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Understanding ISO 9001:2015 Scope &

Structure

ISO 9001:2015 defines the requirements for a Quality
Management System (QMS) designed to help organizations
consistently meet customer and regulatory needs. This
internationally recognized standard applies to any
organization regardless of size, industry sector, or
geographical location, making it one of the most versatile
quality frameworks available.

The standard is built on three fundamental pillars: the
process approach, which emphasizes understanding and
managing interrelated processes; risk-based thinking, which
proactively addresses potential issues; and continual
improvement, which drives ongoing organizational
excellence.

Process Approach Risk-Based Thinking
Systematic management of Proactive identification and
interrelated activities mitigation
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Standard Structure

The standard is organized into 10
clauses, with clauses 4-10 containing
the core requirements that auditors
must assess during certification and
surveillance audits.

Understanding this structure is
essential for efficient audit planning
and execution.

Continual
Improvement

Ongoing enhancement of
performance
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Clause 4: Context of the Organization

Clause 4 establishes the foundation of the QMS by requiring organizations to understand their unique
operating environment. This involves identifying both internal factors (such as organizational culture,
values, knowledge, and performance) and external factors (including legal, technological, competitive,
market, and social elements) that can affect the QMS's ability to achieve its intended outcomes.

Organizations must determine which interested parties are relevant to the QMS and understand their
specific requirements and expectations. This stakeholder analysis ensures the QMS addresses the needs
of customers, suppliers, regulators, employees, and other key stakeholders who impact or are impacted
by the organization's quality performance.

—0— —0——0— —0—

Identify Issues Determine Define Scope Map Processes
Analyze internal Parties Clearly document Create visual

and external Map interested QMS boundaries process flow
factors affecting parties and their and applicability diagrams

QMS success requirements

[ Key Evidence to Audit: Context analysis documentation, stakeholder needs assessments,
scope statement, process interaction diagrams

www.gsdcouncil.org



http://www.gsdcouncil.org/

Clause 5: Leadership

Management Commitment

u- Top management must actively demonstrate accountability for QMS effectiveness through
visible involvement in quality initiatives, resource allocation, and strategic decision-making.

Quality Policy

’ Establish and communicate a quality policy that aligns with business goals, supports
strategic direction, and provides a framework for setting quality objectives.

Roles & Authority

. Define and communicate roles, responsibilities, and authorities clearly throughout the
organization to ensure everyone understands their contribution to QMS success.

Leadership is the driving force behind QMS effectiveness. Top management must promote customer
focus and integrate quality management into all business processes rather than treating it as a separate
function. This integration ensures quality becomes part of the organizational DNA and influences every
decision and action.

"Quality is not an act, it is a habit." - Leadership must embed this principle through consistent
demonstration of commitment and accountability.
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Clause 6: Planning

Effective planning is crucial for QMS success. Organizations must adopt a proactive approach by
identifying risks and opportunities that could affect the QMS's ability to achieve its intended outcomes.
This risk-based thinking replaces the concept of preventive action from previous ISO 9001 versions,
making risk consideration integral to planning and operational processes.

Risk & Opportunity Management Quality Objectives

Organizations must systematically identify, Quality objectives must be measurable,
analyze, and plan actions to address both threats monitored, communicated, and updated as
and opportunities. This includes assessing the appropriate. They should be established at
potential impact of risks on product conformity, relevant functions and levels within the

customer satisfaction, and organizational

performance.

Conduct risk assessments regularly
Document risk treatment plans
Monitor effectiveness of actions

Update risk registers continuously

organization and aligned with the quality policy.

e Set SMART objectives (Specific, Measurable,
Achievable, Relevant, Time-bound)

e Link objectives to strategic goals
* Assign responsibility for achievement

* Track progress with KPIs

[ Audit Focus: Look for risk registers, documented quality objectives with assigned ownership,

change management procedures, and evidence of action plan implementation
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Clause 7: Support

The support clause addresses the resources and infrastructure necessary to establish, implement,
maintain, and continually improve the QMS. Organizations must ensure they have adequate resources in
terms of people, infrastructure, work environment, monitoring and measuring equipment, and
organizational knowledge to achieve conformity of products and services.

