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How to Use This Guide 
This is Guide 2.1 — the first guide in Volume 2 of the ISO 9001 Implementation Hub: the Clause-by-
Clause Practitioner's Guide. Volume 2 shifts from the sequential implementation roadmap of Volume 1 to 
deep-dive reference coverage of each requirement cluster in ISO 9001:2015. These guides are designed 
to be used two ways: as in-depth study during implementation when a clause demands more 
understanding than a gap analysis or procedure write-up can provide, and as ongoing reference material 
when a specific clause area generates audit findings, management review questions, or continuous 
improvement opportunities. 

 

This guide covers Clauses 4 and 5 in full: organizational context (4.1), interested parties (4.2), QMS 
scope (4.3), QMS processes (4.4), leadership and commitment (5.1), the quality policy (5.2), and 
organizational roles, responsibilities, and authorities (5.3). These clauses form the foundational layer of 
the QMS — the elements that define what the system is designed to achieve, who governs it, and how 
the organization understands its own quality environment. Every other clause of the standard builds on 
this foundation. 

 

Each clause is covered in a consistent structure: the requirement verbatim, interpretation of what it 
actually means in practice, implementation guidance with specific examples, common pitfalls and how to 
avoid them, auditor perspective on how the clause is evaluated, a Kaizen connection where relevant, and 
a Meridian case study example showing how the requirement was addressed in a real manufacturing 
context. 

 

Volume 2 and the Meridian Case Study 
The Meridian Precision Components case study continues through Volume 2 — but in a different mode. 
Volume 1 followed Meridian through the implementation journey chronologically. Volume 2 uses Meridian 
as a reference organization for clause-level examples, showing not only how requirements were 
addressed during implementation but how they are maintained, tested by auditors, and evolved through 
the first year of certification. Meridian is now a certified organization operating its first post-certification 
year. 
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Introduction: Why Clauses 4 and 5 Are the Foundation 
of Everything 
The 2015 revision of ISO 9001 made two structural changes that fundamentally altered how the standard 
approaches quality management. The first was the introduction of Clause 4 — the organizational context 
requirement — as the foundation on which every other QMS element must be built. The second was the 
elevation of leadership accountability in Clause 5, explicitly assigning quality management responsibility 
to top management rather than allowing it to be delegated entirely to a quality function. 

 

These two changes represent a deliberate philosophy: that quality management cannot be effective if it is 
designed without understanding the organization's specific environment, or if it is governed without 
genuine senior leadership engagement. The 2008 version of the standard allowed organizations to build 
QMS systems that were essentially generic — the same quality manual, the same procedure set, the 
same management approach regardless of industry, size, customer base, or competitive context. The 
2015 version prohibits this by requiring that the QMS be specifically tailored to the organization's context 
and specifically governed by the people at the top of the organization. 

 

Understanding this philosophy is essential for implementing Clauses 4 and 5 in a way that produces a 
genuinely useful foundation rather than a compliance exercise. Organizations that approach Clause 4 as 
a SWOT exercise to be filed and forgotten have missed the point. Organizations that approach Clause 5 
by having the CEO sign the quality policy and then delegating everything else to the quality manager 
have missed it equally. The clauses are designed to produce a QMS that reflects where the organization 
actually operates and that is governed by the people with the authority to make it effective. 
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Clause 4.1 — Understanding the Organization and Its 
Context 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 4.1: "The organization shall determine external and internal issues that are relevant 
to its purpose and its strategic direction and that affect its ability to achieve the intended result(s) of its 
quality management system." 

 

Note 1: "Issues can include positive or negative factors or conditions for consideration." 

Note 2: "Understanding the external context can be facilitated by considering issues arising from legal, 
technological, competitive, market, cultural, social and economic environments, whether international, 
national, regional or local. Understanding the internal context can be facilitated by considering issues 
related to values, culture, knowledge and performance of the organization." 

 

What This Clause Actually Requires 
Clause 4.1 requires the organization to do something that many organizations do informally but few do 
systematically: to consciously examine the environment in which the QMS must operate, identify the 
factors that will affect whether it succeeds, and use that understanding as the foundation for how the 
QMS is designed and governed. 

 

The word "determine" is active and deliberate. The organization must make an explicit, documented 
determination of relevant issues — not a passing acknowledgment that the market is competitive or that 
regulations exist, but a structured examination that produces a documented list of specific internal and 
external issues that are relevant to the QMS and that actually shape how it is designed. 

 

Two critical clarifications that practitioners often miss: 

 

• "Issues" in ISO 9001:2015 language means factors, conditions, and circumstances — not 
problems. Issues can be positive (a strong industry reputation, proprietary technology, favorable 
regulatory environment) or negative (intense price competition, supply chain volatility, aging 
workforce). The analysis should capture both. 

• The relevant issues are those that affect the QMS's ability to achieve its intended results — not 
every issue the organization faces. A manufacturer's marketing budget, office lease terms, or 
benefits program do not affect QMS performance. Customer quality requirements, regulatory 
compliance obligations, supplier landscape stability, and employee skill availability do. 

 

External Context — What to Examine 
External context encompasses the conditions outside the organization that affect what the QMS must 
address. The PESTLE framework (Political, Economic, Social, Technological, Legal, Environmental) is a 
widely used tool for structuring this analysis, but it should be applied with a quality management lens — 
not as a generic business strategy exercise. 

 



 

5 | P a g e  
 

PESTLE Factor Quality-Relevant Examples Implication for QMS Design 

Political / 
Regulatory 

Export control regulations (ITAR, EAR), 
industry-specific quality regulations 
(AS9100 for aerospace, IATF 16949 for 
automotive, ISO 13485 for medical 
devices), government customer 
requirements, import/export compliance 

Regulatory requirements become 
"applicable requirements" the QMS 
must address; compliance obligations 
register must capture them; 
customer-specific QMS requirements 
may exceed ISO 9001 baseline 

Economic Customer price pressure affecting 
inspection investment decisions; raw 
material cost volatility affecting supplier 
qualification; economic cycle affecting 
workforce stability and training investment 

Resource constraints affect process 
control investment; economic volatility 
increases supply chain risk; quality 
costs must be justified in competitive 
pricing environment 

Social / 
Workforce 

Skills availability in the local labor market; 
aging workforce and knowledge transfer 
risk; workforce diversity and multilingual 
communication needs; union environment 
affecting procedure compliance 

Competence matrix complexity; 
training investment required to 
compensate for skills gaps; 
knowledge transfer mechanisms; 
multilingual procedure requirements 

Technological Rapid change in machining technology 
creating obsolescence risk; customer 
adoption of new specification formats 
(model-based definition replacing 2D 
drawings); digital quality systems 
adoption by customers 

QMS must be able to accommodate 
new technology introductions without 
quality risk; supplier qualification must 
include technology capability 
assessment; measurement systems 
must keep pace with evolving 
customer specifications 

Legal Product liability exposure; intellectual 
property requirements; confidentiality 
obligations with customers; employment 
law affecting HR practices in the QMS 

Document retention requirements 
driven by legal exposure; customer 
property controls driven by IP 
obligations; competence 
requirements driven by liability risk 

Environmental / 
Market 

Customer demand for environmental 
compliance evidence; industry 
consolidation affecting customer base 
concentration; competitive pressure from 
low-cost offshore suppliers 

Customer sustainability requirements 
become QMS-relevant requirements; 
customer concentration risk is a QMS 
risk; competitive pricing pressure 
creates quality shortcut risk 

 

Internal Context — What to Examine 
Internal context covers the conditions within the organization that affect the QMS. ISO 9001:2015's Note 
2 specifically calls out values, culture, knowledge, and performance — areas that many organizations 
overlook in favor of more tangible factors like equipment and processes. 

