%Sixﬁgma
Kaizen

ISO 9001 IMPLEMENTATION HUB

Volume 3 ¢ Guide 1 of 3

QMS Foundation
Templates

Ready-to-Use Templates with Completion Instructions, Meridian Examples, and
Auditor Guidance

Ready-to-Use Template Library ¢ 1SO 9001:2015

1|Page



Six Sigma

Kaizen

How to Use This Guide

This is Guide 3.1 — the first guide in Volume 3 of the ISO 9001 Implementation Hub: the Ready-to-Use
Template Library. Volume 3 provides the complete set of QMS forms, registers, checklists, and report
templates referenced throughout Volumes 1 and 2, formatted for immediate use and accompanied by the
guidance needed to complete them correctly.

Each template in this guide is presented in a consistent four-part format:

» Completion Instructions: a step-by-step guide to filling out the template correctly, with specific
guidance on decision points and judgment calls

* Meridian Completed Example: the template filled out as Meridian Precision Components would
complete it — showing what a conforming, audit-ready record looks like

+ Common Mistakes: the errors that most consistently produce audit findings or reduce the
template's effectiveness

» Auditor Perspective: what a registrar auditor looks for when examining this document, and the
questions they are likely to ask

Guide 3.1 covers the QMS foundation templates: the Quality Policy, the Quality Manual Framework, the
Organizational Context Worksheet, the Interested Party Register, the QMS Scope Statement, and the Life
Cycle Thinking Worksheet. These are the Clause 4 and 5 documents that form the foundation on which
the entire QMS is built — the documents that auditors review first and that set the tone for everything that
follows.

Volume 3 Template Library — Complete Index

_ Templates Included Clause Coverage

3.1 — QMS Foundation Quality Policy, Quality Manual Clauses 4.1,4.2,4.3,5.2
Templates Framework, Organizational Context

Worksheet, Interested Party Register,

QMS Scope Statement, Life Cycle

Thinking Worksheet

3.2 — Planning and Risk and Opportunity Register, Clauses 6.1,6.2,7.1.5,7.2, 7.5
Control Templates Quality Objectives Tracker,

Competence Matrix, Training Record,

Calibration Log, Document Control

Register
3.3 — Operational and Internal Audit Checklist (full clause- Clauses 8.1, 8.4,8.7,9.1.2,9.2,
Improvement Templates by-clause), Audit Report, 9.3, 10.2

Nonconformance Report, CAPA
Form, Management Review Agenda
and Minutes, Customer Satisfaction
Survey, Supplier Evaluation Form,
Control Plan Template, Process Map
Template
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TEMPLATE 1: Quality Policy IS0 9001:2015 Clause

Document Type Maintained document — reviewed and updated when context or strategy changes;
approved by CEO or equivalent

Clause Reference Clause 5.2.1 (establishing the policy), Clause 5.2.2 (communicating,
understanding, and applying)

Document Control Controlled document — must be numbered, versioned, approved, and distributed
per the document control procedure

Retention Current version maintained; prior versions retained as superseded controlled

documents

[ Completion Instructions

Step 1 — Describe organizational purpose: Begin with a brief statement of what the organization does and
who it serves. This grounds the policy in the organization's specific context rather than producing a generic
statement applicable to any company. Name the product or service type and the customer sector.

Step 2 — State specific quality commitments: Articulate the organization's quality commitments in language
that is specific to its business — not generic aspirations. The commitments should reflect actual
organizational priorities and strategic direction. Employees should be able to connect each commitment to
their daily work.

Step 3 — Include the four mandatory elements: (a) Appropriate to context and supports strategic direction;
(b) Framework for setting quality objectives — objectives must logically derive from the policy commitments;
(c) Commitment to satisfy applicable requirements — including both customer requirements and
statutory/regulatory requirements; (d) Commitment to continual improvement of the QMS — the 2015
revision specifically requires improvement of the management system, not only of product quality.

Step 4 — Address responsibility: Include a statement about who owns quality — this should reflect the 2015
standard's intent that quality is an organizational responsibility, not solely the quality department's.

Step 5 — Keep it to one page: A policy that cannot be read in two minutes will not be remembered. One
page, three to five paragraphs, plain language.

Step 6 — Obtain formal approval: The policy must be approved by top management (CEO or equivalent) —
not the quality manager signing on behalf of leadership. Include the approver's signature, title, and date.
This is evidence of Clause 5.1 leadership commitment.

= Meridian Completed Example

MERIDIAN PRECISION COMPONENTS, INC. — QUALITY POLICY
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Meridian Precision Components delivers precision machined and fabricated metal components that perform
to specification in the demanding applications our aerospace, defense, and industrial equipment customers
depend on. We understand that our components are not interchangeable commodities — they are critical
parts in systems where performance and dimensional accuracy matter.

Our commitment to quality means: meeting every customer specification and drawing requirement;
delivering on time so our customers can deliver on time; identifying and resolving quality problems at their
root so they do not recur; and continuously improving our processes, our capabilities, and our Quality
Management System.

We satisfy applicable customer requirements, support regulatory compliance in the industries we serve, and
pursue the continual improvement of our QMS as a core organizational discipline — not a compliance
exercise.

Every Meridian employee owns a part of this commitment. Quality is not the responsibility of the quality
department alone — it is the standard to which we hold every job, every shift, every day.