Resources

Provide necessary personnel, infrastructure, work environment, and monitoring equipment

2 Competence

Ensure staff competence through education, training, or experience
3 Awareness

Maintain awareness of QMS requirements and individual contributions
4 Communication

Establish internal and external communication processes
5 Documentation

Control documented information creation, update, and retention

Competence is particularly critical - organizations must determine the necessary competence for
personnel whose work affects QMS performance, ensure these persons are competent based on
appropriate education and training, take actions to acquire necessary competence, and retain
documented evidence. Document control ensures that information is available where needed,
adequately protected, and maintained throughout its lifecycle.
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Clause 8: Operation

Clause 8 covers the execution of processes necessary to meet requirements for products and services.
This is where planning is put into action, and organizations must plan, implement, and control all
operational processes to ensure they deliver products and services that meet customer and applicable

regulatory requirements.

Control Evaluate Control Manage

Plan Ops Design Suppliers Production Traceability
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Clause 9: Performance Evaluation

Performance evaluation is essential for understanding QMS effectiveness and identifying improvement

opportunities. Organizations must determine what needs to be monitored and measured, the methods

used, when to analyze and evaluate results, and when to report findings. This data-driven approach

ensures decisions are based on objective evidence rather than assumptions.

01

Monitor & Measure

Track QMS performance indicators

02

Internal Audits

Verify compliance and effectiveness

03

Customer Satisfaction

Measure and analyze feedback

04

Management Review

Evaluate QMS suitability and adequacy

Internal audits must be conducted at planned
intervals to provide information on whether the
QMS conforms to requirements and is effectively
implemented and maintained. Audit programs
should consider the importance of processes,
changes affecting the organization, and results of
previous audits.

Management reviews ensure the QMS remains
suitable, adequate, and effective. Reviews must
include consideration of the status of actions
from previous reviews, changes in external and
internal issues, performance information, and
opportunities for improvement.

[JJ Critical Evidence: Audit schedules and reports, performance data analysis, customer

satisfaction surveys, management review minutes with documented decisions
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Clause 10: Improvement

Identify Opportunities

’ Organizations must determine and select improvement opportunities and implement
necessary actions to meet customer requirements and enhance satisfaction. This includes
improving products, services, processes, and the QMS itself.

Address Nonconformities

! When nonconformities occur, organizations must react to control and correct them,
evaluate the need for action to eliminate root causes, implement required actions, review
effectiveness, and update risks if necessary.

Foster Improvement Culture

a Continual improvement should be embedded in the organizational culture. Encourage all
personnel to identify improvement opportunities, participate in problem-solving, and
contribute to quality enhancement initiatives.

The focus on improvement distinguishes high-performing organizations from those merely maintaining
compliance. Systematic approaches to root cause analysis, such as 5 Whys, Fishbone diagrams, and
Failure Mode and Effects Analysis (FMEA), help identify underlying issues rather than treating symptoms.
Preventive actions should be implemented based on trend analysis and risk assessment to avoid
recurrence of problems.
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Key Auditing Principles & Lead Auditor
Responsibilities

Lead auditors must follow the guidelines established in ISO 19011, which provides comprehensive
guidance on auditing management systems. The audit process encompasses planning, preparation,
conduct, reporting, and follow-up activities.

Plan

Define audit objectives, scope, criteria, and team

Prepare

Review documentation and develop audit checklists

Conduct

Gather objective evidence through observation and interviews

Report

Document findings with clear evidence and clause references

Follow-up

B

Verify corrective action effectiveness

Core Competencies Evidence-Based Approach

e Maintain auditor competence through Use objective evidence including documents,
ongoing professional development records, observations, and interviews. Focus on

» Demonstrate impartiality and independence process effectiveness rather than just

. L . mentation compliance. Handl
e Protect confidential information cleglimenEen selialense, [Fenelc

nonconformities professionally and

* Apply professional judgment constructively, ensuring findings are factual,

e Communicate eﬁeCtively with all levels C|ear, and Supported by evidence.
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Practical Tips for Audit Success

Successful auditing combines technical knowledge with practical application. These proven strategies
will enhance your audit effectiveness, ensure thorough coverage, and deliver value to audited
organizations while maintaining professional standards and certification requirements.

