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Preface

organizations. In an attempt to develop a system that will pass the registration audit,

we are tempted to establish proceszes with the primary purpose of conforming to the
requirements of IS0 9001. In doing so0, however, it 13 easy to lose sight of the primary
intent of the standard—to continually improve the effectiveness of the quality
management system (QMS) implemented at our organization.

This book 13 intended to help managers, quality professionals, internal auwdit
coordinators, and internal auditors implement a practical internal andit process that meets
the requirements of IS0 9001:2015 while adding significant, measurable value to the
organization. The tools, techniques, and step-by-step guidelines provided 1n this book can
also be used by thoze organizations that have a well-established internal audit process but
are locking for easy ways to make that process more effective. The tool: in the
appendices of thiz book have also been provided on the enclozed CD to facilitate vour
customizing them to fit the specific needs of vour organization.

Perhapsz the greatest impediment to a truly effective internal audit process is the notion
that internal awdits should mimic the external audit. We send our internal avditors to lead
aszessor tramming to learn how to conduct awdits. We then use the external avditors as role
maodels with respect to prepanng for the audit, conducting the audit, and reporting the
audit. The external avditors are, as a role, extremely professional and gquite capable of
achieving their dezired result. But we fail to appreciate the significant difference in the
purpose of internal versus external andits and thus fail to achieve the huge benefits that
can be derived from the mternal audit process.

ISO 9001:2015 requires that leadership integrate QMS requirements into business

Implemeuﬁ.ug the requirements of ISO 9001 can be a daunting task for many



proceszes (ref. 3.1.1.¢), promote improvement (ref. 5.1.1.1), and direct the crzanization to
contribute to the effectiveness of the QMS (ref. 5.1.1.h). Theze requirements suggest the
need for an internal avdit process that identifies opportunities to improve the
orgamization’s ability to achieve its stated business objectrves. That 1s the focus of thus
book. It 1s my destre that 1t will:

» Enable the reader to create an environment where management and employees
fully appreciate the value of internal avndits in achieving the organization’s
objectives and thus contribute to the organization’s success

» Provide specific, easy-to-use tools and methods for audit preparation to enable
the auditor to dig deeper into the effectiveness of processes and discover
findings that will genuinely contribute to the success of the organization

* Provide techniques that can be used in conducting the audit to tap mnto the vast
expertize of the anditee to find the most value-added opportunities for
improvement

* Provide specific methods and tools to report internal audit results in a way that
encourages timely, thorough corrective action

Numerous mternal auditors have used the tocls and techniques presented in this book to
conduct process-based internal awvdits that are encouraged by the requirements of IS0
0001:2015. When they followed the step-by-step preparation guidehinez provided in
Chapter 5, most new apditors conducted apdits that were as effective as, or perhaps even
more effective than many audits performed by experienced QMS professionals.

I hope vou will find that uwsing these concepts will indeed make auditing to ISO
0001:2015 both easy and effective. Enjoy your journey!
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Introduction to Internal Auditing
for ISO 9001:2015

INTRODUCTION

In helping numercuz companies implement the requirements of ISO 9001 since 1980, 1
have had the privilege of being a part of internal audit processez in a wide range of
organizations and facilities. My clients have ranged from szmall janitorial businesses to
global manufacturing companies, from large government agencies to small carton
manufacturers. Many orgamizations develop internal audit processes that fully meet the
requirements of IS0 9001 but achieve little else, while others have learned to use internal
audits to achieve significant improvements in business objectives.

I have studied both types of audit processes in an attempt to understand the keys to
successful internal anditing. Audit processes that meet the requirements of [SO 9001 but
achieve little elze have the following characteristics in common:

* Management and employees view the internal audit process simply as a means
to maintain the required certification

* The organization establizshes the internal audit process primarily to ensure that
it will pass the external audit



* Internal auditors emulate the external auditors in conducting their audits

As a rule, these organizations have not vet grasped the difference between the internal
audit and the external audit and thus have failed to realize the vast benefits that can be
achieved from an effectively implemented internal audit process.

Those organizations that implement internal anditing as a vital and effective tool 1n

improving business processes have a different set of characteristics in common These
organizations:

* Understand the value of the internal audit in improving business processes and
azzoctated objectives

= Have clearly differentiated the purpose of the internal andit from that of the
external awdit

* Baze their audits on the effectiveness of processes in the quality management
system (QMS) and the interaction of those processes versus conformance to
the applicable standard

* Provide specific tocls to enable the internal auditor to conduct audits that are
successful in process improvements

It 1z the objective of this book to share with management personnel, quality professionals,
internal avdit coordinators, and internal auditors the secrets of successful internal auditing
and to provide the specific tools and techniques to make it happen.

PURPOSE OF THE INTERNAL AUDIT

ISO 9000:2015 defines an audit as a “systematic, independent and documented process
for obtaining audit evidence and evaluating it objectively to determine the extent to which
audit criteria are fulfilled.”™ Thiz 15 certainly true of any audit—whether it 13 an internal
audit, a supplier audit, or an [SO 9001 registration avdit. But the purpose of each type of
audit 15 zomewhat unique.

The primary purpose of an [SO 9001 registration audit i3 to vernify that an organization
has a QMS i place that meets the stated requirements of ISO 9001:2015. The registrars



are spectfically tramned not to interject their opinions or recommend sclutions to systemic
problems. Their job 13 to carefully compare documentation, records, and activities with
the requirements of ISO 9001:2015 and venfy conformance with the standard. Though
the auditors seek information from the auditee, they primarily work independently to
evaloate the level of conformance with the standard. Auditees are wisely encouraged by
the organization to simply answer the question that 13 asked and then quietly wait for the
next question. Auditees are not encouraged to volunteer information to the registrar.

The purpoze of a supplier audit 13 to venfy that the supplier has svstems and processes
in place to ensure that the customer’s specific requirements can be met. Auditors again
evaloate documents, records, and activities to ensure that stated QMS requirements, as
well az specified product or service requirements, are met. The anditees are again advized
not to veolunteer any information beyond answenng those questions that the avditor
specifically asks.

Those organizations that have realized the value of mtemal apditing have dizcovered
that the internal audit 15 a different animal than the external audit. and that 1t should be
performed in a different manner In those orgamizations, the primary purpose of the audit
13 to find opportunities for improvement, and the secondary purpose 13 to maintain the
IS0 9001 registration. The internal auditor brings to the table only half the knowledge
that 1z required for a successful avdit—familianty with the standard, knowledge of the
organization's documentation, and a fresh perspective. The auditee brings the other half—
expertize on the process being audited. The two parties are encouraged to work together
to wdentify processes that are not functioning at their best so that action can be taken to
improve them. Such an approach to internal avditing requires a significant culture change

in most orgamzations. Techniques to achieve that culture change are discussed 1n Chapter
-

E I

OBJECTIVES OF THE INTERNAL AUDIT

The internal audit has four primary objectives:

* To venfy conformance to applicable standards
* To venfy conformance to documented processes and procedures

* To venfy effectiveness of business processes



* To identify opportunities to improve the QMS

In implementing earlier versions of ISO 9001, many organizations emphasized the first
two objectives. Awudits focused on venifving the extent to which the organization
conformed with the requirements of IS0 9001 and with its own documented procedures
and instructions.

As the QMS matured and nonconformances decreased, some organizations sought to
make their internal avudits more effective. These organizations have focused more on the
third and fourth objectives. Audits still verify conformance with ISO 9001 and with the
organization’'s own documented mformation, but auditors are also trained to evaluate the
health of the processes within the system. Employees are encouraged to work with
auditors to determine specific opportunities for improvement. Internal auditors have been
transformed from police figure: to continual improvement facilitators. In doing so,
internal auvdits have generated findings that result in  substantial, measurable
improvements to the business.

IS0 9001:2015 further encourages this approach to internal auditing. Processes within
the QMS must be identified and developed bazed on risks to the core business (ref. 6.1);
their sequence and interaction must then be defined to create a QMS that is integrated
with business processes and optimizes business performance (refs. 441 and 5.1.1).
Criteria and methods must be determined to ensure that the operation and control of these
processes are effecttve (ref 4.4.1.¢). It would then make zensze for the mnternal avdits to
focus on the effectiveness of these processes at meeting the desired outputs, to verify that
inputs are adequate to achieve those cutputs, to discover opportunities for improvement
within those processes, and to identify where interactions between processzes may be
breaking down. The best source of information regarding where processes can be
improved 13 the avditee—the expert on the process. Auditees should be encouraged to
share their knowledge during the internal audit and thus play a vital rcle 1n the internal
audit process.

BEENEFITS OF AN EFFECTIVE
INTERNAL AUDIT PROCESS

An effective internal avdit process has numerous benefits:



» Reduced operaiing costs through betier gfficiency, increased productivity,
better planning, and reduced scrap and rework IS0 9001:2015 requires that
the QMS 1dentify and address rizks to achieving the organization’s desired
results (ref. 6.1). It also requires QMS requirements to be integrated into
business processes. Therefore, audits should be scheduled and executed using
a risk-based approach that focuses on identifving and mitigating rizks to the
effective implementation of business processes. In doing so, effective internal
audits should identify opportunities to improve the organization’s ability to
meet its business objectives, thereby resulting in actions that can impact
customer zatisfaction as well as financial performance. Some organizations
have calculated actual retum on investment (FLOI) on avdit findings that have
totaled well into s1x and seven fizures in annuval refurns. Caleulating BOI for
internal avdit findings 15 further discussed i Chapter 2.

» Improved safety performance. Though ISO 9001 does not specifically address
employee health and safety, the requirements of IS0 9001 and the internal
audit process can have a posttive impact on safety performance. A sound
employee traming process and well-written operating instructions contribute to
an effective occupational health and safety management syvstem. When these
are combined with the accountability that audits provide, many crgzanizations

have seen substantial improvements m their safety performance from
implementing a QMS bazed on ISO 9001.

o Improved customer satisfaction. Of course, the vltimate goal of any QMS 13
improved costomer satisfaction. Improved customer satizsfaction often leads to
an increased customer baze. Higher levels of customer satisfaction alzo lead to
reductions i customer complaints and returned product, both of which are
costly to any organization in terms of manpower, freight charges, rework, and
SCIap.

= Improved morale. Many organizations beginning their internal andit process
have difficulty understanding how audits can lead to improved morale. The
answer 13 easy. When emplovees are encouvraged to contribute to the aundit
process and see improvements made based on their input, audits serve to
empower the workforce instead of belittling them.



Several years ago an orgamization recetved a vizsit from its corporate vice prezident.
During the cpening meeting for the visit, the VP anncunced that the organization was
postponing efforts to achieve IS0 9001 registration. There were just too many other
items that were a higher pricrnty than implementing IS0 9001, After his opening
meeting, the VP participated in a plant tour. Durning the tour the operators in the plant
talked him ocut of his decision. When the operators were asked why they felt strongly
encugh about IS0 to challenge a corporate vice president, they responded, “Internal
aundits are the first thing in our gquality program that have actually made a difference.
We are finally seeing things get done that have needed to be done for a long time ™

» Reduced barriers between deparimenis. Whereas poorly performed audits
actually build barriers between departments, well-performed avdits give
employees from different departments a chance to work together and to reduce
the barriers between them. When someone from manufacturing andits the
purchasing process, for example, there will be more vnderstanding of what 1s
required to recetve equipment, parts, and materials on time. People rarely write
“ASAP” on a purchaze requisition after they have audited the purchazing
process. When avditors from manufacturing see how the lab calibrates
instrumentation, they will be less likely to request retests. When the lab
members zee what it takes for production to pull a sample correctly, they will
be less likely to request re-zamples. Auvditing increases the level of
vnderstanding between departments throughout the crganization.

» Swrvival The vltimate benefit of any internal avdit process 15 survival.
Organizations that have implemented a formal process for continval
improvement are likely to still exist 10 vears from now. Internal auditing can
be a powerful tool in any crganization’s continual improvement process.

The first step in developing a successful internal audit process 13 creating an environment
where management and employees support the audit process and contribute to itz success.
Techniques to create that environment are discussed in Chapter 2.

Selecting the right anditors for your internal audit team 13 the next step. Issues to
consider in doing 50 are discussed i Chapter 3. Defiming typical roles and responsibilities
in the audit process 13 discussed in Chapter 4.



Chapter 5 outlines a step-by-step process to prepare for an internal audit. Preparation
for the audit iz the most important phaze in ensuring its sucecess. If avditors know in
advance what records they will review, how many they will look at, and what they will be
locking for when they pull them, they can be confident that they will conduct a good
audit. Tools are provided in the appendices and on the enclozed CD to assist the auditors
in performing a specessful audit

Chapter 6 discusses how to conduct the audit in a way that encouvrages the auditees’
input. It describes how to conduct an effective opening meeting, how to establish the
correct envircnment during the awdit, and how to handle difficult auditees.

Chapter 7 deszcribes how to report the audit in a way that encourages timely, effective,
and thorough corrective action. Though the auditor 13 not responsible for the corrective
action following an audit, there are four things the anditor can do to encourage the avditee
to take effective corrective action without undue delay. We will examine theze four things.

And finally, in Chapter § we will look at how to follow vp on audit findings to ensure
that the corrective action was both implemented and effective.

I hope vou enjov the book and get some good ideas to improve your internal audit
process.
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Creating an Environment for
Successful Audits

GAINING MANAGEMENT'S SUPPORT FOR THE
AUDIT PROCESS

The z:ingle most important factor in the sucecess of any quality improvement initiative 13
management’s leadership. To solicit that leadership, we often present a series of
presentations showing the tocls and processes that would benefit the crganization. As it
relates to auditing, we present a series of audit findings aleng with a list of thoze whe
have closed cut their findingz and those who have not. But thiz approach iz typically
ineffective at creating within the management team the energy and support that are
necessary to achieve significant improvement in business processes. Management 13 paid
to ensure the financial success of the organization. Speaking its language is critical to
gaining the support and participation needed to make any guality improvement initiative
succeed.

As discuzsed in Chapter 1, an effective internal audit process for ISO 9001:2015
involves studying those processes that present a rizsk to achieving the organization’s
business cbjectives and evaluating the overall effectiveness of those processes, not simply
verifying conformance to the standard and the orgamization’s own documented



procedures. (Reference Chapter 5 for a description of technigues that may be used to audit
process effectiveness) If auditors simply quote references to ISO 9001 during the audit
and in the comesponding report, employvees and management are not likely to make
timely, thorough corrections and corrective actions. But through evaluating risks to
business objectives and the role that processes and their interactions play in achieving
thoze objectives, an internal audit can pinpoint improvements that will increase the
organization’s efficiencies, productivity, and ultimate profitabality. When problems have
been recorded and corrected, the company should make every effort to quantify successes
and communicate them to both employees and management to optimize success in foture
audits.

The discuszsion of andit findings at a management review meeting typically includes a
summary of avdit findings, the status of corrective actions, and perhaps an uvpdate on
required actions that have slipped past their estimated completion dates. But to achieve
the level of commitment that 13 necessary to ensure success of the audit process, the
quality manager should address the business mmpact related to addressing the finding,
where appropriate: “Of the 14 audit findings that were recorded in the second quarter, we
have been able to calculate ROI for five of them The FOI came to an annual savingz of
3052,675.7 Such an approach will generate a much higher level of interest.

The best method to cultivate the mind-zet of seeing ROI 1n awdit findings 1s to dizcoss
specific findingz m specific companies for which ROI has been calculated and reported.
Many of theze findings are quite commeon and may even lock familiar,

FINDING:

“There is no fraining process for new technical emplovess who affect product
gualitv—for example, design engineers and project managers.”

I[SO 9001:2013 requires that the organization determine the necessary competence for
perzonnel performing work affecting the performance and effectiveness of the QMS (ref.
7.2). Technical and management personnel often directly impact the performance of the
QMS but are frequently omitted from the fraining process.

The avditor could cite the finding as stated here and generate little interest in



developing a training process for technical employees. Or the auditor could spend just a
few minutes investigating how the lack of such a process had actoally impacted the
effectiveness of product design and project management. When a discrepancy 1s noted
during the audit, the awditor should ask, "Has thiz caused a problem for you or the
organization™ Where no traiming process exists for technical emplovees, a discussion
with new engineers, chemists, project managers, and so on, could reveal sigmficant errors
due to the emplovee not bemng familiar with specific product or process validation
requirements, regolatory requirements, customer reguirements, project management
requirements, document control requirements, and so0 on. In one client’s internal audit,
two new design engineers on a major project revealed that not being fully knowledgeable
of industry-specific codes and regulations resulted in rework costs of over a million
dollars as well as significant impact on the project’s schedule. (Of course, audit findings
related to the design review process were alzo documented.)

The finding can then be documented as follows:

“There 13 no traming process for new technical employees who affect product quality
—for example, design engineers and project managers. The lack of such a process was
identified as one cauvse of recent rework that cost the organization in terms of rework
costs and schedule performance ™ At the closing meeting, the auditor should report the
lack of identified competence requirements for technical employees and the lack of a
process to meet those requirements as a discrepancy against 7.2 of ISO 9001:2015. But
the auditor should then go on to state, “The lack of an effective onboarding process for
new design engineers and project managers recently resulted in 31.2M in reweork costs
and a three-month slippage in the project’s schedule. If we could get our arms arcund this
1z3ue and prevent a similar occurrence in the foture, it would be well worth cur effort.”™

FINDING:

“The Cusiomer Specification Book in the lab is cbsolete and not included on ithe
Cusiomer Service disiribution list for cusiomer specifications.”

There are a number of i1ssues related to this finding ISO 9001:2015 requires that the
organization properly manage changes to ensure the integrity of the QMS (refs. 53.5.e and



6.3) and that the organization appropriately control documented information (ref. 7.3.3).
Asling “Has thizs cansed a problem?” revealed that two of the previous five returned
shipments were cavsed by obsolete specifications in the Customer Specification Book. In
both instances, the corrective action simply involved updating the spectfic document that
was not current. There was no additional effort to determine the cause of the problem and
take action to keep it from recurring (ref. 10.2). To have fwo shipments returned for the
same reason and not ask, "Wy were the specs not current?” indicates that the
orgamization does not fully understand the intent of the corrective action process. Further
study revealed that to be the casze. But for the zake of this dizcussion, we will simply
focus on the two returned shipments.

To understand the cost associated with a returned shipment, first flow chart at a hugh
level what happens from the moment the costemer calls vuntil the 1szue has been fully
resclved. For each step, determine how much time was spent handling that step, how
much production time was lost (if applicable), and how many actual dellars were spent.
Production time may be lost in reworking the product, in expediting the prodochion of
replacement product, and even during the unscheduled changeover time asszociated with

the expedited order. Actual dollars spent may mnclude:

» Freight costs to return the defective produoct
* Expedited freight to get the replacement product to the customer

» Expediting fees to procure raw materials needed to make the replacement
product

» Costs associated with disposing of the retumed product

* Travel expenses for sales or quality personnel who are asked to visit the
customer to resolve the 1s3ues

The finding can then be documented as follows:

“The Customer Specification Book i the lab 13 obsclete and not included on the
Customer Service distnbution list for customer specifications. Two of the last five
returned shipments met the specs available in the lab, but did not meet the new zpecs that
had been agreed upon by Customer Service.”™

The cost of the two retumed shipments—including freight charges, unleading into
dedicated containers, rework of the nonconforming product, and premivm freight charges



for reshipment—totaled 386,000, Of course, the hard costs did not include the damage to
the crganization’s reputation and customer satisfaction. Simply vpdating the Customer
Specification Book and aszking Customer Service to add this site’s laberatory to its
distribution list for customer specifications would prevent similar mizhaps from occurning
it the future.

FINDING:

“Three af the five prints reviewed af the construction site were af least two revisions
out of date.”

Control of documented information 1z a requirement of ISO 9001:2015 that 1z often
considered to be a necesszary evil to achieve registration. But in this engineering and
construction firm, problems related to print control proved to be the leading cause of
exceptions noted by the customer during the project closure phase, costing the
organization in post-completion rework. For many construction projects, thiz could
account for up to 5% or more of the total project cost. Just a few additional questions
vncovered 26 exceptions that were caused by the lack of print control and resulted in
rework.

The finding can then be documented as follows:

“Three of the five prints reviewed at the construction site were at least two revisions
out of date. A total of 26 customer exceptions on a previous project were found to be
related to print control problems.”™

Print control at a construction site 15 a difficult task. Controlling the interfaces between
design engineering. the drafting department, and the construction crew is difficult. But
reducing exceptions due to print control by just 20% would result i significant savings
for the organization.



FINDING:

“Procedure PR-02 requires thai the Produciion Scheduler forward a production
plan to the Purchasing Department two weeks prior fo the production ruwn
Purchasing is not receiving the production plan until iwo to three days prior fo each

LR

FLR.

Further questions revealed that the delay in planming information had resulted in
numerous late shipments of raw materials. Costs azzociated with late shipments included:

* 10 lost production hours
* Premium freight charges to expedite the arrival of raw materials

* Premium freight charges for final product to meet the customer’s delivery
requirements

* Costs azsociated with unplanned changeovers in production to expedite runs in
order to meet the customer’s delivery requirements

Asking the auwditee, “Where has thiz cavsed a problem for the company?” will help
generate the categories of lost revenue for the orzanization.

The finding can then be documented as follows:

“Procedure PR-02 requires that the Production Scheduler forward a production plan to
the Porchasing Department two weeks prior to the production ren Purchasing i1z not
recefving the production plan until two to three days prior to each run In the past three
months, late delivery of raw materials has resulted 1 29 hours of lost production time,
excess premium freight charges, and costs associated with excess changeovers.”

Of course, system breakdowns of thizs magnitude are rarely the faplt of a single
employee. Optimizing the planning process in this organization reqotred a cross-
functional team of emplovees who were well trained in root cauze analysis and problem-
solving techniques. Their efforts resulted 1 a net ROI of more than 5400,000 annually.



Quantifiring these successes and communicating them to both management and the
workforce will significantly improve support for the internal audit process.
In evaluating the ROI for audit findings, typical sources of savings include:

* Production time

* Reduced scrap/rework costs

* Productivity improvements

* Premium freight

* Costs due to schedule slippages

= Costs associated with customer complaints and returned goods
* Costs aszociated with design venification and validation failures
* Costs aszociated with emplovee turnover

= Costs aszociated with excess inspection and testing

= Excess inventory costs

* Warranty costs

= Spare parts for equipment maintenance

Of course, not all internal awdit findings will result 1n such financial benefitz. But
focusing on the effectiveness of processes in addition to conformance to applicable
standards and procedures should result in measuvrable improvements to the business.
Quantifiring and communicating the successes associated with the internal andit process
will generate increased support for the avdit process.

GAINING EMPLOYEES' SUPPORT FOR THE
AUDIT PROCESS

The people who know best where processes and their interactions are effectively
implemented are the people closest to the work. The maintenance technician knows better
than anyone whether the preventive maintenance process iz effective. The design engineer



knows better than anyone whether the design process 13 working effectively and where
the opportunities for improvement lie. To effectively avdit these processes, the auditor
must gain the support of the anditee. The avditee must understand that he or she plays a
vital role in the internal avdit process.

The best place to start 1n ensuring that the auditee understands hiz or her role in the
audit process 13 to provide szome basic training. This training i3 typically not time-
consuming and can simply be an agenda ttem at a regularly scheduled emplovee meeting,
department meeting, or brown-bag lunch. The agenda for this traming may mnclude the
following questions.

What Is the Purpose of an Internal Audit?

