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How to Use This Guide 
This is Guide 1.6 — the final guide in the six-part ISO 9001:2015 implementation roadmap. It covers the 
certification audit itself and, equally importantly, the organization's quality management life after the 
certificate is received. By the time you reach this guide, all five preceding phases of implementation are 
complete: the QMS is documented, operational, staffed by trained and competent employees, and has 
been through a complete internal audit cycle with corrective actions addressed. Stage 2 is within weeks. 
The work ahead is preparation, execution, and sustaining what you built. 

 

This guide covers: Stage 1 audit preparation and what the registrar is actually evaluating, Stage 2 audit 
preparation including personnel briefing and evidence organization, managing the certification audit day 
by day from opening to closing, handling findings under pressure, responding to nonconformances within 
the required timeframe, understanding and preparing for surveillance audits and recertification, and — 
critically — building the CI mindset and QMS sustaining disciplines that make the three years between 
certification and recertification a period of genuine improvement rather than slow system decay. The 
guide concludes with Meridian's complete certification experience and a final integration framework 
connecting ISO 9001 to Lean and Six Sigma. 

 

Where We Are in the Meridian Journey 
It is Month 12. Stage 1 was completed in Month 11. The Stage 1 report identified three observations and 
one minor nonconformance related to the quality objectives monitoring frequency. All four items have 
been addressed and the corrective action plan was accepted by the registrar. Stage 2 is scheduled for 
Month 13, three weeks from now. Denise Alvarez has spent the past two weeks organizing the audit 
evidence package, briefing the executive team, and running a final pre-certification internal spot check. 
Robert Nolan has cleared his calendar for the full Stage 2 duration. The registrar auditor has been 
confirmed as the same auditor who conducted Stage 1. The certification journey is in its final phase. 
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Section 1: Understanding the Certification Audit 
Structure 
The ISO 9001:2015 certification process follows a structured two-stage audit sequence defined by 
ISO/IEC 17021-1 — the standard governing management system certification bodies. Understanding 
exactly what each stage evaluates and what the registrar is trying to determine at each point removes 
uncertainty and allows preparation to be precisely targeted. 

 

The Two-Stage Audit Model 
 

Element Stage 1 — Document Review and 
Readiness Assessment 

Stage 2 — Certification Audit (Main 
Audit) 

Primary purpose Determine whether the organization's 
QMS documentation meets the 
requirements of ISO 9001:2015 and 
whether the organization is ready for 
Stage 2 

Determine whether the QMS is 
effectively implemented, maintained, 
and achieving its intended results — 
that the system actually works as 
documented 

Typical duration 1 to 2 audit days for a single-site mid-
size organization 

2 to 5 audit days depending on 
organization size, complexity, and 
number of shifts 

Primary activities Document review: Quality Policy, 
scope, objectives, procedures, 
process maps, records system; 
readiness assessment interview with 
Management Representative and 
senior leadership 

Clause-by-clause conformance 
assessment; process observations on 
the shop floor; personnel interviews 
across all functions; records 
sampling; management system 
effectiveness evaluation 

What the registrar is 
determining 

Is the QMS documentation 
adequate? Are the required 
documented information elements 
present? Does the organization 
understand its own QMS? Is the 
organization ready for Stage 2? 

Does what happens in practice match 
what is documented? Is the QMS 
producing the quality outcomes it was 
designed to produce? Is it being 
actively maintained? Are audit and 
improvement cycles functioning? 

Typical gap between 
stages 

4 to 8 weeks — enough time to 
address Stage 1 findings before 
Stage 2 

Stage 2 immediately follows 
resolution of Stage 1 findings and 
registrar confirmation of readiness 

Finding types at each 
stage 

Findings at Stage 1 are typically 
documentation gaps, missing 
required elements, or scope 
concerns. These must be addressed 
before Stage 2 proceeds. 

Findings at Stage 2 are classified as 
Major Nonconformance (blocks 
certification until resolved), Minor 
Nonconformance (does not block 
certification but requires corrective 
action within defined timeframe), or 
Observation. 

 

The Certification Decision 
Certification is not granted by the auditor on the day of the Stage 2 closing meeting. The auditor makes a 
recommendation — to certify, to certify with conditions, or not to certify — and submits the audit report to 
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the registrar's certification decision committee. The committee reviews the audit report, the auditor's 
recommendation, and any evidence of finding responses, and makes the formal certification decision. For 
an audit with no major nonconformances and accepted minor nonconformance responses, the certificate 
is typically issued within two to four weeks of Stage 2 completion. 