Use Structured
Checklists

Align checklists
with ISO 9001
clauses to ensure
comprehensive
coverage and
consistent
evaluation across
all requirements

Apply Risk-
Based Focus

Prioritize audit
efforts on critical
processes and
high-risk areas to
maximize audit
value and
organizational
benefit

Visualize
Processes

Prepare and review
process flow
diagrams to
demonstrate
understanding of
organizational
workflows and
interdependencies

Maintain
Visibility

Keep quality policy
and objectives
visible and relevant
to all employees to
promote awareness
and engagement

Engage
Leadership
Early

Secure
management
commitment and
necessary
resources from the
outset to ensure
audit cooperation
and successful
outcomes

Update
Records
Regularly

Ensure training and
competence
records remain
current to verify
ongoing
compliance with
personnel
requirements

www.gsdcouncil.org

Document
Thoroughly

Record findings
clearly with specific
evidence
references and
clause citations to
support
conclusions and
facilitate corrective
actions

Close the Loop

Follow up on
corrective actions
promptly to verify
effectiveness and
close audit findings
systematically
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Common Audit Findings & Non-

Conformities

During ISO 9001:2015 audits, organizations frequently encounter various findings, ranging from minor
observations to significant non-conformities. These findings are crucial indicators for improvement,

highlighting areas where the Quality Management System (QMS) may not be fully effective or compliant.
Understanding these common pitfalls helps organizations proactively strengthen their QMS before an

audit and leverage findings for continuous enhancement rather than just compliance.

Major Non-Conformities

A major non-conformity represents a significant
systemic failure that casts doubt on the QMS's
ability to achieve its intended outcomes. It could
be a complete absence of a required process, a
pervasive lack of control, or a failure to meet
statutory or regulatory requirements. A major
non-conformity often indicates that the system is
broken in a fundamental way, requiring
immediate and comprehensive corrective action.
For instance, a persistent failure to implement
corrective actions for critical product defects
would likely be classified as major.

e Systemic breakdown in a critical QMS
process

e Failure to meet legal or regulatory obligations

e A combination of multiple minor non-
conformities indicating a broader issue

¢ No evidence of top management's
commitment to the QMS

Minor Non-Conformities

Conversely, a minor non-conformity is an isolated
lapse or a minor deviation from a requirement
that does not fundamentally undermine the
effectiveness of the QMS. While still requiring
attention, these issues are typically less severe
and easier to correct. An example might be an
outdated document in one department, a single
instance of a record not being completed, or a
slight deviation from a procedure that doesn't
impact quality significantly. Such findings serve
as valuable data points for fine-tuning the
system.

e |solated incident or single instance of non-
compliance

e Minor procedural deviation without significant
impact

e Incomplete or outdated record in a specific
case

e Lack of clarity in a work instruction for a non-
critical task
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Documentation Gaps

Outdated procedures, work instructions that
don't reflect current practices, or a complete
absence of documented information where
mandated by the standard (e.g., records of
management reviews or risk assessments)
are frequent findings. Inconsistent
documentation across different operational
units also often leads to non-conformities.

Leadership & Planning Deficiencies

Organizations often struggle with
demonstrating top management's active
engagement and leadership in the QMS. This
can manifest as a lack of integration of the
QMS into business processes or inadequate
resources. Poorly executed risk and
opportunity assessments, leading to
ineffective planning for quality objectives, are
also recurrent problem areas.

Process Failures

Ineffective non-conformity and corrective
action processes, where root causes aren't
identified or actions aren't verified, are
common. Additionally, internal audits not
being conducted at planned intervals, or their
findings not being addressed adequately,
point to critical breakdowns in performance
evaluation. Poorly defined or uncontrolled
processes with external providers also
frequently lead to issues.

Performance Evaluation &
Improvement

A common struggle is the lack of objective
evidence for robust monitoring,
measurement, analysis, and evaluation of
QMS performance. Many organizations
collect data but fail to analyze it effectively or
use it to drive improvement. The absence of
a systematic approach to continual
improvement, beyond just correcting non-
conformities, is also a frequent audit finding.

www.gsdcouncil.org
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Audit Interview Techniques & Question

Types

Effective interviewing is a cornerstone of a successful audit, allowing auditors to gather objective

evidence, understand processes, and assess the effectiveness of a Quality Management System (QMS).
More than just asking questions, it involves strategic questioning, active listening, and the ability to adapt
to various situations and personalities. Mastering these techniques ensures that audits are not merely
compliance checks, but valuable opportunities for insight and improvement.