Approved by: Robert Nolan, Chief Executive Officer  Effective Date: [Month/Year] Document No.: MPC-
POL-001 Rev. 2

/A\ Common Mistakes to Avoid

Mistake 1: Generic language that applies to any organization. "We are committed to quality products and
customer satisfaction" could be the policy of a bakery, a software company, or a defense contractor. The
policy must reflect this organization's specific industry, product type, and strategic direction.

Mistake 2: Missing one of the four mandatory elements. The most commonly missing element is
"commitment to continual improvement of the quality management system" — organizations say "continual
improvement” but omit the "of the QMS" qualifier. The 2015 standard requires both product quality
improvement and QMS system improvement.

Mistake 3: Signed by the Quality Manager rather than the CEO or President. The policy must demonstrate
top management commitment (Clause 5.1). A quality manager signature on the policy signals that quality is
the quality department's responsibility rather than leadership's accountability.

Mistake 4: A policy that has never been updated since initial certification. Even a good policy needs periodic
review. An unchanged policy in a changing organizational environment is a sign of passive compliance, not
active governance.
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& Auditor Perspective

Auditors evaluate the Quality Policy through two lenses. First, content: do the four mandatory elements
appear in clear, specific language? Can | trace a logical connection from policy commitment to quality
objective? Second, understanding: can employees describe the policy's commitments in their own words?
Auditors ask random employees, especially on the shop floor, to describe what the Quality Policy says and
what it means for their work. Responses of "l have seen it posted but cannot tell you what it says" indicate
inadequate communication. Auditors also ask if the policy has been reviewed since the last audit — an
unchanged policy with an unchanged effective date across two surveillance cycles raises a question about
whether it remains appropriate to the organization's current context and strategy.
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TEMPLATE 2: Quality Manual Framework ORIV — e

Required,
Recommended

Document Type Optional maintained document — not required by ISO 9001:2015 but
recommended as a QMS orientation framework

Clause Reference No specific mandate; provides overview of how Clauses 4 through 10 are
addressed

Document Control Controlled document — numbered, versioned, approved by Management
Representative and CEO

Retention Current version maintained; prior versions retained as superseded controlled
documents

[ Completion Instructions

Section 1 — Introduction: State the purpose of the quality manual, the organization's name, and a brief
description of the business. Reference the Quality Policy (by document number) and explain its relationship
to the manual.

Section 2 — Scope of the QMS: State the QMS scope exactly as it appears in the scope statement
document. Include any exclusions and their justification. Reference the formal Scope Statement document.

Section 3 — QMS Process Overview: Describe the process approach to quality management. Include or
reference the QMS process interaction map showing how management, operational, and support processes
relate. Explain that all processes are documented in controlled procedures.

Section 4 — Clause-by-Clause QMS Description: For each requirement clause (4 through 10), provide one
to three paragraphs describing how the organization addresses that clause. Reference the specific
procedures, records, and tools used. This section allows auditors to understand the QMS structure before
the detailed audit begins.

Section 5 — Roles and Responsibilities Summary: Briefly describe the key quality-related roles
(Management Representative, Quality Manager, department managers, process owners, internal auditors)
and their primary QMS responsibilities. Reference the detailed Roles and Responsibilities Matrix.

Section 6 — Document and Record Control Summary: Briefly describe the document control system —
where documents are stored, how revisions are managed, and who has access. Reference the Document
Control Procedure.

Length target: 15 to 25 pages. Longer manuals add maintenance burden without adding audit value. The
manual should orient a reader to the QMS structure, not paraphrase the standard.
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= Meridian Completed Example

MERIDIAN QUALITY MANUAL — SECTION OUTLINE (Meridian uses a 19-page Quality Manual)

Section 1 — Introduction and Purpose (1 page): Meridian Precision Components, Inc. Quality Management
System; purpose and scope; relationship to the ISO 9001:2015 standard; Quality Policy cross-reference
(MPC-POL-001)

Section 2 — QMS Scope (1 page): Scope statement verbatim from MPC-SCO-001; Clause 8.3 design and
development applicability explanation; single-site scope statement

Section 3 — QMS Process Overview (2 pages): Process approach philosophy; QMS process landscape
diagram (management, operational, and support process categories); PDCA cycle alignment to clause
structure

Section 4 — How Meridian Addresses Each Clause (12 pages): One to two paragraphs per clause cluster
(4,5,6,7,81-84, 8.5-8.7, 9, 10) describing the approach and referencing specific procedures by document
number

Section 5 — Roles and Responsibilities (2 pages): Organization chart; Management Representative
description; key quality role descriptions; cross-reference to MPC-FRM-030 (Roles and Responsibilities
Matrix)

Section 6 — Document Control Summary (1 page): SharePoint-based document control system description;
cross-reference to MPC-PRO-001 (Document Control Procedure)

Approved by: Denise Alvarez, Management Representative / Robert Nolan, CEO  Doc No.: MPC-QM-001
Rev. 1

/A\ Common Mistakes to Avoid

Mistake 1: Paraphrasing the ISO 9001 standard clause by clause rather than describing the organization's
specific approach. A quality manual that reads like a copy of the standard with "the organization" replaced
by "Meridian" provides no organizational information and must be updated every time the standard is
revised.

Mistake 2: Including detailed procedure content in the manual. The manual should reference procedures,
not duplicate them. When a procedure changes, the manual should not need to be revised.
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Mistake 3: A 100-page manual. Length does not equal quality in QMS documentation. A comprehensive,
concise 20-page manual that provides a clear overview of the QMS is more useful — and more
maintainable — than a 100-page document that no one reads.