An informal survey of emplovees 1n a cross-section of industriez haz shown that more
than 93% of employees believe that the internal audit 13 intended to catch them doing
something wrong or otherwise evaluate their job performance. As an opening exercize in
my awdit claszes, I write the word “awdit™ on a flip chart pad and aszk the participants to
voice their first thoughts. Printable responses often include:

« IRS

= Fear

» Intimidation

* Someone else coming out here telling me how to do my job
« Pink slip

= Vacation

* Hide and seek

* Clipboard (now this one speaks volumes)

Rarely do employees yell cut “continual improvement!™ or “improved profit margin!™

Many mternal avditors believe that the primary purpose of the internal avdit 1s to
conform to the requirements of ISO 9001:2015. Indeed, IS0 9001:2015 does require that
internal avdits be performed (ref 9.2), but employees and auditors alike need to
vnderstand their intended purpose.



As discussed in the previous chapter, the primary purpose of an internal audit 13 to get
better at how we do business. The auditor brings to the table only half of the required
knowledge. The avditer should bring to the process an understanding of the applicable
standard, knowledge of the documented procedures, and a fresh set of eves. But 1n an
internal avdit, the avditee brings the other half of the knowledge required to perform a
successful andit. The auvditee brings expertize on the process being avdited, how that
process actually operates on a day-to-day basiz, and where major opportonities for
improvement may exist When participants truly vnderstand what the orgamization can
accomplizh through the internal andits, the auditee will be more likely to work with the
auditor to identify opportunities to improve the process.

Who Is the Customer of the Audit Process?

Most emplovees have never really thought of an internal audit as having a customer. Of
course, the textbook answer 15 that the customer of an internal audit 1s management The
audit provides management with information necessary to evalvate conformance to the
defined QMS and to identify opportunities for continual improvement.

But, indeed, the auditee 13 a customer of the audit as well. If employees do not have
adequate tools, information, traming, instructions, or documentation to perform their jobs
effectively, they may actually benefit from the internal audit and subsequent corrective
action. Thus, they could be considered “customers™ of the audit process. Employees
should zee themselves as active participants and beneficiaries of the process 1n order to
confribute their much-needed expertise.

How Open Should Employees Be during the Internal Audit?

The answer to the gquestion of employee openness becomes cbvious when the purpose of
the internal audit 13 vnderstood. If the orgamization i3 indeed uvsing the internal auvdit
process to improve the business, emplovees should not be afraid of apdit findings, but
zshould be encouraged to help the auditor in any way possible to identify potential
opportunities for improvement.

Should an orgamization allow employees to be punished based on awdit results? This 1s
a difficult question in some industries, but to prevent the fear that is often associated with
the word “avdit.” moest organizations should make it clear that there will be no punitive
action based on avdit results. See “After the Audit” for a complete dizcussion of punitive



action following an internal audit.

What Will Happen with the Audit Results?

Emplovees need to understand what will happen with the andit results. Typically, results
are reviewed at a closing meeting where management of the area aundited is given a
chance to question the findings for uvnderstanding and perhaps even begin the cormrective
action process. A corrective action request (CAFE), or vour organization’s equivalent, will
be mitiated to document the cause of the finding, the action taken to remove the cause,
and what will ke done to ensure that the action taken i1s effective. Awareness training
should lay a good foundation for employees to understand the intent of the audit process.

The internal auditor can alsc encourage employees’ support for the awdit process. The
auditor should state that he or she respects the auditee’s expertize in the area being
audited. The anditor should invite the auditee to bring up any 1ssues that he or she would
like to see addressed in the avdit report to ensure that they get the attention they deserve.
Partnering with the auditee in the avdit process will serve to empower the workforce and
add more value to audit rezults.

AFTER THE AUDIT

Should employees be pumshed bazed on information that 1s discovered during an intemnal
audit? This 13 a difficult question that should be discussed within an organization prior to
the first audit. Punitive action can range from a supervizor chastising an emplovee for
allowing a finding to be recorded, to terminating an employee based on audit results.
When evaluating whether punitive action should be allowed—or to what degree 1t should
be allowed—the organization’s management should conszider the impact that action would
have on the quality of future andits. In a recent audit, an operator admitted that he indeed
shipped nonconforming product on a rovtine basizs. In thiz industry, quality control
inspectors are not common. The operators are expected to inspect their own product.
Upon further questioning, the operator stated that the company pays him to ship
nonconforming product. He said, "My base pay 13 minimum wage. [ get bonus pay for
every product that goes on that pallet. If [ make it it goes on the pallet—good or bad.”™

Of course, objective evidence iz needed to cite a dizcrepancy. (See Chapter 7 for more
information on audit reporting.) To verify this 1szue with objective evidence, the anditor



visited the shipping department. Seven percent of the product staged to be shipped was
found to be nonconforming. The auditor uzed thiz evidence to write a finding that stated,
“The imncentive system encourages the shipment of nonconforming product.”™

Upon hearing the finding, the production supenntendent became quite angry. He
emphatically stated, “I want the operator codes off those products!™ The avditor quietly
pulled the production superintendent aside and explained that the operator was not the
problem. The incentive system was the problem. Nonconforming products were not
1zolated to a single person.

With the correct focus, the organization redesigned the incentive zyvstem. Bonus pay
for each product was actually increazed slightly, but each retumed product resulted in the
appropriate operator losing 100 points. Operators who shipped only acceptable product
zaw an increase in their pay of about 4%. Customer satisfaction ratings significantly
improved, and the company calculated a significant BOI bazed on eliminating cawses of
nonconforming product, fewer returned shipments and related costs, and increased
business with its largest customers.

In most situations, not allowing punitive action 15 an easy decision if the organization
13 trying to minimize the anxiety that is often associated with awdits and create an
environment of open communication between the avditor and the auditee. But what action
should be taken, for example, if the internal avditor discovers falsified records? In most
organizations, falsified records are grounds for termination.

Some companies take the stand that there are other processes m place to address
perzonnel performance and disciplinary 1ssues. The mternal QMS avdit 12 not the tool to
identify theze problems. If the organization 1z depending on an annupal QMS audit to
identify such 1z3ues, it has 1zsues other than the individual employvee. The supervizory or
management system iz not effective.

In many cases, falsified records are not umique to an individual. Where avdits are
conducted at 10 am. and the avditor discovers production log sheets completed through
the end of the shift, this practice will probably be found at more than one workstation.
Where thiz practice haz been allowed to continue throughout the organization, the
problem runs deeper than emplovee dizcipline. In investigating the root cawse, the
organization’s management may consider the following:

* s there any value to the data? Operators apparently do not appreciate the value
of the data. It may be possible that processes require information that is of no



value to the organization This could reprezent an opportunity to streamline the
process.

* Have employees traditionally been held accountable for following procedures
and recording data? Depending on the industry, employees may not have been
held accountable for following procedures and recording data before [SO
9001. In one audit, employees had consistently recorded the same number on
all their log sheets. When asked. operators stated that they had been teld to
record the target 1f the results were within process control limits. The
supervizors thought it would look better in customer avdits.

» Are adequate rezources available to generate required data? In one instance of
falsified data, further investizgation found that operators were suppozed to
zample the product every hour, take the sample to the lab (about a five-minute
walk), test the sample, and refurn to the production line to record the results on
the production log sheet. If the process was running smoothly, it would be
possible to do thiz. But if the operator was needed to resolve process upsets, he
of she could not leave the area to perform the required inspection. For years,
operators recorded “buszy” on the log sheet instead of the test results. When a
new production manager threatened jobs if the required testing was not
completed, test rezults were recorded every hour—whether or not the test
could actually be run.

* How are thesze data being used and by whom? In some organizations, data are
critical to the effective evalvation of the process. Who 1s responsible for
analyzing these data and what decisions are made based on thiz information?
Thesze 133ues should be addressed in emplovee training sessions, and
supervizors should ensure the accuracy of the data throughout the year.

Where the practice of falsified records 13 rampant throughout the organization the avuditor
should identify the practice so that the root cause can be determined and eliminated.
Where the 1zzues that we have just discussed have been resolved and emplovees fully
vnderstand the consequences of falsified data, some orgamizations will clearly
communicate to employees that punitive action will not be allowed following the audit
vnless there 13 a blatant, intentional disregard for established polictes—such as falsifying
records. This approach 1z mandatory in certain regulated industries (for example, medical



products or aerospace induostries). But the rules must be clearly communicated by the
organization’s management before the first audit zo that there 13 no mizunderstanding.

The bottom line 13 that an organization should clearly establish and communicate the
policy relative to punitive action based on audit results. To the extent that management
allows punitive action, fear will prevail during the audit and vital input from the apditee
will be lost. Internal audits will lose some of their potential value.

How does a company overcome the fallout resulting from punitive action that
followed previous audits when 1t 13 trying to create a more open environment in the
internal avdit process? One practice that has proven to be successzful 13 to 13sue two
reports following an awdit. The first 13 13sved only to the manager responsible for
corrective action and to the quality manager, who 13 typically responsible for tracking the
statuzs of corrective actions. This report includes the andit findingz and 1s the traditional
audit report that will be evaluated by the registrar.

About 60 days after the audit, the internal avditor issues a second report. This report
describes only the successes that have resulted from the past mternal andit. It describes
those actions that have been taken to improve the QMS, itz processes, and the product or
service. This report 13 issued to top management and touts the successzes of the aupdit
rather than the failures of the system.

In addition to better communicating the successes of the internal avdit process, this
approach also encourages timely, thorough corrective action. If the responsible manager
knows that what he or she 15 able to accomplish in that 60-day period will be
communicated to the rest of the staff it encourages a timely, thorough response.
Communicating successes resulting from the internal awdit process iz also critical to
gaiming the support of both management personnel and emplovees.



3

Selecting and Maintaining the
Internal Audit Team

IS YOUR AUDIT POOL ADEQUATELY STAFFED?

There 1z no perfect number of avditors an orgamization must have to perform effective
internal audits. Some organizations, particularly those in the medical and aerospace
industries, are fortunate encugh to have full-time internal avditors. Most, however, call on
employees who are already fully utilized in other roles.

The number of auditors you must tramn will depend on several factors:

* The zize of your organization
» The type of product or zervice produced

* How yvou define the scope of each avdit

About the only incorrect answer would be to train a single apditor Who will andit the
internal apdit process? Who will andit the other activities performed by the auditor?
Unless your organization plans to outsource some or all of the internal audit process, vou
will need to train at least two auditors.



Other than that, a general rule of thumb 1z to have enough qualified avditors 10 your
auditoer pool to ensure that any one auditor 13 not called on to perform more than one audit
each quarter. Where internal auditors are asked to squeeze an audit inte their already full
schedules each month, andits are often quite shallow and do not result in findings that
generate improvement in business objectives.

Many orgamzations will define an auvdit schedule that requires one or two processes to
be audited each month. (See Chapter 4 for a full dizscussion on the zcope of each audit and
the scheduling process.) If you have chosen this schedule and vour organization has a
procedure that requires andits to be conducted by two awditors, that would necessitate at
least six trained auditors. Where vou think you need 6, train at least 10. Some employees
will love anditing, but others will not. With only one exception, [ have found that auditors
who do not enjoy avditing typically do not perform very thorough audits. Allow those
who do not enjov it to leave the avdit team.

WHICH JOB FUNCTIONS SHOULD BE
REPRESENTED IN THE AUDIT POOL?

Some audits require specific expertize in order to be effecttve. An apdit of the guality
planning process in the aptomotive industry, for example, will require some expertize in
failure mode and effects analysis (FMEA), production part approval process (PPAP), and
advanced product quality planming (APQP) methodologies. An audit of statistical process
control (SPC) will require some basic knowledge of the tool. But any employee i the
organization may perform most avdits of the QMS.

The internal avdit pool should not be staffed with emplovees from only the quality
department. That approach would encourage the belief that ISO 9001 iz a “quality
department” standard. In reality, IS0 9001 13 more of a business management standard
that impacts the entire organization. Becavse of that, avditors should be chozen from
throughout the organization.

Selecting auditors from each department, if possible, will create champions of the
QMS throughout the organization. Typically, internal auditors appreciate the value of the
QMS and the awdit process more than other emplovees. With a trained auditor in each
department, emplovees can hear from peers that the audit process 13 a good chance to
initiate action where they know action 1z needed.

Selecting auditors from each department also provides trained sets of eves across the



organization, eves that can vnofficially watch for system failures throughout the vear—
not just at audit time.

WHAT PERSONAL ATTRIBUTES MAKE GOOD
INTERNAL AUDITORS?

IS0 19011, Guidelines for management systems auditing, outlines key personal attributes
of an effective auditor. In selecting candidates for the internal audit pool, the organization
should conzider thoze who demonstrate the following attributes:

o Ethical—fair, truthful sincere, honest, and dizcreet. Auditing involves the
investigation of actions taken by fellow employees. The effective internal
anditor 15 one with whom emplovees feel comfortable talking, someone who
can be trusted to handle audit findings appropriately.

*» Open-minded—willing to consider alternative ideas or points of view. Quite
often the auditor will find processes that are implemented in ways that are far
different from the processes in his or her own department. The immediate
response 15, -~ This 13 different from anything I have seen before. It mustbe a
finding.” Even registrars struggle with this reaction. In reality, if the process
being audited conforms to the standard and the organization’s own
documentation and if the evidence shows that it 1z effective, there 1z no
finding. The auditor 15 not being aszked to express hiz or her opinion of the
process. The auditor’s job 13 to compare facts and data with the standard, to
verify conformance to documented procedures, and to evaluate the
effectiveness of that process.

» Diplomatic—tactful in dealing with people. Perhaps the greatest attribute of an
internal auditor 1s the ability to treat others with dignity and rezpect. The
auditor must recognize the expertise of the auditee in the datly operation of the
process being andited. As findings are uncovered, the auditor must report those
findings in a diplomatic manner that respects the expertise of the anditee.

» Observani—constantly and actively aware of physical surroundings and
activities. The effective avditor must be observant of actrvities around ham or
her and must not focus only on those questions on the checklist. The checklist



13 a guideline to ensure that basic requirements are covered. It 1z not mtended
to be a script for the andit. The internal anditor should follow through on
information that 1z mteresting and worth pursuing.

* Pereepiive—instinctively aware of and able to understand and adapt to
changing situations. Often the audit will lead down paths that were not
anticipated by the auditor. The effective auditor will pursue those paths
wherever they may lead to opportunities for continual improvement.

I would like to add a few more attributes:

o Persizient and thorough It 13 not the responsiblity of the internal auditor to
determine the root cavse of findings or to calculate the associated EOL. It may
take experts in the process several months to identify the true roct cavse of
some system failures. But if the auditor suspects the cause and can verify that
cause in a reazonable time frame, he or she should purzoe the 1zsue to assist in
the corrective action process. And to the degree that the anditor can document
the impact of the finding on the bottom line of the organization, the quality
manager and accounting personnel can more accurately calculate the ROL

An example of this trait 13 illustrated by the avditor who found about 10% of incoming
component parts being scrapped in production. A quick visitt to the receiving
department showed that the scrapped parts fully met the requirements on the print. A
call to engineering verified that the print in receiving was two revizions cut of date.
Less than 30 minutes of investization revealed the cause of the problem to be that the
supplier and recerving had been inadvertently cmitted from engineering’s distribution

list for prints.

* Curious. An excellent trait for an internal auditor 1z curiosity about how
processes work—a desire to trace a process from the beginning to the end to
verify that interfaces have been well defined and implemented.

If I could summarize the desired personal attributes of an internal auditor, it would be the
ability to treat others with dignity and respect. In selecting internal avditors, this personal



attribute 13 more important than the individoal’s technical knowledge of the processes in
the crzanization. Competencies related to the technical skills of auditing can be provided
through training, practice audits, and the provision of appropriate audit tools. Effective
audit tools are dizcuszed in Chapter 5. Examples of these tools are provided in the
appendices in this book.

HOW CAN AN ORGANIZATION MAINTAIN THE
AUDIT POOL?

In talking with experienced internal auditors, I occasionally hear comments such as, 1
spend several hours preparing for an andit and get reprimanded by my manager for lething
my work zlide a liftle. I then go into an area to conduct the audit and get reprimanded by
that manager for finding system failures. Then I report the findings at the closing meeting
and get further repnimanded for reporting those findings. I am not enjoying this at all.”™

Of course, theze 1zzues mndicate an crganization that must work harder on establishing
the right environment for the audit process (zee Chapter 2). Beyond that, however, the
quality manager should make an effort to encourage and maintain the audit team. Specific
actions may include:

» Sending the auditor a personal note expressing sincere appreciation for a job
well done. In teaching clazzes across the country, [ often ask how many
participants have ever recetved a perscnal note from someone in thewr
organization expressing appreciation for work they have done. Of the few who
raize their hands, I then ask how many still have that note. Well over half of
thoze who received a note still have 1t! That illustrates what a zmall token of
appreciation means to the recipient.

* Providing tangible reinforcements that express appreciation for the time spent
in the avdit process. Organizations often provide a company dinner for the
auditors and their guests. But we are then asking the avditors to spend yet more
hours away from private time with their families. Presenting the auditors with
a 330 gift certificate to a nice restaurant of their choice is typically more
appreciated. The idea here iz to recognize that the avditors may have spent
personal time preparing for and reporting the avdit and that vou are giving



them zome quality time back with their spouses, families, or significant others.

+ Becognizing audit responsibilities in performance evaluations. Auditing
provides a significant benefit to the organization and should be recognized tn
the auditor’s performance evaluation.

One of the greatest challenges in performing successful internal audits 13 finding the time
to adequately prepare for and conduct the avdit. The preparation process 15 described in
more detatl in Chapter 5. It requires studying the standard that iz being examined,
preparing or reviewing the process model, studyving any decumentation for the process
being audited, and creating a good checklist to ensure that the QMS i3 thoroughly
covered. Even with the appropriate tools being provided to the avditor, prepaning to audit
a single process can take several hours. Where can that time be carved from?

If we try to squeeze time into an already full schedule to prepare for an awdit, we
rarely make it happen But if we have committed to spend time with someone else, the
odds of accomplishing the task increase. The perfect example here 13 starting an exercize
program. If we try to work exercise into our day, time seems to get away before the
exercize takes place. But if we commit to meet a friend each moming or at lunch to walk,
we typically make the fime to be there.

If several processes are being audited in a given month or quarter, plan an audit
preparation meeting. The applicable avditors can then meet in a conference room where
they can help each other prepare for the audits. Auvditors will have a chance to bounce
questions off each other to zee if they are applicable. They can discuss the interpretation
of the standard, where it may be in question. or ask questions of other avditors in the
room who may be more familiar with the process being avdited. If the meeting fakes
place over the lunch hour, be sure that a lunch 15 provided.

Selecting the right auditors and maintaining an experienced audit team are important
elements of an effective internal avdit process.
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Typical Responsibilities and
Authorities in the Audit
Process

QUALITY MANAGER/AUDIT COORDINATOR

The guality manager or a delegated avdit coordinator 13 responsible for administrating and
cocrdinating the avdit process. Typical responsibilities aszociated with this position are
described in the following sections.

Select the Audit Team

ISO 2001:2015 zpecifies that auditors must be zelected to ensure the “objectivity and
impartiality” of the apdit process (ref. 9.2.2.c). The quality manager should therefore
zelect auditors who are not directly responsible for the process being audited.

Quality managers often try to walk thiz line clozely. The thinking 1z, “T'1l select Bob to
audit the maintenance process. He worked in maintenance three years ago and knows the
department well enough to know where to look for the breakdowns.”™ On the surface, this
sounds like excellent reasoning. But in reality, the best internal audits are typically
performed by those who know the least about the process. Remember that the auvditor



brings to the andit hizs or her knowledge of the standard and fresh wview of the
organization’s documented procedures. It 1s the avditee who brings expertize on the
process being auvdited. With that in mind, the auditor does not typically need technical
expertize in the processes being audited. Indeed, the more the auwditor knows about the
process being andited, the more he or she 13 hikely to audit on the basiz of opinion about
that process rather than on the documented requirements and evidence.

Many organizations require that two avditors rather than one perform each audit
Again there 13 no correct audit team size, but there are advantages and dizadvantages of
each choice. The advantages of auditing in pairs include the following:

» i provides a fraining mechanism for new audifors. New or mexperienced
auditors can partner with experienced avditors to receive on-the-job traming.

» i provides a second opinion on audit findings. Many internal auditors do not
have enough audit experience to feel completely comfortable making
judgments on their own. They often apprectate having a second auditor present
who hears and sees the zame things and can help make decizions on what
should be cited as a nonconformance and what need not be cited.

o [t provides for a note-iaker and a question-asker. Many mternal auditors find it
difficult to actively listen to the avditee, vnderstand the process, follow up on
interesting 1zsues, and take notes that can be interpreted in the future. Using
two apditorz allows one to record legible notes while the other focuzes on the
133ues being discussed.

But, of course, there are disadvantages associated with uzing two anditors:

» Two audifors can be more intimidating than one. Should the organization want
to take advantage of the benefits of auditing 1n pairs, the intimidation factor
catt be easily diminished. The note-taker should stand or sit 1n such a way that
the auditee can read the notes as they are being wrnitten. This would require that
one auditor sit or stand with the auditee while the other auditor faces the
auditee to ask the gquestions. The auditors should invite the auditee to read the
notes as they are written. This way, the notes belong to all three parficipants,
not just the two auditors.



» Two auditors may tend fo talk over each other and leave little room for the
auditee to contribute io the comversation. This can be overcome by ensuring
that each anditor vnderstands his or her role at any given time. There 13 one
question-asker and one note-taker. Theze roles can be exchanged throughout
the audit i order to give both auditors a chance to participate equally i both
rcles. When the gquestion-asker runs out of questions to ask, he or she tums to
the note-taker and says, “Take it home. Have I missed anything or do you have
amything else to add?” At that point the note-taker has the floor Any questions
that have not vet been addressed can be asked at that time.

The decizion to uze one auditor or two will depend on several things:

* The experience of the auditors
* The type of auditor (full-time or part-time)
* The scope of the audit

* The complexity of the process being audited

A final issue that may come up in selecting auditors 15 whether to use top management
perzonnel as internal auditors. Again there are advantages and dizadvantages. If a top
manager wants to spend two days of hiz or her time to attend internal avdit training and
ancther two days to prepare for, conduct, and issue a report for a process andit, the
employees will inevitably notice management’s commitment to the QMS. But the
presence of a manager during the avdit mav be gquite intimidating to the awditee. If the
aunditee 13 shut out of the andit process, vou will lose half the knowledge that 13 required
for a successful andit.

Here 13 a suggestion: If a manager would like to zerve as an internal auditor, azk the
manager to partner with an auditor who 13 not on the management team. The manager
should be the note-taker at first and allow the partner to be the question-azker Auditees
who glance at the manager before answering the questions or, even worse, direct their
answers to the manager may be secking the manager’s approval. If that happens,
managers should remove themselves from the apdit team and show their suppeort for the
process in other wavs.



Determine the Scope of the Audit

Defining the scope of each audit should be considered carefully. There are four primary
ways to audit an organization:

» Audit the entire organization at one fime. This type of andit 13 performed by
the registrar or “corporate™ mnternal anditors. They will audit every process in
the QMS throughout the organization in order to venify that the interfaces
between those processes are well defined and effectively implemented.

This type of internal audit, however, 13 not typically recommended for orgamzations
with more than 25 employees. For larger organizations, the scope 15 30 large that the
sample sizes become very small and there 13 rarely time to follow vp on interesting
iz3ues. The audit 13 also quite difficult to prepare for if the avditors are not extremely
knowledgeable of the standard. Each auditor will be expected to read, study, and
vnderstand five or six sections of [SO 9001 and five or six process models as well as
the supporting documentation for each process. That can be guite time-consuming.