Open-Ended Questions

These questions encourage detailed, descriptive
answers, allowing interviewees to explain
processes, challenges, and perspectives in their
own words. They are crucial for uncovering
unexpected information and understanding the
'how' and 'why' behind activities. Use phrases
like "Describe...", "Explain how...", "What is your
understanding of...", or "How do you ensure...".

e What is your role in managing customer
feedback?

e Describe the steps involved in your product
development process.

e How do you identify and mitigate risks in your
department?

Closed Questions

Closed questions elicit specific, concise answers,
often "yes" or "no," or a definitive piece of
information. They are useful for confirming facts,
checking compliance against documented
procedures, or narrowing down a topic. While
valuable for efficiency, overuse can limit the
depth of information gathered. Examples include
"Do you follow procedure X?", "Is this record up-
to-date?", or "When was the last review?".

¢ Is this document approved?

e Have you completed the mandatory training?

e Are all required safety checks performed
before operation?
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Probing Techniques

When an initial answer is
insufficient, auditors must
delve deeper. Probing
involves asking follow-up
questions to clarify, elaborate,
or seek specific evidence.
Techniques include:

"Tell me more about
that." Encourages further
detail.

e "Canyou show me an
example?" Seeks
objective evidence.

e "What happensiif...?"
Explores contingencies
and risk handling.

e "How do you know that?"
Challenges assumptions
and requests verification.

Verifying
Understanding

To ensure accuracy and
prevent misinterpretation,
auditors should periodically
verify their understanding of
what has been
communicated. This can be
done by paraphrasing the
interviewee's statements,
summarizing key points, and
asking for confirmation:

e "So, if | understand
correctly, you first do X,
then Y, and then Z. Is that
right?"

e "My takeaway is that the
biggest challenge here is
resource allocation. Is that
an accurate summary?"

www.gsdcouncil.org

Active Listening Skills

Beyond asking the right
questions, active listening is
paramount. This involves
giving the interviewee full
attention, maintaining eye
contact, noting non-verbal
cues, and allowing pauses.
Avoid interrupting, formulate
follow-up questions based on
what is being said, and
demonstrate empathy. A good
auditor listens more than they
speak, fostering an
environment where
information flows freely.
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Effective Audit Question Examples by ISO
9001:2015 Clause

Clause 4: Context of the Organization

1 How do you monitor and review information about external and internal issues relevant to
the QMS? Can you describe how the needs and expectations of interested parties are
determined and addressed?

Clause 5: Leadership

2 How does top management demonstrate its commitment to the QMS? Can you provide
examples of how leadership ensures the integration of QMS requirements into the
organization’s business processes?

Clause 6: Planning

3 What processes are in place to address risks and opportunities? How are quality objectives
established, communicated, and monitored for achievement across relevant functions and
levels?

Clause 8: Operation

a4 Describe the controls you have in place for externally provided processes, products, and
services. How do you ensure that processes for design and development meet specified
requirements, and how are changes controlled?

Clause 9: Performance Evaluation

5 What methods are used to monitor, measure, analyze, and evaluate the performance of the
QMS? How does management review assess the QMS's continuing suitability, adequacy,
and effectiveness?

www.gsdcouncil.org
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Process Approach & PDCA Cycle

ISO 9001:2015 places significant emphasis on the process approach, which involves understanding and
managing interrelated activities as a system of processes. This approach enhances an organization's
ability to achieve consistent results, improve efficiency, and ultimately satisfy customer and regulatory
requirements. By viewing the organization as a network of processes, it becomes easier to identify
interfaces, allocate resources effectively, and manage risks and opportunities more proactively.

Complementing the process approach is the Plan-Do-Check-Act (PDCA) cycle, a dynamic and iterative
four-stage methodology for managing and improving processes and systems. Originating from quality
management principles, PDCA provides a structured framework for continuous improvement (Kaizen)
within the Quality Management System (QMS), ensuring that changes are systematically planned,
implemented, monitored, and refined.

Plan Do
Improvements Implementation

Act & Adjust Check Results

The PDCA cycle is fundamental to the operationalization of the process approach, serving as a guiding
principle for all QMS activities, from strategic planning to daily operations. It instills a culture of data-
driven decision-making and proactive problem-solving, moving organizations beyond mere compliance
towards true excellence.

www.gsdcouncil.org
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Plan

This stage involves establishing the objectives
of the system and its processes, defining the
necessary resources, and determining
methods to deliver results in accordance with
customer requirements and the organization’s
policies. It includes identifying risks and
opportunities, and planning actions to address
them.