& Auditor Perspective

Auditors use the Quality Manual (when one exists) as their primary orientation document before and during
Stage 1. It allows them to understand the QMS structure, identify how each clause is addressed, and plan
their detailed audit approach. A well-organized manual that provides accurate cross-references to all
relevant procedures enables a more efficient and less disruptive audit. Auditors pay particular attention to
whether the scope statement in the manual matches the registered scope, whether any exclusions are
accurately stated and justified, and whether the process interaction description is credible for the
organization type being audited.

8|Page



Six Sigma

Kaizen

TEMPLATE 3: Organizational Context Worksheet LR 9 Cares

4.1

Document Type Maintained record — reviewed and updated at least annually as part of the
management review cycle

Clause Reference Clause 4.1: Understanding the organization and its context

Document Control Controlled document — numbered, versioned, and reviewed annually or when
significant changes occur

Retention Current version plus prior versions retained for minimum 3 years to show evolution
of organizational context

B Completion Instructions

Part A — External Context (PESTLE Analysis): For each PESTLE category, identify the specific issues that
are relevant to the QMS — not every external factor, but those that affect the organization's ability to
achieve its quality objectives and meet customer and regulatory requirements.

Part B — Internal Context: Identify the internal factors that affect QMS performance — culture, resources,
capabilities, knowledge, and organizational structure. Be honest about weaknesses and cultural factors; the
most valuable internal context items are often the uncomfortable ones.

Part C — QMS Implications: For each significant issue identified, document its specific implication for the
QMS — what the QMS must do in response to this issue. This column is what transforms context analysis
from a filing exercise to a QMS design tool.

Part D — Review History: Document when the analysis was conducted, who participated, what changed
since the last review, and who approved the update. This provides the evidence of ongoing monitoring
required by the standard.

Facilitation approach: The most valuable context analyses are developed through a facilitated leadership
workshop, not created by the quality manager alone. A 90-minute structured discussion with the senior
leadership team produces both better content (leadership has organizational intelligence the quality team
does not always have) and greater ownership (leaders who developed the analysis are more likely to use
it).

= Meridian Completed Example

MERIDIAN PRECISION COMPONENTS — ORGANIZATIONAL CONTEXT WORKSHEET (MPC-CTX-001,
Rev. 2)

PART A: EXTERNAL CONTEXT
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Regulatory: ITAR compliance obligations for all defense-related products — restricts which employees may
work on certain jobs, which suppliers may be used, and which countries product may be shipped to. QMS
implication: ITAR compliance must be addressed in the customer requirement review process, supplier
qualification, and shipping authorization.

Technology: Two major customers adopting MBD (model-based definition) replacing 2D drawings. QMS
implication: inspection procedure competencies and measurement equipment capabilities must be updated;
competence matrix must reflect MBD interpretation skills for inspection roles.

Market: Aerospace Tier 2 certification requirements — ISO 9001 certification is increasingly required by Tier
1 aerospace customers as a condition of qualification. QMS implication: this is the primary driver of the
certification initiative; certification must be maintained to retain and expand aerospace customer
relationships.

Economic: Raw material cost volatility (titanium, aluminum alloys) creating pricing pressure on fixed-price
contracts. QMS implication: supplier qualification must include financial stability assessment for critical
material suppliers; risk register entry for single-source material supply risk.

PART B: INTERNAL CONTEXT

Knowledge: Two senior quality engineers holding critical process knowledge — one announced retirement
intent within 18 months. QMS implication: organizational knowledge documentation initiative; competence
matrix identifies and tracks critical knowledge holders; cross-training plan for affected roles.

Culture: Production incentive structure historically rewarded throughput over quality, creating cultural
tension with QMS discipline. QMS implication: supervisor engagement and QMS awareness training must
explicitly address quality versus production tension; first-pass yield added to operational performance
metrics alongside throughput.

PART C: REVIEW HISTORY

Initial development: Month 1 of implementation. Participants: CEO, VP Operations, Quality Manager,
Engineering Manager, Purchasing Manager. Review at Month 18 management review: two new entries
added (MBD adoption, CMM capacity risk); one entry updated (ITAR now confirmed as applying to two
specific programs). Approved by: Robert Nolan (CEO). Approval date: [Month/Year].

/A Common Mistakes to Avoid

Mistake 1: Generic context issues that apply to any organization in any industry ("regulatory environment
may change," "customer requirements evolve"). These contribute nothing to QMS design. Each issue must
be specific to this organization's actual situation.
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Mistake 2: Completing the analysis and filing it without connecting it to any QMS design decision. The "QMS
implications" column is what separates a useful analysis from a compliance document. If the context
analysis cannot be traced to specific QMS design elements, procedures, or risk register entries, it has not
been used as the standard intends.

Mistake 3: Never updating the analysis. Organizations change. Regulatory environments evolve. New
customers bring new requirements. A context analysis completed at implementation and not reviewed for
two years no longer reflects the organization's actual context.