 

Internal Context Area Quality-Relevant Factors to Examine 

Values and quality culture Does the workforce genuinely value quality, or is quality compliance 
viewed as an obstacle to production throughput? Is there a culture of 
stopping to fix problems, or shipping and hoping? Do leaders 
demonstrate quality values through their decisions, or do they 
undermine them under production pressure? 
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Internal Context Area Quality-Relevant Factors to Examine 

Organizational structure and 
governance 

How are quality-related decisions made? Who has authority to stop 
production, reject product, or challenge a customer specification? Are 
these authorities clearly defined and exercised in practice? 

Resources and capabilities What equipment, technology, and infrastructure does the organization 
have? What are the gaps between current capabilities and the quality 
standards required by customers? Are measurement and inspection 
capabilities adequate for the work being performed? 

Knowledge and competence What are the critical knowledge and skill requirements for quality 
performance? Where are the single points of failure — individuals who 
hold critical quality knowledge without backup? Are there documented 
knowledge transfer mechanisms? 

Performance history What does the organization's quality performance record show? What 
are the recurring quality problems? Which customers have raised 
concerns? Which processes consistently underperform? Historical 
quality performance is the clearest indicator of what the QMS most 
needs to address. 

Strategic direction and quality 
implications 

Is the organization growing into new markets with different quality 
requirements? Is it pursuing customers in regulated industries 
(aerospace, defense, medical) that require more sophisticated quality 
management? Is it reducing costs in ways that create quality risk? 

 

How to Document the Context Analysis 
ISO 9001:2015 does not require a specific format for the context analysis. The requirement is that issues 
be determined — that the analysis occurs and its results are available. In practice, most organizations 
document context in one of three ways: 

 

• A structured context register or table listing each identified issue, its category (internal/external), 
its nature (positive/negative), its relevance to the QMS, and any related risk or opportunity it 
generates 

• A narrative context section in the Quality Manual, organized by PESTLE or SWOT categories, 
describing the key issues that shape how the QMS is designed 

• A facilitated leadership workshop output documented as meeting minutes, capturing the 
structured discussion of internal and external issues by the senior management team — an 
approach that simultaneously produces the documentation and builds leadership understanding 
of the QMS context 

 

Regardless of format, the context analysis must be a living document — reviewed and updated when 
significant changes occur in the organization's environment. A context analysis completed during 
implementation and never revisited is a documentation artifact, not an active management tool. Most 
organizations review and update the context analysis annually as part of the management review cycle. 

 

The Connection Between Context and the Rest of the QMS 
The context analysis is not a standalone document — it should directly drive other QMS elements. This is 
the design intent of placing it in Clause 4: the rest of the standard is built on the foundation the context 
analysis establishes. 
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Context Analysis Finding QMS Element It Should Shape 

Identified regulatory requirements 
(ITAR, sector-specific standards) 

Compliance obligations in the interested party register; applicable 
requirements addressed in procedures; management review 
compliance evaluation agenda item 

Customer quality requirement 
variability across customer base 

Customer requirement review procedure complexity; customer-
specific quality plan development; supplier qualification 
requirements 

Aging workforce and knowledge 
transfer risk 

Organizational knowledge documentation (Clause 7.1.6); 
succession planning inputs; competence matrix design to identify 
critical single-point-of-failure competencies 

Rapid technology change in 
production processes 

Change control procedure rigor; design and development 
procedure scope; supplier qualification to include technology 
capability assessment 

Strong quality culture in 
operations, weak in purchasing 

Competence requirements and training emphasis in purchasing; 
management review agenda to include supplier quality 
performance; internal audit frequency for Clause 8.4 

High customer concentration risk 
(two customers account for 70% 
of revenue) 

Customer satisfaction monitoring intensity for those customers; 
contingency planning inputs; risk register entries for customer 
relationship risks 

 

⚠️  Common Pitfall 

The most common Clause 4.1 failure is what practitioners call the "SWOT filing cabinet" problem: the 
organization conducts a SWOT analysis as part of strategic planning, retitles it as the "ISO 9001 context 
analysis," and files it without connecting it to QMS design decisions. An auditor who asks "can you show me 
how your context analysis influenced the design of your QMS?" and receives only a list of strengths, 
weaknesses, opportunities, and threats with no evident connection to how the QMS was structured, what 
risks were identified, or what controls were prioritized, has found a conformance theater exercise rather 
than a genuine context analysis. The test is not whether the document exists but whether it can be 
demonstrated to have shaped the QMS. 

 

💼  Meridian Case Study 

Meridian's Context Analysis — Key Issues Identified: The context analysis workshop Denise facilitated with 
the Meridian leadership team in Month 1 of the implementation identified the following as the most QMS-
relevant issues. External: (1) Two major aerospace customers moving to require ISO 9001 certification of 
Tier 2 suppliers — the certification driver that created urgency; (2) ITAR compliance obligations for all 
defense-related work — a regulatory requirement that shapes document control, access controls, and 
supplier qualification for defense customers specifically; (3) increasing customer adoption of model-based 
definition (MBD) replacing 2D engineering drawings — creating a need to update inspection procedure 
competency requirements; (4) one key raw material supplier facing financial instability — a supply chain risk 
requiring contingency qualification of an alternative source. Internal: (1) Significant quality knowledge 
concentration in two long-tenured quality engineers approaching retirement — a knowledge transfer risk 
requiring formal organizational knowledge documentation; (2) production incentive structure that historically 
rewarded throughput over quality (hourly production targets), creating cultural tension with QMS discipline; 
(3) no formal design change control process despite performing process engineering work — the gap that 
became the highest-risk documentation item in Phase 3. Each of these context issues was directly 
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traceable to a specific QMS design decision, making Meridian's context analysis genuinely functional rather 
than decorative. 

 

🔍  Auditor Perspective 

When evaluating Clause 4.1 conformance, registrar auditors use two lines of inquiry. The first is 
documentation: can you show me the context analysis? The second, more revealing question is traceability: 
can you show me how one or two of these issues influenced how your QMS was designed? If a context 
analysis identifies regulatory compliance as a key external issue but the QMS has no compliance 
obligations register and no process for monitoring regulatory change, the analysis did not function as the 
standard intends. Auditors also look at currency — a context analysis that has not been reviewed in two or 
three years during a period of industry change raises a maintenance concern. The standard requires that 
the organization "monitor" internal and external issues, implying ongoing attention rather than a one-time 
exercise. 
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Clause 4.2 — Understanding the Needs and 
Expectations of Interested Parties 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 4.2: "Due to their effect or potential effect on the organization's ability to consistently 
provide products and services that meet customer and applicable statutory and regulatory requirements, the 
organization shall determine: a) the relevant interested parties to the quality management system; b) the 
relevant requirements of these interested parties. The organization shall monitor and review information 
about these interested parties and their requirements." 

