain vigilant. For example, if a ster-
ilizer consistently produces wet loads
or a washer leaves residual bioburden
on instruments, it’s up to the SP team
to investigate, report, and resolve the
issue. This isn't just the responsibility
of educators or managers; it’s a shared
duty in which every technician plays
a critical role.

Frontline professionals often have
the first opportunity to identify and
address process deviations. When
something isn’t working, they are in
the best position to flag the issue and
propose adjustments. Consider a situ-
ation where a recently updated SOP for
preparing trays for low-temperature
sterilization omits a critical drying
step. A seasoned technician notices
the oversight and reports the dis-
crepancy, leading to a correction that
prevents potential patient harm. This
type of proactive problem-solving is
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Earn CEUs

After careful study of the lesson,
complete the examination online at
educationhub.hpnonline.com. You
must have a passing score of 80%
or higher to receive a certificate of
completion.

Certification

The Certification Board for Sterile
Processing and Distribution has pre-
approved this in-service unit for one (1)
contact hour for a period of five (5) years
from the date of original publication.
Successful completion of the lesson
and post-test must be documented

by facility management and those
records maintained by the individual
until recertification is required. DO NOT
SEND LESSON OR TEST TO CBSPD.

www.cbspd.net.
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ASSOCIATION

Healthcare Sterile Processing
Association, myhspa.org, has
pre-approved this in-service for
1.0 Continuing Education Credits
for a period of three years, until
XXX 25,2027.

For more information, direct any
questions to Healthcare Purchasing
News editor@hpnonline.com.

Quiz Answers:
1.A,2.B,3.A,4.C,5.B,6.B,7.B,8.A,9.B,10.C
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not just encouraged, it’s essential for maintaining com-
pliance and improving outcomes.

Empowering Technicians to Drive Change

SP professionals, regardless of their position, have the
power to drive change from the ground up. What happens
in individual departments can influence hospital poli-
cies, shape industry standards, and even inform national
regulations. When technicians provide feedback, report
inconsistencies, and propose solutions, they contribute to
a continuous improvement process that resonates beyond
their department.

Lesson Title Goes Here - Practice Quiz

1. What is a requlation?
A. A legally binding rule or requirement
B. A voluntary guideline to improve procedures
C. A suggestion from the healthcare
facility None of the above

2. True or False: Compliance with requlations is
optional as long as patient safety is maintained.
A. True
B. False

3. What does IFU stand for?
A. Instructions For Use Infection-Free
B. Use Internal Functional Unit
C. None of the above

4. Which of the following documents outlines essential steps
for cleaning, disinfecting, and sterilizing medical devices?
A. Policy
B. Standard Operating Procedure (SOP)
Instructions For Use (IFU)
C. Best Practice

5. True or False: Policies in healthcare facilities are
designed to ensure that staff follow rules but may
not be directly connected to external requlations.
A. True
B. False

6. What is the primary purpose of a Standard Operating
Procedure (SOP) in Sterile Processing?
A. To provide general guidelines for reprocessing devices
B. To outline broad expectations and end goals of a process
C. To outline detailed, specific instructions
for technicians to follow
D. None of the above

For example, if a department identifies a recurring issue
with instrument reprocessing due to unclear IFU lan-
guage, that feedback can be escalated to manufacturers
and potentially lead to clearer, more user-friendly instruc-
tions. Similarly, persistent challenges with process con-
sistency may inspire updates to internal policies or indus-
try standards.

Why This Matters for You

Whether you are just starting your career in SP or have
years of experience, understanding the relationship
between regulations, standards, policies, and procedures

7. Which of the following best defines "Standards"
in the context of Sterile Processing?
A. Voluntary guidelines created by healthcare facilities
B. Evidence-based practices developed by
industry experts to ensure patient safety
C. A series of written rules imposed by government agencies
D. None of the above

8. "Best Practice” in Sterile Processing refers to the set of
most effective techniques derived from ongoing research
and expert consensus, aimed at ensuring safety and quality.
A. True
B. False

9. A technician skips the manual cleaning step for an
endoscope, instead directly applying a disinfectant.
According to the IFU, this is a deviation from the proper
procedure. What potential risk could this pose?

A. The disinfectant could be more effective,
ensuring better sterilization.

B. The endoscope could be improperly cleaned,
posing a risk for patient infection.

C. The technician can decide whether to follow
the IFU or not, as it's not legally binding.

D. None of the above

10. Which of the following is NOT part of the
foundational framework of Sterile Processing?
A. Regqulations
B. Standards
C. Personal preferences of technicians Policies

$Heu|thcure All CEU quizzes must
be taken online at:
PURCHASING NEWS.. educationhub.hpnonline.com.

EDUCATION HUB The cost to take the quiz is $10.
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empowers you to excel in your role. New technicians gain
confidence by understanding the “why” behind their work,
seasoned professionals reconnect with the foundation of
best practices, and those who may have missed these con-
nections earlier in their careers can realign their work with
the highest standards.

Your role goes beyond simply following instructions. By
mastering this framework, you become an advocate for
patient safety, a guardian of compliance, and a catalyst for
positive change. Every tray you assemble, every instrument
you inspect, and every load you prepare directly impacts
the safety and well-being of the patients you serve.

Conclusion: A Call to Excellence

SP is more than just a job: it’s a responsibility that requires
vigilance, precision, and a commitment to continuous
learning. By understanding how regulations, standards,
and policies shape your work, you elevate your practice and
contribute to a culture of safety and excellence. Whether
you are a hew technician laying the foundation, a seasoned
professional refining your approach, or someone eager to
reconnect with best practices, you play a vital role in ensur-
ing that every patient receives the highest standard of care.
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