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Important note This guide is for general awareness and implementation
planning. It does not replace the ISO 9001:2015 standard
and does not constitute consultancy. Organizations should
develop their own management system based on their
actual activities, risks, resources and interested-party
requirements.
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Introduction to ISO 9001:2015
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ISO 9001:2015 specifies requirements for a quality management system where an organization needs to consistently provide
products and services that meet customer and applicable statutory or regulatory requirements. It is applicable to organizations
of any size, sector or location, including service providers, manufacturers, public bodies, educational institutions, logistics
companies, technology firms and professional service organizations.

The standard is built around the idea that quality should be planned into processes rather than inspected only at the end. A
mature QMS helps an organization understand customer needs, define responsibilities, control operations, evaluate

performance and improve based on evidence.

Seven quality management principles

Customer focus

Leadership

Engagement of people

Process approach

Improvement

Evidence-based decision making

Relationship management

Understand stated and implied customer requirements and design
processes to meet them consistently.

Top management sets direction, provides resources and makes
quality part of business decisions.

Employees understand their roles, competence needs and
contribution to quality objectives.

Activities are managed as connected processes with inputs,
outputs, controls and owners.

The system is reviewed and improved based on data, feedback and
lessons learned.

Decisions are supported by reliable records, measurement,
analysis and evaluation.

Supplier, partner and customer relationships are controlled to
support sustained performance.
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Benefits of implementation

Implementing ISO 9001:2015 can give an organization a structured method for managing quality, customer satisfaction and
operational consistency. The value is not only the certificate. The main value comes from clarifying processes, reducing
variation, assigning responsibilities and using data to improve decisions.

e Improved customer confidence: A controlled QMS helps customers see that requirements are reviewed, agreed, delivered and
monitored.
e  Better process control: Defined inputs, outputs, responsibilities and criteria reduce confusion and rework.
e  Stronger tender eligibility: Many procurement and supplier approval systems ask for ISO 9001 certification or evidence of a formal
QMSs.
e  Reduced recurring problems: Nonconformities, complaints and corrective actions are handled through root cause analysis rather
than temporary fixes.
e  Clearer accountability: Roles, authorities and communication responsibilities are documented and understood.
e  Continualimprovement: Performance data, customer feedback and internal audit results become inputs for improvement
planning.
Implementation mindset Avoid building a QMS only for certification. The strongest
systems are practical, simple to maintain and closely aligned
with how the organization actually works.
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PDCA cycle and process approach

ISO 9001:2015 follows the Plan-Do-Check-Act model. PDCA can be applied to the full quality management system and also to
each individual process. This creates a closed loop where planning leads to controlled operation, performance is checked and
improvement actions are taken.

Plan Determine context, interested parties, Context analysis, scope, risk register,
objectives, risks, opportunities, resources quality objectives, process maps.
and process controls.

Do Implement planned arrangements for sales,  Procedures, work instructions, service
procurement, production or service records, supplier controls, training records.
delivery, customer communication and
control of changes.

Check Monitor process performance, customer KPls, customer feedback, internal audit
satisfaction, internal audit results and reports, review minutes, analysis records.
management review inputs.

Act Address nonconformities, implement Corrective action records, improvement
corrective actions and identify improvement  plans, updated procedures, lessons
opportunities. learned.

A process approach means every key activity should have an owner, inputs, outputs, criteria, risks and monitoring methods.
Organizations should pay particular attention to handovers between processes, because many quality failures occur where
responsibilities are unclear.

Pacific Certifications | www.pacificcert.com | support@pacificcert.com



( e PACIFIC CERTIFICATIONS

INSPECTION & CERTIFICATION

ISO 9001:2015 Quality Management Implementation Guide

Risk-based thinking and internal audits

Risk-based thinking is embedded throughout ISO 9001:2015. It asks organizations to think ahead about what could affect
intended results and what opportunities could improve performance. The standard does not prescribe a single risk method. A
simple risk matrix, SWOT analysis, process risk register or issue log can be acceptable where it is suitable for the organization.

