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How to Use This Guide

This is Guide 1.2 in the six-part ISO 9001:2015 implementation roadmap. It picks up directly from the gap
analysis completed in Guide 1.1 — taking the clause-by-clause findings and translating them into a
structured, realistic implementation plan. If you have not yet completed the gap analysis, do that first. An
implementation plan built without factual gap data will be built on assumptions that rarely survive contact
with organizational reality.

This guide covers everything that happens between the gap analysis presentation and the moment your
first documented QMS procedure is approved: defining the work, allocating the resources, managing the
timeline, sequencing the tasks, handling resistance, and building the organizational infrastructure the
implementation needs. Guide 1.3 takes over when the planning is done and the documentation
development begins.

Where We Are in the Meridian Journey

Denise Alvarez has completed the gap analysis, presented the results to the executive team, secured
Robert Nolan's commitment to a 14-month implementation timeline and a $50,000 Year 1 budget, and
been formally appointed as Management Representative. Robert has committed to personally leading the
management review process and attending an executive leadership briefing on ISO 9001 requirements.
The next task is to build the plan that converts those commitments into work.
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Section 1: Understanding the ISO 9001 Planning
Challenge

Building an ISO 9001 implementation plan is not simply a project management exercise. It is a change
management exercise that happens to have a project management structure attached to it. The technical
work — writing procedures, establishing records, building the audit program — is the easier half. The
harder half is getting people to own the work, change their practices, and genuinely engage with a
management system that will require ongoing attention after certification.

Understanding this distinction from the start shapes how you build the plan. A plan that assigns all work to
the quality function will fail even if every task is technically completed on schedule. A plan that distributes
process ownership to the functions that actually run those processes — and holds them accountable —
builds a QMS that functions after the auditors leave.

The Three-Layer Planning Model

Effective ISO 9001 implementation planning operates simultaneously at three layers, each with its own
planning horizon and ownership:

Planning Horizon What It Covers

Strategic Layer Full implementation Scope, phasing, milestones, budget, executive
timeline commitments, registrar scheduling. Owned by the
Management Representative and executive
sponsor.
Tactical Layer Rolling 8-week window Which specific tasks are being worked this month

and next, who is doing them, what dependencies
exist, and what obstacles are emerging. Owned by
the implementation team in weekly check-ins.

Operational Layer Task by task The actual work: writing a specific procedure,
building a competence matrix for a specific
department, training a specific group of employees.
Owned by individual task owners.

Most implementation plans are built exclusively at the strategic layer — a Gantt chart that maps tasks to
months. These plans look credible in a leadership presentation and then become increasingly fictional as
the implementation proceeds. The tactical and operational layers are where reality is managed. Build all
three from the start.

/A Common Pitfall

The single most predictable cause of implementation schedule slippage is task ownership without time
allocation. When a procedure is assigned to the Operations Supervisor as the process owner, but the
Operations Supervisor's time has not been protected from normal operational demands, the procedure will
not get written on schedule — regardless of how well the Gantt chart looks. Every task assignment in the
implementation plan must come with two things: an owner and an allocation of that owner's time. "We will
find time" is not a resource plan. It is a schedule risk that has already materialized.
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What Makes ISO 9001 Implementation Different from Other Projects

ISO 9001 implementation has characteristics that distinguish it from typical business projects and that the
implementation plan must account for:

* It has a fixed external deadline with real consequences. Certification audits are scheduled with
registrars months in advance, and a missed Stage 2 means rebooking, additional cost, and
customer implications. The timeline is not adjustable without cost.

* Itrequires evidence of operation over time, not just completion of work. Procedures written the
day before Stage 2 are not conforming — the standard requires that systems be implemented
and maintained, which takes time. The internal audit must complete a full cycle. The management
review must have occurred. These calendar dependencies constrain the schedule in ways that
most project tasks do not.

« It spans every organizational function. Unlike most projects that affect one or two departments,
ISO 9001 implementation touches operations, purchasing, HR, engineering, sales, and senior
management simultaneously. Cross-functional coordination and competing priorities are
constants, not exceptions.

*  The quality of the output matters as much as the completion of the task. A procedure written just
to have a procedure is worse than no procedure — it creates false conformance that will fail
under audit scrutiny and undermine credibility. Implementation tasks cannot be simply checked
off; they must be verified to meet the standard's actual requirements.

»  Culture is being changed, not just processes documented. The most durable QMS
implementations change how people think about quality — not just what they are required to fill
out. This takes sustained communication, visible leadership behavior, and time that cannot be
compressed out of the schedule.
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Section 2: Finalizing QMS Scope Before Planning
Begins

Before the implementation plan can be built, the QMS scope must be finalized. Scope defines the
boundaries of what the certification will cover — which sites, which products and services, which
processes, and what if any exclusions apply. Scope decisions made after the plan is built result in rework.
Scope decisions that are too narrow create business risk; scope decisions that are too broad create
implementation resource risk. Get scope right before planning.

The ISO 9001:2015 Scope Requirements

B sStandard 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 scope must be available as documented information, must state the products and services covered,
and must justify any requirements of the standard that the organization has determined are not applicable.

Scope Decisions That Affect the Implementation Plan

Single Site vs. Multi-Site

Single-site implementations are significantly simpler to plan and execute. Multi-site implementations
require determining whether each site will be audited fully or whether one or more sites will be sampled
— a registrar determination based on IAF MD 1 guidelines. If your organization has multiple sites and all
will be in scope, the implementation plan must include site-specific work streams and the registrar fees
will be higher.

Design and Development Applicability

Clause 8.3 (Design and Development) is the most commonly misapplied exclusion in ISO 9001
implementation. Many manufacturers assume they can exclude it because they manufacture to customer
specifications. This exclusion is only legitimate when the organization performs absolutely no design
activity — not the design of product features, not the design of manufacturing processes to achieve a
specification, not the development of tooling or fixturing that involves engineering judgment.
Organizations that design any of these elements must include Clause 8.3, even if they do not design the
end product itself.

If you are uncertain about Clause 8.3 applicability, discuss it with your registrar before finalizing scope. A
scope that improperly excludes Clause 8.3 will be identified and challenged during Stage 1 or Stage 2,
requiring a scope revision and potentially additional audit days.
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Product and Service Boundaries

Some organizations have multiple distinct product lines or service categories that differ significantly in
process, customer, and regulatory requirements. In some cases, scoping the initial certification to a
specific product line or service category reduces implementation complexity and allows a faster first
certification — with scope expansion in subsequent certification cycles. This approach is legitimate but
must be disclosed to customers who require certification and may expect full organizational scope.