»  Audit by depariment or area. In thiz type of audit, every applicable process
within the area or department 1z included 1n the zcope of the audit. For
example, an audit of the purchasing department might inclode requirements
related to:

— The quality policy statement and supporting objectives

— Control of documented information

— Definition of responsibilities and authorities

— Traming of purchazing personnel

— The evaluation selection, performance monitoring, and reevaluation of suppliers
— Placing orders for purchased goods and services

— Handling nonconforming purchazed goods



— Supplier corrective action

Again preparation for these audits can be difficult for new or mexperienced apditors
becausze it requires in-depth knowledge of the standard and adequate time. Auditing

the effectiveness of interfaces between the processes being studied can also be more
difficult if the andit 15 limited to a specific area.

In very large organizations or in crganizations that are spread out over a large
geographical area, these audits will become more practical. But the auditors must be
especially conscious of their responsibility to verify that process interfaces invelving
other departments are effectively implemented. Methods to verify process interfaces
are dizcussed further in Chapter 5.

o Audit by specific produci. An organization may select a specific product and
audit each process related to the production of that product. In this type of
audit, the avditor may select a specific lot number, batch number, or part
number of the final product and audit the processes that impacted the specific
product:

— Handling and storage of the product (1f it 13 still available at the site)
— Product traceability

— Final product inspection and testing

— In-process inzpection and testing

— Control of process parameters while the product was being made

— Incoming inspection and testing of raw materials or component parts that went into
that specific product

— Supplier qualification for incoming materials that went into that product
— Employee training for those who dealt with that product

— Document control of procedures, instructions, specifications, drawings, and 3o on,
related to that product

These types of audits were quite common for organizations conforming to ISO



0001:1994 but are a bit more difficult when conducting process audits. To avudit each
of the processes and verify that the interactions with other processes are effectively
implemented requires skills and knowledge that an internal avditor may not have had
adequate experience to develop.

o Audit by process in the QM5. This type of andit focuses on a single process
within the QMS. An aud:t of the purchasing process, for example, would
include verification that inputs into the purchasing process have been clearly
defined, communicated, and implemented and that outputs provide evidence
that the process 15 effectively implemented. In this book, “inputs”™ refers to
anything needed by those working in the process to ensure that the process 13
effectively implemented. Inputs into the purchazing process, for example, may
include:

— Well-defined requirements for purchased products (perhaps in the form of
specifications, prints, or drawings). These requirements are typically provided by
the design function.

— Timely production or service planning must be able to meet suppliers’ specified lead
times. Theze requirements are typically provided by the manufacturing group or
zervice providers.

— Clearly defined pricing policies provided by management.

— An effective purchazing software program. if applicable, typically provided and
maintained by the IT group.

— Clearly defined evaluation, selection, performance management. and reevaluation

criteria for suppliers. Purchasing, quality, design, and manufactuning personnel
often jomtly develop these criteria.

— Well-understood organizational and departmental objectives impacting the
purchasing process. Top management typically provides organizational objectives;

process owners then typically identify process-specific objectives to support the
organizational objectives.

To verify the cutputs of the purchasing process, the auditor should verify that
incoming products are consistently arriving on time and within establizhed



specification ranges. An andit of the purchasing process will then require that
recerving personnel and uzers of the purchazed products are included in the scope of
the audit.

The process audit will also venify that responsibilities and authoritiez have been
clearly defined in the process, that documentation 13 available to control the process
where needed, and that activities conform to requirements of that documentation.

Focusing on a single process allows the auditor to fully verify that the interfaces
between that process and other proceszes have been clearly defined and are effectively
implemented. Because most system breakdowns occur between processes, most audit
findings that generate good opportunities for business improvement are found when
verifying these interfaces. It 13 for this reason that process audits are the primary focus
of this book. Tools and techniques to prepare for and to conduct effective process
audits are cutlined i Chapters 5 and 6.

The quality manager or a designated audit coordmnator should clearly define which
processes are to be covered in each avdit as well as which areas or departments must
be included. After the entire system has been avdited at least once, the organization
may choose to provide for more focused attention on those areas that need it most.

Establish the Schedule, Time, and Duration of the Audit

The guality manager typically schedules the general time frame for the audit az well as its
duration. Though the specific practices may differ depending on the crzanization, most
companies develop and 133ue an annuval mnternal avdit schedule 1n December or Januvary
for the coming vear The schedule typically definez which processes will be audited,
when, and by whom.

Receive the Report

The guality manager recerves the audit report to ensure that the audits are thorough and
complete, to log in the CARs, and to verify the status of the system.

Monitor/Track Corrective Action

The responsibility for monitoring the status of corrective action can reside with any
appropriate person of persons in the organization, but this responsibility 13 typically
azzigned by the quality manager In the process audit, many findings can be attributed to a



breakdown between two or more areas or departments. Which manager will own the
corrective action? Will other managers see the finding as a breakdown in “someone
else’s”™ area and not actively participate in its resclotion? How thorough will the
corrective action be if the responsible party 1z completely responsible for closing it out?
In many effective corrective action processes, there iz one coordinator who logs the CAR|
tracks its status, follows op with appropriate personnel to verify that action has been
completed, and arranges for a re-audit of the finding to enzure that the corrective action
taken was effective. This process is further dizcussed in Chapters 7 and §.

AUDITEE’'S MANAGEMENT

The auditee’s management plavs a critical role i ensuring the success of the internal
audit. Management must demonstrate its support of the awdit process and its commitment
to using the process as a mechanizm to improve the business. Specific roles of the
auditee’s management are described in the following sections.

Approve the Selection of the Auditors

Aunditor selection can be a controversial 1ssue i discussing audit responsibilities. The
bottom line i3 that the organization must set itzelf up to succeed in the audit process.

If the manager zees that a former member of the department has been selected to aundit
his or her process and the manager knows that the auditor left the department becausze of
perzonnel iszsues, the manager has a responsibility to raise the issue to ensure the
objectivity of the audit (ref. 9.22.c). In this caze, the perception of bias 13 just as
important as whether or not bias actually exists.

Certainly the management team has the authority to approve the selection of the
external auditor. If the registrar has had previous experience with a competitor, has
previously worked with the organization, or has previouvsly treated the organization’s
employees with a lack of dignity and respect, management has a right to request that the
regiztration company select another auditor. The same right applies to internal auditing.

Inform Employees

The anditee’s management should notify employees in the department of the upcoming
internal avdit. The pre-audit meeting with the appropriate personnel might address theze
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Wheat is ISO 0001 and why is it imporiant to this organization? Why 13 the
organization pursuing of maintaining [SO 9001 registration? Does a major
customer require 1t? Could losing the registration cost the organization a major
share of business? If s0, emplovees must be aware of this. If the audit includes
regulatory standards (for example, FDA-mandated Good Manufacturing
Practice [GMP]) requirements), employees must understand that major
nonconformance in a regulatory audit could close the facility. The mternal
audit must uncover potential nonconformance so that 1t can be addressed prior
to a regulatory avdit.

Is the crzanization purseing conformance to ISO 9001 as a mechanizm to improve the
business? If so, emplovees must be aware of this. How has IS0 9001 benefited the
orgamization? How has the andit process itzelf benefited the organization?

When will the audit take place? Though surprize audits may provide a more
realistic snapshot of day-to-day operations, nothing will ensure the failure of
an internal process-based audit faster than surprising auditees with the andit.
Bemember that the auditee brings to the table half of the knowledge necessary
to ensure the awdit’s success—his or her expertize 1n the process being
reviewed. The audit process needs the active participation of the expert. That
participation will be difficult to obtain if the auditee’s day was planned and did
not mnclude the audit.

What will emplovess be expecied fo bnow? Thiz i3 a great time to review the
policy statement, tts applicaticn to the department, the objectives and metrics
supporting the policy, how employvees impact the orgamization’s abhility to meet
those objectives, and the current status of the objectives. Emplovees must also
be aware of:

— Diocumentation that iz available and how to vze that documentation

— Activities related to their jobs

“I don't know the answer to that question”™ 1z an acceptable answer if the auditee



simply does not know the answer to the question.

*» How open should the employess be? During external audits, employees have
been correctly advized to answer the question, answer it honestly, answer it
thoroughly, and then be quiet and wait for the next question. Employees must
hear one more time that the internal andit 15 a different activity with a different
purpose. Emplovees should feel free to raise 1ssues to be addressed and use the
audit to accomplish its intended purpose—improving the business.

o What will happen with audit finding:? Who will receive the audit report? Who
will be responsible for taking corrective action? How does the corrective
action process work?

To help the manager ensure that all appropriate information 13 communicated, the quality
manager may provide a “talk sheet” specifiing these questions and answers. The auditor
should then venfy that the appropriate managers have reviewed this information with
their emplovees prior to the awdit.

Provide Resources

As discussed earlier, the customer of the internal audit 13 the owner of the process being
audited. The auditee’s management must make every effort to provide the necessary
resources to make the audit a suvecess. Necessary resources may include adequate
personnel, time to participate in the audit, and access to required records.

Ensure Cooperation

Typically, ensuring that employees truly understand the purpose of an internal avdit will
encourage emploves cooperation.

Provide Guides

Guides may not be required for internal audits. But when internal apditors from sister
facilities are used or when the crganization 15 quite large, the avditor may request a guide
to help locate records, find the appropriate offices or awdit locations, and ensure that
zafety regulations are followed where required throughout the facility. When a guide 13



requested, the area or department being andited should make sure that one i3 provided.

Guides will almost always be required for external avditors. Theze guidez should be
knowledgeable of the QMS and able to locate answers when requested by the auditor. The
guide must not answer questions that have been directed to other emplovees. Guides
zhould aszist 1n the avdit process only as requested by the auditor.

FProvide Facilities

The anditee typically provides facilities for external audits and net necessanly for internal
audits. If facilities are required during an internal audit, the auditors will most often make
arrangements themselves. Facilities required by auditors may include a conference room
or quiet office, access to a phone, access to a computer and printer, and an on-site lunch.

Determine Corrective Action

The process owner 13 typically rezponszible for taking corrective action following an audit
without undue delay. It 15 neither the avditor’s responsibility nor the guality manager’s
responsibility to ensure timely corrective action. Those managing the process are much
more competent to determine the corrective action that will work best.

When an avditor dictates the appropriate action, avditees may demonstrate “maliciouws
compliance ” An auditee may do exactly as the avditor prescribes, knowing that negative
results will follow. The auditee can then announce that he or she knew the
recommendations would fail but was told to implement them by the auditor. When the
auditor dictates the corrective action, the auditor—not the auditee—will own the results.
An cbjective verification of effectiveness of the comrective action will also be difficult if
the auditor specified the actions to be taken.

AUDITORS

Thiz entire book describes the rezponsibilities of internal auditors. The following
summanzes thetr specific responsibilities.

Thoroughly Prepare for the Audit
The most important phase of an internal awdit 15 the preparation phase. The



methodologies used in prepaning for a successful andit are discussed in Chapter 5. If
internal avditors know exactly what records they will be locking at, how many they want
to pull, and what they will look for, their confidence level increaszes and the quality of the
audit 15 improved.

The phases of audit preparation include:

* EBeviewing the standard. To ensure vnderstanding, the auditor should first
review the requirements in IS0 9001:2015 and any other applicable standards
relative to the process he or she 15 anditing against.

= Preparing a process model for the process being apdited. Process models are
discussed further in Chapter 5, and sample process models are provided in
Appendix A To construct a process model, the auditor should identify the
inputs to that process and the desired or expected outputs. Topics for the andit
will include:

— Have inputs been clearly defined?

— Are employees getting the inputs they need to ensure that desired results are
achieved?

— Are responsibilities and authorities clearly defined and vnderstood?
— Has the process been clearly establizshed and documented where necessary?
— Is the process carried out in accordance with the documentation”

— Is the process effective in providing desired or expected results?

* EBeviewing available documentation. The auditor should then obtain any
available documentation and review it for understanding. The documentation
zshould be compared with the standard to ensure that all requirements have
been addressed.

* Reviewing previous avdit results for trends or other indicators of activities that
need special attention.

* Developing a checklist to make certain that the audit verifies the degree to
which activities conform to the documented QMS and the effectiveness of the



process in achieving the desired results.

Conduct an Opening Meeting to Initiate the Audit

The purpose of the opening meeting i3 to establizsh the environment for the audit and
ensure that auditors and auditeez are on the same page relative to the avdit objectives,
agenda, and methodologies. The “group™ opening meeting 13 typically held at the
beginning of the audit with az many participantz as possible. But the most important
opening meeting in the internal audit 13 that held with each individual auditee. Thesze
options are described 1n more detail in Chapter 6.

Gather Data to Verify Conformance to the Documented System and the
Effectiveness of That System

Of courze, conformance to the documented system, along with the effectiveness of that
system, 15 the essence of an internal audit. The auditor should partner with the avditee to
evaloate the process and look for opportonities for continual improvement Tool: and
techniques for conducting the andit are discussed further in Chapter 6.

Report Nonconformities

Neonconformances should be reported right away to give the auditee an opportunity to talk
about them. The auvditor should take care to aveoid emotional terminology that will shut
down the auditee. The auditor could simply state, “IS0 9001 requires that we use
traceable standards to check the calibration of instruments. Since we don’t have thosze, let
me record that o we can take care of it before the registrar gets here ™ That gives the
audites a chance to zay, “Oh, I'm sorry. I must have misenderstood your question. The
maintenance department keeps those for us. Talk to Bob and see if he haz what you are
locking for.”

Many auditors have reported invahd findingz due to miscommunication. Talking about
the finding 1 clear terms before the end of the conversation provides an opportumty to
clear up any mizscommumcation before the report 13 133ued.

It 1z also crtical that there be no sorprizes at the closing meeting To maintain the
credibility of the internal audit process, the auditee should know what 1ssues may be
brought up in the report before the auditor leaves his or her work area.



Practice Appropriate Ethics

Internal auditors should ensure complete confidentiality with each department they audit.
Using an audit experience in one department as a joke in the next department can damage
confidence in the andit process.

Avoid Corrective Advice

The major pitfalls associated with the avditor prescribing corrective action were discussed
earlier in thiz chapter. But in addition to causing the auditor to own the problem,
recommending corrective advice can shut down the avditee.

As mentioned earlier, when I ask audit class participants to vell out their first thoughts
when I zay the word “avdit,” many participants have responded with, “Someone elze
telling me how to do my job.” Many employees resent the audit process because they
percetve the auditors acting as though they know more about the process being audited
than the auditee does. [ have heard numerous employees state, “Who does Bill think he 13,
coming out here telling me how I should dn::- my job? He has never worked in this process
and [ have been doing this job for 20 vears.” Recommending resolutions to avdit findings
can be misinterpreted by the auditee.

When an auditee asks the imnternal awditor for recommendations, however, most
auditors feel obliged to provide answers. In an internal audit, it may be appropriate to say,

“The lab haz a pretty good process for controlling its external documents (for example,
ASTM procedures). You might want to take a look at 1ts process.” Or, “Do you think it
would work 1f you kept vour original equipment manufactorer (OEM) maﬂuals in one
place so that folks would know where to find them when they need them? In both
examples, the auditor i3 making it clear that the avditee 13 the one who must find a way to
ensure that external documents are adequately controlled.

EBe Able to Answer Questions

Perhaps the most common question asked during an internal avdit 13, “What 15 ISO 9001
and why are we doing thus?” This information should have been covered 1n an awareness
sezston before the audit, but the auditor should still be ready to answer this gquestion.
Other commeon questions include:



Will my name be in the audit report?
What will happen with the findings?
When will the registrar be here?

Must I fill out this form for ISO 90017

The auditor should be familiar enough with the mnternal audit process, the corrective
action process, and the IS0 9001 implementation statws to be able to anzwer these
questions for the auditees.

Remain within the Scope of the Audit

In Chapter 6, we will dizcuss the proper use of a checklist. The checklist 15 not intended
to be a seript that the avuditor reads from_ Eather, it provides a tool to ensure that the basic
requirements have been addrezsed and that evidence has been recorded. The most
effective audits are those during which avditors simply talk with the auditees to learn
everything they can about the process being audited. If auditors work 1n pairs, the note-
taker 13 responsible for recording the evidence in the appropriate place while the question-
asker iz learning everything possible about the process. Using this “conversational” ztyle
of auditing will make everyone in the process more comfortable and will vncover more
breakdowns in the QMS than simply reading off a checklist.

Although the advantages of the conversational stvle of anditing are clear, it can also
encourage the auditor to pursue 1ssues that far exceed the oniginal scope of the andit. The
auditor may start out auditing the purchasing process and end up in shipping before the
day iz over. Exceeding the zcope of the audit uses up valuable time to pursue issues for
which the avditor did not adequately prepare. When the auditor suspects that there may be
izzpes in need of aftention bevond the scope of the audit, he or zhe should pass this
information aleng to the guality manager or audit coordinater. An additional audit of the
other process may be scheduled, if necessary, fo pursue the izzue.

Issue an Audit Report within 24 Hours of the Audit

A common problem in an organization’s infernal audit process 1s the lack of timely,
thorough corrective action. Though the auditor 1s not responsible for the corrective action,



he or she can do four things to encourage timely, thorough corrective action. These will
be discuszed in Chapter 7. One of those items 15 to 135ue the report within 24 hours of the
audit.

If the report 15 133ved several weeks after the audit, it will typically be filed in the
manager s “to be done” pile. The discussion of findings has faded and exactly what the
auditor 15 zaying 13 less clear. Even the most conscientious manager, who intended to call
the avditor for further clarification, seldom makes the call. It almost never happens.

The audit report should be izsued immediately while dizcussions are still fresh
Corrective action assignments should be made szoon thereafter The audit reporting
process 13 discussed forther in Chapter 7.

Hold a Closing Meeting to Review Audit Findings

The audit report should be handed out at the closing meeting It is this author’s experience

that not having a closing meeting 13 equivalent to having no corrective action. The closing

meeting 13 where the process owner questions each finding for understanding and for

validity. The manager should fully understand each finding and why it 15 a finding by the

end of the closing meeting so that he or she can immediately initiate the corrective action.
Now, let’s discuss each of the auditor’s responsibilities in more detail.



S
Audit Preparation

reparing for the internal audit 1z the most important phase of the audit process.

Unless vour organization 13 fortunate enough to have a full-time audit staff, each

auditor typically performs conly one to three audits a vear To ensure that the
process will be thoroughly evaluated, auditors must know i advance what evidence they
will look for, how many records they will need to review, and what they will be locking
for when they review the records. They must also anticipate avdit trails that will allow
them to evaluate the interactions between processzes.

If you carefully instructed me on the process of machining a part, [ might be able to
machine a part that met specifications. But 1f vou asked me six months later to machine
that part, [ doubt that [ could produce something to meet your requirements, unless you
provided etther good refrezher training or very effective job aides. Yet we often ask
internal auditors to perform effective awdits months after they have recerved the training,
without providing adequate tools to ensure their success. This chapter focuses not only on
a step-by-step preparation process, but alse on providing internal avditors with the
necessary tools and technigues to enable effective andits.

An effective andit preparation process includes seven steps:

Step 1: Define and understand the scope of the audit
Step 2: Review applicable standards



Step 3: Prepare a process model

Step 4: Review applicable documentation
Step 3: Review previous audit results
Step 6: Create an effective checklist

Step 7: Conduct a pre-audit meeting

This chapter discusses each step in the preparation of an internal audit.

STEP 1: DEFINE AND UNDERSTAND THE SCOPE
OF THE AUDIT

Defining the scope of the audit was discussed in Chapter 4. The quality manager or the
audit cocrdinator iz typically responsible for defining the scope of each audit and
communicating 1t to the awditors. The awdit may cover the entire orgamization; all
processes related to a specific area, department, or product; or a specific process within
the QMS. This book focuses primarily on the process-based audit, but the concepts
introduced may be applicable to any type of mnternal audit.

It 1z the auditors’ responsibility to ensure that they understand the scope of the audit
before they begin the preparation process. The guality manager or the apdit coocrdinator
may provide an “awdit package” to further clanfy the procedores and clavses of ISO
Q001:2015 that the auditors are responsible for auditing. The package may consist oft

» Copies of procedures or other documeniaiion to be audited Though these
procedures must be the current revision, they should not be the “controlled
copies”; the auditors will highlight them and write on them as they prepare for
their audit. This docuomentation can be destroved after the audit or filed with
the audit records.

o A4 copy of the backbone checklisifs) for the process fo be audited The auditors
should reword this checklist and expand 1t bazed on their review of relevant
documentation.

o Resulis from previous audits. Auvditors must be aware of previous audit
findings zo that they can verify the effectiveness of the corrective action taken.



Once the auditor has formed a clear definition and understanding of the scope of the
audit, he or she 13 now ready to review the appropriate clauses of ISO 9001:2015 and any
other applicable standards.

STEP 2: REVIEW APPLICABLE STANDARDS

Auditors should perform a careful review of the requirements of each standard against
which they will be avditing. Many internal awdits are conducted against IS0 9001:2015,
but other standards may alzo apply to an crganization, including any applicable regulatory
or mdustry-specific standards. The scope should clearly define the applicable standards as
well az the zections of those standards that apply to the audit.

In studying the standard, the avditor may choose to highlight the word “shall” each
time 1t appears. This will allow the avditor to focus on one requirement at a time to ensure
that he or she understands its meaning. It will also make it easier to venfy that processes
conform to all requirements of the standard.

If requirements are ambiguous or unclear, the auditor should seek clarification before
continuing the preparation process. [SO 9000 13 an excellent resource for defimhions of
terms vsed in IS0 9001:2013. IS0 9004 15 also a good source of information. Although
the auditor cannct hold an organization accountable to the content of IS0 9004, it can
aszist in an vnderstanding of the requirements of IS0 9001:20153. This document is
intended to be a guideline to move the crganization beyond the basic requirements of ISO
0001. It 15 also a useful tool for understanding process methodology. The quality manager

or the avdit coordinator i3 typically another resource for clarifying the requirements of
I50 9001.

STEP 3: PREPARE A PROCESS MODEL

When the avditor understands the requirements of appropriate standards, he or she should
prepare a process model. If process models were developed as part of the organization’s
documentation, they will be reviewed at this step. If process models were not developed
az part of the quality system implementation, the awditor may choose to review
documentation (see step 4) before creating the process models or may construct the
process model in conjunction with the document review. Understanding the inputs and
outputs of a process 13 fundamental to performing a good process-based aundit.



To prepare a process model, first identify the outputs (desired results) of the process.
Then identify those inputs that feed into the process bemng avdited. These typically
represent interfaces with other processzes in the orgamization. Process models may be
depicted in any way that works for an organization. This text will define the inputs in
terms of four major categories:

¢+ What METRICS are maintained to determine the effectiveness of the process
at achieving its desired results?

= WHO participates in the process?

¢+ What INFOEMATION 13 needed to perform the process effectively? (This
category includes any procedures, work instructions, and so on, that relate to
the process as well az any other information that 1s required for the process to
operate effectively.)

¢« WHAT parts, materials, equipment, tocls, hardware, and software are required
for this process?

To illustrate the process model, consider a manufacturing process. The desired output i3
typically acceptable product produced on time at a competitive cost (that is, minimal
scrap of rework). Records may also be defined as cutputs of a process. Records may
inclode completed batch sheets, operator log sheets, and in-process inspection forms or
electronic records such as SAP reports, electronic SPC charts, or any other evidence of
conformance to specified requirements.