& Auditor Perspective

Auditors evaluate the context analysis on two dimensions. Substance: are the identified issues specific and
authentic to this organization? Or are they generic filler that could apply to any manufacturer? Connectivity:
can the Management Representative trace from one or two issues in the analysis to specific QMS decisions
— procedures, controls, risk register entries, or quality objectives? The connectivity test is the more
revealing one. An organization that has a specific, well-populated context analysis but cannot answer "how
did this issue influence your QMS?" has documentation without function. The context analysis is most
convincing when the Management Representative can answer connectivity questions without preparation,
because the analysis was actually used as a QMS design input.
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TEMPLATE 4: Interested Party Register 190 9001:2015 Clause

Document Type Maintained record — reviewed at least annually; updated when interested parties
change or their requirements evolve

Clause Reference Clause 4.2: Understanding the needs and expectations of interested parties

Document Control Controlled document — numbered, versioned, reviewed annually as part of
management review cycle

Retention Current version plus prior versions for 3 years minimum

[ Completion Instructions

Column 1 — Interested Party: Name the specific party — not a generic category but an identifiable
individual, organization, or group. "Regulatory bodies" is too broad; "FAA (via AS9100 aerospace quality
requirements)" is specific. For customers, list key customers by name.

Column 2 — Why Relevant: State the specific reason this party's requirements affect the QMS. This
distinguishes relevant interested parties (those whose requirements affect the organization's ability to
provide conforming products) from parties who have a general interest but no specific QMS relevance.

Column 3 — Relevant Requirements and Expectations: Document the specific needs and expectations of
this interested party — both stated requirements (explicitly communicated) and unstated requirements
(reasonably expected). Be specific enough that someone unfamiliar with this party could understand what
the QMS must address.

Column 4 — Monitoring Method: How does the organization monitor whether this party's requirements are
being met and whether their requirements have changed? For customers: scorecards, regular review
meetings, complaint analysis. For regulators: standards monitoring subscriptions, industry association
alerts, legal counsel review.

Column 5 — QMS Response: What specific QMS elements address this party's requirements? Cross-
reference procedures, objectives, or controls that were established in response to this interested party.

Column 6 — Last Review Date: When was this entry last verified to be current? Some interested parties
require more frequent review (active customers change requirements regularly) than others (stable
regulatory requirements).

= Meridian Completed Example

MERIDIAN INTERESTED PARTY REGISTER (MPC-IPR-001, Rev. 2)
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Northfield Systems (Aerospace customer, 28% of revenue): Why relevant — primary aerospace customer
with specific quality requirements flow-down; certification requirement driven by this customer.
Requirements: AS9100-aligned QMS; first article inspection for all new parts; material certifications to AMS
standards; ITAR compliance; delivery performance above 95%. Monitoring: monthly customer scorecard;
annual customer quality audit; direct account manager engagement. QMS response: MPC-PRO-004
(customer req review), MPC-PRO-015 (FAI), customer-specific quality plan. Last reviewed: [Month/Year].

State Department / DDTC (Defense Contracting regulatory authority): Why relevant — ITAR jurisdiction
over defense-related parts; violation creates severe legal and business consequences. Requirements: ITAR
compliance for all defense-related products; export license management; restricted party screening; record
keeping requirements. Monitoring: legal counsel annual ITAR compliance review; DDTC regulatory update
subscription; internal ITAR compliance training. QMS response: ITAR compliance requirement incorporated
into customer requirement review checklist; purchasing restricted party screening. Last reviewed:
[Month/Year].

Employees (220 production, quality, engineering, and support staff): Why relevant — workforce competence
and engagement directly determine QMS execution quality and consistency. Requirements: clear work
instructions and documented processes; competence development opportunities; safe working
environment; involvement in improvement; fair treatment and communication. Monitoring: exit interviews;
supervisor feedback; quality culture indicators (NCR reporting rate, suggestion submission rate). QMS
response: MPC-PRO-022 (training and competence); QMS awareness training; improvement suggestion
system. Last reviewed: [Month/Year].

Key raw material suppliers (7 critical suppliers): Why relevant — material quality directly determines
production process capability and finished product conformance. Requirements: clear purchase order
specifications; responsive quality communication; fair evaluation criteria. Monitoring: supplier scorecard
(monthly); annual supplier re-evaluation; corrective action responsiveness tracking. QMS response: MPC-
PRO-006 (supplier qualification); MPC-PRO-007 (purchasing controls). Last reviewed: [Month/Year].

/A\ Common Mistakes to Avoid

Mistake 1: Identifying interested parties but not their requirements. A register that lists "Customers" as an
interested party without documenting what specific requirements customers have provides no guidance for
QMS design.

Mistake 2: No monitoring mechanism. The standard requires the organization to "monitor and review"
interested party information. A register with no monitoring column or method has not addressed this
requirement.

Mistake 3: Not reviewing when organizational changes occur. A new major customer, a new regulatory
requirement, or a change in a key supplier relationship should trigger a register update — not wait for the
annual review cycle.
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Mistake 4: Only listing customers. While customers are typically the most important interested parties, the
register must include regulators, employees, suppliers, and other relevant parties whose requirements
affect QMS performance.