 

What "Interested Parties" Actually Means 
ISO 9001:2015 uses the term "interested parties" rather than "stakeholders" — but the concepts are 
equivalent. An interested party is any person or organization that can affect, be affected by, or perceive 
itself to be affected by the organization's quality management decisions and outcomes. The scope of who 
qualifies as a relevant interested party depends on the organization's specific context — not every 
possible category applies to every organization. 

 

The critical modifier in Clause 4.2 is "relevant" — the standard does not require the organization to 
identify and track every possible stakeholder in the world. It requires identifying those whose 
requirements and expectations have a bearing on the QMS. The test is: could this party's requirements, if 
unmet or unaddressed, affect the organization's ability to consistently provide conforming products and 
services? 

 

Identifying Relevant Interested Parties 
 

Interested Party 
Category 

Why Relevant to the QMS Relevant Requirements / Expectations 

Customers Primary reason the QMS exists; their 
quality requirements define what 
conforming products and services 
means; their satisfaction is a key 
QMS performance indicator 

Product specifications, drawing 
requirements, delivery performance, 
complaint response time, quality 
documentation requirements, 
certification requirements, supplier 
qualification criteria 

Regulatory bodies 
and government 
agencies 

Applicable statutory and regulatory 
requirements are explicitly referenced 
in the standard as a QMS obligation 

Regulatory standards and 
specifications, reporting 
requirements, licensing conditions, 
export control compliance, product 
safety regulations, environmental 
permits 

Supply chain / 
external providers 

The organization is accountable for 
the quality of externally provided 
materials, components, and services 
it incorporates into its products 

Supplier quality requirements the 
organization imposes; supplier's 
needs for clear specifications; 
payment terms affecting supplier 
investment in quality 
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Interested Party 
Category 

Why Relevant to the QMS Relevant Requirements / Expectations 

Employees The workforce is both a producer of 
QMS outputs and an affected party 
when QMS decisions affect working 
conditions, competence 
requirements, and job security 

Safe working conditions, clear work 
instructions, competence 
development opportunities, 
meaningful involvement in quality 
improvement, recognition for quality 
contributions 

Owners / 
shareholders / 
investors 

Quality performance affects financial 
results; major quality failures can 
affect organizational viability; owners 
set the strategic priorities the QMS 
must support 

Acceptable quality cost levels, risk 
management adequacy, regulatory 
compliance, reputational protection, 
competitive quality performance 

Industry associations 
and standards bodies 

Industry standards (beyond ISO 
9001) define quality expectations the 
QMS must address; association 
membership may impose 
requirements 

Compliance with applicable industry 
standards; participation in industry 
quality initiatives; reporting to industry 
databases 

Community 
neighbors / local 
community 

Relevant primarily where operations 
affect the community (noise, 
emissions, traffic, employment 
impact) and where community 
perception affects business 
environment 

Compliance with environmental and 
operational regulations; responsible 
corporate citizenship; local 
employment and economic 
contribution 

Insurance providers Product liability and professional 
liability insurers may impose quality 
system requirements as conditions of 
coverage 

Quality management system 
adequacy; specific quality procedures 
for high-risk products; incident 
reporting obligations 

 

The "Relevant Requirements" Determination 
Identifying interested parties is only the first step. The standard requires the organization to determine the 
relevant requirements of each interested party — the specific needs and expectations that the QMS must 
address. This determination is more demanding than it appears: 

 

• Customer requirements include stated requirements (specifications, drawings, purchase order 
terms) and unstated requirements (performance expectations that are implied by the product's 
intended use, industry practice, or prior business relationship). Both must be determined. 

• Regulatory requirements include mandatory compliance obligations that the organization must 
meet regardless of customer instruction — safety regulations, environmental laws, export control 
regulations, and industry-specific standards that apply by virtue of what the product is or where it 
is sold. 

• Employee requirements include the competence, working condition, and communication 
expectations that affect their ability to perform quality-affecting work effectively. These are not 
optional considerations — employee engagement in the QMS is necessary for its effective 
implementation. 

• Requirements can change. A customer who moves from paper drawings to model-based 
definition has changed their quality documentation requirement. A regulatory body that updates 
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its standards has changed the compliance obligation. The monitoring and review requirement in 
Clause 4.2 exists precisely because requirements are dynamic. 

 

The Monitoring and Review Requirement 
Clause 4.2 concludes with a requirement that is deceptively simple and frequently inadequate in 
implementation: the organization shall monitor and review information about interested parties and their 
requirements. This is not a passive requirement — it demands that the organization have a mechanism 
for staying current with the relevant requirements of its key interested parties, detecting when those 
requirements change, and updating the QMS accordingly. 

 

Practical monitoring mechanisms by interested party category: 

 

• Customers: regular customer review meetings, formal customer surveys, customer-provided 
specification updates, customer quality audit outcomes, complaint and return analysis 

• Regulatory bodies: subscription to regulatory update services, industry association 
communications, periodic compliance review by legal or regulatory counsel, monitoring of 
standards revision cycles 

• Employees: regular supervisor engagement, exit interview analysis, quality meeting feedback, 
incident and near-miss reporting 

• Suppliers: supplier performance reviews, supplier-initiated communication about capability 
changes or material substitutions, industry supply chain risk monitoring 

 

✅  Best Practice 

The most effective interested party registers are actively linked to two other QMS elements: the risk and 
opportunity register (Clause 6.1) and the management review inputs (Clause 9.3). When an interested party 
requirement changes — a customer imposes a new certification requirement, a regulator issues a new 
standard — that change should automatically generate a risk or opportunity assessment and appear as a 
management review input topic. Organizations that treat the interested party register as a standalone 
document that is updated occasionally miss the systemic function it is designed to serve: it should be one of 
the primary inputs to the risk planning cycle and to management review agenda setting. 
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Clause 4.3 — Determining the Scope of the QMS 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 4.3: "The organization shall determine the boundaries and applicability of the quality 
management system to establish its scope. When determining this scope, the organization shall consider: 
a) the external and internal issues referred to in 4.1; b) the requirements of relevant interested parties 
referred to in 4.2; c) the products and services of the organization. The organization shall apply all the 
requirements of this International Standard if they are applicable within the determined scope of its quality 
management system. The scope of the quality management system shall be available as documented 
information. The scope shall state the types of products and services covered, and provide justification for 
any requirement of this International Standard that the organization determines is not applicable to the 
scope of its quality management system. Conformity to this International Standard may only be claimed for 
activities within the scope of the organization's quality management system." 

 

The Scope Statement — What It Must Contain 
The QMS scope statement is a controlled document that defines what the certification covers. It must 
contain three elements: 

 

1. The types of products and services covered: a clear, specific description of what the QMS 
governs. For Meridian: "design, manufacture, and delivery of precision machined and fabricated 
metal components." This is more specific than "metal parts" and more accurate than 
"manufacturing operations." 

2. The organizational boundary: which sites, facilities, legal entities, or operating units are included. 
For single-site organizations this is straightforward. For multi-site organizations, the scope must 
clearly define which sites are included and those must all be covered in the certification audit. 

3. Justification for any excluded requirements: if the organization determines that any ISO 
9001:2015 requirement does not apply to its scope, the scope statement must identify the 
excluded requirement and explain why it does not apply. The justification must be defensible — 
not a convenient avoidance of an inconvenient requirement. 