Inputs into a manufactuering process may mclude:

= METRICS:

— Scrap rates

— First-pass rates

— Rework

— Delivery performance

— Productivity rates



= WHO:

— Competent operators
— Competent supervisors

— Competent process engineers
» INFORMATION:

— User-friendly work instructions
— Prints/drawings

— Visual aids

— Production schedules

— Batch sheets

— Product specifications

— Process specifications

— Packaging standards
* WHAT parts, materials, tools, equipment, hardware, software:

— Raw matenials or incoming components that arrive on time and meet the
organization’s specifications

— Well-maintained process equipment
— Accurate instrumentation

— Appropriate tools

— Process control software

Processes will differ according to the industry and organization. To further illustrate the
procesz methodology, sample process models for the following common processes have



been provided in Appendix A of this book:

* Calibration

» Corrective action

* (Customer satisfaction

= Internal audit

* Management review

+ Maintenance

* Product and/or service provision

* Product design and development

* Purchazing

* Release of products and services

* Bequirements for products and services

* Risk aszessment and mitigation

+ Shipping
These process models have also been provided on a CD so that they can be easily
costomized to fit your organization They are generic in nature and must be revised as
necessary to fit the specific components of your orgamzation’s QMS. Once defined for
your organization, they may be used as avdit tools for future audit teams.

The effectiveness of the process can then be evaluated vsing the process model as a

starting pomt. To understand how process models can be used to facilitate process-based
audits, let’s dizcussz each of the input categories in more detail.

Is the Process Effective in Achieving Desired or Expected Results?
(METRICS box)
What metrics are being maintained that would indicate the effectrveness of the process?

(Theze should be recorded in the METRICS box on the process model) For a
manufacturing process, these may include productivity, on-time delivery, first-pass rate,



scrap rate, rework, and so on. For a purchaszing process, they may include on-time arrival
of purchased parts and materials, reject rate at receiving, and 30 on. Examples of potential
metrics are provided for each process in Appendix A These metrics can be evaluated to
determine the effectiveness of the process in achieving the desired or expected results. If
these metrics have not been developed, the avditor must evaloate how the effectiveness
can be determined.

Overview of the WHO, INFORMATION, and WHAT Boxes

A common reason that process inputs are not adeguate to ensure the effective
implementation of the process is that the input requirements have simply never been
clearly defined.

The lack of well-defined input requirements iz alzo a commeon scurce of findings that
can generate ROIL In one of several examples where [ found that purchasing was not
receiving prodoction schedulez in time to meet suppliers’ lead times (production
schedules might be listed in the INFORMATION category), the causze of the problem was
found to be the lack of clearly communicated needs and expectations of the buver. The
production scheduler had the ability to get an estimated schedule to the buver zeveral
weeks in advance. He simply did not know the buver needed it then This finding led to
cost savings related to premiom freight, lost production time, and unnecessary produoct
changecvers.

An input of the tramming process 13 well-defined competence requirements for each
position affecting product quality. Traming may be lacking in an area becapse competence
requirements have not been defined. New employees are left to leam through their
mistakes. Depending on the employees’ role, these mistakes can be quite costly. Poorly
defined competence requirements and training needs in maintenance can lead to excessive
downtime and higher costs related to spare parts, scrap, and rework. Poorly defined
training needs in sales can lead to orders being accepted that the organization simply
cannot meet, poorly defined customer requirements, and dizsatisfied customers. The
pltimate results are excessive production costs, more premivm freight, and lost business.

Are Employees Getting the Inputs They Need to Ensure That Desired
Results Can Be Achieved?

Even when input requirements are well defined, the inputs may not be adequate to meet



the needs of the business.
Examples of process inputs not meeting requirements include:

* Print: and specifications with tolerances that are illegible or that cannot be met
by the current manufacturing process (INFORMATION box)

s Schedules that cannot be met by production (INFORMATION box)

* Traming requirements that focus primanly on human resource 1ssues (for
example, how to schedule vacation time or how to call in sick) and omit job-
zpecific training iszues (WHO box)

* Egquipment with a history of excessive downtime {WHAT box)

= Scftware programs that are cumbersome, difficult to vnderstand, and
inadequate to meet the needs of the vser (WHAT box)

* Poorly calibrated instrumentation (WHAT box)
* Inadequately defined customer requirements (INFORMATION box)

* Poorly designed customer satizfaction survey results that do not provide

adequate information to initiate corrective or preventive actions
(INFOBMATION box)

Theze are all examples of interfaces that have broken down between processes. Where
these problems exist, corrective action will typically mvolve a team of employees
representing the applicable processes to resolve the problem. Internal audits can be used
as the motivation to address these 1ssues and effectively resolve them.

Now let's dizcuss the WHO, INFORMATION, and WHAT boxes in more detail and
how understanding the inputs in each of these boxes can be vseful in performing effective
process-bazed andits.

Are RESPDI’ISiD"“’.iES and Authorities ClEﬂfljF Defined and Understood?
(WHO Box)

The lack of clearly defined responsibilities and authorities 15 at the root of about a fourth
to a third of findings in the audits that [ perform. As organizations strive to streamline and
simplify their documented processes, defined responsibilities and awthorities may be



detaitls that are eliminated. When organizations restructure and reorgamize, clear
responsibilities and authorities may not be adequately defined for the new positions. The
avditor should venfy that responsibilities and authorities are clearly understood and
communicated.

Depending on the process being andited, examples of responsibilities and auvthorities
that are often not clearly defined mclude:

* Wheo follows up on a request for supplier corrective action when the supplier
does not respond?

* Who compares receiving inspection results with established specifications
when a shipment arrives?

* Who verifies the effectiveness of corrective actions?
* Who monitors websites for potential inquiries from customers”

* Who recerves production/service data and what action 15 expected based on the
data”

* Wheo fracks action rtems following a management review?

Has the Process Been Clearly Established and Documented Where
Necessary? (INFORMATION Box)

To understand what 15 recorded in the INFOEMATION box. let's dizcuss what 15 meant
by documented information and how it can be defined and audited for effectiveness. ISO
0001:2015 removes the emphasis on documentation requirements and places it on
effective processes that meet business needs. Process-bazed internal andits can provide a
means to meazure the effectiveness of those processes.

IS0 9001:2015 requires that the QMS include “documented information determined
by the organization as being necessary for the effectiveness of the quality management
system”™ (ref. 7.5.1.b). Where a skill can be taught and verified durning the training
process, documentation on how to perform that skill 15 rarely needed. Examples may
inclode reading a micrometer, measuring the length of the product using a tape measure,
of reading a print.

Where minimum requirements for a position require some basic certification or



degree, the skills that should have been mastered during the certification process need not
be documented. But often documentation is needed to train these emplovees on the
processes and equipment that are specific to vour organization. For example:

= A certified welder would probably not need instructions on general welding
techniques, but may need instructions on 1szues that are zpecific to yvour
products or equipment

= A registered nurse may not need a detailed instruction on how to give a shot,
but may need a documented instruction on how to operate the autoclave
equipment at your facility

* A professional engineer would not need documented instructions on basic
engineering concepts, but would typically need documentation describing the
print control process, project management requirements, or design review
requirements at your organization

In assessing whether adequate documentation exists, a new employee can be a valuable
resource. As the primary customer of documented procedures, a new emplovee 15 1 the
best position to evaluate the effectiveness of that documentation. The auditor may ask the
following questions:

= Were you trained using the documented information in this department?
* If 5o, was it helpful to you?

* Ifnot, why not? Were procedures or instructions toc long? Too short?
Nonexistent? Incorrect?

This information 1s vseful 1n assessing the adequacy of documentation for that process.

Is the Process Carried Out in Accordance with the Documentation?

This 1s the conformance avditing with which we are most familiar. As the anditor reviews
available documentation, he or she should highlight those items that warrant verification
during the audit (zee step 4). The audit will verify conformance to the documented QMS
az well as to the standard itself In preparing for the avdit, auditors should identify what



records they will need to review to venfy conformance, how many of those records they
will need to pull, and what they will be looking for when they pull the records. Process-
specific checklists are provided in Appendix B to help auditors ensure that both ISO 9001
requirements and the requirements of the documentation are met.

Do Employees Operating in This Process Have Appropriate Parts,
Materials, Tools, Equipment, Hardware, and Software? (WHAT Box)

The WHAT category of inputs considers the degree to which employees have the
appropriate resources and materials to achieve the desired outputs. Are there repetitive
problems related to incoming partz and matenials or to equipment and tools? Is any
software vser-friendly and suitable? Does the orgamization have the appropriate hardware
to run the required software?

Understanding the process model for the process being avdited i1z important in
evaluating the effectiveness of that process. Once thorough process models have been
developed, future auditors can use them in their awdit preparation. “Prepare a process
madel” then becomes “review the process model.” saving a significant amount of time 1n
the preparation process.

STEP 4: REVIEW APPLICABLE DOCUMENTATION

The avditor must also have a good understanding of the organization’s docomentation that
relates to the process being avdited. Though not required by ISO 9001:2013, many
organizations develop a QMS that includes three tiers or layers of documentation:

»  Anoverview of the OMS. Thiz overview serves as a road map to the rest of the
system. Previous revisions of ISO 9001 referred to this document as a quality
manual and mcluded a number of requirements related to the manual. Earlier
versions required that the manual reference each requirement of ISO 9001.
Many organizations found this document to be of mimimal value to those
employees that were not familiar with the standard itself. Though a quality
manual, per ze, 15 not specified in IS0 9001:2015, a brief overview of the
QMS 1= recommended to provide emplovees with a high-level vaderstanding
of what the QM3 locks like, itz purpose, and where to go for further
information.



It typically includes a quality policy and an organization chart or brief description of
the ocrganization’s structure. It may also include a process map that can be vsed to
onderstand how the process being avdited interacts with other proceszes in the system.

* Procedures. Procedures provide additional information, where required, on the
processzes in the QMS. Procedures typically address who will do what and
when or how cften.

s  Work instructions. Work instructions provide more information, where needed,
on how specific activitiez 1n each process are performed. Work mstructions
may be in the form of operator instructions, batch sheets, control plans, test
methods, calibration instructions, training checklists, audit checklists, raw
material specifications, product specifications, drawings, blank forms, and so
on.

Those documents related to the process being avdited should be defined i the
INFOEMATION box on the procesz model.

The first step in the document review process 1s to read, study, and vnderstand the
overview of the QMS and any second-tier procedures that may be available for the
process bemng audited. In reading these documents, the auditor may choose to highlight
thoze items that will help create an effective checklist:

s Flags. These are requirements in the procedure that vou may question Ina
new M3, flags are created when avthors of the procedures start with what
they think the process should lock like versus what 1t looks like today. Ina
mature system, flags are created when processes are changed but
documentation has not been updated to reflect that change. Flags often indicate
that the procedure should be vpdated to reflect actual practice.

From the author’s perspective, commeon flags include:
— “All corrective actions will be closed out 1n 30 days.™

— “All supplier corrective actions are due back in the purchasing office within three
business days.”



— “The following 17 signatures are required on each quality procedure.”

— “All eight of the following managers are required to attend each monthly
management review meeting.”

* Points to verifi. These are not flags, but requirements the auditor would like to
see verified during the audit. Examples include:

— “The guality manager 133ues an annual internal audit schedule. The schedule ensures
that each process in the QMS and each area in the company are audited every year.”

— “Internal auditors must receive training on the requirements of IS0 9001:2015 and
audit techniques. They must then complete two avdits with a qualified auditor
before being qualified themselves.”

— “The QA technician samples the produoct every four hours and performs the
following inspections . . .7

— “The quality manager conducts customer focus groups monthly and forwards results
to the vice president of marketing, who analvzes the results and instiates corrective
of preventive actions as necessary.”

» Responsibilities and authorities. From a technical standpoint, the anditor
zhould make note of responsibilities and autheorities as an 1mitial check to verify
that they have been assigned az required in zection 3.3 of ISO 8001:2013. Of
course, [SO 9001 does not dictate that theze be documented in procedures, but
they quite often are. If the anditor reads the procedure and does not know who
13 responsible for performing each activity, thiz may raize a flag. The auditor
zhould venfy during the audit that responsibilities and authorities have indeed
been commumnicated and understood (ref. 5.3).

From a practical standpoint, the avditor should highlight rezponzibilities and
authorities so that he or she will know with whom to talk during the audit. Noting the
appropriate perzon beside each section of questions on the andit checklist will save
time duning the audit that would otherwise be spent locating the right people.



*» Records. Some organizations have a fourth tier of documents that includes
records. Though also referred to as “documented information”™ m IS0
0001:2015, records are controlled in a different manner than other documents.
Documents in the first three tiers muost be suitable for vse where needed (ref.
7.3.5.1.a), version controlled (ref. 7.3.53 2.¢c), and reviewed approved for
suitability and adequacy (ref. 7.5.2.c). These documents are inputs into a
process. Records are outputs of a process. They provide evidence of
conformance to documented requirements. Records are typically stored ina
dizciplined manner.

In preparing for an awdit, the avditor should highhght the names of records in order to
begin learning the language of the auditee. Asking operators where they record their
“guality critical process parameters” 13 not speaking the correct language. After a good
document review, the auditor will know to ask for the “daily log sheet,” “DCS
parameters.” “operator’z log sheet.” or other records vang the terminclogy of the
audites.

Depending on the process being audited, the avditor may review some of the third-tier
work instructions or blank forms to understand the process and the type of documentation
that will be reviewed during the audit. The majonty of audit preparation, however, i3
typically spent studying any available second-tier procedures.

If the process being audited 13 new to the auditor, the internal avditor may request a
pre-audit tour of the area. Other trained auditors who work in that area are typically
willing to show the auditor around and briefly explain the process. A pre-audit tour may
be quite helpful in understanding the procedures and the process.

STEP 5: REVIEW PREVIOUS AUDIT RESULTS

The avditor should complete the document review process by reviewing the results of
previous internal and external avditz. The effectiveness of action taken for previous
findings can then be evaluated. Repetitive audit findings in a given area may indicate that
the auditor should focus on that area until the 133ues have been fully resolved.



STEP 6: CREATE AN EFFECTIVE CHECKLIST

There haz been much debate in the quality profession regarding whether the apditor
should be given a previously developed checklist of basic questions to use as a guide 1n
the audit process. I believe that we should provide the tools that are necessary for
successful audits and that an effective checklist 15 one of those tools.

As mentioned earlier mn this chapter, if you thoroughly tramned me on how to perform a
specific task, [ could probably meet yvour requirements that day. But if vou ask me to
perform that task for the first time 31x months later, [ doubt that I would be capable of
doing an adequate job. Yet we often put our internal auditors in this posttion.

Unless your orgamization is fortunate encugh to have a full-time audit staff, your
internal avditors may conduoct as many as two to four audits each year. These auditors are
often asked to add auditing to a full workload and to perform these audits three to six
months after the training was provided. In doing z0, we are not zetting them up to succeed
in their attempt to perform thorough audits that reveal specific opportunities to improve
the business and result in tangible returns to the bottom line.

Rather than withholding the tools that auditors need to be successful, I believe we
must provide those tools and find ways to make them uvseful in achieving the desired
results. Checklists can be designed to folly evaluate conformance to specified standards
and documentation and also evalpate the effectiveness of aodited processes. But
regardless of the checklist design_ anditors must remember that checklists are intended to
serve as guidelines for the audit; they are not scripts. The effective use of a checklist 13
further dizcuszed in Chapter 6.

A “backbone” checklist 13 a list of questions or evidence that should be included in the
audit to verify the effectiveness of a process, conformance to ISO 9001:2013, and
conformance to the basic requirements of the orgamization’s documented QMS. Templates
for such checklists are provided in Appendix B of thiz book and alsc provided on a CD to
facilitate customization. This checlklist 13 not intended to be used as written—it simply
provides a sclid bazizs on which to build. It must be customized to include your
organization’s terminology and requirements.

The “all processes™ checklist in Appendix B 1z a list of questions that may be asked
when verifying any process. The anditor should review these questions prior to each audit
and evaluate which of them would be appropriate to determine the effectiveness of the



process. Process-specific checklists are provided for commeon processes that may be used
az a bazis for the “conformance™ piece of the audit. Using a well-designed backbone
checklist during the internal audit has zeveral advantages.

Backbone Checklists Improve Consistency among the Auditors

A common complaint of any type of audit 13 that the results depend more on who the
auditor was than on the health of the process. If all auditors are using the same backbone
checklist, the results will more accurately reflect the effectiveness of the process being
audited. Consider, for example, the following questions:

Pull 10 corrective action requests (CARs) at random and verify the following:

* Was the cause of the problem identified and recorded on the CAR?
# Was action taken that should have eliminated the canse?
¢ Isthere evidence that the action taken was effective?

* Were any associated documents vpdated as a result of the action taken? (Pull
any documents that should have been vpdated and venfy that they have mndeed
been izsued and that affected employees are aware of the change )

If every auditor used these guestions as a starting point to verify conformance to the
standard and to the organization’s own documented procedure, the results of an avdit of
corrective action would be somewhat consistent. Of course, further questions would be
necessary to fully verify conformance to IS0 9001:2015 and to verify the effectiveness of
the process. See the quality management checklist in Appendix B for additional sample
guestions for corrective action.

A Well-Designed Backbone Checklist Ensures Thorough Coverage of
the QMS

A common problem I see when auditing QMSs 13 that audits do not thoroughly cover the
requirements of IS0 9001:20135. If internal avditors are left on their own to create an andit
plan from scratch before each apdit, the andits become more and more shallow as time
constraints become tighter and tighter.



Using a good backbone checklist, however, enables the avditors to ensure that the
process effectively meets the basic requirements of ISO 9001:2015 and the organization’s
documented requirements.

A Well-Designed Backbone Checklist Also Provides Ample Space for
Recording Facts and Data Observed during the Audit

A common finding in registration audits 1s that there 1z plenty of evidence to support the
negative izsues found during an awdit, but little evidence of conformance. A well-
designed backbone checklist provides space to record evidence of conformance as well as
evidence of nonconformance.

The Biggest Benefit of a Backbone Checklist |s That It Saves Significant
Time in Preparing for the Audit

Internal auditors often have difficulty finding time to adequately prepare for the andit. As
we have discussed, internal avditors should read and study the applicable sections of ISO
Q001:2015, review or develop a process model, read and study applicable procedures or
other documentation, review past internal audit findings, and create an effective avdit
plan. It 13 often difficult to fit these tasks into an already full schedule. Anvything we can
do to make the internal auditor’s job easier and more effective 13 appreciated by everyone.

I certainly acknowledge the concerns of many that audit checklists are detrimental to the
audit process. Let's take a look at some of those concerns.

Backbone Checklists May Cause Audits to Become Stale

One reazon for not providing backbone checklists i1z that they cause audits to become stale
and dizcourage adequate preparation. This 15 a common complaint when the checklist is
based on “yes/no” questions or gquestions that do not require the review of specific
records. Most checklists available for purchase can be thoroughly completed without
pulling a single record. The very poor checklists are based on “yes'no” gquestions and ask
the auditor only to check “conforms™ or “does not conform.”™ They do not mnclude space to
record specific evidence that was cbserved during the audit. Examples of such questions
inclode:



* Do vou have a corrective action procedure?
* Does it require the cause of the problem to be identified?
* Does it address removing the cauvse of the problem?

* Does it require that actions taken must be evaluated for effectiveness before
they are closed out?

These gquestions are acceptable for a system audit to verify conformance of the procedures
to IS0 9001:2015, but they are inadequate to determune the degree to which activities
actually conform to the requirements.

Better checklizts have questions such as:

» What processzes are used to determine the cause of a problem?
* Who iz responsible for ensunng that actions are taken to eliminate the cauze?
* How do you determine whether actions taken have been effective?

= What process do vou have in place to ensure that any associated
documentation 1z updated based on the actions taken?

Thesze are good questions to verify that processes are in place, but they do not verify that
processes conform to [SO 9001:2013 nor do they verify that processes are effective. Both
of these checklists will lead to stale audits over the years if the apditors sumply read from
them.

To overcome the stale audit, we should prepare checklistz that are based on process
models as well az on facts and data. Good conformance checklists identify the evidence to
be reviewed, how many samples should be pulled, and what the auditor should lock for
when evaluating the records. Asking the four questions mentioned earlier can be effective
as long as they are followed with:

Review 10 CARs at random and verify the following:

* Was the cause of the problem identified and recorded on the CAR?



¢ Was action taken that should have eliminated the cause?
¢ [z there evidence that the action taken was effective?

* Were any associated documents updated as a result of the action taken?
(Review any documents that should have been vpdated and venfy that they
have indeed been issued and that affected emplovees are aware of the change.)

These guestions will prevent the audit process from becoming stale, as different records
will be pulled each vear to verify that the corrective action process 1s in conformance with
specified requirements. The avditor will use the process model to formulate questions to
verify the effectiveness of the process. The full process for developing effective checlklists
13 described later in thiz chapter.

Using a Backbone Checklist Discourages Adequate Preparation

I agree with thiz argument. At some point during the life of the audit process, the
backbone checklist will become very thorough. It will be tempting for the auditor to
zimply read from thiz checklist to do the avdit. And, mndeed, the audiior will do a decent
audit. But to completely verify the effectiveness of the process being audited, the auditor
should follow each of the preparation steps outlined earlier When the backbone checklist
has evelved into a highly effective intemal awdit tool, the quality manager or the andit
cocrdinator should follow up with each auditor before the audit to verify that an adeguate
document review has been performed and that appropriate questions have been added to
the backbone checklist.

Using a Backbone Checklist Encourages Auditors to Read a List of
Questions Rather Than Explore Audit Trails That May Come Up in an
Audit

This 13 probably the strongest argument against audit checklists. Auditors must not vse
the checklizst az a scnipt. The checklist 13 intended to be a guide for the audit, to help
avditors prepare for appropriate trails, and to allow for the recording of observations
noted. Auvditors must be appropriately trained to go beyvond the checklist to explore
potential issues; they mupst not limit themselves to those questions provided. I
acknowledge that the



danger exists of depending toc much on the checklist But I have found that the
altemnative—not providing this guide—is more detrimental for many internal avdit

processes.
So what 13 the ultimate resclution? Again I recommend that a backbone checklist be
provided to the internal anditor, and that the following rules be uzed with it:

* Checklists should be bazed on the process methodology—vernifying the
adequacy of inputs into a process and the effectiveness of the cutputs. It must
not be a simple list of “shallz” from the standard that have been reworded into
gquestions.

* Checklists should include thosze interfaces with other processes that may lead
an auditor to explore audit trails.

* Checklists should be based on facts and data and not on “ves/'no”™ questions or
open-ended questions only.

* Checklists should be used by the auditor as a guideline to the audit and not as a
script. The checklist should not be read to the anditee. See Chapter 6 for
further discussion on the effective use of a checklist during the actual audit.

How Do You Develop an Effective Backbone Checklist?

A good apdit checklist 13 a valuable tool that vour organization can develop to encourage
successful internal andits.

There are zome questions that should be asked in most, if not all, process-based audits.
These were mentioned earlier in this chapter and are more specifically defined in the “all
processes” checklist found at the beginning of Appendix B, along with appropriate
references to IS0 9001 and guwdance for a new apditor. These questions inclode:

» METRICS:

— What metrics are maintained to determine whether this process 13 achieving its
destred outcome?

— Who locks at these metrics?



— How are metrics evalvated? Do yvou have defined goals or objectives?
— Are you meeting yvour goals? If not, may [ see the action plans you are using to
improve performance?

« WHO:

— Who participates in this process?

— Have responsibilities and authorities been clearly defined for these perzonnel?

— Have competence requirements been defined for each of theze posttions?

— Is training or other provision provided to ensure that competence requirements are
met”

— If tramning 1s required by the QMS, may [ zee the traming records for each of the
following new employees in this process? (Verify that training met the competence
requirements and that records of training are complete.)

— How do yvou evaluate the effectiveness of training? (Follow the trail to verify that
training for new emplovees in a position was effective. Interview new employees to
evaloate their perception of the effectiveness of the traiming process.)

 INFOBRMATION:

— What procedures or mstructions are used in thiz process? (These may mclude
operator work instructions, test methods, calibration methods, prints, drawings,
product specifications, raw material specifications, batch sheets, and 30 on.)

— May I see them please? (Verify that documentation iz available where needed,
properly reviewed and approved, and revision controlled.)