& Auditor Perspective

The most revealing auditor question for the interested party register is: "Has anything changed with any of
your interested parties since the last management review, and how is that reflected in the register?" New
customers, new regulatory requirements, supplier relationship changes, and workforce changes all
represent potential interested party changes. An organization whose register has not been updated despite
clear organizational changes reveals passive compliance rather than active monitoring. Auditors also look at
whether the risk register has entries corresponding to risks identified through interested party analysis —
the two documents should be coherent.
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TEMPLATE 5: QMS Scope Statement IS0 9°°1=§°315 Clause

Document Type Maintained document — reviewed when organizational scope changes; forms the
basis of the certification scope

Clause Reference Clause 4.3: Determining the scope of the quality management system

Document Control Controlled document — changes to scope require registrar notification before
implementation

Retention Current version maintained; prior versions retained as superseded controlled

documents

B Completion Instructions

Required Element 1 — Products and Services: State specifically what types of products and services the
QMS covers. Use language consistent with how the products are described in customer contracts and
purchase orders. Not so broad as to be meaningless ("manufacturing services") and not so narrow as to
exclude products actually covered.

Required Element 2 — Applicable Locations: Identify which sites, facilities, or geographic locations are
within scope. For single-site organizations, name the specific facility address. For multi-site, list each site
and confirm all are covered by the same QMS and will all be audited.

Required Element 3 — Applicable Clauses: For most organizations, all clauses 4 through 10 apply. State
this explicitly. If any clauses are excluded, list each excluded clause, cite the specific subclause number,
and provide a written justification demonstrating that the exclusion meets the standard's criteria (the
requirement does not affect the ability to provide conforming products or services and does not affect
customer satisfaction).

Required Element 4 — Justification for Exclusions (if applicable): Each excluded clause requires a written
justification. The justification must demonstrate why the requirement is inapplicable — not merely that the
organization prefers not to address it. Vague justifications ("not applicable to our business") will be
challenged by auditors.

Approval: The scope statement must be approved by the Management Representative and the CEO — it
defines the boundaries of the organization's quality commitment and must not be changed without executive
authorization and registrar notification.

= Meridian Completed Example

MERIDIAN PRECISION COMPONENTS — QMS SCOPE STATEMENT (MPC-SCO-001, Rev. 1)

Scope of the Quality Management System:
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The Quality Management System of Meridian Precision Components, Inc. covers the design, manufacture,
and delivery of precision machined and fabricated metal components for customers in the aerospace,
defense, and industrial equipment sectors.

Applicable Location: 1247 Industrial Parkway, Norman, Oklahoma 73072 (single site)

Applicable Clauses: All requirements of ISO 9001:2015, Clauses 4 through 10, apply to the scope of this
Quality Management System. No requirements have been excluded.

Note on Design and Development (Clause 8.3): Clause 8.3 is included in scope. Although customers
provide product design specifications (engineering drawings and material specifications), Meridian performs
engineering design of manufacturing processes, including machining sequence development, tooling and
fixturing design, and CNC program development. These activities constitute design and development of the
manufacturing process and are controlled under Clause 8.3 requirements.

Approved by: Denise Alvarez, Management Representative / Robert Nolan, CEO

Document No.: MPC-SCO-001 Revision: 1  Effective Date: [Month/Year]

/A Common Mistakes to Avoid

Mistake 1: Scope too vague ("manufacturing services" or "industrial products"). The scope must be specific
enough that a reader can determine what products and services are within scope and which are not. Vague
scope language creates ambiguity for customers and challenges for registrars.

Mistake 2: Improper exclusion of Clause 8.3 (Design and Development). As illustrated in the Meridian
example, many manufacturers perform process engineering that constitutes design and development.
Excluding this clause without carefully evaluating whether process engineering qualifies as D&D is the
single most common scope error in manufacturing certification.

Mistake 3: No note about borderline applicability. Where a clause's applicability is not immediately obvious
from the scope description (as with Clause 8.3 for a contract manufacturer), a brief explanatory note
prevents Stage 1 audit questions and demonstrates that the applicability determination was considered, not
assumed.

Mistake 4: Changing the scope without notifying the registrar. The registrar certifies to a specific scope. Any
change to the scope — adding products, adding sites, changing the exclusion list — must be communicated
to the registrar before implementation and may require an additional audit event.
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& Auditor Perspective

Stage 1 auditors review the scope statement against the certification registration to confirm they match.
They also evaluate whether the products and services described in the scope match the actual activities
observed. If a manufacturer's scope states "manufacturing to customer specifications" but the process
engineering team is clearly developing new machining processes with no customer input on the process
design, the auditor will challenge the Clause 8.3 exclusion. The scope statement and the management
review discussion of any context or organizational changes are the two documents that registrars reference
first when determining whether a surveillance audit has revealed scope changes requiring formal scope
modification.
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TEMPLATE 6: Life Cycle Thinking Worksheet O LA

Clauses 4.1,4.2, 8.4

Document Type Analysis record — used to structure the consideration of upstream and
downstream quality implications during context analysis and QMS planning

Clause Reference Clause 4.1 (context consideration of external issues), Clause 4.2 (interested
parties beyond immediate customers), Clause 8.4 (external provider control
extending upstream)

Document Control Maintained reference document — updated when product lines, supply chains, or
customer end-use environments change significantly

Retention Retained as a planning reference; reviewed annually as part of the management
review context update

B Completion Instructions

Purpose: Life cycle thinking requires considering the quality implications of activities upstream (suppliers,
raw material producers, component manufacturers) and downstream (customers' use of the product, end
users, end of product life) of the organization's own operations. ISO 9001:2015 does not require a formal life
cycle thinking document, but documenting the analysis ensures it is systematic and provides evidence of
consideration.

Column 1 — Life Cycle Stage: List each stage relevant to the organization's products — raw material
sourcing, sub-supplier processing, incoming material, organization's production operations, customer
receipt and incoming inspection, customer assembly use, end user operation, and product end-of-life.

