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Lesson No. CHL 375 (Supervisory Continuing Education - SCE)

Understanding the CS/SP 
Auditing Process: Leadership 
Fundamentals, Process and 
Competency

Supervisory Continuing Education (SCE) lessons 
provide members with ongoing education focusing 
on supervisory or management issues. These 
lessons are designed for CHL re-certification, but 
can be of value to any CRCST in a management or 
supervisory role.

Earn Continuing Education Credits:

Online: Visit www.iahcsmm.org for online
grading at a nominal fee.

By mail: Mailed submissions to IAHCSMM will not 
be graded and will not be granted a point value
(paper/pencil grading of the SCE Lesson Plans is
not available through IAHCSMM or Purdue 
University; IAHCSMM accepts only online 
subscriptions).

Scoring: Each online quiz with a passing score 
of 70% or higher is worth two points (2 contact 
hours) toward your CHL re-certification (6 points) or 
CRCST re-certification (12 points).

More information: IAHCSMM provides online 
grading service for any of the Lesson Plan varieties. 
Purdue University provides grading services 
solely for CRCST and CIS lessons. Direct any 
questions about online grading to IAHCSMM at 
312.440.0078.

LEARNING OBJECTIVES 
1. Discuss the fundamentals of auditing as it pertains to device processing and   
 leadership’s role
2. Describe the process of auditing 
3. Identify suggested competencies in support of a quality auditing program

E
ffective leadership shares 
similarities to successful 
gardening. Gardeners 
painstakingly prepare soil and 

plant seedlings to ensure a bountiful 
harvest. The gardener could walk away 
until fall, allowing the plants to grow as 
they will; however, every good gardener 
knows they must continually check on 
their garden to ensure nothing goes 
wrong. Inspection, followed by action, is 
a necessary part of successful gardening. 
A good leader is like a gardener who 
prepares staff through coaching, training 
and mentoring. Leaders must also 
regularly check on the department and 
employees to ensure the best outcomes. 
Deploying tools and techniques 
that measure training effectiveness 
and process efficiency helps identify 
opportunities for improvement. One 
such tool is the audit. 

Objective 1: Discuss the fundamentals of 
auditing as it pertains to device processing 
and leadership’s role
Just as a gardener defines criteria to 
check when inspecting the garden, 
a quality audit of device processing 
compares departmental performance 
against defined performance criteria, 
such as those included in ANSI/AAMI 
ST79, Comprehensive guide to steam 
sterilization and sterility assurance in 
health care facilities, or ANSI/AAMI 
ST90, Processing of health care products 
– Quality management systems for 
processing in health care facilities. The 
auditor, whether internal or external, 
ensures departmental systems are in 
place and followed. The audit’s objective 
is to identify needed improvements, 
ensure legal and regulatory requirements, 
and ensure that criteria specified by the 
device processing area are met. In doing 
so, the department continually improves 
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the quality of goods and services 
provided. 
 Formal audits should be done by an 
independent reviewer (called the auditor) 
who is neither the person responsible 

for the performance of the task under 
review nor the immediate supervisor 
of that person.1 Informal audits can 
be performed by staff and are used in 
preparation for or as follow-up to formal 
audits.
 An audit is a systematic, independent 
and documented process for obtaining 
audit evidence and evaluating it 
objectively to determine the extent to 
which the audit criteria are fulfilled.1 
Quality audits focus on inspecting 
products, processes and systems that 
ensure the quality of a product or 
service provided. These three types of 
quality audits can be further focused on 
specific tasks or scopes. For example, 
the scope of a Facilities audit would 
include inspection of the environment 
and assets used to make a product 
and may include sterilizers; heating, 
ventilation and air conditioning 
(HVAC); and water. Management audits 
focus on management interests, such 
as assessment of area performance or 
efficiency.
 Typically, device processing focuses on 
product audits. Product audits examine a 
particular product or service to evaluate 
whether it conforms to customer 
requirements. Elements examined may 
include raw materials, preparation, 
packaging, product performance, and 
achievement of customer requirements. 
Audits are used to determine compliance 
and conformity of a system, process or 
product to requirements. During the 
audit, auditors identify failures in policy, 
procedures or performance to specified 
criteria. Auditors can also determine 
effectiveness based on the ability of the 
device processing area to achieve stated 
objectives.
 Audits provide management with 
unbiased facts used to:

• Provide input for informed decisions;
• Identify real or potential risks;

• Identify areas for improvement;
• Assess personnel training effectiveness  
 and equipment capability;
• Provide support of quality,   
 environmental and safety programs,  
 and other programs;
• Ensure compliance and conformity to  
 regulations and standards; and
• Determine system and process   
 effectiveness and efficiencies.