— Are these documents suitable to meet the needs of the user? Are they vseful? If not,
why not? Are they too long? Too sheort? Incorrect? Obsolete?

— What other information 1s needed for this process? (Depending on the process being
audited, thiz may include production schedules, inventory levels, purchase
requisitions, work orders, test requirements, pick lists, shipping schedules, and zo0



of.)

— Do you receive this information in a timely manner? I3 it accurate? Is it complete?
« PARTS MATERIALS EQUIPMENT, TOOLS HARDWARE, SOFTWARE:

— What parts, materials, equipment, tools, hardware, and software are required for this
process’

— Are there any repetitive problems aszociated with these?
— Are they available when yvou need them?

When starting with any generic audit checklist, an auditor should ensure that the checklist
adequately represents his or her specific organization and its QMS; the following zections
provide guidance on thizs. Beference the Acme Equipment maintenance procedure
provided in Appendix C az an example.

Remove Questions from the Checklist That Do Not Apply to the Specific
Audit

Many of the questions on the “all processes™ checklist are applicable to any process. But
the first step in developing a good checklist 15 to eliminate those questions that do not
apply to the process being avdited or to the organization’s QMS. For example, in the “all
processes” checklist many of the questions related to the "WHAT” box (equipment,
materials, etc.) do not relate to management system processes—that 13, to management
review, comrective action, and so on. Those questions should be deleted for guality
management process audits.

Reword Each Question on the Checklist to Incorporate Your
Organization’s Specific Terminology

Using a generic checklist without customizing it to reflect the terminology and practices
of a specific organization 13 a miztake that will inevitably lead to unsuccessful auditzs. The
auditees—and even the apditors—often do not understand the questions in the checklist
or the types of records that should be evaluated.

The number of records to be pulled must be customized to meet the needs of the



organization. There 13 not a minimum sample size requirement, but the general rule of
thumb for management system audits 13 a sample s1ze of 3—-10, combined with common
sense. Commeoen sense should consider:

* How many zamples there are to choose from

*» How long 1t will take to avdit a zingle sample

For example, if vour crganization performs annual management reviews, anditing records
for three management reviews would be excessive. The appropriate sample size in thus
zituation 13 one. If you were auditing the complete traceability of an airplane wing, three
would again be a bit excessive considerning the time 1t would take to complete a thorough
audit of one sample.

If the record being pulled iz the primary record for the entire audit, the avditor may
want to pull more than 10 samples. For example 1n an audit of the corrective action
process, CARs will be the pnimary record o be evalvated. Auditing more than 10 CARs
would not be unreasonable.

MMinimal sample zizes should be determined during the checklist development phasze.
As the andit is conducted, the auditor may decide to increase the sample size if necessary
to determine the extent of a finding.

Add Questions to the Checklist from the Document Review

Eeference thoze highlighted requirements i the procedures that vou thought warranted
verification to facilitate thiz process. If the checklist does not already incorporate the
highlighted items, add questions in the appropriate places to address those 1ssues.

Thers may be a number of 1ssues that auditors would like to verify during the avdit
Thesze gquestions should be added to the customized backbone checklist before each audit.
Thesze additional questions, which do not appear on the standard checklist, will help keep
the audit process fresh over the vears.

Review the Process Model and Ensure That the Checklist Adequately
Addresses Whether Inputs Are Adequate to Achieve Desired Results

An example of a process model for maintenance 13 provided i Appendix A Some



gquestions that might be added to that process model include:

* Do work orders include the information you need to effectively and efficiently
resolve the problem? (INFORMATION box)

* How often do you go to the stockroom to get equipment parts and find that
those parts are not avatlable? How often must you keep production equipment
down until those parts can be obtained? (WHAT box)

Bazed on these steps, the new backbone checklist for Acme’s mamtenance process 13
included at the end of Appendix C.

Extenszive customization was required to make thiz maintenance checklist fit the
terminology and requirement: of Acme manufacturing. You will find that meore
customization 15 needed in some sections than in others. Quality management and product
design and development, for example, will typically need mimmal alteration. Defining
and reviewing customer requirements, purchaszing, and product and service provision
tvpically will need more extensive costomization based on your organization. [t is
important that the backbone checklist vou develop include the specific terminology and
requirements of vour organization if your internal awdits are to be effective. The
preceding dizcussion on creating an effective internal andit checklist pnmarily focuszed on
the first round of internal avdits. Once an effective backbone checklist has been
establizhed, this step becomes “Review the backbone checklist for understanding. Reword
atry questions that need clarification. Add questions to the checklist from vour highlighted
procedures” This will zave significant time 1n audit preparation.

STEP 7: CONDUCT A PRE-AUDIT MEETING

Az mentioned m Chapter 2, the appropriate process owner or manager should review with
employees critical information just prier to the audit. Emplovees need to know:

* What 1z ISO 9001:2015 and why 1s it important to our organization? Be
spectfic. Do customers require registration for future business? Does the
organization see the QMS as a means to improve the business? If so, what
successes have already been experienced? If BOI has been caleuvlated for



previous audit results, this should be shared with the employvees.
When will the andit take place? What will be the audit agenda’

What will employees be expected to know? Employees should know that they
will be expected to understand the guality policy and objectives and how their
activities affect the organization’s abality to meet those objectives. This 1z a
good opportunity to review what those objectives are and to provide
employees with a review of the crzanization’s progress toward meeting those
objectives. Emplovees will also need to know where their documentation 1s
located and how to use that documentation. Finally, emplovees just need to
know their jobs. “I don't know™ 15 an acceptable response 1n an awdit. It may
be that the auditor 15 simply azking the wrong person.

How open should employees be during the audit? For internal avdits, remind
employees that they are the customers of the audit process. If processes are not
working correctly in the area, recording them in the avdit report may be the
incentive that brings appropriate attention to the problem. Of course, 1f this
briefing iz provided prior to an external audit, emplovees should be advised to
answer the question honestly and thoroughly, then wait for the next question.

Thiz mformation can be reviewed in departmental meetings and announcements, via e-
mail, or even on a communication board. To encourage the zupervisor or manager to
dizcuzs thiz mformation with employees, the guality manager or the audit coordmator
may provide a talk sheet with preprinted questions and answers.

SUMMARY OF AUDIT PREPARATION

To summarize the audit preparation phase, let’s review the specific steps to be followed in
preparing for the first avdit of a specific process.

Step 1: Define and understand the scope of the andit.

* What processes will be covered m thiz audit? What sections of
IS0 9001:2015 relate to these processes?

* What other documentation or procedures are applicable to this



process’

* What areas of the organization will the auditor visit in order to
ensure that the audit scope 1z thoroughly covered?

Step 2: Read, study, and understand the applicable sectionz of ISO 9001:2015.

Step 3: Develop and review a process model.

» Identify the desired process results or outputs.

» Identify the inputs into the process.
Step 4: Bead, study, and vnderstand applicable documentation.

» Compare with the standard for conformance.

+ Highlight those items that vou would like to verify during the
audit. Theze may include flags, points to venfy, responsibilities,
and the names of records.

Step 3: Review previous audit results.

Step 6: Create an effective “backbone™ checklist.

= Start with the “all processes”™ checklist provided in Appendix B.
* Eliminate thoze questions that do not apply to your andit.

* Reword each remaining question to incorporate your
organization’s specific terminclogy.

* Add questions to the checklist from the document review and
review of previous avdits.

* EBeview the process model and ensure that the checklist adequately
addresses whether inputs are adequate to achieve desired results.

Step 7: Conduct a pre-audit meeting.



The preparation phase in subsequent avdits of each process will be similar but much less
time-consuming.

Step 1: Define and understand the scope of the audit.

¢ What zections of ISO 9001:2015 should be covered in the audit?

» What other documentation or procedures are applicable to thiz
process’

» What areas of the crganization will the auditor vist in order to
ensure that the audit scope 13 thoroughly covered?

Step 2: Read, study, and understand the applicable sections of IS0 9001:2015.
Step 3: Review the applicable process model for understanding.
Step 4: Read, study, and uvnderstand applicable documentation.

* Compare with the standard for conformance.

+ Highlight those items that vou would like to verify doring the
audit. Theze may include flags, points to venfy, responsibilities,
and the names of records.

Step 3: Review previous audit results.

Step 6: Review the “backbone”™ checklist for understanding.

*» Feword any questions that need clanfication.

* Add questions to the checkdist from vour highlighted procedures.

Step 7: Conduct a pre-audit meeting.

Using thiz dizciplined approach to andit preparation will increaze the confidence level of
the internal auditor and all but ensure the success of the awdit.



6
Performing the Audit

he most important stage of an effective internal andit has already been completed.

If the auditors have thoroughly prepared for the audit, they should know what

records will be reviewed, how many will be reviewed, and what will be evaluated.
In addition, the avditor should have developed a strategy to evaluate the effectiveness of
the process being audited as well as interfaces with other processes. Conducting the audit
then becomes an exercise of completing the audit plan while treating the avditees with
dignity and respect.

THE “GROUP” OPENING MEETING

Each audit should begin with a brief opening meeting with as many of the auditees
present as possible. The purposze of the opening meeting is to establizsh the environment of
the audit. The lead auditor should chair the opening meeting, which typically includes the
following agenda:

* The purpose of the audit
* The audit plan

* The time and location of the closing meeting



* (Juestions from the auditees

For an internal avdit, the “group™ opening meeting can be as formal or as imnformal as 13
appropriate for the size and culture of the organization. For small organizations where
employees know each other well, the opening meeting may be simply a five-minute
gathering in the department to ensure that everyone is aware of the audit, its purpose, and
its agenda. In a large organization or in organizations where internal avditors are vsed
from other site locations, the opening meeting should be a more formal event—typically
conducted in a conference room or meeting area. Regardless of the formality, the opening
meeting should not take more than 10-13 minutes.

THE “INDIVIDUAL” OPENING MEETING

In the internal andit, the “individoal” opening meeting is the more important of the two. I
the auditor approaches an auditee and immediately beginz azking questions related to the
audit, the auditee may have trouble transitioning from his or her “day job” into the aud:t.
The auditee’s mind probably was on something else entirely when the avditor approached.
This 15 an excellent time to verify one-on-one that the auditee is comfortable with the
purposze of the audit.

Clearly Restate the Purpose of the Audit and Invite Questions from the
Auditee

If the anditee feels that the requirements of ISO 9001 add little value, provide an
opportuntty for him or her to express that feeling. From a persomnal standpomnt, I am
pleazed when an angry auditee expreszes that opmion. I know that [ am about to pull the
individual onto the audit team. And that iz my goal. I cannot complete an effective audit
without his or her expertise on the process.

In helping a client with a recent internal andit, I introduced myself to the auditee,
explained the purpose of the audit, and asked if he had any questions about ISO 9001 or
the audit process. He angrily replied that IS0 9001 was useless and did nothing to help
him with his job. (This is the printable translation of hiz comments.) Furthermere, he zaid
it was actually costing him money out of hiz cwn wallet!

Here's why: Operation: personnel are paid at thiz facility bazed on quotas. If an



employee exceeds the quota for hizs position, he eamns bonus pay. Before the
implementation of the IS0 9001 requirements. this operator had made a significant bonus
i each pavcheck. But since the requirements had been fully implemented, he often failed
even to meet his quota.

Having helped companies implement the requirements of ISO 9001 for more than 20
vears, [ am fully aware of an orzanization’s tendency to overdocument its system. This
situation 13 only one of the detrimental effects of an overdocumented process. When I
hear such an emotional response to ISO 9001, I know that there 13 an opportunity to use
the audit to simplify the process, create a believer in the internal andits, and increase the
profitability of the organization.

After explaining that 1t was never the intent of ISO 9001 to decrease productivity and
to frustrate the workforce with non-value-added paperwork, I asked the auvditee for his
help in explaining where the crganization might have become “overly enthusiastic™ in
implementing the requirements of IS0 9001, Suddenly I had 17 assistant awditors. Each
operator joined the avdit process, bringing to me the forms they had to complete on a
daily basis and showing me numerous examples of where the same information was being
recorded in multiple places. As a result of the audit, we were able to remove 23 of the 27
forms required in this simple manufacturing process. A cross-funchional team of
employees designed two process control forms that included the information needed to
verify conformance to documented requirements and provide information needed for their
confinuous improvement initiatives.

The bottom line in this organization 13 that process and gquality engineers still recetve
the information they need to reduce quality failures and to increase produoctivity, but the
method was optimized so that operations personnel could see the value and participate in
the improvement process. Everyone came cut of the audit a winner Though this
organization does not calculate ROI for its avudit findings, I would estimate that the
mcreased productivity as a result of this avdit more than paid for the cost of tts audit
program for zeveral years.

Though the quantity of paperwork in thiz example was a bit unusual, having the
auditee express frustration with the process and using the apdit to deal with those
frustrations 1s not unusuval at all. If the auditee 13 given an opportunity at the beginning of
the audit to ask questions about the QMS and the audit process, the anditor may learn
critical information about how the audit can be used to improve the business. Again the
auditee 13 the expert on the process and typically knows where the oppeortunities for



improvement lie. Give him or her a chance to tell vou.

Invite the Auditee to Read the Notes Taken during the Audit and Correct
Any Errors

Earlier I stated that when I write the word “awdit”™ on a flip chart pad at the beginning of
my wternal avdit claszes and ask participants to vell out their first thoughts, [ often hear
comments such as “IRS!” “Pink slip!™ “Vacation day!” “Fear!” and “Somebody elze
coming out here telling me how to do my job!™ Several vears ago, one gentleman velled
out “Clipboard!” That inzight spoke volumes to me. Staring at the backside of a clipboard
as an awditor takes copious notes 1s probably the most intimidating, disrespectful aspect of
many auvdits. The eguivalent today 13 staning at the backside of a laptop across the
conference room table as the auditor types away.

If two auditors are used, the note-taker should sit or stand i such a way that the
auditee can easily read the notes as they are taken. The awditors should then explain that
these notes belong to the entire audit team—including the auditee. The avditee should be
invited to read the notes and bring to the attention of the auvditors anything that 13
incorrect or mizunderstood.

I learned this lesson early tn my avdit career. During my very first QMS audit az a
supplier guality engineer., I asked a lab technician at a supplier’s facility, “Do you
calibrate vour instruments?” He responded, “No.” I had vncovered my first major finding!
I dutifully recorded on the checllist clutched to my chest that the orgamization had no
calibration process.

This was not an effective opening question I had intended to ask whether the
organization had a calibration process. But because [ did not word the guestion correctly,
the technictan assumed [ was asking if he calibrated the instruments. The first question or
statement should be broad and open-ended, designed to encourage the auditee to talk to
vou. Had I asked, “Please explain the calibration process here at XYZ Company,” [ would
have learned much more about the process.

And had I allowed the auditee to read my notes—and even invited him to do so—I
would have avoided citing an incorrect audit finding. As I learned at the closing meeting,
the crzanization did have an effective calibration process. A fully certified third party was
contracted to take care of test instruments.

Inviting the avditee to read the apdit notes shows respect for his or her expertize; it



will also help prevent incorrect audit findings.

Describe the Auditee as the Customer of the Audit Process; during the
Audit, Invite Him or Her to Raise Any Issues That May Need Attention

Even after condocting emplovee awareness training, the pre-apdit meeting, and the
opening meeting of the avdit tzelf. [ often have anditees tell me that the purpose of an
internal audit 13 to catch them doing something wrong. Take one more opportonity to
express to the auditees that they are the customers of the andit and that it may be to their
advantage to report process breakdowns so that those 133u0es can be addressed.

Depending on the concerns of the avditee, the “individual” cpening meeting typically
takes about five minutes or less. It 13 time well spent to enable a successful audit.

INTERVIEW TECHNIQUES

After the environment of the audit has been well established, the interview can begin. If
an auditee 13 visibly nervous about the process even after the “mndividoal” cpening
meeting, tale a few additional moments to put him or her at eaze.

Consider that the auditee may be reflecting what he or she sees in the avditor. What 13
your posture? Are you on the edge of your zeat and invading the individual’s personal
space? Are you standing with an aggressive posture? Take just a2 moment to evaluate
whether vou may be inadvertently causing the tension.

Spend a moment talking about something that the auditee finds interesting. In an
internal avdit, for example, vou may know the avditee’s hobbies and interests. Take a
moment to talk about them.

Asz a last resort, azk the auditee 1f he or zshe has had a break. Go to the cafeteria, a
break room, or some other nonthreatening location for a cup of coffee. Dunng the break,
talk about the types of things vou will be locking for duning the audit. In doing so, vou
will prepare the auditee and make him or her feel more confident about the ability to
confribute to 1ts success. Time 12 often vour greatest enemy 1n an avdit, but spending a
few moments putting the anditee at eaze iz time well spent.

In talking with the avditee, learn everything you can about the process being audited.
Start with a broad, open question or statement to get the anditee talking to you:

* “Can you walk me through this process?™



* “Pleaze explain to me how thiz works.”™

* “Help me understand the concerns you have about thus process”™ (if concerns
were raized during the opening meeting).

Throughout the interview, follow up with records and other documentation to verify
conformance to IS0 9001:2015 and to the organization’s documented requirements. Use
the audit checklist to record the results of the audit.

If a nonconformance 1s discovered durnng the interview, immediately bring it to the
auditee’s attention as tactfully az possible:

* “Tam locking for the design review minutes, but I can’t find them. Am I
missing them, or were the minutes not mamtained?”

» “It locks as though thiz purchasze order was 1szued to a supplier that has not yet
been approved.”

* “Let’s get that down so we can address 1t one way or another.”™

Avoid emotional words such as “discrepancy,” “fatlure.” and “nonconformance.” Keep
the environment positive—focused on the corrective action, not the finding.

At the end of the interview, summarize with the auditee the good findings as well as
thoze that require corrective action The auditee should not be caught off guard at the
closing meeting. Be sure that any finding or concern has been discussed prior to that time.

BASIC COMMUNICATION SKILLS

Bazic communication szlills are eszential to good internal aupditing. But good
communication szkills are difficult to cultivate. It has been said that only 10% of
communication 1s completed vsing words. Other components of communication, and how
they affect the internal andit, are discosszed 1n the following sections.

Tone of Voice

Tone of voice communicates a lot, whether or not we intend that message to be conveved.



Consider the expression “You are kidding.”™ Without hearing the speaker’s tone of voice,
the listener cannot know 1if thiz 1z an expreszion of total dizbelief. great excitement, or
zomething in between.

In an audit zituation, the avditee may hear something in the auditor’s tone of voice that
was not intended. Communication 13 not complete until vou repeat in your own words
what you think someone said and the speaker agrees with you. While trying to understand
what the auditee was explaining I used to szay, “So vou are telling me that yvou . . .7
Anditees were occaztonally offended by that rezponse. [ did not understand why until
zomeone asked why I would question hiz integrity. Apparently the tone in my voice
conveyed an incredulity that I did not intend.

If an apditee becomes defensive or aggressive during the awdit, the auditor should be
aware that he or she might have zaid something that was simply mizunderstood. Think
back over the conversation and try to resolve the 1zsue.

Facial Expressions

Facial expressions can communicate thoughts during an audit that the auditor would not
necessarily want communicated. Having worked with a number of vouth groups through
the vears, I have learned the importance of maintaining that empathetic T hear you”
expression when teens discuss their concerns. If the advisor 13 not careful, there are times
when the “Have vou lost your mind?” expression comes out before you know it and you
lose the confidence of the teen.

The zame concept applies in anditing. In helping a client in the automotive industry
with internal anditing, [ approached several welders. The part they were working on was a
safety-critical part that could significantly affect the outcome of an accident in specific
situations. It appeared that they had no process parameters available to monitor during the
welding process, so I asked how they verified the adequacy of the weld. They explained
to me that they would try to physically pull the preces apart. If they could pull them apart,
the parts were placed in the rework bin.

The welders were not aware of the end uze of that part. If [ had allowed my emotion to
show in my expression, it probably would have inadvertently communicated that I
thought the welders themselves were to blame for not understanding the critical nature of
their work. But lack of adequate communication and training and the lack of adequate
process controls were the canses of the problem, certainly not the workforce.

The auditer should be careful that his or her exprezsion does not shut down the



audites.

Body Language, Gestures, and Posture

Body language, gestures, and posture can also communicate unintended messages during
an audit. [ have learned much through the years by asking mvy clientz to critique my audit
ztyle after an andit. I have learned, for example, that [ tend to s1t on the edge of my chair.
In most situations, thiz posture 1s not a problem. But when [ am auditing, it tends to make
the auditee feel that I am being overly aggressive. [ have leamed to put the small of my
back in the back of the chair when [ sit down dunng the andit. It creates a more relaxed
environment for everyone.

Ignoring the Auditee

During an audit, it 15 easy to think about zo0 many things at one time that you miss what
the auditee 13 saying. Our brains are programmed in such a way that when we think back
about something we recently learned, our eves tend to move up and away. It can be
distracting fo auditees when the auditor does not pay attention to what they are zaving. Be
aware that when you thuink back, vou may lose eye contact with the anditee. If vou are
aware of that tendency, it will help yvou prevent losing track of the conversation.

In an apdit where the tension level may be high the auditor should be aware of how
his or her communication style may be interpreted.

KEYS TO LISTENING

Careful hstening 13 a critical skill that an avditor must develop. Obstacles must be
overcome 0 order to truly hear what the auditee 13 trying to say.

Failure to Separate the Speaker from the Topic

Many of us have a tendency to formulate an opinion about someone’s point of view bazed
on our hiztory with that person or with pecple who remind us of that person. Thesze
preconcetved prejudices can be detrimental to a succeszful audit.

In the caze of an internal apdit, the anditor may have worked with the avditee in the
past and formed opinions based on himited respect for him or her In this situation, 1t



would be easy to tune out the anditee and mizs heaning good opportunities to improve the
business.

Perhaps the best example of this 15 an aodit that I was observing for a client. It was
apparent to me from the tension in the room that the internal auditor had a history with
the auditee that prevented him from truly hearing everything that was being said. The
auditee was leading the avditor to areas where improvement was needed, but the auditor
would not follow vp on these points.

Before leaving the work area, I stepped in to ask the avditee 1f we had missed anything
—if there was anything that he would like to see added to the audit report to generate the
attention it deserved. The avditee answered quietly and thoughtfully, saying that there
were a couple of things that he would like to add. He had been trying to tell people for
years that he could run the production line 25 feet a minute faster than any other shift and
produce at least 10% fewer defects. He thought he knew why, but couldn’t get anyone to
listen to him. Here was someone who actually wanted to share hizs expertize with the
organization and no cne would listen.

We were able to gquickly verify his claims through an analysiz of readily available,
electronically zenerated data. Because the auditee had followed all procedures but ran the
process i a different range of acceptable conditions, this was not considered an audit
nonconformance. We cited an oppertunity for improvement and provided the data to
support it. Az a resplt of this avdit, the organization was able to calculate a refurn on this
observation of more than 650,000 per vear in increaszed productivity and decreased
rework. Rizing above preconceived prejudices to listen to emplovees whom others are not
hearning can be profitable for the organization.

Anticipating Specific Information

An interesting facet of commumcation 1z that what we hear 13 often filtered by what we
think we are about to hear. If you think you already know the answer to a question, vou
tend to hear that answer regardless of what the speaker 13 saying.

If an apditer lmows too much about the process being audited, it may be difficult for
him or her to hear the auditee. As strange as it sounds, [ have witnessed thiz many times
i the awdits that [ have observed. I have certainly been guilty of this myself In helping
clients implement the requirements of ISO 9001, I often helped draft the quality manual
and second-tier quality procedures. I then returned to the crganization to help conduct the
first round of internal avditz. Many times [ caught myself recording an answer before the



apditee had a chance to answer the question. Auditors who are not responsible for the
work being audited can be more open-minded to hear what is being said and more
effectively follow up on audit trails that are presented.