Column 2 — Key Quality Considerations: For each stage, what quality factors affect or are affected by this
organization's actions? Upstream: what supplier quality failures could affect our products? Downstream:
how does our product quality affect our customer's operations and end users?

Column 3 — Organization's Role and Responsibility: What can and should the organization do to address
quality at this stage? This may include upstream supplier controls, product design for customer assembly,
technical support documentation, or end-of-life guidance.

Column 4 — QMS Control in Place: What existing QMS element addresses this life cycle consideration?
Cross-reference the relevant procedure, requirement, or control.

Column 5 — Gap or Risk: Is there a gap between what this life cycle stage requires and what the current
QMS provides? Feed identified gaps into the risk register or improvement backlog.

= Meridian Completed Example

MERIDIAN LIFE CYCLE THINKING WORKSHEET (MPC-LCT-001, Rev. 1)

18|Page



Six Sigma

Kaizen

Stage: Raw material production (titanium bar stock producers, aluminum alloy producers)

Key quality considerations: Alloy composition, temper condition, and material certifications must trace to the
original melt. Counterfeit material risk exists in specialty alloy markets.

Organization's role: Require material certifications traceable to mill origin; qualify material suppliers; verify
certifications at receiving.

QMS control: MPC-PRO-006 (supplier qualification includes material traceability requirement); MPC-PRO-
007 (PO specifies material certification requirements); receiving inspection verifies certs.

Gap/risk: No current control for detecting fraudulent certifications — identified as a risk register entry for
defense program materials.

Stage: Customer incoming inspection and assembly

Key quality considerations: Meridian parts must be compatible with customer's assembly process — proper
surface condition to accept coatings or adhesives, dimensional compatibility with mating parts, no
contamination from machining fluids that would affect bonding or coating adhesion.

Organization's role: Understand customer's assembly process and its quality requirements; include
preservation and packaging requirements that protect critical surfaces; communicate any processing
limitations that affect downstream assembly.

QMS control: MPC-PRO-004 (customer req review captures downstream requirements); MPC-PRO-019
(preservation and packaging per customer specs); customer-specific quality plans where applicable.

Gap/risk: Two customers have specific cleanliness requirements for parts used in bonding applications —
not always specified on drawings. Identified as an unstated requirement category in the customer
requirement review procedure update (completed Month 14).

Stage: End user operation (flight hardware, defense system components)

Key quality considerations: Dimensional and material property nonconformances that pass customer
incoming inspection may not be detected until field failure — potentially with safety implications. Field failure
root causes often trace to manufacturing process choices made without awareness of operating conditions.

Organization's role: Understand the intended operating environment; design processes that reliably achieve
the required material properties; include operating environment considerations in D&D inputs for new jobs.

QMS control: MPC-PRO-005 (D&D inputs require documentation of intended use and consequences of
failure per Clause 8.3.3); risk register entry for high-consequence applications.

Gap/risk: No formal mechanism for receiving field performance feedback from customers' end users —
identified as a customer satisfaction monitoring enhancement for Year 2.

/A Common Mistakes to Avoid

Mistake 1: Treating life cycle thinking as only a downstream consideration. The most immediate and
actionable life cycle considerations for most manufacturers are upstream — supplier quality, material
traceability, and sub-supplier process controls. The worksheet should address both directions.
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Mistake 2: Generic considerations that do not reflect the specific supply chain and product application.
"Suppliers may provide nonconforming material” is not a life cycle analysis — it is a generic statement. "The
titanium bar stock we purchase from single-source suppliers has no redundant qualification path, and
substituting equivalent material would require customer engineering approval” is specific and actionable.

Mistake 3: Completing the worksheet without feeding identified gaps into the risk register or improvement
plan. The analysis only adds value when its outputs drive QMS decisions.

& Auditor Perspective

Life cycle thinking is evaluated as part of the context analysis (Clause 4.1) and interested party review
(Clause 4.2) audits, rather than as a standalone document. Auditors may ask: "How do you consider what
happens to your products after they leave your facility?" or "How does your supplier's quality performance
affect your ability to meet customer requirements?" An organization that can describe specific upstream and
downstream quality considerations — even without a formal life cycle worksheet — demonstrates genuine
systematic thinking. The worksheet formalizes that thinking and provides documentary evidence of the
analysis.
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TEMPLATE 7: QMS Process Interaction Map — ISO 9001:2015 Clause

Framework 4.4

Document Type Maintained reference document — the visual overview of the QMS process
structure
Clause Reference Clause 4.4: The quality management system and its processes; specifically

4.4 1(b) requiring the sequence and interaction of processes to be determined

Document Control Controlled document — updated when processes are added, removed, or
significantly restructured

Retention Current version maintained; prior versions retained as superseded documents

B Completion Instructions

Purpose and approach: The QMS Process Interaction Map is a visual document — typically a diagram
rather than a table — that shows the organization's QMS processes and how they interact. It is the single
document that provides an overview of the entire QMS structure and demonstrates compliance with Clause
4.4 .1(b). This template provides the framework and table-based equivalent for organizations that prefer a
tabular format to a diagram.

Process Landscape Structure: Organize processes into three categories visible in the map layout:
Management Processes (top layer: context, planning, management review, continual improvement), Core
Operational Processes (center: customer requirements through product delivery), and Support Processes
(bottom: document control, competence, calibration, internal audit, corrective action).