Internal audits are a required evaluation tool. They should be planned considering process importance, changes, previous
results, customer complaints, regulatory risk and business impact. High-risk or poorly performing processes should be
checked more frequently than stable low-risk processes.

What is the process or area being checked? Define scope and criteria clearly before the internal audit.

Why is this area important? Link the audit plan to risk, customer impact, regulatory
requirements or past issues.

Who will perform the audit? Use competent and impartial personnel. Independence from the
audited work should be maintained where practical.

What evidence will be reviewed? Records, interviews, observations, procedures, performance data
and customer-related information.

How will findings be handled? Report results to relevant management and track corrections and
corrective actions.
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ISO 9001:2015 uses the high-level structure followed by many modern ISO management system standards. This makes it
easier for organizations to integrate common elements such as context, leadership, planning, support, performance evaluation
and improvement with standards such as ISO 14001, ISO 45001, ISO/IEC 27001, ISO 22301 and others.

1

10

Scope

Normative references

Terms and definitions

Context of the organization

Leadership

Planning

Support

Operation

Performance evaluation

Improvement

Defines applicability of the quality
management system.

Links ISO 9001 to ISO 9000 vocabulary and
concepts.

Clarifies the meaning of key QMS terms.

Determines internal and external issues,
interested parties, scope and processes.

Requires top management commitment,
policy, customer focus and assigned
responsibilities.

Addresses risks, opportunities, objectives
and planned changes.

Covers resources, competence, awareness,
communication and documented
information.

Controls delivery of products and services.

Requires monitoring, internal audit and
management review.

Requires nonconformity control, corrective
action and continual improvement.
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SECTION 1 Scope

The scope defines what the QMS covers. It should reflect the organization’s products or services, locations, activities, relevant
interested parties and any requirements determined as not applicable. A scope statement must be maintained as documented
information.

Example scope format “The quality management system covers the provision of
<products/services> by <organization> at <locations> for
<customer/sector>, including <key activities>. Requirements
determined as not applicable are justified in the QMS scope.”

Clause 2: Normative references

ISO 9001:2015 refers to ISO 9000:2015, which provides fundamentals and vocabulary for quality management systems.
Organizations are not required to copy ISO terminology into every internal procedure, but they should understand the meaning
of terms such as process, risk, documented information, external provider, correction and corrective action.
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SECTION 3 Terms and definitions

Product and service The output delivered to the customer. This may be a physical
product, a digital service, professional advice, maintenance,
inspection, logistics or another deliverable.

Process A set of linked activities that uses inputs to produce intended
outputs.
Interested party A person or organization that can affect, be affected by or perceive

itself to be affected by QMS decisions or activities.

Risk The effect of uncertainty on intended results. Risk can relate to
customer satisfaction, delivery, compliance, resources, suppliers
or process performance.

Documented information Information required to be controlled and maintained or retained.
This may include procedures, forms, records, digital workflows,
dashboards, photographs, checklists and approvals.

Correction Action to fix a detected issue.
Corrective action Action to remove the cause of a nonconformity and prevent
recurrence.

Organizations may use their own internal wording where it is clear and consistently understood. A short glossary in the QMS
can help employees and auditors interpret internal terminology correctly.
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SECTION 4 Context of the organization

Clause 4 asks the organization to understand the conditions that influence its ability to achieve the intended results of the
QMS. This includes internal issues, externalissues, interested parties, QMS scope and the processes needed for the system.

Internal context

External context

Interested parties

QMS processes

Climate change consideration

Vision, strategy, culture, competence, technology, infrastructure,
financial constraints, process maturity, organizational knowledge,
internal communication and leadership structure.

Customer expectations, legal and regulatory obligations, market
conditions, competitors, supply chain risks, economic factors,
climate-related issues and technology changes.

Customers, employees, owners, regulators, suppliers, outsourced
partners, certification bodies, communities and other relevant
stakeholders.

Sales, customer communication, design, purchasing, service
delivery, production, quality control, complaints, calibration, HR,
document control and management review.