= Meridian Case Study

Meridian Scope Decision: After reviewing the gap analysis findings and consulting with the registrar during
the initial engagement call, Denise finalized the following scope statement: "Design, manufacture, and
delivery of precision machined and fabricated metal components for aerospace, defense, and industrial
equipment sectors. Single site: 1247 Industrial Parkway, Norman, Oklahoma." Design and development
was included in scope after the registrar confirmed that Meridian's process engineering work — developing
machining sequences, fixturing, and tooling — constitutes design and development activity under Clause
8.3, despite the fact that product specifications originate with customers. This determination added
approximately six weeks of documentation work to the plan for Clause 8.3 procedures, but avoided what
would have been a major nonconformance finding at Stage 2.
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Section 3: Building the Implementation Timeline

The implementation timeline is the backbone of the plan — but it must be built backward from the
certification date, not forward from today. Starting with the certification target date and working backward
through required milestones produces a realistic, constraint-respecting plan. Starting from today and
projecting forward produces an optimistic plan that ignores the calendar dependencies that drive ISO
9001 implementation timelines.

The Non-Negotiable Calendar Constraints

Before building any Gantt chart, identify the fixed calendar constraints that cannot be compressed
regardless of resource allocation:

Calendar Constraint Minimum Time Required Why It Cannot Be Compressed

Internal audit program: full cycle 3 to 5 months from audit Auditors must be trained, audit

completion program establishment must be scheduled and
conducted, findings must be
reported, corrective actions
must be opened, closed, and
verified effective — all before

Stage 2.
Management review: at leastone 1 month after QMS is Management review must use
complete review substantially operational real QMS performance data.

Conducting it before the QMS is
operational produces a review
of nothing. Reviewing data that
does not yet exist cannot
happen earlier.

Stage 1 to Stage 2 gap 4 to 8 weeks minimum Stage 1 findings must be
(registrar-determined) addressed before Stage 2.
Registrar requires sufficient time
between stages to review
corrective action plans. Most
registrars will not schedule
Stage 2 less than 4 weeks after

Stage 1.
Documented information in active 60 to 90 days before Stage 2 Procedures written the week
use before Stage 2 have no

evidence of implementation.
Auditors look for records
showing processes have been
operating as documented.
Newly issued procedures have
no records.

Registrar scheduling lead time 3 to 6 months in advance Popular registrars book
certification audits well in
advance. Attempting to
schedule Stage 2 less than 3
months out may result in
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Calendar Constraint Minimum Time Required Why It Cannot Be Compressed

unavailability of preferred dates
or auditors.

Three Timeline Scenarios

Based on typical mid-size manufacturing organizations with gap analysis results similar to Meridian's,
three implementation timeline scenarios reflect different resource commitment levels. The right scenario
depends on your gap analysis results, resource availability, and certification urgency.

Scenario A: Accelerated — 6 to 9 Months

Suitable for organizations with: a prior ISO 9001 certification that lapsed, strong existing quality system
infrastructure with primarily documentation gaps, a dedicated full-time implementation resource, and
organizational priority that allows protected time for process owners and leadership.

Resource requirement: One full-time QMS implementation resource (or Management Representative at
80%+ time), plus 10 to 15% of each process owner's time protected for QMS work. External consulting
support recommended for documentation review and internal auditor training.

Risk: Compressed timelines leave little buffer for the organizational resistance, competing priorities, and
discovery of additional gaps that routinely occur in any implementation. One or two significant obstacles
at the wrong time will push into Scenario B regardless.

Scenario B: Standard — 10 to 14 Months

The most common implementation timeline for first-time certification in a mid-size manufacturing
organization. Suitable for organizations with significant gaps (20 to 50% Red in gap analysis), a
Management Representative at 50 to 70% time, and process owner participation that must be balanced
with operational demands.

Resource requirement: Management Representative at 50 to 70% time, process owners at 5 to 15% time
during active development phases, external consulting for internal auditor training and pre-certification
review. Senior leadership at 2 to 4 hours per month for review and engagement activities.

Risk: Standard timelines allow reasonable buffer but require consistent progress. Organizations that allow
a 4 to 6 week productivity gap during a busy operational period will compress later phases unacceptably.
Monthly milestone reviews are essential.

Scenario C: Extended — 15 to 24 Months

Appropriate for organizations with: pervasive gaps (more than 50% Red), limited quality management
bandwidth, operational environments where production demands will regularly interrupt implementation
work, or complex multi-site scope. Also appropriate where cultural change is the primary challenge rather
than technical documentation.
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Resource requirement: Management Representative at 30 to 50% time (with external consulting support
to compensate for limited internal bandwidth), process owners engaged in defined phases rather than
ongoing commitment. Leadership engagement monthly or quarterly depending on phase.

Risk: Extended timelines create their own challenges. Momentum and organizational attention are difficult
to sustain over 18 to 24 months. Phased milestones with visible progress markers become critical to
maintaining engagement.

=3 Meridian Case Study

Meridian Timeline Selection: Given a 47% Red gap analysis result, significant documentation infrastructure
to build, and a Management Representative (Denise) who will carry the implementation alongside ongoing
quality management responsibilities at approximately 60% dedication, Meridian selected Scenario B —
targeting certification in 14 months. The registrar was contacted immediately after the gap analysis
presentation. Stage 2 was provisionally scheduled for month 13, with Stage 1 in month 11. This gave
Meridian two months of buffer between projected completion and Stage 1, which Denise identified as the
minimum acceptable buffer given Meridian's operational environment.

9|Page



Six Sigma

Kaizen

Section 4: The Implementation Work Breakdown
Structure

The Work Breakdown Structure (WBS) decomposes the full implementation into its component work
packages — the specific, ownable, completable tasks that collectively deliver a certified QMS. The WBS
is the foundation from which timeline, resource requirements, and milestone checkpoints are all derived.

The following WBS is organized into six phases that correspond to the natural sequence of
implementation work. Tasks within each phase have dependencies — some cannot begin until others are
complete. These dependencies are identified in the phase descriptions and must be respected in the
project schedule.

Phase 1: Foundation (Months 1 to 3)

Phase 1 establishes the organizational infrastructure and documented information framework that all
subsequent work depends on. Nothing in Phase 2 or beyond can proceed correctly without Phase 1
elements in place. This phase is quality-function-intensive — most of the work is owned by the
Management Representative — but requires significant senior leadership engagement.