 

Legitimate Scope Exclusions — and Their Limits 
The standard permits exclusion of requirements that do not apply to the organization's operations — but 
the threshold for legitimate exclusion is higher than many organizations appreciate. The standard states 
that requirements may only be excluded where "their application does not affect the organization's ability 
or responsibility to ensure the conformity of its products and services and the enhancement of customer 
satisfaction." 

 

The most commonly claimed exclusion is Clause 8.3 (Design and Development). As discussed in Guide 
1.2, this exclusion is legitimate only when the organization performs absolutely no design activity — not 
product design, not process design, not tooling or fixturing development that involves engineering 
judgment. Organizations that develop machining processes, design jigs and fixtures, or determine 
manufacturing sequences for customer specifications are performing design and development activity 
and cannot legitimately exclude Clause 8.3. 
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Clause Legitimate Exclusion 
Conditions 

Illegitimate Exclusion — What 
Auditors Challenge 

8.3 Design and Development Organization manufactures 
exclusively to complete 
customer-provided designs 
with no engineering 
development of any kind — 
no process engineering, no 
tooling development, no 
application engineering 

Any engineering work to adapt, 
develop, or optimize processes, 
tooling, or configurations to meet 
customer specifications — even 
when the product design 
originates with the customer 

8.5.3 Customer / External 
Provider Property 

Organization never takes 
custody of property belonging 
to customers or suppliers — 
no customer-owned tooling, 
materials, or equipment on 
premises 

Possession of customer-provided 
materials, drawings stored 
electronically, customer-owned 
tooling used in production — all 
constitute customer property 

8.5.5 Post-Delivery Activities Organization's delivery 
obligation ends at shipment 
with no warranty, 
maintenance, installation, or 
technical support services 

Any warranty obligations, field 
service, installation support, or 
technical assistance provided 
after delivery — including 
standard warranty periods 

No other Clauses 4-10 No other clauses 4 through 
10 may be legitimately 
excluded. All other clauses 
apply to all organizations 
within their scope. 

Attempts to exclude Clause 9.3 
(management review) because 
"we are a small company," 
Clause 6.1 (risk) because "we 
already manage risk informally," 
or Clause 7.2 (competence) for 
any role — these are not 
legitimate exclusions. 

 

Scope and the Certification Boundary 
The scope statement defines what the registrar will audit and what the certificate will cover. Activities and 
products outside the defined scope are not certified and cannot be represented as conforming to ISO 
9001:2015. This has two practical implications: 

 

• Scope too narrow: If the scope excludes products or processes that customers believe are 
covered by the certification, the organization is misrepresenting its certification. Customers who 
specify "ISO 9001 certified supplier" typically expect the certification to cover the products they 
purchase — not a subset of the organization's operations. 

• Scope too broad: If the scope includes sites or product lines that are not adequately covered by 
the QMS, the certification audit will find gaps in those areas. An organization that scopes its 
certification to cover all five product lines but has quality procedures for only three of them will 
receive findings for the two uncovered lines. 
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Clause 4.4 — The Quality Management System and Its 
Processes 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 4.4.1: "The organization shall establish, implement, maintain and continually 
improve a quality management system, including the processes needed and their interactions, in 
accordance with the requirements of this International Standard. The organization shall determine: a) the 
inputs required and the outputs expected from these processes; b) the sequence and interaction of these 
processes; c) the criteria and methods, including measurements and related performance indicators needed 
to ensure the effective operation and control of these processes; d) the resources needed for these 
processes and ensure their availability; e) the responsibilities and authorities for these processes; f) the 
risks and opportunities in accordance with the requirements of 6.1, and plan and implement the appropriate 
actions to address them; g) the methods for evaluating these processes and implementing any changes 
needed to achieve intended results; h) opportunities for improving the processes and the quality 
management system." 

 

Clause 4.4.2: "To the extent necessary, the organization shall: a) maintain documented information to 
support the operation of its processes; b) retain documented information to have confidence that the 
processes are being carried out as planned." 

 

The Process Approach — What It Actually Means 
The process approach is the organizing principle of ISO 9001:2015. It requires the organization to 
manage its QMS as a system of interrelated processes — each with defined inputs, outputs, controls, 
resources, responsibilities, and performance measures — rather than as a collection of independent 
procedures. The distinction is significant: 

 

• A procedure-based QMS documents what to do in specific situations. A process-based QMS 
understands how work flows through the organization — what feeds into each step, what each 
step produces, where handoffs occur between functions, and how the performance of each 
process affects the performance of processes downstream. 

• The process approach reveals cross-functional quality risks that procedure-based thinking 
misses. A nonconformance that originates in the customer order review process, is not detected 
in the production planning process, and surfaces as a customer return in the delivery process 
cannot be prevented by fixing any single procedure — it requires understanding how these 
processes interact and where the systemic gap exists. 

 

The Eight Process Determinations 
Clause 4.4.1 requires the organization to determine eight specific elements for each QMS process. These 
determinations, taken together, constitute a complete process definition — the information needed to 
manage a process as a controlled, improvable system rather than an informal activity. 

 

Determination Required What It Means and How to Document It 

a) Inputs and outputs What enters the process (materials, information, specifications, 
customer requirements) and what the process produces (transformed 
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Determination Required What It Means and How to Document It 

products, decisions, records, approved outputs). Captured in SIPOC 
diagrams, Turtle Diagrams, or process maps. 

b) Sequence and interaction In what order do process steps occur, and how does this process 
interact with other QMS processes — what processes feed it and what 
processes receive its outputs? Captured in the QMS process 
landscape map or process interaction diagram. 

c) Criteria, methods, and 
performance indicators 

What defines successful process execution? What methods ensure 
the process is controlled? What KPIs measure whether the process is 
achieving its intended output? Captured in procedures, control plans, 
and the quality objectives register. 

d) Resources What people, equipment, infrastructure, information, and environment 
does the process require to operate effectively? Addressed in 
resource planning and the competence matrix; equipment 
requirements captured in process documentation. 

e) Responsibilities and 
authorities 

Who owns each process? Who performs each step? Who has 
authority to make which decisions within the process — particularly 
stop/continue decisions when quality is in question? Captured in the 
roles and responsibilities matrix and in individual procedures. 

f) Risks and opportunities What could go wrong in this process (risk) or go better than planned 
(opportunity)? How are these addressed through process design and 
controls? Connected to the risk register (Clause 6.1) and addressed 
through PFMEA or equivalent risk assessment. 

g) Evaluation methods and 
change approach 

How will the organization know if the process is performing as 
intended? What triggers a review or revision? How are process 
changes managed to ensure quality is maintained through the 
change? 

h) Improvement opportunities How does the organization identify and pursue opportunities to make 
this process more effective, efficient, or capable? Connected to the CI 
cycle (Clause 10.3) and to internal audit findings. 