Thinking Ahead

The primary reason for failing to hear zomeone 1z the habit of “thinking ahead.™ When
being introduced to someone for the first time, we may fail to hear hiz or her name
because we are too preoccupied thinking about what we might zay to leave a good first
impression. If we have a tendency to think ahead mn everyday conversations, we will
certainly have a tendency to think ahead during an aundit.

As the auditee is speaking, he or she may mention something that yvou want to follow
up on. Trying to remember what you want te ask next will keep vou from hearing what
the auditee iz currently saying.

One technique to prevent this from happening 1z to keep a blank sheet of paper handy
during the audit. Let the note-taker take care of recording the facts observed dunng the
apdit. As the question-azker, you might wrte down just a key word or two that waill
remind yvou to follow vp on important points. Having recorded the reminder, vou are free
to listen carefully to the rest of what the auditee is zaying. This iz common in the
“branching” technique, which 1z discussed later in this chapter.

Permitting Environmental Hindrance

Often an internal audit will require that the anditor spend time 1n noisy or hot production
areas. Having spent a significant part of my career in the chemical industry along the Gulf
Coast, [ can tell you that some production areas are incredibly hot and very humid. If vou
are not acclimated to the heat and humidity, hearing what the avditee 13 saving will
become more difficult az you become more uncomfortable. In sitvations such az this,
inferview operations personnel for 10 or 15 minutes, then go inside and catch up on yvour
notes. Repeat thiz pattern until you have solicited all the required information. Do not
allow vourself to become so physically vncomfortable that vou cannot truly histen to the
audites.

Being Intimidated by Complex Technology

When avditing a highly technical process, it 15 easyv to tune cut auditees who expand on



the technical aszpects of their jobs. Typically, the auditee 13 siumply speaking the language
of the job. Being independent of the process being audited, the auditor 13 not expected to
know the technical aspects of the process. A thorough document review zhould allow you
to know the technical language well enough at least to follow the converzation. Do not
hesitate to ask the avditee to help yvou vnderstand more clearly how the process works.

There are times, however, when the auditee 13 trying to intimidate the auditor. When
this happens, remember who 13 in control. If zomeone 15 trying to intimidate you, it 1s
probably because he or she 13 intimidated by you. Handle these people az you would an
insecure auditee and zee if the zituation improves. If not, remember that vou knew before
vou began the audit what records you were going to review, how many, and what you
would lock for when you pulled them. Simply stick to the andit plan.

As yvou optimize your audit skills, it 15 important to overcome these obstacles to
listening.

EFFECTIVE USE OF THE CHECKLIST

As we have discussed already, one drawback to a standard “backbone™ checklist 1z the
tendency for avdits to become stale over the years. The avditor must remember that the
checklist 1s not intended to be read to the avditee. The experienced avditor should simply
talk with the auditee to learn everything possible about the process being audited and use
the checklizt az a gude to ensure that relevant points have been discuszed.

If two auditors are conducting the audit, the note-taker should be the one to maintain
the notes and data on the checklist. An experienced guestion-asker should not need to
lock: at the checklist during the acteal audit. Both avditors should have worked with the
checklist enovgh during the preparation phase to have acquired a working knowledge of
what 13 to be covered in the audit. The question-asker may then use either the branching
technique or the tracing technique to learn everything posszible about the process.

Branching Technique

In the branching technique, the avditor begins by asking the avditee to explain the process
being audited. Az the auditee 13 describing the process, the awditer records on a blank
piece of paper key points to follow up on. When the auditee reaches the end of hiz or her
train of thought, the auditor can then go back to the first point and learn everything
possible about that point, reviewing records along the way to venfy conformance to [SO



0001:2015 and document procedures. Then each additional point 15 examined in the same
way until the converzation 15 complete. An audit of a corrective action process, for
example, might lead to the following key points:

* Customer complaints

* Internal audits

* External audits

* Product or service nonconformance reports (NCEs)
* Corrective action log

* FEoot capse analysis

» Action plan

* Verification

# Closeout

When the auditee has finished describing the corrective action process, the auditor can
then begin at the top of the list to ask questions and review records to fully understand
each point. These questions will vary depending on where the audit leads. The following
are examples of possible “branching™ questions for each point (the points in parentheses
are notes to the avditor rather than questions that the auditor might ask):

* Customer complaints

— Who typically recerves customer complaints?

— How are they recorded?

— May I zee the records please?

— Who has the autheority to decide whether a CAR 13 warranted?

— What action 15 taken 1f a CAR 13 not warranted? Is it recorded m some way? If 0,
may [ see that please?

—If a CAR 13 warranted, how 13 the CAR then generated? (Feview complaints at



random and ask the anditee to pull any mndicated CAR=. Hold on to them to review
as you get deeper into the CAR process.)

# Intertial audits

— How do yvou determine when a CAR 13 required following an internal audit?
— Who has the authority to make that decizion?

— May [ see the CARs that were generated following the last three awdits? (Hold on to
these CAR: to review as vou get deeper mto the CAR process.)

# External auditz

— How 13 corrective action documented following an external audit?
— Who 13 responsible for responding to the registrar {or customer, if applicable)?

— May [ see CARs that were generated following the last surveillance audit? (Hold on
to theze CARSs to review as vou get deeper mnto the CAR process.)

* Product or service NCEs

— How are product or service NCRs documented?
— Who reviews them to determine the need for a CAR?
— How 12 this evaluation made?

— Mavy [ see CARs that have been generated in the past vear to reduce nonconforming
product? (Heold on to these CARs to review as yvou get deeper into the CAR
process.)

# Corrective acticn log
— You mentioned that you keep a corrective action log. May [ see 1t please? (Beview

the log briefly to evaluate timeliness of corrective actions. If CARs were not pulled
during the previous conversations, select CARs at random from the log to review.)



* Eoot cause analysis

— Who iz responsible for determining the root cause on the CAR?

— Has there been any root cauze analysis tramning for these people? (Evaluate the
identified cause on the CARSs you have pulled in order to verify that the root cause
of the problem was truly identified.)

* Action plan

— (Review the CARs to determine whether the specified actions were sufficient to
remove the root cause.)

# Verificatiocn

— Who 13 responsible for verifying that corrective actions have indeed been
implemented and that they were effective? (Review CAFEs to ensure that they
include evidence that the actions taken were effective.)

* Clozeout

— (Enzure that CAR= were clozed out without undoe delay.)

When the question-asker haz learned everything possible about the process, he or she
turns to the note-taker and savs, “Have I missed anyvthing or do you have anything elze to
add?” Where there are still blank spaces on the checklist, the note-taker follows up on
thosze 1ssues as well as other 1s3ues that came up during the audit that the question-asker
did not explore.

Tracing Technique

Ancther technique vsed in auditing 13 called tracing. Though this technique 13 more
applicable to a full systems andit, it can be vused i a process audit as long as the anditee
stays within the stated zcope. Using thiz techmique, the apditor etther starts at the



beginning of a system and works all the way through to the end or begins at the end of the
system and works backward. The typical example 13 to select one lot of a product and
audit the entire QNS as i1t relates to that lot:

» Visually inspect the product if it 13 st1ll at the facility. Is the product labeled
and packaged in accordance with specified requirements”

» s there any evidence of handling or storage damage?

» Was final product testing completed in accordance with specified
requirements?

* Were final test results in compliance with specifications?

* Do records indicate the personnel responsible for its releaze? Does that person
meet defined competence requirements for product release?

* TWas in-process testing completed per specified requirements?
= Were in-process test results within specification limats?

* Do records indicate the personnel responsible for in-process releaze? Does that
person meet defined competence requirements?

* Were process parameters within acceptable limits while the product was being
made?

* What lots of raw materials or component parts were vsed m this product?

* Was mcoming inspection performed on that matenial in accordance with
specified requirements?

* Were incoming inspection results within specified limits?

* Do records indicate the personnel responsible for their release? Does that
person meet defined competence requirements?

* Were instruments uzed in incoming, in-process, and final produoct testing
properly calibrated?

In a service industry, vou may choose to take a service contract or project and work
forward. This forward auwdit typically beginz with the guestion “Were cuostomer



requirements clearly defined for this project?” Then the auditor traces the project through
each step to ensure that specified requirements were met.

Using one of theze conversational styles of anditing 13 much more comfortable for the
anditor and the auditee. After completing two or three audits, put the checklist down and
start talking with the auditee. Not only 15 it more comfortable, but vou will also learn a lot
more during the audit. The auditee will tell you things vou would have never thought to
put in a checklist

SAMPLING DATA

Throvghout the auvdit, the avditor will review records to vernfy conformance to ISO
0001:2015 and to the organization’s documented system as well as wvenfy the
effectiveness of the process being avdited. As discussed in Chapter 5, determine the
mintmal sample size during the preparation phase of the avdit and record 1t on the andit
checklist.

Durnng the audit, the avditor must ensure that representative samples are zelected at
random. In auditing a corrective action process, for example, the avditor may want to pull
CARs from each of the inputs into that process. These inputs may include:

* Internal audits
* External audits
* Customer complaints

= Product or service nonconformity reports

Within each representative category, pull the zamples at random. Avoid the temptation to
azk the auditee for an example of a CAR. The auditee will want to show you the very best
example. If the auditee volunteers a sample, go ahead and audit 1it. Then pull the planned
number of additicnal samples at random.

HANDLING DIFFICULT AUDITEES

If the proper environment has been adeguately established, difficult auditees are rarely a



problem during an mternal avdit. Occasonally awvditors find themselves having to
interview an auvditee who simply resents or dislikes the audit process.
Most difficult auditees can be classified into one of four categornies:

1. The excessively nervous or anxious avditee

4

. The angry, resentful auditee
. The excessively proud anditee

3
4. The anditee who 15 easily distracted by interruptions

We will dizcuss each of these categories and technigues to address each one.

The Nervous, Anxious Auditee

Techniques to put the nervous, anxicus auditee at ease were discussed earlier in this
chapter, so let’s recap them:

= Simply restating and clarifying the purpose of the audit often zoes a long way
toward putting the anditee at eaze.

* A few minutes of light conversation on a topic of mnterest to the audites might
help. In an internal audit, the auditor may know of 2 hobby the avditee enjoys
or another topic of interest. If not, office pictures and wall decorations often
make good converzation starters.

* Az alast resort, the auditor and the anditee can take a coffee break out of the
work area. Durning the break, talk about the records that vou will lock at when
the audit begins. Auditees who are prepared for what is expected will not feel
that you are trying to trip them up.

= Sending the checklist to the avditee 1n advance 13 a good idea if there has been
a history of nervous avditees in an area. Checklists should be bazed primarily
on records and other facts and data. The auditor does not typically know in
advance exactly which records will be reviewed, so the auditee cannot stage
the audit using the checklist. The avditee must understand, however, that the
checklist 13 samply a guide for the audit. Though the audit may go in other



directions as the facts and data indicate, the checklist provides a general 1dea
of what the avditors will be looking for. Sending the checklist in advance
provides aszurance that the auditor 13 not trying to trip up the auditee.

The Angry, Resentful Auditee

The angry, resentful anditee 13 not necessarily a detriment to the audit. If the anditor can
dizcover what 13 canszing the anger, he or she may be able to use the audit to address the
concerns. Eegardless of the cavse of the anger, treating the auditee with digmity and
respect will help defuse the sriwation. The auditor should find out, if possible, why the
auditee 13 angry and then make every effort to uvze the audit to resclve the izsue, if
applicable. Some of the more common responses are:

e “This [SO stuff 1s the most non-value-added stuff this organization has ever
done. It 15 just useless paperwork that keeps me from domng my job.” As was
discussed earlier, this 1s actually an opportunity to learn from the auditee how
vou can wse the internal avdit to improve the process—and perhaps to 1nitiate
significant improvement to the business as a whole. Explain to the auditee that
IS0 9001 was never intended to weigh the organization down with excessive
paperwork. Indeed, it 15 intended to streamline and optimize processes. Ask for
help in finding ways that the audit can be used to improve the process and
make it more efficient.

* “T have been in this place for 12 hours a day, seven days a week, for the past
three months. Now vou are here taking up another hour of my time. That
means [ stay tonight until 9:00 instead of my vsual 8:00." Where there is anger
there may be a legitimate reazon for that anger.

To treat this auditee with respect 13 to use your audit time wisely. Explain the process.
If the anditee can give you just five minutes and point vou 1n the right direction, you
will be happyv to review the records on your own and get back with him in an howr or
50 to go over the results. The avditee may respond with, “Okay, vou have your five
minutes. Go.” Good preparation will help in getting az much information in as short a
time az posstble. Or the auditee may say, “There 15 ne way [ would allow you to go
through my records i my absence.” In this case, tell him that vou would actually



prefer that he be there in case you have any questions. You were just trying to save
him zome time. Treating this auditee’s time with respect will typically cause him to
return just enough respect to provide the information yvou need.

Make it a goal to find opportunities to streamline this process to save this auditee time
in hiz day. You have an opportonity to create a real champion for the audit process.

» “We've jumped through every quality hoop there 13, If 1t has three or four
letters, we've done st! TQM. APQP. FMEA. 5PC. And now [SO. Why can’t
we just do our jobs?” The avditor should be armed with zpecific, tangible
improvements that have been generated through the implementation of IS0
Q001 or through the internal avdit process. First, get the basics out of the way:
“You are absolutely correct! But zood, bad, or indifferent, we must keep our
IS0 9001 registration if we want to do business with our liggest customers.
No IS0, no business. But having said that, ISO really haz done some pretty
good things for us.” Then talk about some of the successes that affect the
auditee. Stress that vou can erther play games with the audit or vse 1t to try to
make things better.

If anditees will not verbalize their frustrations, it 15 possible that they may simply be
nervous about the audit. Treat them as you would any nervous auditee and see whether
that helps alleviate the tension.

The Excessively Proud Auditee

The exceszively proud auditee 1z perhaps the most difficult to handle in the mternal apdit
This avditee may have worked mghts and weekends to implement processes that he or she
1z truly proud of No one else haz even noticed. And now here you are to lock at
everything thiz individual has done! The auditee may be truly excited about showing you
everything he or she has accomplizshed.

To help understand the perspective of this auditee, remember the last time you
redecorated your kitchen or bathroom vourself (Contracting the work doesn’t count.)
God bless any visitor to your home! How excited were you to open and close cabinets,
flush todets, turn on favcets? How would vou have felt of vour friends and family had
responded to this demonstration with, “You missed a spot here. Why did vou put this



cabinet i such an inconvenient place? Have you noticed that thiz row of tiles 13 a little
crooked?” We frequently do this when we audit.

The first step in dealing with the proud awditee 15 to spend that first five minutes or so
locking at the work he or she has done. The auditee may be proud because he or she has a
right to be proud. Give this individual the recognition he or she deserves.

Then pull cut the checklist. This is the only awdit for which I recommend that vou read
directly off the checklist in order to maintain focus and order. Avoid words such as
“discrepancy,” “failure,” and “nonconformance.” Report findings in a way that would be
percerved az adding extra value to a great process. Only once in 34 years of anditing did I
discover a substandard process while avditing a genuinely proud avditee. Typically, these
individuals work hard and deserve a sincere “Nice job.™

The Easily Distracted Auditee

Handling the easily distracted auditee 13 not complicated. Get the auditee away from the
most common distraction. Invite him or her to a conference room to finish the avdit. If the
auditee 13 expecting an important call, ask him or her to forward all calls to an associate.

Difficult auditees are not the norm. If the appropriate environment has been
establizshed, most auditees are quite helpful. Some have even been appreciative of the hard
work performed by the auditor.

After the data-gathering phaze of the audit 1z complete, the awditors must analyze that
data, prepare an effectnve report, and conduct a closing meeting. These activities are
addreszed m Chapter 7.



7
Reporting the Audit

nce data have been gathered, the auditor must analyze the data to determine what

will be clazsified as aodit nonconformances, audit obzervations, and

opportunities for improvement. As discussed in Chapter 4, the auditor iz not
responsible for ensuring timely, thorough corrective action following an audit. That iz the
responsibility of the avditee’s management or process owner, who 13 in the best position
to know what corrective action will be most effective.

How the auditor reports the findings, however, can erther encourage or hinder timely,
thorough corrective action. In this chapter, we will dizcuss how to clasaify avdit findings,
how to write effective CARs, how to document the audit report, and how to conduct an
effective closing meeting.

TYPES OF AUDIT FINDINGS

Though each organization uses its own terminclogy, most have three general types of
auvdit findings. For the sake of this discussion, I will define the terms that will be used 1n
this chapter:

* A nonconformance 1s the breakdown, or partial breakdown, of a process in the
QMS. An avdit nonconformance typically requires root cause analysis, root



cause elimination, and/or a change in how the process 1s implemented. Thus, it
requires a CAR (or yvour organization’s equivalent) to document the action
taken Registrars often call this type of finding a major nonconformance, or a
systemic finding.

Examples of nonconformance include:

— Of the 10 CARs reviewed, only one showed evidence that the action taken was
implemented and effective.

— There 13 no formal process to evaluate or reevaluate suppliers of raw materials or
component parts.

— Of the 10 preces of equipment audited for compliance to the company’s preventive
maintenance (PM) requirements, eight were three months or more past due on those
required PM activities.

— Though inputs into management review indicated significant opportunities for
improvement, records do not show evidence of any actions leading to continual
improvement or changes in the QMS.

= An cbzervation 15 a mimor deviation from an otherwise well-implemented
process. It 13 typically due to a minor oversight on the part of the anditee and i3
vnlikely to result in nonconforming product or service. Root cause analysis 15
rarely required for an obzervation. Observations may be recorded on an audit
action ttem list (zee Appendix D) to facilitate the analysis of trends. When
multiple cbhzervations of a similar nature are noted during the awdit or detected
on the awdit action item list, the avditor or the guality manager may choose to
initiate a CAE and treat the trend as a nonconformance. Registrars may refer to
this type of finding as an observation or an 1zolated finding.

Examples of observations include:
— Of the 10 training records reviewed, one was not signed by the instructor.

— Of the three 1dentified action items reviewed from the past management review
meeting. one was net updated on the action item log to show that 1t had been
completed.



— Two of 10 auditees interviewed were not completely aware of the organization’s
objectives and how their activities affect the organization’s ability to meet those
objectives.

— Though all five of the corrective actions reviewed from internal audits were
thoroughly completed and vertfied as having been effective, two were not
completed by the required completion date.

» An opportunity for improvement 1z a finding based on factz and data that
indicates a potential improvement opportunity. Action 1s not required for an
opportunity for improvement. However, the auditor should include as much
supporting data as possible to encourage action. Opportunities for
improvement identified in internal avdits often provide an inpuot into
management review and continual improvement processes.

Internal auditors often struggle over the decizton to clasaify a finding az a
nonconformance or an observation. A good rule of thumb is this: If the finding requires
the analysis and/or elimination of a root cause or if it requirez a change to the current
process, it 13 typically a nonconformance; a CAER should be mitiated. If root cause
analysis 13 not indicated, the finding 13 probably an observation. Observations should still
be recorded on some type of awdit action item list, however, so that repetitive
observations of a similar nature can be easily identified. Repetitive observations may
indicate that the process 13 breaking down and a CAR may be required.

WRITING EFFECTIVE CARS

When a CAFE. 15 indicated by the avdit findings, the auditor typically has the responsibility
to mitiate the request. In some orgamizations, however, the quality manager 15 rezsponsible
for reviewing avdit findings and generating the CAR. Regardless of who inttiates it, it
must contain sufficient information to encourage timely, thorough corrective action.

An example of a CAR form 13 provided in Appendix D and on the enclosed CD to
facilitate vour customization. The auvditor 13 responsible for completing the CAR down
through a description of the problem. If dunng the audit a probable root cavse was
discovered, the auditor may choose to record that on the CAR as well. The descrniption of



the problem must include two things i1f the auditee 1z to respond in a positive manner: (1)

a reference to ISO 9001:2015 or the organization’s own documentation and (2) objective

evidence to support the finding. If the location of the finding will help focus the

corrective action in the right place, the auditor should provide that information as well
The following are examples of poorly written problem statements:

* Corrective actions are poorly performed and do not prevent recurrence of the
problem (ref. 10.2)

* Docuoment control of customer specifications needs improvement (ref. 7.5.3)

* Operators i the “B” unit are not running the process in accordance with the
appropriate batch sheet (ref. §.5)

« No one 13 reviewing customer satizfaction data (ref. 9.1.2)

* Nonconforming product 13 often not controlled (ref 10.2)

In each of these examples, references to the standard are vague and there 13 no objective
evidence to support the finding. The following examples include more spectfic references
and the supporting objective evidence:

» Of the four CAEs reviewed for equipment failures in the field, all identified
the technical cause of the specific failure, but none included actions to prevent
that failure from cccurring agam (ref. 10.2.1.1).

» Of the five customer specifications reviewed in the QU Lab, three were at least
one revision out of date (ref 7.5.3 2.¢), and none were approved by the

customer manager as requared m QP-01 (ref. 7.5.2.¢).

s« Of the five batch sheets reviewed in the “B™ vnit, all five showed the
temperatures and pressures to be running outside the acceptable limits
specified on the batch sheet (ref. 8.3.1).

Auditor’s note: Auditees suggested that the batch sheets were not revised after the last
process improvement team implemented changes to the process (ref. 6.3).



* There iz no defined process to review customer satizsfaction data and initiate

CARSs where indicated. Responsibilities relative to this review have not been
defined (refs. 9.1.2 and 5.3).

* During the audit, three rejected products were noted on the “D” line that were
not identified or segregated (refs: 10.2.1.a and QP-13, Section 3.4).

If the aunditor 13 able to identify specific examples where these issues have cawsed
nonconforming product to be shipped, premium freight to be paid, or other added costs to
be incorred, this additional information should be recorded on the CAR and presented at
the closing meeting. For example:

» Of the four CARSs reviewed for equipment failures in the field, all identified
the technical cause of the specific failure, but none included actions to prevent
that failure from cccurring agam (ref. 10.2.1.b).

Auditor’s note: Three of the four CAFs were related to the same fatlure mode. These
failures resulted in retrieval and rework costs exceeding 310 million Identifying the
cavse of the fatlure and taking action to prevent recurrence are needed to mitigate the
rizk of future failures.

» Of the five customer specifications reviewed in the QC Lab, three were at least
one revision out of date (ref 7.5.3.2.¢), and none were approved by the

customer manager as required m QP-01 (ref. 7.5.2.c).

Auditor’s note: Of the last three shipments returned from the customer, two were
caused by obsclete specifications.

* There iz no defined process to review customer satizsfaction data and initiate

CARs where indicated. Responzibilities relative to this review have not been
defined (refs. 9.1.2 and 5.3).

Auditor’s note: There are two specific areas that have been rated very low in the last



two annual customer sorveys: on-time delivery and customer service. We have lost at
least two customers in the last six months due to these 1s3ues.

* During the audit, three rejected products were noted on the “D7 line that were
not identified or segregated (refs. 10.2.1.a and QP-13, Section 5 4).

Auditor’s note: Three customer complamts were noted in the past six months because
we shipped product that had already been found to be reject.

Adding clear evidence mdicating that a resolution of these issues will result in an ROI
will increase the probability of timely, thorough corrective action. Identification of the
samples observed i1z available in the completed audit checklist which should be
maintained as part of the avdit record. Including the sample identifications in the CAR
encourages the auditee to fix the samples instead of correcting the process.

THE AUDIT REPORT

The audit report should include a summary page describing the key information related to
the audit. The summary page should include:

# MNames of the auditors
# Datez of the andit

» Scope of the audit—including the proceszses audited with the applicable
reference to ISO 9001:2015 and the areas or departments visited during the
audit

= Summary of nonconformances
* Observations noted
* Opportunities for improvement

» Examples of ovtstanding performance or evidence of improvement zince the
last audit

* Expectations for corrective action responses



An example of an apdit summary report form can be found 1n Appendix D and on the
enclosed CD to facilitate your customization.