1.1 Organizational context analysis MR + Leadership  Gap analysis 8to 12 hrs
— external and internal issues Team complete

(Clause 4.1)

1.2 Interested party identification and MR + Leadership 1.1 complete 4 to 8 hrs
needs analysis (Clause 4.2) Team

1.3 QMS scope statement — draft, MR + CEO 1.1, 1.2 complete 3to6hrs
review, approval (Clause 4.3)

1.4 QMS process identification and MR + Process 1.3 approved 12 to 20 hrs
high-level process map (Clause 4.4) Owners

1.5 Document control procedure — MR None 6to 10 hrs
draft, review, approval (Clause 7.5)

1.6 Document numbering and MR 1.5 approved 4 to 8 hrs
version control system established

1.7 Existing document inventory and MR + Admin 1.6 complete 16 to 40 hrs
controlled conversion Support

1.8 Quality Policy — draft, executive ~ MR + CEO None 4 to 8 hrs
review, formal approval (Clause 5.2)

1.9 Quality Policy communication MR + HR 1.8 approved 3to6 hrs
plan and rollout

1.10 Roles and responsibilities matrix =~ MR + HR None 6 to 10 hrs
— quality-related assignments

(Clause 5.3)

1.11 Management Representative CEO None 1hr

formal appointment documented
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workpackase L owner | oopondncies | Estimate for
1.12 Risk and opportunity register — MR + 1.4 complete 810 16 hrs
initial development (Clause 6.1) Management
Team
1.13 Quality objectives — formal MR + Senior 1.12 draft 4 to 8 hrs
establishment with targets and plans Leadership

(Clause 6.2)

Best Practice

Sequencing tip for Phase 1: Complete work packages 1.5 and 1.6 (document control system) before
beginning any other documented information work. Every procedure written before the document control
system exists will need to be retroactively numbered, versioned, and converted — doubling the effort.
Establishing document control first ensures that every subsequent document is born into a controlled
system. This sequencing discipline, which takes an additional one to two weeks at the start, saves
proportionally more time across the entire documentation phase that follows.

Phase 2: Support Systems (Months 2 to 5)

Phase 2 builds the support infrastructure required by Clause 7 — competence management, calibration,
awareness, and communication. These work packages can begin in parallel with late Phase 1 work once
the document control system is established, and some will be ongoing throughout the implementation.

2.1 Competence requirements HR + Roles matrix 1.10 16 to 30 hrs
determination — role by role (Clause  Department complete

7.2) Supervisors

2.2 Competence matrix development HR + MR 2.1 complete 81to 16 hrs
— current state vs. required

2.3 Historical training record HR + 2.2 draft 20 to 60 hrs
reconstruction — current employees Supervisors

2.4 Training record system HR + MR 1.5 approved 4 to 8 hrs
established (form, storage, retention)

2.5 Competence gap training plan — HR + 2.2 complete Ongoing

fill identified gaps Supervisors

2.6 Calibration equipment inventory Quality + None 8 to 20 hrs
— complete census Maintenance

2.7 Calibration status audit — Quality 2.6 complete 4t0 12 hrs
identify overdue/unlabeled devices

2.8 Calibration records remediation Quality + 2.7 complete 8to 40 hrs
— close overdue items Maintenance

2.9 Calibration procedure and recall Quality 2.8 complete 6to12hrs

system established (Clause 7.1.5)
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2.10 Organizational knowledge MR + None 810 24 hrs
documentation — critical knowledge Department
capture (Clause 7.1.6) Managers
2.11 QMS awareness training — all MR + HR 1.8 approved, 1.13 81to 20 hrs
employees (Clause 7.3) established
2.12 Internal and external MR None 3to6 hrs

communication plan (Clause 7.4)

& Kaizen Connection

The organizational knowledge work package (2.10) deserves more attention than most implementations
give it. Clause 7.1.6 requires organizations to determine, maintain, and make available the knowledge
necessary for the operation of its processes and to achieve conformance. In manufacturing environments,
this knowledge is often held by a handful of experienced employees — machinists who know which jobs
require non-standard setups, engineers who carry tribal knowledge about customer preferences,
supervisors who have intuitive understanding of which suppliers require extra scrutiny. This knowledge is a
quality risk when it lives only in individuals. Capturing it is a Kaizen act — reducing the variability that comes
from knowledge being unevenly distributed. A simple series of one-hour structured interviews with key
knowledge holders, documented as process notes, work instructions, or lessons-learned records, can close
this gap efficiently.

Phase 3: Operational Documentation (Months 3 to 8)

Phase 3 is the most time-intensive phase of implementation for most organizations — the development of
the operational procedures, work instructions, and control documents that govern how quality-affecting
work is done. The sequencing principle for Phase 3 is: document what is highest risk and most audit-
intensive first, and document what already works before attempting to redesign it.

Phase 3 work packages are organized by clause area. The effort ranges shown are per-procedure
averages — actual totals depend on the number of procedures required for your specific operation.

3.1 Customer requirement review Sales/Estimating  Doc control system 4to 8 hrs
procedure (Clause 8.2) Manager live

3.2 Customer requirement review Sales/Estimating 3.1 approved Ongoing
records implementation Team

3.3 Design and development Engineering Doc control system 8 to 16 hrs
procedure (Clause 8.3, if in scope) Manager live

3.4 Design records system — inputs, = Engineering 3.3 approved 810 20 hrs
outputs, reviews, verification,

validation

3.5 Supplier qualification procedure Purchasing Doc control system 4 to 8 hrs
(Clause 8.4) Manager live
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3.6 Approved supplier list — initial Purchasing + 3.5 approved 810 20 hrs
development Quality

3.7 Purchase order / specification Purchasing 3.5 approved 3to6hrs
requirement procedure (Clause 8.4.3) Manager

3.8 Production and service provision = Operations Doc control system 6 to 16 hrs each
procedure(s) (Clause 8.5) Manager live

3.9 Identification and traceability Operations + Doc control system 4to 8 hrs
procedure (Clause 8.5.2) Quality live

3.10 Preservation and product Operations Doc control system 3to6 hrs
handling procedure (Clause 8.5.4) Manager live

3.11 Post-delivery activities Operations/Sales = Doc control system 2to 4 hrs
procedure (Clause 8.5.5, if live

applicable)

3.12 Product/service release Quality Doc control system 4to 8 hrs
procedure and records (Clause 8.6) live

3.13 Nonconforming output Quality + Doc control system 4 to 8 hrs
procedure (Clause 8.7) Operations live

3.14 Corrective action / CAPA Quality Doc control system 6to 12 hrs
procedure (Clause 10.2) live

3.15 Additional work instructions — Process Owners  Phase 3 procedures Variable

as identified by process reviews

approved

/A Common Pitfall

The most common Phase 3 failure mode is quality-written procedures that operations does not own. When
the Management Representative writes a procedure for a process they do not run, then asks the process
owner to review and sign it, the process owner becomes a rubber stamp rather than a genuine author. The
result is a procedure that is technically complete but that the process owner cannot defend under auditor
questioning, and that operators do not follow because it does not reflect how they actually work. The correct
model: the process owner drafts the procedure (with support and template guidance from quality), the
Management Representative reviews it for ISO conformance, and both sign off. This takes longer but
produces a procedure that will survive an audit and actually be used.