Organizations should determine whether climate change is a
relevant issue for their QMS and whether interested parties have
requirements related to climate change. The conclusion should
be appropriate to the nature, sector and location of the
organization.
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SECTION 5 Leadership

Top management must take active responsibility for the QMS. ISO 9001:2015 expects leadership to align quality objectives with
business direction, promote customer focus, support process ownership, provide resources and ensure that responsibilities
are communicated.

Quality policy: establish, maintain, communicate and make it available to relevant interested parties as appropriate.

Customer focus: ensure customer and applicable statutory or regulatory requirements are determined, understood and
consistently met.

Roles and authorities: assign responsibilities for process performance, reporting, improvement and QMS conformity.
Engagement: communicate why the QMS matters and how employees contribute to customer satisfaction and quality objectives.

A practical QMS usually has a central quality coordinator or management system representative, but accountability should not
sit with one person alone. Process owners must own the effectiveness of their processes.

Pacific Certifications | www.pacificcert.com | support@pacificcert.com



S

Pacific Certifications
INSPECTION & CERTIFICATION

PACIFIC CERTIFICATIONS

SECTION 6 Planning

ISO 9001:2015 Quality Management Implementation Guide

Planning connects context, interested-party requirements, risks, opportunities and quality objectives. Organizations should
determine what could affect intended results, what action is needed, who is responsible and how effectiveness will be

evaluated.

Planning element Implementation action

Risks and opportunities

Quality objectives

Action plans

Planning of changes

SMART objectives

Identify process-level risks and opportunities. Decide controls,
responsibilities and review methods.

Set measurable objectives aligned with the quality policy and
business direction. Examples include customer complaints, on-
time delivery, defect rates, response time or service accuracy.

Define what will be done, resources needed, responsible persons,
timelines and evaluation criteria.

Review the purpose, consequences, resources, responsibilities and
integrity of the QMS before making significant changes.

Quality objectives should be specific, measurable, achievable,
relevant and time-bound. They should be communicated,
monitored and updated when conditions change.
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SECTION 7 Support

Support requirements ensure the organization has the resources and controlled information needed to operate the QMS. This
includes people, infrastructure, work environment, monitoring and measuring resources, organizational knowledge,
competence, awareness, communication and documented information.

People and competence Job descriptions, competence criteria, training plans, training
records, evaluation of competence and authorization records where
required.

Infrastructure and environment Premises, equipment, IT systems, software, utilities, maintenance,

hygiene, ergonomics and other conditions needed for conformity.

Monitoring and measuring resources Calibration or verification records where measurement traceability
is needed.

Organizational knowledge Lessons learned, technical know-how, customer requirements,
process knowledge, handover records and knowledge retention
methods.

Communication Define what will be communicated, when, with whom, how and by
whom.

Documented information Control creation, review, approval, distribution, revision, access,

protection, retention and disposal.

Pacific Certifications | www.pacificcert.com | support@pacificcert.com



S

Pacific Certifications
INSPECTION & CERTIFICATION

PACIFIC CERTIFICATIONS

SECTION 8 Operation

ISO 9001:2015 Quality Management Implementation Guide

Clause 8 is where the organization controls how products and services are delivered. The level of control should match the risk
and complexity of the activities. It should cover customer requirements, design and development where applicable, externally
provided processes, production or service delivery, release and nonconforming outputs.

Operational control Key implementation points

Customer requirements

Design and development

External providers

Production and service provision

Identification and traceability

Release of outputs

Nonconforming outputs

Review enquiries, contracts, orders and changes before
commitment. Confirm capability to meet agreed requirements.

Where applicable, define stages, inputs, controls, reviews,
verification, validation, outputs and changes.

Evaluate, select, monitor and re-evaluate suppliers or outsourced
partners based on their impact on conformity.

Use procedures, work instructions, acceptance criteria, competent
people, suitable equipment and monitoring controls.

Maintain traceability where required by customer, legal, regulatory
orinternal requirements.