The auditor can attach copies of the imitiated CAR= and the audit action 1tem list to the
audit summary to complete the avdit report. The key iz to provide the required
information to the appropriate managers in a format that enables the report to be 133ued 1n
a reasonable time frame To encourage timely corrective action, the report should be
izsped within 24 hours of the avdit and should be distributed at or before the closing
meeting.

When audit reports are 1ssued two weeks or more after the audit, they typically end up
in a manager s to-do pile as a remunder to ask clanfying questions about the auvdit. A
manager who does not vnderstand why a finding was cited or who does not understand
the evidence to support a finding 13 not likely to follow up with questions. One thing most
people’s to-do piles have in common 13 that they rarely get done.

THE CLOSING MEETING

The closing meeting, with at least the managers from the areas audited or process owners,
should be conducted within 24 hours of the avdit. The purpoze of the closing meeting 13
to ensure that those responsible for corrective action understand what the findings are,
why they are findings, and what type of corrective action is required.

The audit report should be issued at the closing meeting and those in attendance
should be given the opportunity to question and understand each finding 1n the report. If a
manager leaves that meeting doubting the validity of a finding, timely corrective action
probably will not oceur.

If the anditors were able to uncover facts and data to support significant ROI based on
the indicated corrective action, that information should be provided at the closing
meeting. It 15 rare that complete ROl data will be avatlable in that time frame, but any
information leading to the calculation of retums should be provided to encourage those
managers in attendance to take timely corrective action.

SUMMARY OF AUDIT REPORTING

Though avditors do not have responsibility for corrective action following an internal
aundit, there are four things they can do to encourage zuch activity:



* Enszure that CARs contain the reference for the finding and specific objective
evidence

= [ssue the avdit report withun 24 houors

* Conduct a clozing meeting with at least the managers of the areas mcloded 1n
the audit

* Provide information relating to ROl on the indicated corrective action if that
information 13 available

Bv following these suggestions, the anditors will ensure that they have done everything
within their power to facilitate timely, thorough corrective action following an mternal
audit.



3
Follow-Up Audit Activities

nternal audit programs should include follow-up activities after the audit to ensure

that corrective action taken was implemented and was effective at resolving the audit

finding. Organizations tvpically are good at venfying that corrective action was
implemented, but weak on venifying the effectiveness of that action.

The best individual to verify the effectiveness of the corrective action taken 15 one of
the original avditors who recorded the finding. The avuditors saw the process as 1t was
before the audit and are in a good position to evaluate the effectiveness of the corrective
action.

To understand appropriate follow-up activities for corrective action: following an
internal avdit, we will discuss how each of the findings discussed in Chapter 7 was
evaluated.



FINDING:

“OF the four CARs reviewed for equipment failures in the field all ideniified the
technical cause of the specific failure, i none included actions o prevent thai
Jailure from occurring again (refl 10.2.1.5).7 Note: Three of the four CARs were
related to the same failure mode.

The corrective action defined for this finding was at two levels. The impact of the zpecific
finding was stgmificant encugh to addresz individually. The root cavpse of the three
equipment failurez was determined to be related to the manufacturing process for a key
component. The manufacturing process was changed; drawings and instructions were
revized and distributed to appropriate locations, and employees were tramned on the
change Equipment performance was carefully monitored until encugh data points were
collected to verify that the comrective action was effective. But to simply verify the actions
taken for this specific failure mode would not be sufficient to verify that the corrective
action process itself had been improved.

The company also addressed the corrective action process for equipment failures in
general to ensure that corrective actions for future incidents would result i actions to
prevent recurrence. The cause of the finding was determined to be lack of understanding
related to techmical corrections versus corrective actions that would prevent recurrence.
Quality professionals were added to teams addressing technical failures, and the
procedure was revised to require proven root cause analysiz (RCA) methodologies and
tocls to be used in the analysis of equipment failures.

To venfy the effectiveness of actions taken, the auditor would need to wait for a
sufficient number of CARs to be closed out to confirm that appropriate actions were taken
to mitigate the risk of recurrence. The re-audit should then evaluate those CARs to ensure
that changes were implemented and that they were effective. The auditor should venfy
that each team included a gquality professional, that proven RCA methodologies were
vzed, that each CAR included changes to processes to prevent recurrence, that those
changes were implemented in a controlled fashion, and that there has not been a
recurrence of the failure meode that was identified.



FINDING:

“Of the five cusiomer specifications reviewed in the QC Lab, three were af least one
revision out of date (reff 7.3.3.2.¢c), and none were approved by the cusfomer
manager as required in QP-01 (ref 7.5.2.¢).”

In this case, the capse of the problem was that the facility avdited was not on the
corporate customer service department distribution list for customer specifications.
Consequently, the specifications were not being updated at this facility.

A superficial re-audit of this finding would venfy that the five customer specifications
have now been updated and are properly approved. Thiz verification activity does not
fully verify that adequate corrective action was faken, much less that the corrective action
was gffective.

A shightly better approach would be to verify that the distribution list in the customer
service department has been updated to include thiz particular facility and that all
customer specifications in the lab have been updated. Stll, this activity only verifies that
the corrective action was taken, but provides no evidence to support that the action was
effective.

To venfy the effectiveness of the action taken the auditor should allow the new
process to be implemented on several specification revisions. The auditor can then
identify the last three to five spec changes from the customer zervice department and
verify that all appropriate copies in the facility were properly approved and issued. These
data should then be recorded in the verification section of the CAR.



FINDING:

“Of the five baich sheeis reviewed in the "B’ unit, all five showed the temperaiures
and pressures o be running ouiside the acceptable limits specified on the batch
shest (refl £.3.1). Auditor s note: Auditees suggested that the baich sheeis were not
revised afier the last process improvement team implemenied changes to the process

(ref 6.3)."

The cause of the finding in thiz case was that the quality improvement process used at this
facility did not include the updating of applicable documentation when changes to the
process were made. The organization vpdated 1tz quality improvement process to mclude
thiz step before the team disbanded.

A spperficial verification of this audit finding would be to venfy that the guality
improvement process had indeed been updated and that batch sheets had been revised to
reflect current operating conditions. Agamin such verification would prove that corrective
action has been taken and that the current batch sheets are correct, but would not ensure
that the quality improvement process haz been effectively implemented to provide
adequate documentation for future process changes.

The anditor should do the verification deszcribed earlier, but should alzo allow encugh
time to pass so that zeveral quality improvement teams can complete their assigned tasks.
The auditor should then verify that any changes recommended by the teams resulted in
appropriate documentation revisions to reflect those changes.

FINDING:

“There is no defined process fo review customer satisfaction data and initiate CARs
where indicated Responsibilifies relative io this review have not been defined
(refs. 9. 1.2 and 5.3)."




As a result of thus awdit finding, the organization updated its customer sabisfaction
procedure to include responsibility for reviewing the data to determine the need for
corrective action, how that review should be conducted, and how the CAER should be
initiated.

To effectively verify this action, the avditer should ensure that the procedure has
indeed been revized and appropriately izsued. He or she should then re-audit the next
customer survey results to ensure that the data were reviewed as docuomented and that
appropriate action was taken where indicated by the data.

FINDING:

“During the audit, three rejected producis were noted on the D line that were not
identified or segregated (vefs. 10.2.1.a and OP-13, Section 5.4).7

In this casze, the orgamization found that the procedure for the control of nonconforming
products was well written but was not being followed. The root cause was that emplovees
were not aware of what the procedure required. The comrective action included not only
training emplovees on the current procedure for the control of nonconforming products,
but alzo vpdating the document control procedure sc that appropriate personnel are made
aware of the changes and adequate training iz provided where required.

To verify the effectiveness of this CAR| the auditor should re-andit the control of
nonconforming product to ensure that reject prodocts are being identified and zegregated
per the procedure. But the auditor should also find out whether the document control
procedure has been updated and properly 1ssved to specify how procedural changes will
be communicated to appropriate perzonnel and how and when appropriate tratning will be
provided. The anditor should then review recent document changes to ensure that the new
process 13 being followed.

Each of these examples illustrates that the auditor must go beyond venfyimng that the
symptoms have been fixed. The avditor must ensure that the process has been changed so
that similar process breakdowns are not likely to occur 1n the future.



SUMMARY OF EFFECTIVE INTERNAL AUDITING

This book 1s intended to provide spectfic tocls and techniques to facilitate mternal awdits
that are effective at improving the business and its bottom line. The key points in such an
effective audit process include:

+ Esztablizhing an environment where managers and emplovees value the mnternal
audit az a critical tool 10 the orgamization’s overall quality mmprovement
strategy

* Focuosing on the succeszes of an internal audit—not just the naumber of findings

« Finding ways to communicate those successes throughout the organization so
that managers and emplovees are aware of the benefits that have been derrved
from the internal audit process

* If possible, calculating the ROl for corrective actions taken as a result of
internal audits and commumicating these successes throughout the organization

* Enzuring that auditors adequately prepare so that they will know before they
conduct the audit how effectiveness of the process will be evaluated, what
records will be pulled, how many will be pulled, and what will be reviewed

* Enzuring that auditors are tramned to venfy that deztred outputs of the proceszes
are clearly defined and that inputs to the process are provided to ensure that the
process can achieve the desired outputs

+ Issuing the audit report within 24 hours of the andit

* Enzuring that any CARs initiated as a result of the avdit contain an appropriate
reference to the standard or to the organization’s own documented procedures
az well as clear objective evidence

* Conducting a clozing meeting with all applicable managers or process owners
to ensure that 1ssues 1n the report are clearly understood

* Thoroughly verifying that any required corrective actions have been
effectively completed before closing them out



It iz sincerely my desire that these tools and techniques will help you improve the
effectiveness of vour internal auwdit process and achieve measurable benefits for your
organization and its bottom line.



Appendix A

Process Models for Common
Processes

Process

= Acme Process Map

» Calibration

* Corrective Action

» Cuostomer Satisfaction

* Internal Audit

* Mlanagement Feview

* Nlaintenance

* Product and/or Service Provizsion (ProductionManefacturing)
+ Product Design and Development

* Purchazing (Externally Provided Products and Services)

¢+ EFeleaze of Products and Services



e Requirements for Products and Services
e Risk Assessment and Mitigation

« Shipping
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Figure A1 Acme process map.
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Figure A9  Froduct design and development process model



Fgure A10  Purchaiung process moded






Figure A 12  Requirements Sar products and senvioes process moded



Figure A 13  fsk assessment and metigation process model






Appendix B

Checklists for
Common Processes

Checklists

o All Processes—These questions are based on the
four categories of inputs into every process.
Customize this checklist based on the process being
audited and then add process-specific questions
from the checklists below:

¢ Design and Development of Products and Services

e Externally Provided Products and Services



(Purchasing)

Maintenance

Monitoring and Measurement

Planning and Control; Definition of Requirements

Product and/or Service Provision
(Production/Manufacturing)

Quality Management

Release of Products and Services; Control of
Nonconforming Product

Senior Leadership



Process metrics—Clauses 4.4.1.0/gM and 530 (reference the METRICS box on
e process model)

L (Interview the process owner. Ask the following questions:)
0. What metrics 4o you heep 10 evaluste the effoctiveness of this process?

b. Who looks 81 these metrics? Mow are they evalusted? Do you have any
goals or objectives established?

€ Are goah and ebjectives being met? (Pull records 10 verify whether or nat
any QO are beng athieved )

d. 0F gools are not Being met, ask ) What actions are bewng taken to imgeove
the process? (Review records to veridy that acnons are being taken, These
Achons mary be docummented on CARY, CoMinuous Irmgeovorment rocoeds, in
meeting minutes, and 3o on.)

0. ¥ goals ace beng met, ask:) How are thoy reviewed for opportusities of
Continual impeovement !

2. (1 applicablle, interview any intermal custemers of the grocess 1o determine
the grocess i effective.)

Rasponibilities, authonties, competence, swaroness, and
441053, 716 and 7.2 (refarence the WHO box on the process model)

1. Whao particpates w this peoceu? (Recosd those positions that you
inerviewed in this sudit 1o the nght.)

Figure B.Y Al processes chedist
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2. How are responsibiitios and authorities defined and comenumicatod for thew

3 Has the organization defined the siills and knowledge (competence)
Mundonthonﬁ;h“m?

4 How B304 the organization ansure that employees are competent 10 parform
these jobs?

S (M vraining = specfied in the QMS, pull training records for employees eithes
m»mwumnxwumnﬂmh
effective implementation

& How s the process 20 determine competence evaluated for effectiveness?
{Pull recordh and verity conformance.) i there anything that should be
done 10 make this proceis more effective? (Note any opportunities for
improvernent to the right )

2 mmmnmmaquumm
Mn“m examined, Did the organization

the availability Mm“hmmu:z
M?Nolmunm authoatiosT)

Figure B.1 Al proceises checkst (contnued)
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nformasion required for the process~Claunes 442, 60,751, 752, and 753
(reference the INFORMATION box on the process model)

1. What types of documents aco used i Tha process” (Record these on the
attached document control matrae. These may include procedures, work
Instructions, inspection and test plans, job descriptions, specifications, prints,

chedk iheets, batch shoets, conteod plam, and so on )

2. (Interview auditees 10 veridy that the documents include the right amount
Information. Sample questions might indude the following )

a, Were you trained by your procedures and mstrctions?

b 10, were they helpful to you?

€ 1 5ot why not? Are they 100 detadledidifficult 10 use? Do they not inchude
mmu:nwmmm»mnmvmmm’
Incorrect

(Recoed any opponunities for improverment 1o the right )

2 (Complete the document control matrix at the end of this checklist 1o verity
Mll’nmm sppropeiate review and approval, and control of
thange,

& (in preparning for the audv, documents that have recontly been
thanged, Verily hWMWmeno
planned and manner )

Figure B.1  All processes checist {continues)
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wivere the document i used? Look particularly at bulletin boseds, postings on
the wall or mear equipment, and 1o on )

& Mmmamwummmm
those documents that were verified. External documents may
hd-‘ and regulatory reguremonts, OEM equipment manualy, customes
specfications, intermational and industry-specific standaeds, and 50 o)

7 mmmnwhumrw
mbqa“h-qmmm
requaitions, production whedules, sample schedules, MM.‘&N

8 Does information eciude everything that you seed? K it correct? Do you get
it when you need a7

fquipment, tools, parts, matenals, hardware, and software required for the
mn.l?.i&-numumfiunhm

' ”:rmgtndnmmlm.unﬂwmm

2. s eoepment maintaned? Are any Mstruments andior tew
M-Zuummmmmmw

1 Are tooh adequate for the procen)

. noﬁommmmmmmmmnm
process

Figure B.1 Al procesies checkist (continued).




S Are matoriah availlablo when needed?

& I any woftware Lsed in 1he process adeguate 10 meet the needs of the wsers?

7. 1 the work environment suitable for the process?

Control of records—Clause 7.5.3 (reference the OUTPUTS of the process on the
process model)

the sudit, verify that recoeds are available where they are
m“.‘rb a0 Atored In o wary That protects them from loss of

2. How are records protected agaiet loss of confidentiabty, improper use, Of low
of intagrity?

wuuwmummmut

1 Unterview personnel throughout the audit. Ask the following questions )

A, Are you aware of the organization's quality policy? Can you state the key
:.nmhmmmvmanwmlmmmnnw

b What or abjectives haove been sstablivhed for this process? Ace we
our goals? Mow does whist you do impact whother of ot we
will meet these goals?

€ (Verity tvoughout the sudit that emgloyees are aware of the snplicatom
of not conforming with requirements of the QMS )

Figure B.1 Al processes checkist {continued),



Doounent control sudit matrin

Figure BN Al processes checklist (continued).
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o

‘.i“".',.u-:;
applicable)

Design and development of products and services—Clause 8.3
(this chackiist & 10 be used in conjunction with the “All
Processen” checklist)
1. Dexcribe the design and development process.
Project # | Project # | Project #

2. {Revsew recoeds for X recently closed propcts 10 werity the
following )

A, Wat there a desgn plan for each project ¥

b. Did plans identify specific actvities and the individual
respomible {or completing them?

¢ Dud plans include the review, verification, and validation
activities that are appropriate 10 each itage of the design?

d. Dud plans consider internal and external resource needs for
the design and development?

€. Who wevre the interfaces that were identified for eah
project? Mow were they kept abreast of the status of the
dengn? (Pull records 10 verify conformance )

f. Wi the need for customer andior user involvement
considered in the dosign and development process?

0 O the arganieation consicdder the level of control espected
of the desgn process by customers and other relevant
nterested partses?

Figure B2 Desgn and development of products and senaces checkis




ST Ty

 Evidence

RIS

S e

| Mow were “lenons loamed” hom previous projects
considened for each project? (Review evidence 1o venty )

i D the organization contider standards or codes that it
ow (i the Gegn Incorporate these? May | see it pleate?

& Mow did the conuder potential comequences of
tadure due 10 the nature of the products and services? May |
see it pleme?

I Were any confiting, incomplete, or ambiguous
requirements resolved?

m. s there evidence for oach project that the desgn output
(It i, prints, drawings, speciications, veritication snd
validation results, and 30 on) met the customer and
regulatory requeements specifad in the question above?

N, Dud design output Include or reference montoring and
measuring requirements as wedl as acceptance critena?

0. Do the owtput Socuments specty the charactenitics of the
product that are essential for its safe and proper use?

p. Arw records avalable to show evidence of desgn review
for @ach projext #t the required intervals? Weve follow-up
activities recorded?

0, Were verification requiremarnts clearly defined and
documented ? (Pull recoeds and verify that requirements
were sucoessully compieted or that Mctivites
were recordod )

Figure B2 Desgn and development of products and senvces checklst icontinued),




1 Mowe any of the projects had changes T Iif 10, verify that
MmMWMMM.

appropeiate ) Were
NMWQMNNW verfication, and
validation as well a5 any mecessary actions?

& (Interview the “customen” of the design and development
Process to ensure that the sutput is prowding adequate
M&bmmmmmw
¥ on Adk

A, A OPOrAtIons peronnel receing adequate iInformation 1o
un the procen?

b. Ave purdhaning pesonnel recening adequate nformation
(Grawings, specitcations, and so on) in tme 1o order
acceptable materiah from quaidied supplen !

€. Are QA personned receiing adequate information in ime 10
effectively tedt the new product?

4. Ace malrtenante perosnel teceiving adegquate Information
10 effectiely mantain the oguigment?

Figure B2 Desgn and deveiopment of peoducts and senaces checkint icontinued),




Control of extemally peovided products and services—Classe 8.4 (this checklist s
10 be used in conjunction with the “All Processes” checking

1 mmm’mm”umamwm
and services evaluated and approved? (Note * here can mean a
provder of goods and services uned by the & provader of goods
and services provided by the organization directly to the customer, or &

performeng » process of a pant of a process)

2. Are evalustion and selecton Critena for new suppliens and (ontractons clearty

have been spproved in the past year, review their reconds to verify 1hat they
met requirements )

3 How are suppliers and contractors re-evaluated? (Revew records to
conformance 10 specified requirements. Where records thow svidence
meMumoﬂmmum

4 How s suppher and contractor performance monitored? Whao & responsible
for gatherning and analyzing this information? What actions are taken based

Figure B3 Control of externally prowded products and services checkisg
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S (Revew XWWNMMMW
and werify the following)
&, Were they istued 10 wpphers andior comtracton that have met the sslection
and evahaation tritera?
b Were the products or ordered dearty defined mn purdchaung
mmm-.umo. tequited dedrvory dotes arvy required
system standaedy, applcable penonnel

quakiicaton, and ary m«mm that the
Wanmmmmumnphﬂmt

6. How does the organization define the level of woplietcomractor control?
May & seo 17 (Voridy that the decson comiders the potential impact of the

process, o service provided a3 well a1 the effectiveness of controly
Mm‘wm)

7. {(Using sampies revewed o Queston 5, verify that defined controls were
implemanted. These controly may be those appiied 10 the suppiier or those
appled to the process, product, of service provided.

Figure 8.3 Control of externally pronded products and services chectint (contnued)

'.’ San I“(- et

Malntenance-—~Clause 7.1, (this checklist is 10 be used in conjunction with the
“Al Processes™ checkin)

1 Descnibe the maimenance process. Does i include preventive, predictive, and
emergency maintenance 2 appropriate?

2 How is preventive maintenance (PM) scheduled? May | see the PM whedule
please? (Pull X equepment records and veeity conformance Lo the PM xhedule )

 § m-mwumlmnnmtu
emergency maimenance? §f work orders are used, ashc) Do maintenance
mmmmwmunmmmmumu
equipment i a timely manner?

Figure B4 Mantenance checkdst.
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Question

Skl

Monitoring and measuring resources—Clause 7,15 (this checklist it 10 be usod n
conjuncion with the “All Processes™ checklint)

1. Descrbe the process 10 empure vaid and reliable results when monitonng
or measuring is used 1o verify the conformity of products or services
mmmnmmm”«gwmw

2 Mow ersure that resources are setable for Mmesmurement and
MMM“NMMMW
htmnmm implementation of measuring
Procewes and rocoed rewits to the nght )

3 {Use the remainder of this checkist where intermal or external parties—or
DOt —0oquae Measurement traceability )

4 s measur wndoMumuawm«
prior 10 use? How do you define the equipment that require calibration?
Mary 1 400 it please? (Review records for X samples at random 1o verily that

has been calibrated or verified at wpecified intervals. Record
10 the right. e theswe samplet 10 complete the questions Lo the right )

S. (Where oqupment was found to be out of calibreation or otherwise unfit for
use, verily that previous results were reviewed and that appropeiate actiony
mﬂrmmmmmmmum

6. Does this process indude anvy quality-critical equipment owned by others?

7. Were standaeds used 10 Cablbrate this egupment traceatie 10 a nationally
recognized standard? If not, is the basks esed for calibration dlearly
dotumened? certificates of tracoabiity—or other Baniy for calibration -
for those wied 1o verity the equpment reviewed above )

£ (Verity that equipment is identified to determine its status )

% How o equipment from adgntments, damage, or detenoration
that would swalidate the calibration status and subiseguent meaiurement
results) (Verify conformance and record results 1o the right )

Figure B.S Montonng and measurement processes checkist



Question

ar o)

Operational planning and comtrol-Clause 51 (this checkling Is 1o be used In
Conjunction with the “All Processes™ checking)

1 Describe how your organiation defines and documents requerements for
products and services. (Note: These may be reguicerents from customers,
reguiatony bodies, induntry standards, and v on )

2. (Rewsew records for X new or changed products or prooesses and verdy the
folicwing )

a. How were product o service requirements defined? May | soe them please?

B, How wers Current Drocesses, scoeptance riteria, and revources eveluated
10 ensure that they were suitable to meet reguirements? (Look for evidence
that any identified action items were completed.)

€ Mow digd the organizaten implement contiol of the procevies in accordance
wath criteria? (Reviaw records 1o verify conformance. Verify that control of
proceues included any outsourced processem )

d. Were any rew records identified that would be necessary for these products,
Peoceises, of progects?

Definition and review of requirements for products and services—Clause 8.2

1. Does documentation (for example, Customer contracts, RIQs, RFPs, peoduct
specfications, packaging standards, orders, and 30 on) cearly and adequately
requrementy? o e

2. Do defined requiremants include product related statutory and regulatory
requeements? May | see esamples?

Figure B.6 Planning and control; definstion of requirements 1or products and senvices checkdst.
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Question

O A

3 Do requirements include those comidered necenary by the oeganizanon?

4 (Reveew X enampies of new productviumonsess 1o wniormante o
Questions 1, 2 and 3 Note the orders reviewed 1o the along with results )

S Whon for reviewing austomer roguerements peior 10 drcepting
wmnmmmmammnwudmm
requrements? (Veridy that the documents abowe contan evidence of review
and accoptance )

6 it Organization cannat meet the ustomer’s requirements-—Including
%—«umuuunmmwmlcmnlh
contract, how is that resolved with the customens T By whom? What recordh
are ket ? {Pull records 1o werify tonformance.)