Phase 4: Performance System (Months 6 to 10)

Phase 4 establishes the monitoring, measurement, and evaluation systems that demonstrate the QMS is
functioning and improving. These systems require time to accumulate data before Stage 2 — they cannot
be built at the last minute. Starting Phase 4 work no later than month 6 is essential.

4.1 Quality metrics dashboard — MR + Operations  1.13 objectives 6to 12 hrs
KPls defined, sources identified, established
frequency set (Clause 9.1)
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4.2 Customer satisfaction Sales + MR None 4 to 8 hrs

measurement method defined and
implemented (Clause 9.1.2)

4.3 Customer satisfaction first data Sales 4.2 method approved 4 to 8 hrs
collection cycle

4.4 Internal audit procedure (Clause MR Doc control system 4to 8 hrs
9.2) live

4.5 Internal auditor selection and MR + HR 4.4 approved 16 to 24 hrs
training

4.6 Annual audit program — first MR 4.5 complete 3to6 hrs
cycle developed and approved

4.7 Firstinternal audit cycle — Lead Internal 4.6 approved, Phase 24 to 48 hrs total
planning, execution, reporting (all Auditor 3 substantially

clauses) complete

4.8 Internal audit finding corrective Process Owners 4.7 complete Variable
actions — opened, worked, closed

4.9 Management review procedure MR Doc control system 3to6 hrs
(Clause 9.3) live

4.10 First management review — CEO + 4.7 complete, 4.3 first 4to 6 hrs
conducted with full agenda and Leadership Team data available

documented output

& Auditor Perspective

The internal audit is one of the most scrutinized elements of the QMS during certification. Registrars
examine the audit program, audit plans, audit reports, and corrective action records in detail. They interview
internal auditors. They look for evidence that the audit was conducted objectively and that findings were
genuine — not a sanitized exercise designed to produce no findings. A certification audit that finds no
internal audit findings from the preceding cycle is a red flag, not a success indicator. Real internal audits in
organizations with recently implemented QMS elements should find findings. Their absence suggests either
an inadequate audit or suppression of findings.

Phase 5: Certification Preparation (Months 10 to 12)

Phase 5 focuses on Stage 1 readiness, Stage 1 response, and Stage 2 preparation. This phase assumes
Stage 1 is scheduled in month 11 and Stage 2 in month 13. Adjust timing based on your specific registrar

schedule.
L
5.1 Pre-Stage 1 documentation All Phase 3 8 to 16 hrs
package — compile and verify complete, Phase 4
completeness substantially

complete
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5.2 Pre-Stage 1 internal readiness MR + Internal 5.1 complete 4 to 8 hrs
review — gap check against Auditors

mandatory documented information

list

5.3 Stage 1 audit — documentation Registrar Registrar scheduled 1 to 2 audit days
review by registrar (external)

5.4 Stage 1 findings response — MR + Process 5.3 complete 4to 12 hrs
corrective action plans submitted to Owners

registrar

5.5 Stage 1 findings corrective Process Owners 5.4 approved by Variable
actions — implemented and verified registrar

5.6 Executive and management audit MR 5 weeks before 2to4 hrs
preparation briefing Stage 2

5.7 Operator and supervisor audit MR + 4 weeks before 2to 4 hrs
preparation communications Supervisors Stage 2

5.8 Evidence organization — audit MR 2 weeks before 8to 16 hrs
trail compilation, records verification Stage 2

5.9 Final pre-certification internal Lead Internal 3 weeks before 6to12hrs

spot check — sample audit of Auditor

highest-risk areas

Stage 2

Phase 6: Post-Certification Stabilization (Months 13 to 18)

Phase 6 is not included in most implementation plans — which is itself a problem. The period immediately
following certification is when QMS systems are most fragile. Organizational attention drops after the
audit is complete, the Management Representative is exhausted, and process owners return fully to
operational demands. A plan that ends at certification is a plan for QMS decay. Build Phase 6 explicitly.

6.1 Certificate receipt and customer MR + Sales Stage 2 passed 2to4 hrs
communication

6.2 Stage 2 nonconformance Process Owners  Stage 2 complete Variable
corrective actions — completed and

submitted to registrar

6.3 QMS stabilization review — 90 MR + Internal 3 months post-cert 4to 8 hrs
days post-certification system check Auditors

6.4 Second internal audit cycle Lead Internal 6 months post-cert 16 to 32 hrs
planning and execution Auditor

6.5 Second management review — CEO + 4 to 6 months post- 3to4 hrs
first post-certification review Leadership Team cert

6.6 First annual surveillance audit MR 10 months post-cert 4to 8 hrs

preparation
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6.7 Continual improvement project MR + 3 months post-cert Ongoing
identification and launch Management

Team
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Section 5: Resource Planning

The implementation plan is only as credible as its resource plan. Every work package identified in the
WBS requires time from real people with competing demands. Every external resource — consultants,
registrar fees, training providers, software — requires budget. Underestimating either produces
implementation failures that cannot be solved by working harder.

Internal Resource Requirements

The following table provides realistic estimates of internal time commitment for key roles in a Scenario B
(10 to 14 month) implementation. These are loaded estimates — they reflect actual time investment
including meetings, reviews, revisions, and training, not just direct task execution time.

Management
Representative

CEO / Executive Sponsor

Operations Manager

Purchasing Manager

HR Manager

Engineering Manager (if
D&D in scope)

Sales / Estimating
Manager

Internal Auditors (2 to 3
people)

Quality Technicians /
Staff

Phase 1-3 (Active
Build)

50 to 70% of
work time

3 to 5 hours per
month

3 to 6 hours per
month

4 to 8 hours per
month

4 to 8 hours per
month

6 to 12 hours per
month during
D&D phase

3 to 6 hours per
month

Training: 16 to 24
hours total

5to 10 hours per
month

Phase 4-5
(Preparation)

40 to 60% of
work time

4 to 6 hours per
month

4 to 8 hours per
month

2 to 4 hours per
month

2 to 4 hours per
month

2 to 4 hours per
month

2 to 4 hours per
month

20 to 40 hours
for first audit
cycle

10 to 15 hours
per month

Primary Responsibilities

Overall coordination,
documentation development,
audit program, management
review, registrar interface, all
QMS oversight

Context analysis, policy approval,
management review chairing,
registrar opening/closing
meetings, executive interviews at
Stage 2

Production procedure
development, operator training
oversight, internal audit
participation

Supplier qualification procedure,
approved supplier list, purchase
requirement controls

Competence matrix, training
records, awareness training
support, role description currency

Design and development
procedure, design records
system, design review facilitation

Customer requirement review
procedure, customer satisfaction
measurement

Internal audit planning, execution,
finding reporting, corrective
action verification

Calibration records, NCR
records, inspection
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Phase 1-3 (Active
Build)

Phase 4-5
(Preparation)

Primary Responsibilities

External Resource Requirements

Most organizations pursue ISO 9001 certification with some combination of internal effort and external
support. The right level of external support depends on the organization's internal ISO 9001 knowledge,
documentation capability, and bandwidth. The following table describes the most common external
resource categories and their typical cost ranges.