 Auditing criteria describes the 
reference used by an auditor against 
which the evidence collected during 
the audit is compared. The auditing 
criteria are also called system or process 
requirements. Most auditing criteria 
are drawn from ANSI/AAMI standards, 
Association of periOperative Registered 
Nurses (AORN) guidelines, Centers 
for Medicare & Medicaid Services 
(CMS) and credentialing bodies 
[e.g., Accreditation Association for 
Ambulatory Health Care (AAAHC); 
DNV-GL, the Norway-headquartered 
international accredited registrar and 
classification society; and The Joint 
Commission (TJC)]. Audit criteria 
may also come from the policies and 
procedures established by the facility. 
Sterilization is a common step in 
device reprocessing. ANSI/AAMI ST79 
recommends weekly, preferably daily, 
biological testing of steam sterilizers; 
however, the hospital policy might state 
daily biological testing. An auditor would 
confirm that the hospital policy meets 
ANSI/AAMI criteria (weekly, preferably 
daily) and that the department’s 
biological testing followed hospital 
policies (daily). 
 Auditing criteria is not based on 
auditor opinion. Using the steam 
example, the auditor may believe that it is 
best practice to use a biological indicator 
(BI) in every cycle and finds the facility 
deficient. In that event, the auditor has 
changed the audit criteria to reflect his or 

An audit is a 
systematic, 
independent 
and documented 
process for obtaining 
audit evidence 
and evaluating 
it objectively to 
determine the extent 
to which the audit 
criteria are fulfilled.1 
Quality audits 
focus on inspecting 
products, processes 
and systems that 
ensure the quality of 
a product or service 
provided. These 
three types of quality 
audits can be further 
focused on specific 
tasks or scopes.
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her opinion. The same can be said when 
specific brands or types of products are 
dictated by the auditor. Not only is this 
unsubstantiated as a criterion but it can 
create legal issues for the credentialing 
body that the auditor represents. 
 An audit involves three key 
participants who engage in several ways. 
The client is the person or organization 
that has requested or commissioned 
the audit. The client is usually a 
member of senior management, and 
the audit is typically conducted on an 
organizational unit or department under 
the client’s jurisdiction. The auditee 
is the organization to be audited. The 
auditee may be a division of the client’s 
organization or an entirely separate 
entity, such as a supplier. The auditee 
is responsible for obtaining requested 
documentation and providing requested 
materials to the auditor.
 The auditor is the person who plans 
and carries out the audit. Assigned 
auditors must be knowledgeable of the 
audit criteria, document or standard 
that the organization is being evaluated 
against. Auditors must be competent, 
and part of that competency is 
knowledge of the audit criteria and their 
interpretations. 
 Ethics affect professional conduct, 
and professional conduct affects 
credibility. Ethics are basic philosophical 
conclusions about whether conduct 
and behavior are right or wrong. Ethics 
are also moral principles by which an 
individual is guided. It is imperative 
that auditors be ethical (objective and 
impartial) and behave appropriately 
(with professional conduct) in carrying 
out their responsibilities.2

Objective 2: Describe the process  
of auditing 
Audit preparation consists of everything 
that is done in advance by interested 
parties, such as the auditor and the client, 

to ensure that the audit complies with the 
client’s objective.
 The performance phase of an audit is 
often called “fieldwork”; it is the data-
gathering portion of the audit and covers 
the time from arrival at the audit location 
up to the exit meeting. It consists of 
the following activities: on-site audit 
management, meeting with the auditee, 
understanding the process and system 
controls, verifying that these controls 
work, communicating amongst team 
members, and communicating with the 
auditee.
 The purpose of the audit report is to 
communicate the results of the audit. 
The report:

• Supplies proof of adherence to   
 requirements/criteria; 
• Identifies needed corrective actions  
 and system improvements;
• Guides management in subsequent  
 decisions and activities; and 
• Establishes a record of the  
 investigation and conclusions.

 The report must be thorough, clear 
and correct. The audit ends when the 
report is issued by the lead auditor. 
Depending on the severity and number 
of findings, additional audits may be 
required.
 The audit is closed when all the 
planned corrective actions have been 
carried out, or when otherwise agreed 
upon with the audit client. The auditee 
is responsible for taking corrective 
action and keeping the client informed 
of its progress. Sometimes, an auditee 
will look to the auditor for a solution 
or recommendation, but the auditor 
should proceed with caution. While not 
precluded from providing a solution, 
the auditor may not have the technical 
knowledge to address and solve the 
problem. In addition, an auditor who 
advances a solution takes ownership in 

solving the problem. More importantly, 
an auditor who participates compromises 
the objectivity of subsequent audits of 
that area.