8 Dows comenunication with customerns indhude:
A Wlormation felated to products and servces?
b, Obtaining customer feedback, induding complaints?
€« Requirements for handing and controling customer property, (f agpicable?
d, Exablishing reguirements for contingency actons, whene sekevant?

9 (Review the customer complaint Bl to keok for possitie repetitive complainty
that are the retult of unclear customer requirements or regquirements that

your organzation could not meet. 8o sure 10 include delivery and seevico
performance as well a1 product nonconformances. Note arry oppoOrtunitics

Figure B.& Planmung and control, definstion of reguremnents (or products and services checkist (continued).



[ ~'—:.-1 " e .:
Production and service provision—Clause 5.5 (This checkint is 10 be used in
ConjuncEon with the “All Processes” checklist)

L How b production sheduled 10 ensure that shvp dates or delivery dates
are met? b the schedule appropriate? Is it realstic or does meeting it often
1equre extraordinary Imeats s’

2. What mexsrement or MONtoring activities are required in the process to

werity that criteria for controd have Boen met? May | see thom please T Select

X meaniroments and verdy the following questions )

a.mwmw-«wmmm»m
opera

b. (Do records show evidence that the parameters are within specified limas?
I Aot wirk action taken m specified i the procedures? Record receeds
reviewed and rewlts foundd 10 the right )

Mhmbﬂmhammlnmnumm
cannot be verified by subsequent munm"n.
how are these processes validated, and & necessary, to
demonstrate that planned result uomam recoeds to verify
conformante.)

4 What actions have been tahen 10 prevent human error in the proces?

5. Desoribe the process for releasing and shpping product 1O endere that only
acceptable produt i shipped 10 e comect cmtomer, (Verify conformance to

Figure B.7 Product o servce provison, control of nonconformng product checklist



1. How are incoming materialy, in-process material, and final products dearly
identified?

2 (Wah storage and mmwmmm-m
provedures. right)

any exceptions 1o the
3. What are the tracesbdity requirements for your erganation? GPull secords 1o
veeity conformance 10 traceabibty requeemeonts )

4 How is irspection and 1est status of incoming maternal, inprocess materiah,
and final products kentified?

S (Wak through the faclity and verify conformance 1o procoderes.)

Property belonging to customers or external parties—Clawse 8.5.3

1 mmmm—or from other external

MMW

personal data, and 30 on) Mow is property identified, verified, protectes,
and safeguarded? (Walk theough storage areas and review records 1o verify
conformance 1O procedures )

2. What process i in place to notify customers or external providers of
protiems associated with thelr property? Are recordh maintamed?
reconds Lo verify conformance )

Figure B.7 Product or service provison, comtrol of noncondormng product checkhist continued)




1 How are products or othed outputs preserved throughout the teon
w&“éh:’“”*muﬁn“

storage
m:v)molmhncmhhhtmwnmwhmm’“
w

2. (Pull records as rogeired and walk through storage aress 1o werify
conformance 10 procedures )

3 mmuu.-muo- that product s packaged and labefed
wmmw {Obaerve product beng packaged Eniure that
correct procedures are beng followed, Trace the and labeling
m?nmmw apphcable, 1o verity

Post-delivery activities—Clavie 855

1. What post-delivery activities is the organization responsible for? (Note: Post-
dolwery Aty may INChadt Warranty Drovision, Mantonance acthiset,

dapotal, and so on.)
2. In defining post-defivery requirements, how thd the organlzation comsider
SUCh ThINGS a4 statutory and undevred

Control of (hanges —Clause 856

1 mmnwmmmmmnmm
e processes T (denty X recent changes. Review records 1o venify that
wmmanmnmmnm

2. (Verty that approgriate personnel were made aware of the change and that
any new of revised procewes have boen fully erplomented )

T34

L wauwuummmw
10 achieve 10 Customes
appropriate wmwm‘vmhum
nappropriste

Figure B.7 Product or sérvice provison; control of nanconfonmung product checklist. (continued)
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1. How do you ke interested parties that are rebovant 10 Quality
- qmw('h&wl cnyowhdn:.y “interested

WMW
Adimon 10 custome s and employees.) May | see them please?

2. How do you define the requiroments of intarested parties that relate to the
QMS? (Verify that the organization has current revisions of any applcable
external documents that atfect the These may indhude customer
requrements, industry standards and reguirements, statutory and regulatory
requirements, and so on)

mmmmmmmmmmtmm
the effective implementation of the QMST (Ask for evidence 20 verify that
intorested partios and intemaliesternal iswes were comidored in developing
the sope and regurements of the OMS)

4 How do you monitor information relatng to mternal and oxiernal e ?
uqlml.buo?m"-uuﬁuunhm‘nm&
effectiveness of risk Management. MANagement review, and mgrovement
procemes 1o the right.)

sk management—Clauses 44.1.f and 6.1

1 m“nmmmmmwuamlmw
be addressed to assure that the OMS can meet its intended objectives? To
provent Of reduce unwanied offects? To schiove iImprovement? May | seo
wme examples please?

Figure B8 Quaity management chacklist



s

3 m.ommumumomummwmm
them please? HOow are acbons tracked 10 completion? How 9o you

that actions taken were effective at their devired results? (Select
35 sctiom and trace them through 1o 0N 10 verify that they were
effectively dosed out.)

Establishng and tracking quality obgectives—Clauses 6.2 and 7.3

T 1500 the that have been established at the
M“" Mmmmmmuuw-mum
processspecfic audit)

b 3 Mwmmnmwummm
are measurable, that they are relevant 10 the conformaty of angd
wervices, and that they lead to enhancement of customer satinfaction )

1. How are these objectives communicated throughout the organization?
M;.m)

4 How does the organization plan 10 achieve these objectives? May | see that
plan please? that the plan specifies what will be done. what resources
will be rogueed, will be responiible for comploting each action, when
each action will be completsed, and how the results will be verified )

5 How are acUons trackod 10 complationT Belect 3-5 actons and trace thom
throegh 10 completion to verify that they were effectively closed out)

Figure B8 Qualty masagement chedkhst icontinued)
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A AR
(f applicable)

XS Lo

mwmuu

1. How are changes 10 the OMS managed i o planned and systemic manner 1o
JmethbM

Hd Mxmw.h“ that the purpore of each change
waos defined and communicated. that of resowrces was comidered
“M:.um-dwt:::u ly a¥ocated or
reallocat v«wmum Wi adequately mantained
in implementing the change. This includes ensuring that any applicable
dOtUmentation was revised, approved, and distributed and that appropeiae
penonncl were made aware of the change )

improvement—Clauses 10.1 and 10.3

1. Desorde the processes at your Oeganization 10 continually imgrove the
effectivenen of the quality management yatem. What evidence of

UNPIOVEMent Can you show me?

2. How do you determine and select opportunites for improvement?

Customer satisfaction—Clauses 9.1.2 and 913

1. How does the Orgamzation measure and monitor your Gustomen’ perception of
the degree 1o which their meeds and expectations have been fulfilled? May | see
it please 7 (Verify that data are bewng collected in accordance with the pland. )

2. Who svaluates this information and determines whether action is reguired?
(Verify that responsibility 5o initiate appropriate action is chearly defined and

Figure B8 Qualty mansgement checkiist (continued).
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| Evidence |

NGRS

1 What action hat been taken based on tha infarmation? (Review recoeds
owing evidence that any appropriate aTon & beng taken. These records
may be in the form of CARY, management review meeting minutes, guality
IMprovement Loam mMeeting minutes, and yo on )

nternad audits—~Clauses 9.2, 9.1.3, and 7.2

1. Destrbe the intemal audit process. How are internal sudits planned and
conducted? Mow ace they reported? Mow are any regured corrections and
corective actom recorded and tacked?

2. May 1 see the intemal audit plan for the past year? (Vierify that audas were
wheduled based on the impertance of the process, changes affecting the
OrQASEZAON, and previous audi results )

3 (Pull X auc repors ot random from the previows and that they
were conducted in sccordance with the plan, that the riteria
and wope were defined for each audit. Use these audit reports to complete
the rest of the iMesnal sudit chedklist)

4 How 40 you ensuse that sediton are competent 10 perform sedits? Pull
records for the audton who the sbove audits and verify that they
were quaiified per the

5 (Verty that suditors were selected 10 perform the above audas In 4 way that
ensures objectivity and impartisity of the aud proces.)

& (Verity that auditor notes provide evidence of conformance s well &
nonconformance.)

Figure BB Quaity masagement checkhst icontinued).




7. How are sudit results broeght 1o the atterition of mansgement peesonnel
reiponible for the process audited? (Look 10f evidence. notes copied on the
audit report, minutes of the dlosing meeting, and 10 on )

& How are internal sudit findings addressed to ensure timely and

done to impeove the effectivenes of internal audits

Noaconformity and coerective action—Classes 1021 and 5.13

1. How are product or service nonconformeties tiadoed and montored for
opportunities to reduce them?

2 How doos the cormective acton process work ? (Who can initlate a CAR? Who
vaiuates them? Who tracks them 10 ensure that they are completed? Who is
mmn for making wure that corrective actions are verified s havieg been
¢

1 (Select X CARs from customer complainty, X from intemal audit findings, and
X from peoduct or service soncondormities and complete the corrective action
matrix at the end of this checkiist)

4 In the past year, what specfic imgrovements 10 the busness have resuited
from the corrective action processes (that is, reduced scrap, less rework, fewer
customer complainty, more efficient protesies, more streamlined peocenes,
Nigher customer satisfaction results, and so on)?

Figure B8 Quaity rmanagement cheddist (continued),



MANAGEMEnt review proces. WHo aee the required attendees? Mow
often does the review take place T What data are assessed? How & the meeting
recorded? (Sefect X management review records and very the following)

. Were thoy conducted ot the rogueed frequency?

Were the required attondees present )
Were the required agenda tems and obpectives diacussed at sach reveew?
Mwummm-mm

a. Status of action terns from previous reviews
b mum«mmumm»nw

© Trends in customes feedback (may indude customer complamts and
-unmmm—mmmm

d. Degree to which guality objectives have been met
. Trends In proces performance and conformetymanconformity of products
and wervices

. Status of corrective actiom

§. internal and external sudit results

h, Performance of extemal providen

L Adequacy of rescurces 10 enable the effoctive performance of the OMS
). Effectiveness of actions taken 10 address risks and opportumties

b Recommendations (o smprovement

Do records mdude resulting decisions and actions? (Select X action items at
random (rom the revews and vorify that they weee comgletod and that action
taken veas effective )

MMMM)MuuMm dnuno'k
imgrovements to the QMS have been realized through actions
mmwmumdlumw-m“m
Were there decisons reached (and actions taken if necesary) selative 10 the
provson of adequate resources? Note evidence o the night,

 Were manasgement reviews aligned with the strategic direction of the
organizstion?

Figure BB Quaity management checkiist (continued).




Figure BE Quslty mansgemen checklinl joontinued).
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Release of products and services—Clavuse 5.6 (This chockist is 10 be used in
conjuncion with the “All Processes” checking)

! mmummmumum

& Do records identify the indiviciusl who released acoptable Incoming paety o
materials?

5 (Where in-grocess inpection is specified, review records for X impections and
verify defined requirements were met. Record results to the Make note of

6. Do recocds identify the indivciusl who refeased stcoptable ingrocen parts of
materials?

Figure BY Releuse of products and services, control of noncondoeming outputs checkist.




1. (Whaere final wnmmmux
a::::{od mc-lun-::.o::w i mhmnmd
we in
WMMD“M)

£ Do records sentify the individual who released acceptable final parts or
matesials?

Control of nonconfomming product—Clause 8.7

1. How are In-process parts
%Mawmommtm

being shipped or further procenied without required approval

2. Who has the authority 10 spprowe o¢ determine the dapostion of
kamwmrwomwx
or materials and verify that the duposition wan made and byﬂc
autherized parsonnel )

3 (Where nonconforming parts of matenials are noted, do reconds provede
evidence of the nature of the nonconiommly, any Sulmeguent sction taken,
and sy condessions obtamed?)

4 (Visit production and storsge areas 10 verify that any nenconferming product
s sutably identified and controlied per the procedure.)

5 I nonconterming product wal detected after shipment, Wt approgeiate
action taken))

Figure B9 Refease of prodocts and services, control af noncondorming outputs checlist (continued)
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maumuum

1 Nw‘nuhorhnmm“howummamm
intended results

2. How have OMS requirements been integrated imto buuness processes? Can
YOU AW e SOMme examphes ploae?

1 What tWMMMWMnM!o
the QMS? (Nete: These may be i the foem of key performance indicaton
{KPisL MBO targets, corporate dwectives, and 5o on.)

4 that the wath the wr direction of
g:n’; Quaiity oleectives are algned Atege

5 How d0es the O Ganszation manage business risk related 1o the OMS? (Note
This could be risk of not achieving the quality obyectives, risk of not conforming
10 customer requirements, reduced market share due 10 disativfied customen,
ik of not meeting requiremsents of extermal parties such as rogulatory bodlies,
and 50 on, Verify conformance 10 the Organization’s process,)

“ mmuwuummwmwu
<ustomer and reguiatory requirements and enhance

7. Mow does the organization commun|icate the smportance of meeting OMS
requrements?

Figure B.10  Semor leadershp chechiar,



& How ace employest encowragod 10 engage In the QMY recommend
OpportLnities 1Or Improvessent, and otherwise contribute 10 the effectiveness
of the QMSY May 1 see some oxamples please?

9. Who 5 accountable for reporting to senior leadership on the performance
of the OMS and opportunities for improvement? Mow s that done?
mmmmmw”:w'mu

1. How & the gquality policy tommunscated thvoughout the organization? (Note:
the effectiveness of the communication will be ssessed at each process-

2. (Vorify during the audit that the guality policy)
0. % 2ppropriate 10 the context of the OFganisatsn
b. Supports the organization’s strategi direction
€. Mvovides » framework for setting the guality otyectimm
4. ndudes 2 comemtment 10 satinfy applicable requirements
€. nciudes & comenitment 1 continudl imgroverent of the QNS
f. b made avalable to relevant interested parties, as applicable

Figure B.10 Semor leadershp checkist (continued
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QUALITY PROCEDURE
Equipment Maintenance

Purpose

The purpose of this procedure is to describe the process for ensuring that
manufacturing equipment is properly maintained. The desired output
of this process is to minimize unscheduled downtime of manufacturing
equipment.

Application

This procedure applies to the all process equipment at the Acme manu-
facturing facility.

Procedure

1. Operators at Acme are responsible for performing daily and
weekly preventive maintenance on the process equipment
(such as lubrication and so on). These activities are described
in the Operators’ Work Instructions. Records are maintained
on equipment log sheets located at each piece of equipment.

2. Maintenance technicians are responsible for performing monthly,
semi-annual, and annual preventive maintenance activities. These
PM requirements are defined on the PM schedule and are
recorded in the equipment files in maintenance. Equipment files
are maintained in SAP.

3. Where outside contractors are responsible for routine PM
activities, these activities are also defined on the PM schedule.
The maintenance manager is responsible for scheduling these
activities with the appropriate subcontractor and ensuring
conformance to the PM schedule. Records are maintained in
the equipment files in maintenance. Qualified subcontractors
are defined on the Approved Suppliers List in purchasing and
are communicated to the maintenance manager via the SAP
system.

Figure C.1 Acme equipment mantenance procedure.



4. When equipment failures occur, the operations supervisor is
responsible for completing the maintenance work order and
forwarding it to the maintenance planner. The maintenance
planner schedules/prioritizes maintenance activities based
on the information provided on the work order.

5. Spare parts for key manufacturing equipment are maintained
in the stock room. The stockroom maintains an inventory of
parts in accordance with the stockroom work instructions for
inventory control. The inventory of parts is based on a “min/
max” system in SAP. As parts are removed from the stockroom,
maintenance personnel are responsible for bar coding those
parts to adjust the inventory levels in the SAP system. When the
minimum inventory level is reached, SAP will generate a PO
and forward to purchasing personnel to re-stock the part.

Records

Equipment log sheets in production, equipment files in maintenance,
completed work orders, maintenance subcontractor qualifications,
and inventory of spare part records are maintained in accordance
with QP-16-01, Control of Records.

Associated Documents

QP-06-01, Purchasing
QP-16-01, Control of Records
OEM Equipment Manuals
Operators’ Work Instructions
PM Log Sheet Form

Figure C.1 Acme equipment maintenance procedure (continued).



mmutmumomumnun
process model)

1 Interview the mamtenance manager. Ask the following question.

2. What metrics do you keep 10 evaluate the effectiveness of maintenance?

b, Who looks at these imetrics? Mow are they evaluated? Do you hawe any
Qoals O cbie(tives elablihed?

€. Are goaks and objectives met? Pull records to verity whether or not
arvy Qoaks are e acheved

d. (if goals are nOt Deing met, ask:) What actions are being taken 1o improve
the procew? (Review recordh to verify that actions ate being taken. These
oam:u;hﬁnmdoﬂu'&mmwn“
%0 on

o, (1 goaks are being met, sk ) Mow are they reviewed for opportunties for
continual improvement?

2 {Imterview manufacturing personnel 10 determene whether the maintenance
process is effective. Record any opportumities for imnpeovement 10 the right )

Respordbilition, authorties, competence, swareness, and
440653, 718 and 7.2 (reference the WHO box on the process model)

1. Wha performs requared mantenance on the egupment ? (Record those
Positions to the right that you interviewed in this audit )

1 How are responsibiities and authorities defined and communcated for thee
resporndilities and

(Verity shroughout the audit that defined
authonities are understood. e sure 10 include any resporsibiities for
::::m 0 well as malntonance personnel. Note any esception

Figure C2 Acme mamtenance sudt checdat,




1 Mas Acrme defined the skills and knowledge (competence) reguired to
pecioem the jobs i maintenance?

4 How does Acme ensure That employees are competent 10 perform these joba?

s mm«.nmnmmmbmrm“mbh
OrQINZALON OF New 10 the position. Be sure 10 pull recoeds for appropelate
operations and engneering persoanel in addtion to mantenance peronnel.
Veridy the following)

2. Were competence requarements delimed for each position = the WHO box
of the peoceis madel?

0. Was trainng peovided 10 maet those meeds? 8 not, haw was Competence
werified? Pull records 1o verify conformance 1o requiced traming needs.)

< Ond the waining nclude swarenens of the imponance of the employee's
activities in achueving Acme’s guality policy and objectives?

d. Mow were thew individuals desmod competent 10 perfarm the job?

& MHow is the process 10 determine competence evaluated for effectiveness?
{Pull records and verify comformance, ) i there anything that should be
done to make this process more effective? (Note any opportunities for

improvement to the right.)
7. {In preparing for the auds, ident:fy any significant changes that have been
made 1o the maintenance procen. D) Acme onsder the avadability of

Figure C2 Acme mantenance audt checdst. (continued)



Information required for the procem—Clauses 442, 6.3, 751, 752 and 753
(reference the NFORMATION box on the process moded)

1 What types of documents are used i mantenance ? (Record these on
the attached document control matrix. These may include the preventve
mastenande [PM) schodide, Operator Work Inmtructions, OFM equipment
manuals, and 10 on)

1 (Complete the document control matrix at the end of this checklist to
mu,qmmmwwummma

1 {Pull equipment log sheets from production and equipment fles in SAP,
Have equipment maintenande requiroments specified in the Operatons Work
Instructions and PV schedele been met? Record rewuits of this review 1o the

4 (During the sudit, ware any Obsolete Of valid documents noted in e
wheee the document is used? Look particutarly at bulletin boards, postings on
the wall of sear eguipment, and so on)

5 Mlhluz documents of extemal ongin, sech a3 OIM equipment
manuals, ane and their distribution is controfied. List to the right
those Bocuments that wese verified )

6 (In preparing for the audie, identty ary documents that have recently been
changed, Verity the audi that these changes were carried out In o
planned and manner )

Figure C2 Acme mantenance audt checkist (continued;



7. What other mformation i required For this peodess (sach a3 work ordery,
Approved Seppliens Ust for maintenance sucontracton, and so on)?

£ Do maintenanco work ordeny inchude everything that you noed to know? Are
they correct? Do you get them when you need them 1o minimize downtime?

9. D0 you have accon 10 the current Approwed Suppbon Lst 1or maintenance
Wheontractors in SAP? How wore these suboniractors evaluated? May | wee
the records piease?

Lquipment, tools, parts, materials, hardware. and softwase required for the
peocess~Clauses 7.1.3, 7,14, and 7.1.5 (reference the WHAT box on the process

1 What equipmeant, 100fs, parts, materials, hardware, of softwace are required
for the mamtenance procen?

2 Are tools adequate for the process? Are they available when they are necded?

31 Are ware parts avadable when they are needed? Mow often have you been
10 the stockroom 1o get spare parts for equipment, could not find them, and
had to keep equipment down until parts could be procured?
{If downtime due to spare parts i excessive, pulll secords to venfy
and record as an opportusity for improvement 1o the sight )

4 0 SAF adoguate to meet the needs of the uiens? K It tier-Triendly? i there
infoemation that you need that is not currently in the sptern?

5 B the work environment suitable for mantenance?

Figure C2 Acme mamtenance audt checdal (continued)



ey 1 S

RV

Control of rocordy—Clauno 753 (reference the OUTPUTS of the process on the
process model)

w that records are avaslable where they e
lqhh.um & way that protects them froen koss of
unintended alteration.)

1 How are records protected agairt loss of confidentiality, impeoper use Of loss
of integrity?

Wﬁummummmut

L (Imerview personnel theoughout the audit. Ask the following questions)
a Ae aware of the ity policy? Can state the concepts in
w’&mmwu"nm”yxm i
b, What goals of objectives have been established for the mamtenance
procoss? Are we achloving owr goalt? Maw does what you do impact
m«m«m««mﬁrmmmmm
have been communicated to personnel in this process )

Mmmmm mwmdNImm-
not conforming with requisements of the QMS.)

Figure C2 Acme mamtenance audt checkisl. (continued)
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Figuee C2 Acme mamtenance sudi chckist. (gontinued)



Appendix D
Internal Audit Forms

Process

« Audit Summary Report Form
o Audit Action Item List

» Corrective Action Log

« Corrective Action Request



To:

An audit of the process within the guality management system was
performed on . Areas involved in the audit ncluded:

The auditars i lnded:

& summary of the findings is given below:

CAR: Brief description

Cbservations are recorded on the attached Audit Action e List

Cpportunities for improsvement included:

Examples of continual improvement noted since the Last audit included:

Thank you very much for your cooperation in making this audit a success, Please
remember that Comrective Action Reguests are due back to me with proposed action
iterms and estimated completion dates by

Thank you,

Figure D.1  Audit summary report form.



Figure D At actaon ibem kst



Figure D3 Cosrecine sction iog,



Comrective Action Request (CAR)

CAR & Reason
O internal audit

Date: ] External audit
[ Custormes complaint

briitiator: _ [ Product or service nonconformity
1 Other:

Describe the problem:

Probable root cause:

Quality manager approval:

Artion planc

Estimated completion date:

Actual completion date:

Verification of effectiveness [record of EVIDENCE that corrective action has been
effective or reference a mew CAR #8)

Were changes in the QWMS appropriately controlled {e.g., any documents updated?
Affected personnel notified or trained 7) Cyes Clno

Signed:

Date:

Figure D.4 Caorrective action request.