External Resource Typical Cost What It Provides
Range

ISO 9001 Implementation
Consultant

Internal Auditor Training

Lead Auditor Training
(optional)

Registrar — Stage 1 Audit

Registrar — Stage 2
Certification Audit

Registrar — Annual
Surveillance

Registrar — Recertification
(Year 3)

Document management
software (optional)

$3,000 to
$15,000 total

$500 to $1,500
per person

$1,500 to $3,000
per person

$1,500 to $4,000

$4,000 to
$12,000

$2,500 to $7,000
per year

$4,000 to
$10,000

$500 to $5,000
per year

documentation, evidence
organization

Gap analysis support, documentation review and

feedback, process consultation, audit preparation

coaching. Scope varies widely — from a two-day

orientation to ongoing monthly support throughout
implementation.

Typically a two-day classroom or virtual course
covering ISO 9001 requirements, audit methods,
evidence gathering, finding writing, and corrective
action follow-up. RABQSA or Exemplar Global
accredited courses preferred.

Five-day course. Not required for internal auditors
but provides deeper competence for the
Management Representative and senior internal
auditors. Allows the MR to better understand
registrar auditor perspective.

One to two audit days for document review and
readiness assessment. Fee varies by registrar
and organizational size.

Two to five audit days for main certification audit.
Fee calculated based on employee count, number
of shifts, process complexity per IAF MD 5.

Required annually in years 1 and 2 of the 3-year
certification cycle. Typically one to two days.

Three-year recertification audit. Similar in scope
to Stage 2 but with fewer surprises in a well-
maintained QMS.

Electronic document control systems specifically
designed for QMS documentation management.
Not required — controlled folders on a shared
drive work for many organizations — but reduces
document control administration burden for larger
document sets.
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Budget Planning Summary

Based on typical Scenario B implementations for a single-site manufacturing organization with 150 to 300
employees, the following ranges reflect total external investment excluding internal labor costs:

Budget Category Year 1 Range Years 2 and 3 Range

Consulting support (gap analysis through $5,000 to $20,000 Minimal — occasional

certification) advisory support only

Internal auditor training (2 to 3 people) $1,500 to $5,000 Replacement training as
auditor turnover occurs

Registrar fees (Stage 1 + Stage 2) $6,000 to $18,000 Annual surveillance:
$2,500 to $7,000/yr

Document management system (if adopted) $500 to $5,000 $500 to $5,000/yr
ongoing

Training materials, awareness $500 to $2,000 Minimal ongoing

communications

Miscellaneous (calibration remediation, $500 to $3,000 Ongoing operational cost
equipment, supplies)

Typical Total Range $14,000 to $53,000 $3,000 to $12,000 per
year
= Meridian Case Study

Meridian Budget Reality: Robert Nolan had authorized a $50,000 Year 1 budget based on Denise's initial
estimate from the gap analysis presentation. After building the detailed resource plan, Denise refined the
estimate: $8,500 for consulting support (two-day orientation plus documentation review at key milestones),
$4,200 for internal auditor training (three auditors at a two-day virtual course), $14,800 for registrar fees
(Stage 1 and Stage 2 combined), $2,400 for a document management software subscription, $1,200 for
training materials and awareness communications, and approximately $3,000 for calibration remediation.
Total Year 1 external cost: approximately $34,100 — well within budget, leaving $15,900 as contingency.
Denise recommended retaining the contingency rather than reducing the budget, noting that scope
discoveries during implementation routinely require unplanned expenditure.
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Section 6: Managing the Implementation

A well-built plan does not manage itself. The implementation requires active, consistent governance —
structured check-ins, progress tracking, obstacle resolution, and leadership communication — throughout
its duration. This section describes the management cadence and tools that keep implementations on
track.

The Implementation Governance Structure

Establish a three-level governance structure at the start of Phase 1 and maintain it throughout the
implementation:

Level 1: Weekly Implementation Team Check-In (30 minutes)

Weekly meeting of the Management Representative and active task owners (varies by phase). Agenda:
tasks completed this week, tasks due next week, obstacles and risks, decisions needed. This is a tactical
meeting — not a status report to leadership, but a working session to keep the tactical layer of the plan
current. Minutes are brief (bullet points) and circulated the same day.

Level 2: Monthly Milestone Review (60 to 90 minutes)

Monthly meeting of the Management Representative, executive sponsor, and key department managers.
Agenda: milestone progress against plan, phase completion percentage, budget vs. actuals, escalated
obstacles, decisions requiring executive authority, next phase preview. This is where the plan is adjusted
when reality diverges from the original schedule — and it will diverge. The question is not whether
adjustments are needed but whether they are made proactively or in crisis.

Level 3: Quarterly Executive Briefing (30 to 45 minutes)

Quarterly briefing to the full leadership team. Agenda: overall certification progress, culture indicators (are
employees engaging with the QMS?), budget status, timeline confidence, certification date confirmation
or adjustment. This meeting keeps the QMS on the executive agenda and prevents the implementation
from disappearing into the quality department between milestone reviews.

Tracking Implementation Progress
Progress tracking should be simple, visible, and honest. Overengineered project tracking tools that

require significant maintenance become obstacles rather than aids. The following approach balances
discipline with practicality:

* Maintain a single living implementation plan document — the WBS with completion percentages
and status notes. Update it weekly. Share it with the executive sponsor monthly.

» Use a simple traffic light status for each work package: Green (on track), Amber (at risk — may
slip without action), Red (slipped or blocked — requires escalation and recovery plan).

» Track milestone completion dates against plan dates. When a milestone slips, document why and
whether the slip propagates to later milestones. Do not silently absorb slips — surface them so
the recovery plan can be made with all stakeholders informed.