 

Identifying QMS Processes — What Must Be Covered 
The organization must identify all processes needed for the QMS. For a manufacturing organization, 
QMS processes typically fall into three categories that together cover the full scope of Clauses 4 through 
10: 

 

• Management processes: Context determination, interested party review, QMS planning, risk 
management, management review, continual improvement — the processes by which leadership 
governs the QMS 

• Core operational processes: Customer requirement determination and review, design and 
development (if applicable), purchasing and supplier management, production and service 
provision, product inspection and release, delivery and post-delivery — the value-creating 
processes that directly produce products and services 

• Support processes: Document and records control, competence management and training, 
calibration and measurement system management, internal audit, corrective action — the 
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enabling processes that allow core operational processes to function with adequate control and 
evidence 

 

The Process Interaction Map 
The process interaction map — sometimes called the process landscape diagram or the QMS overview 
diagram — is the primary tool for satisfying Clause 4.4.1(b). It is a visual representation of the 
organization's QMS processes and how they interact. Most organizations present this as a flow diagram 
in the Quality Manual or as a standalone controlled document. 

 

An effective process interaction map shows: the three process categories (management, operational, 
support) and the individual processes within each; the arrows showing how outputs from one process 
feed inputs to others; the customer at both ends — customer requirements entering the process flow at 
the beginning, customer satisfaction resulting from the process flow at the end. This customer-bookend 
structure reinforces the standard's emphasis on customer focus and makes the map more meaningful 
than a simple organizational chart. 

 

🔗  Kaizen Connection 

The process interaction map is the ISO 9001 equivalent of a high-level Value Stream Map — it shows the 
flow of value through the organization's quality management system, not through the production process. 
Like a VSM, it reveals where handoffs occur between functions and where information or material can get 
stuck, lost, or degraded in quality as it moves from one process to the next. Organizations that have Value 
Stream Mapping experience often find process interaction mapping immediately intuitive. The analytical 
discipline is the same: follow the flow, understand the inputs and outputs, identify where the system breaks 
down. The subject matter differs — the VSM follows product; the process interaction map follows quality 
management. 

 

Clause 4.4.2 — Documented Information for Processes 
Clause 4.4.2 is the documented information requirement for processes. It has two parts: "maintain" 
applies to instructional documents (procedures, work instructions, process maps) that support process 
operation; "retain" applies to evidence records that demonstrate processes are being executed as 
planned. The phrase "to the extent necessary" gives the organization judgment on how much 
documentation each process requires — calibrated to the complexity, risk, and competence level 
involved. 

 

The practical implication: not every process requires a formal written procedure. A simple, stable process 
performed by a single highly competent individual may be adequately controlled by a work instruction and 
a record. A complex, high-risk process performed by multiple individuals across shifts requires a 
comprehensive procedure, supporting work instructions, and a robust records system. The standard 
supports this calibrated approach; auditors evaluate whether the documentation level is appropriate to the 
process, not whether a specific number of documents exists. 
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Clause 5.1 — Leadership and Commitment 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 5.1.1: "Top management shall demonstrate leadership and commitment with 
respect to the quality management system by: a) taking accountability for the effectiveness of the quality 
management system; b) ensuring that the quality policy and quality objectives are established for the quality 
management system and are compatible with the context and strategic direction of the organization; c) 
ensuring the integration of the quality management system requirements into the organization's business 
processes; d) promoting the use of the process approach and risk-based thinking; e) ensuring that the 
resources needed for the quality management system are available; f) communicating the importance of 
effective quality management and of conforming to the quality management system requirements; g) 
ensuring that the quality management system achieves its intended results; h) engaging, directing and 
supporting persons to contribute to the effectiveness of the quality management system; i) promoting 
improvement; j) supporting other relevant management roles to demonstrate their leadership as it applies to 
their areas of responsibility." 

 

Clause 5.1.2 (Customer Focus): "Top management shall demonstrate leadership and commitment with 
respect to customer focus by ensuring that: a) customer and applicable statutory and regulatory 
requirements are determined, understood and consistently met; b) the risks and opportunities that can affect 
conformity of products and services and the ability to enhance customer satisfaction are determined and 
addressed; c) the focus on enhancing customer satisfaction is maintained." 

 

The Leadership Accountability Shift in the 2015 Standard 
Clause 5.1 is the most organizationally significant change in the 2015 revision. The word "demonstrate" 
— appearing in the first sentence and repeated in Clause 5.1.2 — is deliberate and consequential. The 
standard does not ask top management to authorize, approve, or support the QMS. It asks them to 
demonstrate leadership and commitment — an active, visible, evidence-producing obligation that cannot 
be satisfied by signature. 

 

The practical significance: "demonstrating" leadership requires observable, auditable evidence. An 
executive who signs the quality policy, attends the certification opening meeting, and then has no further 
interaction with the QMS has not demonstrated leadership. An executive who chairs the management 
review with engaged questions, who asks for quality metrics updates in operational leadership meetings, 
who personally addresses department managers when quality objectives are off-track, who allocates 
resources to quality improvement initiatives — that executive is demonstrating leadership. 

 

The Ten Leadership Accountability Elements 
Clause 5.1.1 lists ten specific ways top management must demonstrate leadership. Each is examined 
below with practical guidance on what the evidence of fulfillment looks like: 

 

(a) Taking accountability for QMS effectiveness 
Accountability differs from responsibility. Accountability means owning the outcome — not just the activity. 
An executive who is accountable for QMS effectiveness cannot point to the quality manager when the 
QMS produces poor results; they must own both the investment decisions that shaped the QMS's 
capability and the organizational behaviors that determine whether it functions. Evidence: management 
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review minutes showing CEO-led quality performance discussion with specific decisions taken; executive 
communication to the organization about quality performance; resource allocation decisions that prioritize 
quality capability. 

 

(b) Ensuring quality policy and objectives are established and compatible with 
context and strategic direction 
This is a hands-on executive task — not the quality manager's task. Top management must personally 
review and approve the quality policy, ensuring it reflects the organization's actual strategic priorities and 
is not a generic statement disconnected from business reality. The same applies to quality objectives — 
are they aligned with what the organization is actually trying to achieve in its market? Evidence: revision 
history of the quality policy showing executive review; management review records showing objectives 
review and any resulting changes. 

 

(c) Ensuring QMS requirements are integrated into business processes 
This requirement addresses one of the most persistent QMS failures: the QMS that exists as a parallel 
system alongside "real" operations rather than being embedded in them. When production supervisors 
think of quality procedures as something the quality department does, and when operational decisions 
are made without considering QMS requirements, integration has failed. Evidence of integration: 
production planning meetings that address quality control requirements; procurement decisions that go 
through supplier qualification; engineering changes that go through design change control. Evidence of 
failure: operational leaders who describe the QMS as "the quality team's system." 

 

(d) Promoting the use of the process approach and risk-based thinking 
This requires active executive promotion — not passive permission. Top management should be seen 
using process thinking when analyzing quality problems (asking how the process failed, not just who 
failed), and should be seen using risk thinking when making business decisions (asking what quality risks 
a proposed change creates). Evidence: management review discussion that analyzes process 
performance rather than individual performance; business decisions that include a quality risk 
assessment step; executive communication that frames quality improvements in process improvement 
terms. 

 

(e) Ensuring resources are available 
Resource allocation is an executive decision. The quality function cannot provide the resources the QMS 
needs — it can only request them. Top management's commitment to the QMS is demonstrated in its 
willingness to allocate adequate resources: calibration equipment budgets, training investment, quality 
staff, internal audit time, correction and corrective action capacity. An executive who consistently 
underfunds quality infrastructure while expecting certification conformance is not demonstrating Clause 
5.1.1(e) commitment. Evidence: approved quality budget; resource requests that were funded; training 
plans that were resourced; corrective actions that were staffed. 