Customer Bookend: The map should show customers at both ends — customer requirements entering the
operational process flow at the left, and customer satisfaction resulting at the right. This visual
representation reflects the customer-focused process approach of ISO 9001:2015.

Process Interactions: Arrows connecting processes should show where one process's output feeds another
process's input. Key interactions to make explicit: how the management review feeds improvement actions
back into planning; how internal audit results feed corrective action and management review; how customer
requirements flow through order review into production planning.

Level of Detail: The process map should show 15 to 25 processes — enough to demonstrate the QMS
structure without becoming so detailed it is difficult to read. Individual steps within processes are
documented in procedures, not on the map.

= Meridian Completed Example

MERIDIAN QMS PROCESS INTERACTION — TABULAR SUMMARY (MPC-PIM-001, Rev. 1)
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MANAGEMENT PROCESSES:

M1: Organizational Context and Planning (Clauses 4, 5, 6) — inputs: external/internal issues, interested
party requirements; outputs: QMS scope, quality policy, objectives, risk register; feeds: all core and support
processes

M2: Management Review (Clause 9.3) — inputs: performance data, audit results, CAPA status, customer
satisfaction; outputs: improvement decisions, resource authorizations, objective revisions; receives from: all
QMS processes

M3: Continual Improvement (Clause 10.3) — inputs: management review outputs, analysis results,
opportunity register; outputs: improvement project plans, updated objectives; feeds: M1, all core processes

CORE OPERATIONAL PROCESSES:

O1: Customer Requirement Review (Clause 8.2) — inputs: customer inquiries and orders; outputs:
reviewed and confirmed orders; feeds: 02, O3

02: Design and Development (Clause 8.3) — inputs: confirmed order requirements; outputs: process
documentation package, control plans; feeds: O3

O3: Purchasing and Supplier Management (Clause 8.4) — inputs: production material requirements;
outputs: qualified suppliers, purchased materials; feeds: O4

O4: Production and Service Provision (Clause 8.5) — inputs: customer requirements, materials, process
docs; outputs: manufactured components; feeds: O5

O5: Inspection and Release (Clause 8.6) — inputs: completed components, acceptance criteria; outputs:
released conforming product; feeds: O6

06: Delivery and Post-Delivery (Clause 8.5.4, 8.5.5) — inputs: released product; outputs: delivered product,
customer documentation

SUPPORT PROCESSES:

S1: Document and Records Control (Clause 7.5) — feeds: all processes

S2: Competence and Training (Clauses 7.2, 7.3) — feeds: all processes

S3: Calibration (Clause 7.1.5) — feeds: 04, O5

S4: Internal Audit (Clause 9.2) — feeds: M2, S5

S5: Corrective Action / CAPA (Clause 10.2) — inputs: audit findings, NCRs, customer complaints; feeds: all
processes

S6: Nonconforming Output Control (Clause 8.7) — feeds: S5

/A Common Mistakes to Avoid

Mistake 1: Showing processes without showing interactions. A list of QMS processes is not a process
interaction map. The map must show the arrows — how process outputs flow into other process inputs. The
interactions are what demonstrate systemic thinking.
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Mistake 2: Making the map so complex that it becomes unreadable. A process map with 60 processes,
dozens of arrows, and micro-level process steps cannot serve its purpose as an orientation document.
Keep it at the 15 to 25 process level and let procedures handle the detail.

Mistake 3: Not updating the map when new processes are added. A new product line, a new outsourced
service, or a reorganization that changes process ownership should trigger a map update. A map that does
not reflect the current QMS structure is a documentation artifact rather than a working reference.

& Auditor Perspective

The process interaction map is typically the second document auditors review after the Quality Manual (if
one exists). It allows them to understand the QMS architecture before planning their detailed audit activities.
Auditors look specifically for: whether management, operational, and support processes are all represented;
whether customer requirements appear at the start and customer satisfaction at the end (the customer
focus principle); whether the internal audit and corrective action processes are visibly connected to the
management review; and whether the processes shown in the map match the procedures listed in the
document register. Inconsistencies between the map and the document register suggest the map has not
been maintained.
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TEMPLATE 8: Roles and Responsibilities Matrix OIS (RS

5.3

Document Type Maintained reference document — reviewed and updated when roles change,
organizational structure changes, or QMS responsibilities are reassigned

Clause Reference Clause 5.3: Organizational roles, responsibilities and authorities; also supports
Clause 7.2 competence documentation

Document Control Controlled document — numbered, versioned, approved by Management
Representative and CEO

Retention Current version maintained; prior versions retained as superseded documents

B Completion Instructions

Column 1 — Role Title: Use organizational role titles, not individual names. Using names creates a
maintenance burden that requires document revision every time personnel change. "Quality Manager" is
correct; "Denise Alvarez" is not.

Column 2 — Primary QMS Process Ownership: List the QMS processes this role owns — meaning they are
accountable for defining, executing, monitoring, and improving those processes. Each process should have
exactly one owner.

Column 3 — Quality Decision Authorities: What quality-related decisions can this role make without
escalation? Approval of corrective action plans, release authority, supplier disqualification, concession
authorization — all require defined authorities to prevent both delays and unauthorized decisions.

Column 4 — Internal Audit Role: Is this role an auditor, an auditee, or both? If auditor, which processes can
they audit (subject to the objectivity/impartiality requirement — they cannot audit their own processes).