* Maintain a running issues and risks log: a simple list of obstacles identified, the action being
taken to address each, and who owns the resolution. Review this log at every weekly check-in.
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Managing the Documentation Volume

For most organizations, the sheer volume of documentation work in Phase 3 is the most surprising aspect
of implementation. A mid-size manufacturer typically needs 15 to 30 controlled procedures, plus
associated forms, work instructions, and records templates. Writing, reviewing, revising, and approving
this volume while process owners maintain their operational responsibilities requires a realistic workflow.

The document development workflow that works best in practice:

The Management Representative provides the process owner with a procedure template pre-
populated with the ISO 9001 requirements the procedure must address, plus examples from
similar procedures already developed.

The process owner drafts the procedure content — describing how the process actually works,
not how it should ideally work. The target audience is a competent new employee who needs to
understand how this process functions.

The Management Representative reviews the draft against the ISO 9001 clause requirements for
that process area and returns one round of specific revision requests. Revisions are targeted —
not a rewrite.

The process owner incorporates revisions and the procedure enters the approval cycle per the
document control procedure.

After approval, the Management Representative and process owner conduct a brief awareness
session with affected personnel before the procedure is formally issued.

Best Practice

Limit approval cycles to two rounds maximum per procedure. Organizations that allow unlimited revision
cycles find procedures circulating for months without resolution as reviewers add new suggestions with
each pass. Establish a rule at the start of Phase 3: procedures receive one detailed review round, one
revision, and then approval. Issues identified after approval are addressed as formal document revisions
under the document control system — not by extending the pre-approval cycle indefinitely. This discipline
keeps documentation development on schedule and prevents the "perfect being the enemy of the done"
phenomenon that afflicts many implementations.
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Section 7: Change Management — The Harder Half

The technical elements of ISO 9001 implementation — the procedures, records, audit program,
management review — are achievable by any reasonably resourced organization with competent quality
leadership. The elements that consistently distinguish successful implementations from paper QMS
systems are the change management elements: the degree to which the workforce understands, accepts,
and internalizes the QMS as their system rather than a compliance burden imposed on them.

Understanding Resistance Patterns

Resistance to QMS implementation is predictable, not random. Understanding the patterns allows the
implementation plan to address them proactively rather than reactively:

Resistance Pattern

"This is just more
paperwork."

"We already do this — why
write it down?"

"This will slow us down."

"The quality team does not
understand our process."

"Management does not really
care about this."

Employees associate
documentation with bureaucracy
and do not see how it improves
their work life.

Employees believe existing
practice is sufficient and see
documentation as redundant
effort.

Employees fear that documented
processes will add steps and
reduce flexibility.

Process owners feel that
documentation requirements are
being imposed by people who do
not understand operational
realities.

Employees have seen previous
quality initiatives launch and then
quietly disappear when they met
operational friction.

Show specific examples of how
documented processes reduce
rework, eliminate ambiguity about
who does what, and protect
employees from blame when
things go wrong. Connect the
documentation to real problems
they have experienced.

Acknowledge that the practice
exists and is valuable. Frame
documentation as protecting that
practice — ensuring it survives
employee turnover, preventing
drift, and making the organization
less dependent on specific
individuals.

Involve employees in procedure
writing. They will design
procedures that work in their
environment. Procedures that
reflect how work actually
happens do not slow people
down — they describe what
people already do.

This resistance is often correct.
The response is to genuinely
transfer procedure ownership to
process owners — with quality in
a support role, not an authoring
role.

This resistance requires visible,
sustained, consistent leadership
behavior to overcome — not
communication. Leaders must
ask about quality at operational
meetings, reference the quality
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Resistance Pattern Response Strategy

policy, and visibly act on
management review outputs.

The Communication Plan

Effective communication about the ISO 9001 implementation is not a single announcement or a kickoff
meeting. It is a sustained communication cadence throughout the 12 to 18 month implementation journey,
with messages tailored to different audiences and adapted as the implementation progresses.

All employees

Supervisors and

Why certification,
what changes, what
they need to do, what
is in it for them

Their specific role in

All-hands meetings,
department huddles,
posted notices, email
updates

Supervisor briefings,

Kickoff, then quarterly or
at major milestones

Monthly during active

team leads the QMS, how to monthly implementation phases

support their teams, updates, procedure walk-

what auditors will ask  throughs before issuance

their employees
Process owners Their ownership Direct engagement with Weekly or biweekly
(department responsibilities, MR, monthly milestone during development
managers) timeline for their reviews, one-on-one for phase

procedures, what
their commitment
means

procedure development

Executive team Overall progress,
risks, budget,
certification timeline
confidence, their
specific audit
preparation needs

Monthly milestone
review, quarterly
executive briefing, direct
CEO updates from MR

Monthly to quarterly

When milestones
achieved; at certification

Certification
progress, target date,
scope of certification

Customer contacts
(as appropriate)

Account manager
communication, updated
capability statements

Integration with Existing ISO 9001 — or Lean/Six Sigma Programs

Organizations that are already operating some form of structured quality management — whether a prior
ISO 9001 certification that lapsed, a Lean manufacturing program, a Six Sigma deployment, or a robust
quality system built for customer audit purposes — have a different change management challenge: they
need to map what they already have onto the ISO 9001 structure, not build from scratch.

For these organizations, the implementation plan should explicitly include a mapping exercise in Phase 1:
taking existing processes, systems, and documents and identifying which ISO 9001 clauses they
address, partially address, or fail to address. This prevents the common mistake of building a parallel
QMS alongside an existing quality system rather than integrating the two. Two quality systems — one for
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the customer audits and one for ISO — is a maintenance nightmare and produces the exact
fragmentation the standard is designed to prevent.

& Kaizen Connection

ISO 9001:2015 and Lean Six Sigma are profoundly compatible — and the compatibility runs deeper than
most practitioners initially recognize. The PDCA cycle that structures ISO 9001 is the same improvement
cycle that underpins DMAIC. The standard's risk-based thinking requirement aligns naturally with PFMEA.
The internal audit functions like a structured Gemba walk with a compliance lens. The management review
is essentially a structured operational review with standardized inputs. Organizations with Lean Six Sigma
infrastructure should actively map their existing tools to ISO 9001 clauses and present the certification effort
as a formalization and external validation of the improvement system they already operate — not as a
separate compliance burden layered on top of it.
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Section 8: The Documented QMS — What You Must
Build vs. What You Choose to Build

One of the most persistent misconceptions about ISO 9001 is that certification requires a comprehensive
quality manual, elaborate documented procedures for every conceivable process, and layers of records
for every activity. The 2015 revision of the standard was deliberately designed to reduce prescriptive
documentation requirements and give organizations flexibility to determine what documented information
they need to effectively operate their QMS.