Objective 3: Identify suggested 
competencies in support of a quality  
audit program
Auditor characteristics are qualities that 
make auditors successful. They become 
integrated into the auditor’s behavior, 
so they appear to be a natural pattern 
of conduct. Characteristics such as 
interpersonal skills, problem solving and 
the ability to work independently and 
as a team member are learned through 
study and practice. For that reason, most 
auditing programs require knowledge 
and skill competencies gained through 
a combination of education, training, 
experience, and demonstration of 
personal traits.
 Auditors must understand how to 
conduct an effective audit in the auditee 
organization environment and be able to 
apply the auditing criteria. Auditors must 
possess the personal attributes necessary 
for conducting an effective and efficient 
audit.
 Proper preparation in the audit 
planning stage can eliminate many 
delays in the audit performance stage. 
By anticipating needs and making them 
known to the auditee in advance, the lead 
auditor communicates preparedness and 
a strong desire to focus on the important 
task of gathering information at the audit 
site.
 Auditors should allow several minutes 
at the end of each interview to review 
notes, present conclusions, and reach a 
consensus with an auditee representative, 
such as the area supervisor or the escort. 
Time management skills are critical to 
becoming a successful auditor.
 The most effective method of 
resolving conflict is to prevent conflict. 
The auditing team may reduce conflict 
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during the audit by eliminating 
misunderstandings, remaining open-
minded and flexible, and avoiding 
surprises during the auditing process.
Misunderstandings are the most 
common cause of conflict during an 
audit. Sources of misunderstanding are 
poor communication, poor listening, 
and auditor or auditee bias. Auditors 
must always be on the lookout for 
signs of misunderstanding. Indicators 
include a less than cooperative attitude 
on the part of an interviewee, repeated 
questions about the auditing scope and 
purpose, and the provision of inadequate 
or incorrect records for review. In these 
situations, the best course of action 
is for the auditor to repeat or clarify 
the information that was not fully 
understood before proceeding. Finally, 
the auditor should always assume that 
the auditee is acting in good faith.
During an audit, auditors must remain 
open-minded and flexible. Auditors must 
bear in mind that when they conduct 
an audit, for whatever reason or from 
whatever source of authority, they 
are disrupting the daily routine of the 
auditee.
 If conflict should arise during an 
audit, the best course of action is for the 
auditor to temporarily stop the audit 
and allow a cool-down period before 
proceeding. Once the conflict has been 
defused, the auditor can meet with the 
auditee to determine the source of the 
misunderstanding. Auditors must remain 
open to the possibility that they are 
the cause of the conflict. To resolve the 
conflict and allow the audit to proceed, 
auditors must remain open-minded 
and listen to the auditee. Sometimes, 
successful resolution of conflict is 
agreement that there is a disagreement.
System and process auditing require 
effective communication with the 
auditee’s organization, auditor’s 
organization, and the audit team. Basic 

rules for effective communication 
include ensuring that the message is clear, 
verifying that the message is received and 
understood, and using the appropriate 
medium for transmittal.
 To ensure the message is clear, 
the auditor should use appropriate 
terminology and avoid terms that are 
difficult to understand, avoid lengthy 
explanations that dilute the point of the 
message, and ensure the accuracy of the 
information.
 To verify that the message is received 
and understood, the auditor should 
look for signs of understanding, such as 
nods of the head and expressions such 
as “I see,” and seek feedback by asking 
clarifying questions. Auditors must listen 
to and acknowledge responses.
 Effective communication during the 
performance phase of an audit involves 
a variety of factors, including active 
listening, working with auditee escorts, 
facilitating audit teamwork, holding 
daily auditee briefings, accommodating 
auditee language requirements, 
incorporating technology that improves 
effectiveness, and accommodating 
changes in the audit schedule, if 
appropriate.
 When the auditor uses a conversational 
process to conduct the audit, the 
interviewee is the central figure rather 
than the checklist. The auditor should 
focus on understanding the process and 
the person’s role in that process.
The use of open-ended questions is 
necessary to gather information during 
the interview process. Auditors need 
to ask “who,” “what,” “when,” “where,” 
“how,” and “why.” These questions lead 
interviewees to provide an explanation 
of the process and related activities, 
which allows the auditor to receive more 
information and be able to ask follow-up 
questions to ensure understanding.
The auditor should not lead the auditee 
by asking questions that promote or 

encourage a desired answer. Leading 
questions can be avoided by asking open-
ended questions. 

Conclusion
The auditing process should be a part 
of the CS/SP department’s ongoing 
continual improvement. At some point 
in one’s career as a CS/SP professional, 
the practice of auditing will become part 
of their growth and development. It is 
beneficial to take a proactive approach 
today and strike up a conversation in 
one’s department regarding the benefits 
of implementing an auditing process. 
Note: Those who are up for the challenge 
and interested in developing advanced 
knowledge of the auditing practice 
can consider certification through the 
American Society for Quality (www.
asq.org). Becoming a Certified Quality 
Auditor (CQA) will not only open doors in 
one’s professional career but will also help 
individuals become a greater asset to their 
department and colleagues, and a valuable 
resource in support of their department’s 
quality management system. 
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