Check

This stage focuses on monitoring and
measuring processes and the resulting
products and services against established
policies, objectives, requirements, and
planned activities. The 'Check' phase also
includes analyzing data and information, and
reporting on results to evaluate the
effectiveness of the 'Do' phase.

Do

During the 'Do' phase, the planned activities
are implemented. This means executing the
processes as defined in the 'Plan’ stage,
ensuring that all personnel are adequately
trained and that necessary resources are
available and utilized effectively.

Act

Based on the analysis from the 'Check’ stage,
actions are taken to improve performance.
This can involve making necessary
adjustments to processes, correcting
nonconformities, preventing recurrence, and
continually improving the QMS to achieve
better outcomes.

The application of the PDCA cycle extends across various organizational processes:

e Product Development: Plan design requirements, Do development and prototyping, Check testing

and validation, Act on feedback for iteration.

e Customer Service: Plan service standards, Do customer support, Check satisfaction surveys, Act on

insights to enhance service quality.

e Supplier Management: Plan selection criteria, Do supplier onboarding, Check performance reviews,

Act on evaluations for improved partnerships.

¢ Internal Audits: Plan audit schedule and scope, Do conduct audits, Check audit findings against

criteria, Act on corrective actions and improvements.
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Quick Reference: ISO 9001:2015
Terminology

Understanding the precise terminology used within ISO 9001:2015 is crucial for effective implementation,
auditing, and maintenance of a Quality Management System (QMS). This quick reference provides a
glossary of key terms, offering clarity on their meaning and significance within the standard. Familiarity
with these definitions ensures a shared understanding across all levels of an organization and with
external stakeholders, facilitating accurate communication and consistent application of the standard's
requirements.

Interested Parties

Persons or organizations that can affect, be
affected by, or perceive themselves to be
affected by a decision or activity. This includes
customers, employees, suppliers, regulators,
and even society at large, whose relevant
requirements must be considered by the QMS.

Documented Information

Information required to be controlled and
maintained by an organization and the medium
on which it is contained. This term replaces
"documents" and "records" from previous
versions, encompassing all types of controlled
information, regardless of format or media.

Context of the Organization

The internal and external issues that are
relevant to an organization's purpose and its
strategic direction, and that affect its ability to
achieve the intended results of its QMS.
Understanding this context helps identify both
risks and opportunities.

Competence

The ability to apply knowledge and skills to
achieve intended results. ISO 9001:2015
requires organizations to determine the
necessary competence for personnel doing
work affecting performance and effectiveness
of the QMS, and to ensure they are competent
on the basis of appropriate education, training,
or experience.
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Conformity

Fulfillment of a requirement. In the context of a
QMS, this means meeting specified criteria,
whether they are customer requirements,
regulatory requirements, or the organization's
own internal requirements.

Corrective Action

Action to eliminate the cause of a
nonconformity and to prevent recurrence. It
focuses on addressing the root cause of an
existing problem to ensure it does not happen
again.

Risk

Effect of uncertainty. In ISO 9001:2015, risk is
conceptualized as potential negative deviations
from expected results. It requires organizations
to identify, analyze, and evaluate potential
undesirable outcomes and plan actions to
mitigate them.

Quality Management System (QMS)

A set of interrelated or interacting elements of
an organization to establish policies and
objectives and processes to achieve those
objectives, with regard to quality. It provides a
systematic approach to managing quality,
ensuring products and services consistently
meet customer and regulatory requirements.

Nonconformity

Non-fulfillment of a requirement. This indicates
a deviation from what is expected or specified,
and it can occur in products, services,
processes, or the QMS itself.

Continual Improvement

Recurring activity to enhance performance. It
involves ongoing efforts to improve products,
services, processes, and the QMS itself, often
through the use of management reviews, audit
results, analysis of data, and corrective actions.

Opportunity

A set of circumstances that makes it possible to
do something. These are potential positive
outcomes or advantages that can be leveraged
to improve the QMS, achieve objectives, or
enhance customer satisfaction. Identifying
opportunities is as important as managing risks.

Top Management

Person or group of people who directs and
controls an organization at the highest level.
They are ultimately accountable for the
effectiveness of the QMS and must
demonstrate leadership and commitment by
engaging in key QMS activities.
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