Understanding the distinction between required and optional documentation has significant planning
implications — it allows the implementation team to focus effort on what the standard actually mandates
rather than building documentation that serves no purpose beyond compliance theater.

The Quality Manual: Required or Not?

ISO 9001:2015 does not require a quality manual. The 2008 version did; the 2015 revision removed this
requirement. However, many organizations — and virtually all first-time implementers — find the quality
manual useful as an organizing framework: a document that describes the scope, the QMS structure, the
process approach, and how the organization meets each clause requirement.

The practical case for maintaining a quality manual even though it is not required: it provides new
employees, customers, and auditors with a single document that orients them to the QMS structure. It
creates a central reference that reduces the question "where do | find the procedure for X?" It also
provides the Management Representative with a structured way to think about how all the QMS elements
connect.

The case against an elaborate quality manual: if it is primarily a cross-reference document that
paraphrases the standard and points to procedures, it adds maintenance burden without adding
functionality. A concise quality manual of 15 to 25 pages serves these purposes; a 100-page quality
manual that mirrors every clause of the standard paragraph by paragraph is a documentation burden with
limited operational value.

Documentation Depth: Calibrating to Your Operation

The level of documentation detail appropriate for any given process depends on three factors that the
standard explicitly recognizes: the complexity of the process, the competence of the personnel performing
it, and the consequences of process failure. The implementation plan should explicitly calibrate
documentation depth for each process area:

Documentation Level When Appropriate m

High-level procedure only Simple processes performed by Management review process

(what, who, when) experienced, competent conducted by experienced senior
personnel where the primary leaders; approved supplier list
need is to define ownership and maintenance by a tenured
sequence purchasing manager

Detailed procedure with step- Complex processes, processes Nonconforming output disposition

by-step instructions where sequence matters, process; customer requirement

processes performed by multiple
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Documentation Level When Appropriate m

Procedure plus work
instructions

Procedure plus work
instructions plus records

personnel who must achieve
consistent results, or processes
where deviation has significant
quality consequences

Technical processes where the
procedure defines the what and
who, and work instructions
provide machine-specific,
material-specific, or product-
specific detail that varies by job

High-risk, high-consequence, or
traceability-critical processes
where evidence of each
execution is required

review; corrective action
investigation and closure

CNC machining processes,
welding procedures, inspection
methods for specific product
families

First article inspection, material
certification review, critical
dimension inspection, heat
treatment processes
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Section 9: The Meridian Implementation Plan

This section presents Meridian's complete implementation plan as a worked example — showing how the
WBS, timeline, resource plan, and governance structure come together in a real organizational context.
The Meridian plan reflects a Scenario B (14-month) timeline with a Stage 2 target at month 13.

Meridian Plan Summary

Phase 1: Foundation

Phase 2: Support
Systems

Phase 3: Operational
Documentation

Phase 4:
Performance System

Phase 5: Certification
Preparation

Certification (Stage
2)

Phase 6:
Stabilization

Critical Path Analysis — Meridian

Month 3

Month 5

Month 8

Month 10

Month 12

Month 13

Month 18

Denise
Alvarez (MR)

Denise
Alvarez +
James
Thornton
(HR)

Denise
Alvarez +
Process
Owners

Denise
Alvarez +
Lead Auditor

Denise
Alvarez

Registrar

Denise
Alvarez

Scope statement, Quality Policy,
document control system, context
analysis, interested party register,
QMS process map,
risk/opportunity register, quality
objectives

Competence matrix, training
records retroactive, calibration
program remediation, awareness
training complete, organizational
knowledge documented

All required procedures approved
and issued, operator training on
new procedures complete,
records systems operational

Quality dashboard live, customer
satisfaction first data, first internal
audit cycle complete with
corrective actions closed, first
management review held

Stage 1 complete and findings
addressed, Stage 2 preparation
complete, evidence organized,
personnel briefed

ISO 9001:2015 certification
achieved

Post-cert CARs closed, second
internal audit complete, second
management review held,
surveillance audit preparation
underway, Cl projects launched

Denise identified three critical path dependencies that could delay certification if not managed proactively:
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The design and development procedure (work package 3.3) is the highest-risk single procedure
in the plan. It requires Engineering Manager Mike Chen to own a process that has never been
formally documented, and it touches customer relationships, specification management, and
change control simultaneously. Denise scheduled an additional consulting day specifically to
support Mike in drafting this procedure, and built a six-week buffer between 3.3 approval and the
first internal audit so that design records could accumulate before the audit sampled them.

The competence records reconstruction (work package 2.3) is the highest-effort single work
package — Denise estimated 40 to 60 hours of combined HR and supervisor time to reconstruct
historical training records for all 220 employees. She scheduled this work to begin in Month 2 and
run through Month 4, with HR Manager James Thornton allocating 30% of his time to the project
during that period.

The management review (work package 4.10) depends on having real QMS performance data —
which means it cannot occur before the quality dashboard (4.1), customer satisfaction data (4.3),
and at least one completed internal audit cycle (4.7) are available. Denise scheduled the first
management review for Month 10, which requires the internal audit cycle to be complete no later
than end of Month 9. This constraint determined the scheduling of internal auditor training (Month
5) and first audit planning (Month 6).

Governance Structure — Meridian
Denise established the following governance cadence on Day 1 of Phase 1:

Weekly Implementation Team Check-In: Every Tuesday, 8:00 to 8:30 AM. Attendees: Denise
(MR), plus the process owner(s) actively working current-phase tasks. Standing agenda:
completed last week, due this week, obstacles, decisions needed.

Monthly Milestone Review: First Thursday of each month, 1:00 to 2:30 PM. Attendees: Denise,
Robert Nolan (CEO/sponsor), department managers. Agenda: phase completion dashboard,
budget vs. actuals, critical path status, escalated obstacles, next phase preview.

Quarterly Executive Briefing: Quarterly, 30 minutes in the regular leadership meeting. Denise

presents a two-page summary: certification countdown, phase status dashboard, culture
indicators (procedure compliance, NCR volume trends, training completion), budget status.