 

The certification cycle is three years from the date of certification. Within that three-year cycle, the 
registrar conducts annual surveillance audits — typically one per year in years 1 and 2 — to verify that 
the QMS continues to be maintained. At the end of the three-year cycle, a recertification audit is 
conducted that is similar in scope to the original Stage 2. 
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Section 2: Stage 1 Preparation — What the Registrar 
Will Evaluate 
The Stage 1 audit is primarily a document review. The registrar's auditor will evaluate whether your QMS 
documentation is adequate — whether the required documented information exists, whether it addresses 
the standard's requirements, and whether the overall QMS design is appropriate to the organization's 
context and scope. Preparation for Stage 1 is primarily a documentation completeness exercise. 

 

The Stage 1 Documentation Package 
Before Stage 1, the Management Representative should prepare a structured documentation package 
that gives the registrar auditor efficient access to the key QMS documents. This package is not a 
compilation of every controlled document — it is a navigable index and collection of the documents the 
auditor will most want to review. 

 

Document Category What to Include 

QMS Foundation Documents Quality Policy (current revision, signed), QMS scope 
statement, organizational chart, Quality Manual or equivalent 
QMS overview document, process landscape or process 
interaction map 

Planning Documents Organizational context analysis, interested party register, risk 
and opportunity register, quality objectives with monitoring 
data to date 

Procedure Index Complete document register showing all controlled 
procedures, work instructions, and forms with document 
numbers, current revisions, and effective dates 

Key Procedures (selected) Document control procedure, corrective action procedure, 
internal audit procedure, nonconforming output procedure, 
management review procedure — the infrastructure 
procedures that underpin the entire QMS 

Competence and Training Competence requirements matrix, training record summary 
showing completion rates across quality-affecting roles, 
internal auditor training records 

Performance Data Quality objectives trend data (current performance vs. 
targets), key quality metrics for the past 3 to 6 months, 
customer satisfaction data if collected 

Internal Audit Records Audit program for the current year, at least one completed 
audit report with findings, corrective action status for audit-
generated CARs 

Management Review Records Minutes or equivalent documentation from the most recent 
management review, showing all required inputs addressed 
and actions documented 

Calibration Records Calibration equipment register, sample of current calibration 
records for key measuring devices 
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The Stage 1 Readiness Interview 
In addition to document review, Stage 1 typically includes a readiness assessment interview with the 
Management Representative and, often, one or two senior managers. The auditor is assessing 
organizational understanding of the QMS — not just whether documents exist but whether the people 
responsible for the QMS can describe it, navigate it, and articulate how it is functioning. 

 

Common Stage 1 readiness interview questions and the type of response the auditor is looking for: 

 

Stage 1 Interview Question What the Auditor Is Looking For 

"Can you describe the scope of your QMS?" A confident, specific description that matches the 
written scope statement, with clear explanation of any 
exclusions and their justification 

"How did you determine the significant risks 
and opportunities for your QMS?" 

A description of the process used — not just the 
results. Who was involved, what information was 
considered, how the results are used 

"How does your organization's quality policy 
connect to your quality objectives?" 

Demonstrated logical connection between specific 
policy commitments and specific measurable 
objectives 

"Can you walk me through how your internal 
audit program is structured and what it has 
found so far?" 

Understanding of the program structure, the findings 
produced, the corrective actions opened, and whether 
the program is on track 

"How is top management involved in the QMS 
— specifically, what do they personally do?" 

Specific, concrete examples — not "they support 
quality" but "the CEO chairs the management review, 
personally approved the quality policy, and we brief 
him monthly on quality objectives performance" 

"What are you not satisfied with in your QMS 
at this point — what do you think needs 
improvement?" 

Genuine self-awareness about QMS weaknesses. An 
organization that claims everything is excellent is 
either not performing honest self-assessment or is 
hiding concerns. A thoughtful answer builds 
credibility. 

 

Responding to Stage 1 Findings 
Stage 1 findings must be addressed before Stage 2 can proceed. The registrar will confirm that findings 
are addressed before confirming the Stage 2 schedule. The response process: 

 

1. Receive the Stage 1 audit report — typically issued within five business days of the Stage 1 audit 

2. Review each finding and classify it: documentation gap (something that needs to be written or 
revised), implementation gap (something that needs to happen in practice before Stage 2), or 
clarification (a misunderstanding that can be resolved by providing additional information or 
explanation) 

3. Develop a written response for each finding describing the corrective action taken or planned and 
the evidence that the finding has been addressed 

4. Submit the response to the registrar within the timeframe specified (typically 30 days, sometimes 
less depending on Stage 2 schedule) 
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5. The registrar reviews the response and either confirms Stage 2 can proceed or requests 
additional information 

 