Define approval criteria and retain evidence of release.

Identify, control and prevent unintended use or delivery. Record
actions, concessions and responsible approvals.
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SECTION 9 Performance evaluation

Performance evaluation confirms whether the QMS is operating as intended. The organization should determine what needs to
be monitored and measured, methods used, timing, responsibilities and how results will be analyzed and evaluated.

e  Process performance: monitor KPlIs linked to customer requirements, objectives and operational controls.

e  Customer satisfaction: use surveys, complaints, compliments, repeat business, delivery feedback, service review meetings or
customer scorecards.

e Internal audit: conduct audits at planned intervals against ISO 9001 requirements and the organization’s own QMS requirements.

e Managementreview: top management reviews performance, resource needs, risks, opportunities, audit results, customer
feedback and improvement actions.

Management review does not always need to be a single annual meeting. Existing leadership meetings may be used if all

required inputs and outputs are covered and records are retained.

Pacific Certifications | www.pacificcert.com | support@pacificcert.com



( e PACIFIC CERTIFICATIONS

INSPECTION & CERTIFICATION

SECTION 10 Improvement

ISO 9001:2015 Quality Management Implementation Guide

Improvement is the output of a functioning QMS. It includes correction, corrective action, improvement of products and
services, improvement of process performance and enhancement of customer satisfaction.

Improvement activity Expected control

Nonconformity and complaint handling

Root cause analysis

Corrective action

Continual improvement

5 Whys example

React to the issue, control consequences, evaluate the need for
action, determine cause, implement action and review
effectiveness.

Use suitable methods such as 5 Whys, fishbone analysis, process
walk-throughs or data analysis.

Address the cause, not only the symptom. Keep records of action
taken and effectiveness review.

Use audit results, data, feedback, objectives, risks and
management review decisions to improve the QMS.

Problem: customer delivery was delayed. Why? Dispatch was
late. Why? Final inspection was not completed. Why? Inspector
was unavailable. Why? No backup competence was defined.
Possible corrective action: cross-train a backup inspector and
update the dispatch control plan.
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Implementation roadmap

The following roadmap can be used by organizations preparing for ISO 9001:2015 certification. The sequence may vary
depending on organization size, existing controls and business complexity.

1

10

Confirm business scope, locations,
products and services.

Identify internal and external context and
interested parties.

Map key processes and assign owners.

Review risks, opportunities and applicable
requirements.

Develop policy, objectives and action plans.

Control operational processes and supplier
arrangements.

Establish document and record control.
Train personnel and confirm competence.

Conduct internal audit and management
review.

Proceed to independent certification
assessment.

Draft QMS scope.

Context and interested-party register.

Process map and process responsibility
matrix.

Risk and opportunity register.

Quality policy and measurable objectives.

Procedures, work instructions and supplier
controls.

Document register and retention rules.
Training and competence records.

Audit report, corrective actions and review
minutes.

Stage 1 and Stage 2 readiness.
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Certification readiness and next steps

Before applying for certification, the organization should ensure the QMS has been implemented sufficiently to generate
evidence. Certification bodies normally need to see that processes are operating, records are available, internal audit has been
performed and management review has taken place.

Readiness question Expected evidence
Is the QMS scope clear and accurate? Scope statement, process map and site/activity coverage.

Are processes implemented? Operational records, responsibilities, criteria, procedures or
workflow evidence.

Are objectives measured? KPI data, objective tracking and action status.

Has internal audit been completed? Internal audit plan, reports, findings and corrective actions.

Has management review been conducted? Management review inputs, decisions, resource needs and actions.
Are nonconformities controlled? Nonconformity records, corrections, corrective actions and

effectiveness reviews.