 

(f) Communicating the importance of quality management 
Communication from top management about quality must be visible, specific, and regular — not a single 
certification announcement and then silence. Evidence: CEO communications that reference quality 
performance; all-hands meetings where quality is a standing agenda item; performance reviews that 
include quality contributions; public recognition of quality achievements. The communication must be 
substantive — "quality is important" repeated at every meeting without content is not evidence of 
meaningful communication. 
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(g) Ensuring the QMS achieves its intended results 
This requires top management to actually know whether the QMS is achieving its intended results — 
which requires them to receive, understand, and act on quality performance data. Evidence: management 
review records showing analysis of quality objectives against targets; executive follow-up on off-track 
objectives; decisions to change approach when results are inadequate. An executive who has never 
asked about first-pass yield performance, customer return rates, or corrective action closure rates cannot 
be said to be ensuring QMS effectiveness. 

 

(h) Engaging, directing, and supporting persons 
This addresses the workforce engagement dimension of leadership. Top management must actively 
engage employees in the QMS — not merely authorize the quality department to administer it. Evidence: 
leadership participation in QMS awareness training; management behaviors that reinforce quality 
expectations (supervisors who personally address quality nonconformances); executives who participate 
in quality improvement initiatives. 

 

(i) Promoting improvement 
Active promotion of improvement is distinct from passive permission. Top management should be visibly 
championing improvement activity — authorizing improvement projects, celebrating improvement results, 
creating the organizational conditions (time, resources, recognition) that make improvement sustainable. 
Evidence: approved CI project budgets; management review outputs that include improvement initiatives; 
executive recognition of teams that achieve quality improvements. 

 

(j) Supporting other relevant management roles 
Quality leadership must cascade from the executive level through the entire management structure. Top 
management cannot demonstrate quality leadership in isolation if department managers do not also 
demonstrate it in their areas. This clause element requires top management to actively develop quality 
leadership capability throughout the management team — not just at the top. Evidence: management 
team development activities that include quality leadership; performance management criteria for middle 
managers that include quality accountability; executive behavior that models the quality leadership 
behaviors expected of others. 

 

Clause 5.1.2 — Customer Focus 
Customer focus is a leadership responsibility — not a sales or customer service function responsibility. 
Clause 5.1.2 requires top management to ensure that customer and regulatory requirements are 
determined, understood, and consistently met; that risks to customer satisfaction are identified and 
addressed; and that the focus on customer satisfaction is maintained. This manifests in leadership 
behavior: when a production decision conflicts with a customer quality requirement, top management's 
behavior in that moment reveals whether customer focus is a genuine value or a stated aspiration. 

 

🔍  Auditor Perspective 

Clause 5.1 is evaluated primarily through two audit activities. First, the leadership interview: the registrar will 
ask the CEO and at least one other senior executive specific questions about their QMS responsibilities, 
their quality objectives knowledge, their management review participation, and their quality decision-making. 
Rehearsed generic answers are visible immediately. Specific, informed answers that demonstrate genuine 
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engagement are equally visible. Second, behavioral evidence review: the auditor will look for evidence of 
leadership action — management review records that show CEO participation and decision-making, quality 
communications from executive leadership, resource allocation decisions that demonstrate quality 
investment. The combination of interview and evidence is designed to distinguish genuine leadership 
engagement from performing leadership for the auditor's benefit. 
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Clause 5.2 — Policy 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 5.2.1 (Establishing the Quality Policy): "Top management shall establish, implement 
and maintain a quality policy that: a) is appropriate to the purpose and context of the organization and 
supports its strategic direction; b) provides a framework for setting quality objectives; c) includes a 
commitment to satisfy applicable requirements; d) includes a commitment to continual improvement of the 
quality management system." 

 

Clause 5.2.2 (Communicating the Quality Policy): "The quality policy shall: a) be available and maintained 
as documented information; b) be communicated, understood and applied within the organization; c) be 
available to relevant interested parties, as appropriate." 

 

The Policy as a Strategic Document 
The Quality Policy serves three audiences simultaneously: it communicates organizational quality intent 
to customers, employees, and other interested parties; it provides the framework from which quality 
objectives are derived; and it establishes the commitments against which QMS performance is evaluated. 
A policy that serves all three audiences effectively must be specific enough to be meaningful, brief 
enough to be remembered, and authentic enough to reflect actual organizational values rather than 
aspirational ones. 

 

The 2015 standard's requirement that the policy be "appropriate to the purpose and context of the 
organization" is the requirement that prevents generic policies. Context-appropriate means: the policy 
reflects the specific quality challenges and standards of the industry the organization operates in; it 
reflects the specific strategic priorities the organization has set; it uses language that the specific 
workforce can connect to their daily work. 

 

Clause 5.2.1 Requirements — The Four Mandatory Elements 
 

Mandatory Element Implementation Guidance and Common Failures 

"Appropriate to purpose and 
context, supports strategic 
direction" 

The policy should reference the specific type of work the organization 
does and the quality standards its industry demands. "We provide 
precision manufacturing services" is more appropriate than "we 
provide products and services." A policy that could apply to any 
organization regardless of what it makes or does fails this test. 
Auditors look for specificity that proves the policy was written for this 
organization. 

"Provides a framework for 
setting quality objectives" 

The objectives must logically derive from the policy commitments. If 
the policy commits to "zero defect delivery," there should be a defect 
rate objective. If it commits to "continuous improvement," there should 
be improvement objectives. An auditor who cannot trace the 
objectives back to the policy commitments will note a disconnect. The 
policy and objectives must be coherent as a system. 
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Mandatory Element Implementation Guidance and Common Failures 

"Commitment to satisfy 
applicable requirements" 

This commitment must appear explicitly in the policy — it cannot be 
assumed or implied. "Applicable requirements" means both customer 
requirements and applicable statutory/regulatory requirements. The 
wording can vary; what cannot vary is that the commitment is stated. 
Common failure: a policy that commits to "meeting customer 
expectations" without explicitly including statutory and regulatory 
requirements. 

"Commitment to continual 
improvement of the QMS" 

The commitment must be to continual improvement of the quality 
management system — not just to product quality improvement or 
customer satisfaction improvement. The 2015 standard added the 
explicit "of the quality management system" language to address the 
prior common practice of committing to product improvement without 
committing to system improvement. Both must be present. 

 

The Communication Requirement — What "Understood and Applied" 
Means 
Clause 5.2.2 requires the quality policy to be not only communicated but understood and applied. These 
are meaningfully different thresholds: 

 

• "Communicated" means employees have been actively exposed to the policy through deliberate 
organizational communication — not merely that it is posted somewhere. A policy posted in the 
lobby that employees walk past daily without engaging with is not communicated in the standard's 
sense. 

• "Understood" means employees can describe the policy's commitments in their own words — not 
recite it verbatim, but explain what it means for their work. Auditors test this directly by asking 
employees at random: "What does your organization's quality policy say, and what does it mean 
for your job?" The answer reveals whether understanding has been achieved. 

• "Applied" means the policy's commitments are reflected in actual organizational behavior. When 
a quality commitment in the policy conflicts with a short-term operational expediency, which wins? 
The answer to that question in practice reveals whether the policy is applied or aspirational. 