Column 5 — Management Review Role: Participant (attends and receives information), Presenter (provides
specific performance data), Decision-maker (authorizes actions and resources).

Column 6 — CAPA Responsibilities: What responsibilities does this role have in the corrective action
process? Opening CARs, conducting root cause analysis, implementing corrective actions, verifying
effectiveness?

Signature block: Each role-holder's direct manager signs to confirm the responsibilities have been
communicated and understood. This is the evidence of Clause 5.3's requirement that responsibilities are
communicated and understood.

MERIDIAN ROLES AND RESPONSIBILITIES MATRIX — Sample Rows (MPC-FRM-030, Rev. 1)
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Ownership Authorities
Management Document control, CAR opening and = Lead auditor Presenter (all
Representative internal audit program, closure, for performance
(Quality Systems CAPA system, document control management, data); QMS
Manager) management review approvals, audit supplier, and change and
preparation, QMS program scope QMS resource
scope, context decisions, QMS infrastructure recommendations
analysis change initiation audits; cannot
audit own
processes
CEO Strategic direction and = Quality Policy No auditing Chair; decision-
QMS governance approval, role maker for all
(Clause 5.1) management resource,
review objective, and
authorization, strategic
resource decisions
allocation for
QMS investment,
scope changes
Operations Production and Production Auditor for Presenter
Manager service provision release purchasing (production
(Clause 8.5), authorization and QMS performance
operational planning (with Quality), infrastructure metrics); decision
(Clause 8.1), concession areas; auditee  inputon
nonconforming output  initiation for production  operations
control (Clause 8.7) (requiring Quality ~ processes resource
approval), requests
production
process changes
Purchasing Supplier qualification Supplier approval  Auditor for Presenter
Manager and monitoring and removal from  production (supplier
(Clause 8.4), approved supplier documentation performance);
purchasing controls list (with Quality areas; auditee  input on supplier
concurrence), for purchasing  investment
purchase order processes decisions
quality
requirements
Quality Engineer First article inspection, Inspection Auditor for Provides data for
process control plans,  accept/reject for production specific technical
inspection procedures, routine process areas; quality analyses
calibration program inspection; auditee for at management
escalation to quality review
Quality Manager  engineering
for borderline processes

concessions
/A Common Mistakes to Avoid
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Mistake 1: Using individual names instead of role titles. When a person changes roles or leaves, every
record showing their name becomes a maintenance item. Role titles are stable even when individuals
change.

Mistake 2: Leaving decision authority vague. "Responsible for quality" is not a defined authority. "May
authorize acceptance under use-as-is concession for nonconformances that do not affect customer form, fit,
or function" is a defined authority. Vague responsibilities produce inconsistent quality decisions and gaps in
accountability.

Mistake 3: No evidence of communication. The matrix must be communicated to role-holders and their
understanding confirmed — not just filed as a controlled document. Manager countersignatures confirming
communication, or training records showing the matrix was reviewed in role onboarding, provide this
evidence.

& Auditor Perspective

Auditors use the Roles and Responsibilities Matrix as the reference when interviewing role-holders. After
reviewing the matrix, they interview two or three managers and ask them to describe their quality
responsibilities. The gap between what the matrix says and what the individual describes is the finding
opportunity. Auditors also look at whether the matrix assigns the five Clause 5.3 accountability areas (QMS
conformance, process output, performance reporting, customer focus promotion, and QMS integrity through
changes) to specific named roles and whether each role-holder's manager has confirmed communication
and understanding.
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Quick Reference: Foundation Templates Completion
Summary

Template Clause Reference Key Requirement | Update Who Approves
Trigger

Quality Policy Four mandatory Context or CEO / President
elements; strategy
specific to change;
organizational annual review
context; signed at minimum
by top
management
Quality Manual 4.4, 5.1 (optional) QMS overview When QMS MR + CEO
with clause-by- structure
clause changes;
description; annual review
scope and
process map
Context Worksheet 4.1 Specific internal Significant CEO or
and external organizational Management
issues; QMS or Team
implications environmental
column change
completed;
reviewed
annually
Interested Party 4.2 Specific parties New Management
Register and their customers, Representative
requirements; new
monitoring regulations,
method; QMS key supplier
response changes
Scope Statement 4.3 Products and Adding MR + CEO
services; products,
location; all sites, or
exclusions processes;
justified; matches notifies
registered scope  registrar
Life Cycle Thinking 41,4.2,84 Upstream and Supply chain Management
Worksheet downstream or product Representative
quality application
considerations; changes
gaps feed risk
register
Process Interaction 4.4 All QMS Process Management
Map processes with additions, Representative
interactions; removals, or
customer
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Template Clause Reference Key Requirement | Update Who Approves
Trigger
bookend; significant
management, restructuring
operational,
support layers
Roles and 5.3 All quality- Role or MR + CEO
Responsibilities affecting roles; responsibility
Matrix decision changes; new
authorities; audit  QMS process
and MR roles; ownership

communicated
and understood

Next in Volume 3: Guide 3.2 — Planning and Control Templates. The complete set of operational
planning and support templates: Risk and Opportunity Register, Quality Objectives Tracker, Competence
Matrix, Training Record, Calibration Log, and Document Control Register — each with completion
instructions, Meridian examples, common mistakes, and auditor guidance.

28|Page