Organizations should avoid submitting only documents without evidence of implementation. A QMS should be active,
measurable and understood by the people involved.
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How Pacific Certifications can support certification

Pacific Certifications provides independent third-party certification services for organizations seeking ISO 9001:2015
certification. Its role is to evaluate conformity of the implemented QMS against the applicable standard and certification
requirements.

e  Certification application review: review organization details, scope, employee count, sites and certification requirements to
prepare the certification process.

e  Stage 1 assessment: evaluate documented information, scope, readiness and preparedness for Stage 2.

e  Stage 2 assessment: evaluate implementation and effectiveness of the QMS through evidence, process review and interviews.

e  Certification decision: issue certification where conformity is demonstrated and the certification decision is approved.

e  Surveillance and recertification: conduct periodic assessments to verify continued conformity during the certification cycle.

e  Multi-site certification support: structure certification where organizations operate across multiple locations or branches.

Impartiality statement Pacific Certifications acts as an independent certification body.

This guide is educational and should not be treated as

consultancy, implementation support or a replacement for the
ISO 9001:2015 standard.
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ISO 9001:2015 does not require a traditional quality manual, but organizations must maintain and retain documented
information necessary for QMS effectiveness and evidence of conformity. The following checklist can help organizations
prepare practical records.

Document or record Maintain or retain Purpose

QMS scope

Quality policy

Quality objectives

Maintain

Maintain

Maintain/retain

Process information Maintain
Competence evidence Retain
Monitoring and measurement evidence Retain
Calibration or verification records Retain
Design and development records Retain
Supplier evaluation records Retain
Internal audit records Retain
Management review records Retain
Nonconformity and corrective action Retain

records

Defines certification boundary,
products/services, locations and
applicability.

Communicates leadership direction and
quality commitment.

Sets measurable goals and evidence of
monitoring.

Defines controls, owners, criteria and
interactions.

Demonstrates personnel are competent for
assigned work.

Shows process and product/service
conformity.

Required where measurement traceability is
needed.

Required where design and development
applies.

Shows control of external providers.

Evidence of audit program, results and
follow-up.

Evidence of leadership review and
decisions.

Evidence of issue control, causes, actions
and effectiveness.
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Useful implementation tools

Organizations can use simple tools to keep implementation practical. The best tools are those that employees can understand
and maintain without unnecessary complexity.

SWOT or PESTLE analysis: useful for identifying context and external issues.

Interested-party register: records relevant parties, needs and expectations.

Process map: shows interaction between sales, purchasing, operations, delivery and support processes.
Risk and opportunity register: links risks to controls and action owners.

Objectives tracker: monitors measurable quality goals and performance trends.

Internal audit schedule: organizes audit frequency based on importance, risk and prior results.
Corrective action log: tracks nonconformities, root causes, actions and effectiveness checks.
Management review agenda: ensures required inputs and outputs are covered.

A QMS should remain proportionate. A small service organization may use concise procedures and simple registers, while a
manufacturing or regulated organization may need more detailed controls, technical records and approval workflows.
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Frequently asked questions

Is ISO 9001:2015 applicable to service organizations?

Yes. ISO 9001 applies to both products and services. Service organizations can use it to control customer communication,
service delivery, complaints, competence and performance monitoring.

Is a quality manual mandatory?

No. ISO 9001:2015 does not require a traditional quality manual. However, documented information must be sufficient to
support process control and demonstrate conformity.

Can any clause be excluded?

The standard expects requirements to be applicable unless they genuinely do not apply. Non-applicability must be justified in
the QMS scope.

How long does implementation take?

The timeline depends on organization size, complexity, current process maturity and availability of records. Small organizations
may be ready faster than large multi-site organizations.

Is internal audit required before certification?

Yes. Internal audit is a required part of performance evaluation and should be completed before the certification assessment.

What is the difference between correction and corrective action?

Correction fixes the immediate issue. Corrective action addresses the cause so the issue does not recur.

Can ISO 9001 be integrated with other standards?

Yes. It can be integrated with standards such as ISO 14001, ISO 45001 and ISO/IEC 27001 because many clauses follow a
common management system structure.

How can Pacific Certifications support organizations?

Pacific Certifications provides independent third-party certification services, including certification assessment, certification
decision, surveillance and recertification services aligned with certification requirements.
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