 

The Policy as a Living Document 
The quality policy must be reviewed and updated when the organization's context or strategic direction 
changes significantly. A policy written during the QMS implementation that is never subsequently 
reviewed becomes increasingly disconnected from current organizational reality. Policy review is a 
standard agenda item at the management review — top management explicitly considers whether the 
policy continues to be appropriate, and documents their conclusion. 

 

Policy revisions require the same rigor as the original policy development: the revised policy must 
continue to meet all Clause 5.2.1 requirements, must be approved by top management, and must be 
communicated to the workforce. A policy that has not been revised since initial certification is not 
necessarily problematic — if the organization's context and strategy have not changed substantially, the 
original policy may still be appropriate. The key is that the annual review is conducted and documented. 
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Clause 5.3 — Organizational Roles, Responsibilities 
and Authorities 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 5.3: "Top management shall ensure that the responsibilities and authorities for 
relevant roles are assigned, communicated and understood within the organization. Top management shall 
assign the responsibility and authority for: a) ensuring that the quality management system conforms to the 
requirements of this International Standard; b) ensuring that the processes are delivering their intended 
outputs; c) reporting on the performance of the quality management system and on opportunities for 
improvement, in particular to top management; d) ensuring the promotion of customer focus throughout the 
organization; e) ensuring that the integrity of the quality management system is maintained when changes 
to the quality management system are planned and implemented." 

 

What Clause 5.3 Requires and What It Does Not 
Clause 5.3 requires that quality-relevant roles have defined and communicated responsibilities and 
authorities. Two important clarifications about what this clause does and does not require: 

 

• It does not require a Management Representative as a specific designated role. The 2008 version 
of ISO 9001 required a specific "Management Representative" appointment. The 2015 version 
removed this specific requirement — the five accountability areas listed in Clause 5.3(a) through 
(e) must be assigned, but they can be distributed across multiple roles rather than concentrated 
in a single designated position. In practice, most organizations continue to appoint a Management 
Representative or Quality Systems Manager who carries most or all of these accountabilities — 
but it is a practical choice, not a standard requirement. 

• It requires that responsibilities be communicated and understood — not just documented. An 
organizational chart or job description that defines roles is a necessary starting point, but it is not 
sufficient if employees do not understand what their quality-related responsibilities actually 
require in practice. The understanding requirement parallels the same requirement in the Quality 
Policy clause. 

 

The Five Specific Accountability Assignments 
Clause 5.3 identifies five specific accountability areas that top management must assign — meaning 
there must be an identified person or role responsible for each: 

 

Accountability Area Practical Implementation Guidance 

(a) QMS conformance to the standard Typically assigned to the Management Representative or 
Quality Manager. This person is accountable for ensuring the 
QMS as a whole meets ISO 9001:2015 requirements — not 
just individual procedures but the system's overall 
conformance. Involves maintaining awareness of standard 
requirements, monitoring QMS performance against those 
requirements, and escalating conformance risks to top 
management. 

(b) Processes delivering intended 
outputs 

Should be distributed across process owners — each 
manager or supervisor who owns a QMS process is 
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Accountability Area Practical Implementation Guidance 

accountable for that process delivering its intended output. 
The Management Representative is accountable for the 
overall system's output performance and for identifying 
process owners. This is where process ownership becomes 
an active accountability, not just a title. 

(c) Reporting QMS performance to 
top management 

Typically the Management Representative. This includes 
preparing management review inputs, maintaining quality 
objective monitoring data, summarizing internal audit results, 
and providing top management with the information they need 
to fulfill their Clause 5.1 leadership accountabilities. The 
effectiveness of this reporting role determines whether top 
management can actually exercise the governance the 
standard requires. 

(d) Promoting customer focus Often assigned to the quality function and to customer-facing 
roles, but genuinely requires top management's active 
participation. Customer focus is promoted through behavioral 
modeling, through organizational design that makes customer 
requirements visible to production and engineering, and 
through management review discussion that keeps customer 
satisfaction outcomes prominent. 

(e) Maintaining QMS integrity through 
changes 

Typically assigned to the Management Representative with 
change approval authority involving relevant process owners. 
When organizational changes occur — new products, new 
processes, new customers, personnel changes, facility 
changes — the QMS must be assessed and updated to 
maintain conformance. This accountability requires that the 
Management Representative be included in change planning 
discussions rather than notified after decisions are made. 

 

The Roles and Responsibilities Matrix 
The most effective tool for satisfying Clause 5.3 across the organization is a roles and responsibilities 
matrix — a document that maps each quality-related role in the organization to its specific quality 
responsibilities and authorities. This document serves three purposes: it defines expectations clearly, it 
provides evidence of communication for audit purposes, and it provides a practical reference when 
quality-related disputes about ownership arise during operations. 

 

The matrix should cover all quality-affecting roles identified in the competence matrix (Clause 7.2), and 
should specify for each role: the QMS processes they own or participate in, their specific quality-related 
decision authorities (what can they approve, what requires escalation), their responsibilities in the internal 
audit, corrective action, and management review cycles, and any customer or regulatory reporting 
obligations. 

 

💼  Meridian Case Study 

Meridian's Clause 5.3 Implementation: Denise created a two-document Clause 5.3 implementation. The first 
was the formal Management Representative appointment letter signed by Robert Nolan, identifying Denise 
as responsible for all five Clause 5.3 accountability areas. The second was a Quality Roles and 
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Responsibilities Matrix (MPC-FRM-030) that listed 18 quality-affecting roles across the organization, with 
columns for: primary QMS process ownership, quality decision authorities, participation in internal audit (as 
auditor, auditee, or both), participation in management review (as presenter, attendee, or neither), and 
corrective action responsibilities. The matrix was reviewed and signed by each role-holder's manager at 
Phase 1 completion and has been updated whenever role assignments change. At Stage 2, the auditor 
asked three department managers to describe their quality responsibilities. All three produced accurate 
descriptions consistent with the matrix — the communication requirement of Clause 5.3 was demonstrably 
met. 
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The Kaizen and Leadership Connection — Clauses 4 
and 5 in a CI Culture 
Organizations with mature Lean or continuous improvement cultures often find Clauses 4 and 5 of ISO 
9001:2015 philosophically familiar — because the foundational principles are shared. The process 
approach of Clause 4.4 is the same systems thinking that underlies value stream analysis and flow 
improvement. The leadership accountability of Clause 5.1 mirrors the gemba leadership model in Lean 
thinking, where senior leaders are expected to go to where work happens, understand actual conditions, 
and personally drive improvement. 

 

The connections are substantive, not superficial: 

 

ISO 9001 Clause 4/5 Concept Lean / CI Parallel and Integration Opportunity 

Clause 4.1: Organizational 
context 

Hoshin Kanri's environmental scan — the assessment of external 
conditions that shapes the organization's strategic improvement 
priorities. The ISO 9001 context analysis and the Hoshin planning 
process both begin with the same question: what is happening in 
our environment that our management system must respond to? 

Clause 4.2: Interested parties Voice of the Customer (VOC) — the systematic process of 
understanding customer requirements, priorities, and satisfaction 
drivers. ISO 9001's interested party analysis is broader than VOC 
(including regulatory bodies, employees, and others) but the 
customer-facing discipline is identical in intent. 