= Meridian Case Study

Month 4 Reality Check: By Month 4, Meridian was tracking well against the Phase 1 deliverables but had
encountered two unexpected complications. First, the calibration inventory revealed 23% of precision
measuring devices were overdue for calibration — a larger remediation effort than anticipated, requiring an
emergency calibration services engagement at approximately $3,800 in unplanned cost. Second, when
drafting the design and development procedure, Mike Chen discovered that Meridian had been conducting
informal design reviews for years but had never documented them and had no systematic design input or
output records — meaning design and development records would need to be built from scratch rather than
formalized from existing practices. Denise surfaced both findings at the Month 4 milestone review. Robert
authorized the additional calibration expenditure from contingency budget and approved a six-week
extension of Phase 3 to accommodate the additional D&D documentation work. The certification date held.
This is exactly what milestone reviews are designed to catch and resolve — neither issue would have been
visible without the governance structure in place to surface them.
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Section 10: Transitioning from Planning to
Documentation Development

The implementation plan is complete. The governance structure is established. Phase 1 work is
underway. Guide 1.3 — Documentation Development — covers the next major phase of implementation
in depth. Before closing this guide, this section provides the transition checklist: the items that must be
complete or substantially underway before documentation development (Phase 3) begins in earnest.

Phase

1 Completion Checklist

These Phase 1 deliverables must be complete before Phase 3 documentation development begins.
Phase 2 support work (competence, calibration) can proceed in parallel with Phase 3, but the Phase 1
infrastructure listed below must be in place first:

- Deliverable Why It Must Precede Documentation Development

O

Document control procedure approved
and system operational

Document numbering and version
control conventions established

Procedure template finalized and
approved

QMS scope statement approved

Process owners identified and briefed
on their documentation responsibilities

Quality Policy approved and
communicated

Roles and responsibilities matrix
approved

Phase 3 documentation schedule — all
procedures assigned to owners with due
dates

Every Phase 3 document must be born into a
controlled system. Documents created before the
control system exists require retroactive conversion
— doubling the work.

Consistent numbering is essential for the document
register and cross-referencing between
procedures.

All Phase 3 procedures should use the same
template to ensure consistent structure, required
content, and approval routing.

Procedures written before scope is finalized may
need revision if scope changes — particularly
regarding design and development applicability and
any product/service exclusions.

Process owners who do not understand their role
will not produce usable procedure drafts and will
delay the Phase 3 timeline.

Several Phase 3 procedures reference the Quality
Policy. It must be stable before it is referenced.

Procedures assign responsibilities to roles — these
role definitions must be established and stable
before procedures assign to them.

Without explicit ownership and due dates,
procedure development drifts. The schedule must
be built, communicated, and tracked before Phase
3 begins.
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Next in Series: Guide 1.3 — Documentation Development: Writing a QMS That People Will Actually Use.
Covering the document hierarchy, mandatory vs. optional documentation, procedure writing that process
owners will own and employees will follow, document control systems, the Quality Policy, Quality

Objectives, process mapping, and control plans — with Meridian's complete documentation journey from
zero to 23 controlled procedures.
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Quick Reference: Implementation Planning Essentials

The Implementation Planning Checklist

- Planning Checkpoint

Gap analysis complete and results formally presented to leadership

Executive sponsorship secured — named sponsor, defined commitment, authorized budget
Management Representative formally appointed and documented

QMS scope finalized — including design and development applicability determination
Timeline scenario selected (6 to 9 months, 10 to 14 months, or 15 to 24 months)

Registrar selected, contracted, and Stage 1 and Stage 2 dates provisionally booked

Full WBS built with all work packages, owners, dependencies, and effort estimates

o o o o o o o o

Internal resource plan complete — each task owner's time allocation documented and
protected

External resource plan complete — consulting, training, and registrar budget confirmed

Calendar constraints mapped — internal audit cycle, management review, Stage 1 and Stage
2 dependencies

Critical path identified — the three to five tasks whose delay propagates to certification date

Implementation governance structure established — weekly, monthly, and quarterly meeting
cadence

Kickoff communication completed — all employees aware of certification effort and their role

Change management approach planned — resistance patterns anticipated and response
strategies prepared

O Phase 6 (post-certification stabilization) explicitly included in plan

Timeline Scenario Quick Reference

Scenario A: 6 to 9 Months Scenario B: 10 to 14 Scenario C: 15 to 24
Months Months

Typical gap Under 25% Red 25% to 50% Red Over 50% Red or
analysis result pervasive systemic gaps
MR time 70 to 100% 50 to 70% 30 to 50%

commitment
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Scenario A: 6 to 9 Months Scenario B: 10 to 14 Scenario C: 15 to 24
Months Months

External Light — advisory only Moderate — Heavier — compensates
consulting documentation review for limited bandwidth
and audit training

Operational High — compressed Moderate — manageable Low — extended timeline
disruption risk timeline with discipline allows absorption
Calendar High — little buffer for Moderate — planned Low — generous timeline
dependency risk  slippage buffer in schedule absorbs delays
Culture change Minimal — primarily Moderate — some Significant — cultural and
expectation documentation of existing  behavioral and process behavioral change is part

good practices changes required of the work

The 10 Most Common Implementation Planning Mistakes

n Mistake — and the Corrective Principle

1

Building the plan forward from today instead of backward from the certification date. Always set
the target date and work backward to identify whether the timeline is achievable given resource
constraints.

Assigning tasks without protecting the owner's time. Task ownership without time allocation is a
delayed slip, not a real assignment.

Leaving Phase 6 (post-certification stabilization) out of the plan. The period immediately after
certification is the highest-risk period for QMS decay. Plan for it explicitly.

Starting documentation development before the document control system is operational.
Documents created outside the control system require retroactive conversion that consumes
more time than doing it right the first time.

Underestimating the internal audit calendar dependency. The full audit cycle — training,
scheduling, conducting, reporting, closing corrective actions — takes 3 to 5 months.
Organizations that begin auditor training in Month 10 of a 12-month plan will not complete a full
cycle before Stage 2.

Scheduling Stage 2 before the management review can be meaningfully conducted. A
management review held in Month 2 of a 14-month implementation has nothing real to review.
The management review must follow the first internal audit and the first customer satisfaction data
collection.

Treating the quality manual as a mandatory deliverable and consuming weeks of effort building it.
Focus on the mandatory documented information first. The quality manual, if written at all, should
be written last as a summary of the QMS you have built.

Designing procedures for an ideal process rather than the actual process. Procedures that
describe aspirational practice rather than current practice will not be followed and will not survive
audit scrutiny when auditors observe actual operations.

Failing to plan for the change management effort. Technical documentation plans and change
management plans are both necessary. Organizations that plan only the documentation fail to
achieve the organizational engagement that makes the QMS function after certification.
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n Mistake — and the Corrective Principle

10 Not engaging the registrar until the implementation is substantially complete. Registrars booked
late get less desirable audit dates, preferred auditors may be unavailable, and late engagement
misses the opportunity to get registrar guidance on scope and clause interpretation questions
during the implementation.
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