Clause 4.4: Process approach Value Stream Mapping and the flow perspective — understanding 
operations as a connected system of value-creating processes 
rather than a collection of independent departmental activities. 
Both tools reveal the same thing: where value flows, where it 
stops, and where the handoffs between processes create quality 
and efficiency risk. 

Clause 5.1: Leadership and 
commitment 

Gemba leadership and Lean leadership principles — the 
expectation that senior leaders demonstrate quality and 
improvement commitment through visible presence, personal 
engagement at the point of work, and behavioral modeling of the 
values they espouse. The Toyota Production System is explicit: 
leaders who do not go to the gemba cannot lead improvement. 
ISO 9001 is equally explicit: leaders who delegate quality 
governance entirely to the quality function have not demonstrated 
Clause 5.1 commitment. 

Clause 5.2: Quality Policy True North in Lean thinking — the unchanging directional 
commitment that guides all improvement activity. The Quality 
Policy functions as True North for the QMS: it defines where the 
organization is going in quality terms and provides the reference 
point against which all quality management decisions are 
evaluated. 

Clause 5.3: Roles and 
responsibilities 

Plan-Do-Check-Act ownership — each step in the PDCA cycle 
requires an identifiable owner who is accountable for executing 
that step and for the result it produces. Clause 5.3's requirement 
for defined, communicated, and understood responsibilities maps 
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ISO 9001 Clause 4/5 Concept Lean / CI Parallel and Integration Opportunity 

directly onto the Lean principle of clear ownership as a 
prerequisite for sustained improvement. 
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Quick Reference: Clauses 4 and 5 Audit Readiness 
 

Clause 4 Conformance Checklist 
 

 Conformance Item 

☐ Clause 4.1: Context analysis documented and current — identifies specific external and 
internal issues relevant to QMS performance 

☐ Clause 4.1: Context analysis connects to QMS design decisions — can demonstrate 
traceability from issues identified to controls implemented 

☐ Clause 4.1: Context analysis is periodically reviewed — not a one-time exercise; review 
documented in management review records 

☐ Clause 4.2: Interested party register identifies all relevant parties including customers, 
regulatory bodies, employees, and suppliers 

☐ Clause 4.2: Relevant requirements determined for each interested party — stated and 
unstated customer requirements, regulatory compliance obligations 

☐ Clause 4.2: Mechanism in place to monitor and review interested party requirements and 
detect when they change 

☐ Clause 4.3: Scope statement documented, available, and specifies products and services 
covered 

☐ Clause 4.3: Any requirements excluded from scope are identified with written justification that 
the exclusion does not affect conformance capability 

☐ Clause 4.4: QMS processes identified with sequence and interactions documented in process 
map or equivalent 

☐ Clause 4.4: Each QMS process has defined inputs, outputs, responsible owner, performance 
measures, and resources 

☐ Clause 4.4: Process documented information calibrated to process complexity and risk — not 
over- or under-documented 

 

Clause 5 Conformance Checklist 
 

 Conformance Item 

☐ Clause 5.1: Evidence that top management personally demonstrates leadership — not just 
authorizes — the QMS through observable, documented behaviors 

☐ Clause 5.1: Top management can describe their specific QMS accountabilities when 
interviewed 

☐ Clause 5.1: Management review records show CEO or equivalent chairing with engaged 
participation and personal decision-making 
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 Conformance Item 

☐ Clause 5.1: Resources for the QMS have been allocated through documented leadership 
decisions 

☐ Clause 5.1: Evidence of top management communicating quality importance — beyond a 
single policy signing 

☐ Clause 5.1.2: Customer requirements are determined and documented; customer focus is 
maintained in operational decisions 

☐ Clause 5.2: Quality Policy is context-appropriate, specific to the organization's industry and 
purpose, and not generic 

☐ Clause 5.2: Policy contains all four required commitments — appropriate to context, framework 
for objectives, satisfying requirements, continual QMS improvement 

☐ Clause 5.2: Policy is available as documented information, signed and dated by top 
management 

☐ Clause 5.2: Policy is communicated to and understood by all employees — verified through 
spot-check interviews 

☐ Clause 5.3: Quality-relevant roles have documented, communicated, and understood 
responsibilities and authorities 

☐ Clause 5.3: All five accountability areas (5.3(a) through (e)) are assigned to specific roles and 
the assignments are documented 

☐ Clause 5.3: Role-holders can accurately describe their quality responsibilities when asked 

 

Most Common Clauses 4 and 5 Audit Findings 
 

Finding Area Clause Typical Finding Statement 

Context not 
connected to QMS 

4.1 Context analysis documents external and internal issues but 
no evidence of connection between identified issues and QMS 
design decisions — context appears to be a documentation 
exercise rather than a system design input 

Context not reviewed 4.1 Context analysis was completed during QMS implementation 
and has not been reviewed since. Organizational changes 
(two new customer acquisitions, one new regulatory 
requirement) are not reflected in the current context document 

Interested parties 
incomplete 

4.2 Interested party register identifies primary customers and key 
regulatory body but does not address employees, suppliers, 
or industry associations despite these parties having QMS-
relevant requirements 

No monitoring 
mechanism 

4.2 No evidence of a mechanism for monitoring changes to 
interested party requirements — register identifies 
requirements at a point in time with no process for detecting 
and responding to changes 
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Finding Area Clause Typical Finding Statement 

Scope exclusion 
unjustified 

4.3 Design and development (Clause 8.3) is excluded from scope. 
Review of engineering operations revealed that process 
engineering activities, including development of machining 
sequences and custom fixturing, constitute design and 
development within the standard's definition 

Process interactions 
not mapped 

4.4 QMS processes are identified but their sequence and 
interactions are not documented — no process interaction 
map or equivalent showing how processes connect and what 
flows between them 

Leadership interview 
fails 

5.1 CEO described QMS leadership role as "I support the quality 
manager and sign off on what she needs." Could not describe 
specific quality accountabilities, had not reviewed quality 
objectives performance in the past quarter, and could not 
name the results of the most recent management review 

Policy generic 5.2 Quality Policy is non-specific to the organization's industry, 
products, or strategic priorities. Commitments are stated at a 
level of generality that provides no meaningful framework for 
setting quality objectives and that any organization in any 
industry could adopt without modification 

Policy not 
understood 

5.2 Three of five employees sampled during production floor 
walkthrough were unable to describe the Quality Policy 
content or connect it to their daily work. One employee stated 
they were unaware there was a Quality Policy 

Responsibilities not 
understood 

5.3 Department managers sampled during interviews were unable 
to accurately describe their quality-related responsibilities and 
decision authorities as documented in the roles and 
responsibilities matrix — responsibilities are assigned in 
documentation but not communicated in a way that produces 
understanding 

 

 

 

Next in Volume 2: Guide 2.2 — Clause 6: Risk-Based Thinking and Quality Objectives. Deep-dive 
coverage of risks and opportunities (6.1), quality objectives and plans to achieve them (6.2), and planning 
of changes (6.3) — with complete risk register methodology, PFMEA and bowtie analysis as alternative 
approaches, SMART objectives with cascading examples, and the change management requirements 
that keep the QMS stable through organizational evolution. 

 

 

 