💼  Meridian Case Study 

Meridian Stage 1 Results: The Stage 1 audit was conducted in Month 11 and lasted one day. The auditor — 
the same individual assigned to Stage 2 — spent the morning reviewing the documentation package Denise 
had prepared and the afternoon in a readiness interview with Denise and Robert Nolan. The Stage 1 report 
identified one minor nonconformance and three observations. The minor NC: the quality objectives 
monitoring procedure specified monthly review of objectives data, but records showed that the on-time 
delivery objective had not been reviewed in Month 9 due to a production crisis that absorbed the 
management team's attention for six weeks. The three observations: the risk register had not been updated 
to reflect two new customer accounts added in Month 7; the design change control records for one project 
were less complete than the procedure required; and the customer satisfaction survey response rate was 
23%, which the auditor noted as low but not nonconforming. Denise responded to all four items within two 
weeks. The objectives monitoring gap was closed by implementing a standing monthly review calendar 
invitation that could not be cancelled without rescheduling within the same month. The risk register was 
updated. The design change record was completed retroactively with engineering manager documentation 
of the review that had occurred. The registrar confirmed Stage 2 readiness within three days of receiving 
the response package. 
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Section 3: Stage 2 Preparation — Readying Your 
Organization 
Stage 2 preparation is different in character from Stage 1 preparation. Where Stage 1 was primarily about 
documents, Stage 2 is primarily about people. The registrar will spend most of Stage 2 on the shop floor, 
in purchasing, in engineering, and in operations — interviewing employees at every level, observing 
processes in operation, and pulling records to trace whether the documented QMS is being faithfully 
implemented in daily work. The organization must be ready for this at every touchpoint. 

 

The Stage 2 Preparation Timeline 
 

Before Stage 2 Preparation Activity 

6 weeks before Complete final pre-certification internal spot check — target the highest-risk areas 
and any clause areas where Stage 1 observations were noted. Close any 
remaining open internal audit CARs or confirm documented status and plan. 

5 weeks before Executive and management audit preparation briefing — prepare the CEO and all 
senior managers for the specific questions registrar auditors ask leadership. Role-
play the opening meeting and leadership interviews. Confirm management review 
records are complete and accessible. 

4 weeks before Supervisor and team lead briefing — prepare front-line supervisors for what 
auditors will ask their teams: awareness questions, procedure knowledge, record 
completion. Brief supervisors on how to respond when auditors arrive in their area 
unannounced. 

3 weeks before Evidence organization — compile the audit evidence package: all records 
organized for rapid retrieval, document register verified current, calibration labels 
checked, NCR and CAPA logs current, training records accessible. This is not 
manufacturing evidence; it is ensuring that existing evidence is findable in minutes, 
not hours. 

2 weeks before All-employee awareness communication — remind all employees that the 
certification audit is approaching, what they should expect (auditors may visit their 
work area, ask questions), how to respond (honestly, based on what they actually 
do), and who to contact if they are uncertain about anything during the audit. 

1 week before Logistics confirmation — confirm audit schedule with registrar, confirm meeting 
room availability, confirm escort arrangements for each audit area, prepare 
opening meeting materials (scope statement, organizational chart, QMS process 
map), confirm who is attending the opening and closing meetings. 

Day before Final walkthrough — brief visual check of the production floor and key work areas: 
are records being completed, are quarantine areas properly labeled, are controlled 
documents accessible and current, are any obvious housekeeping or organization 
issues that might concern an auditor visible? Do not stage or fabricate anything; 
correct only genuine visible conformance concerns. 

 

Preparing Personnel — The Most Important Stage 2 Preparation 
Employees at every level will interact with the registrar auditor during Stage 2. Many have never been 
through a certification audit. Their experience of being audited — and the quality of their responses — will 
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significantly influence the audit's progression and findings. Effective personnel preparation has two 
components: information and confidence. 

 

What to Tell Every Employee Before Stage 2 
• The auditor is visiting to verify that our QMS is working as we have documented it. They are not 

looking to find problems; they are verifying conformance. 

• Answer questions based on what you actually do. Do not guess at what the right answer is 
supposed to be. If you do not know something, say so — an honest "I do not know, but I can find 
out" is a much better answer than an incorrect answer that creates an audit finding. 

• If an auditor asks to see a record, a procedure, or a piece of equipment, help them find it. You do 
not need to answer questions you are not qualified to answer — refer to your supervisor or the 
Management Representative if needed. 

• Do not be defensive if an auditor finds something that is not right. The audit is how we improve 
our system. A finding during the audit is addressed before it becomes a customer problem. 

• Continue working normally. The auditor wants to see how we actually operate — not a staged 
demonstration. 

 

Specific Preparation for Key Roles 
 

Role Specific Preparation 

CEO and Senior 
Leadership 

Prepare for the opening meeting (scope confirmation, context overview) and 
for the leadership interview (personal QMS accountability, management 
review participation, quality objectives oversight, resource allocation for 
quality). Role-play with the Management Representative until answers are 
specific and confident, not generic. 

Management 
Representative 

Must be available for the full audit duration. Is the primary escort and liaison 
for the auditor. Knows the QMS completely and can retrieve any record within 
minutes. Has pre-positioned the evidence package. Briefs the auditor on the 
audit schedule each morning. Takes notes during the audit to support the 
closing meeting discussion. 

Department 
Managers and 
Supervisors 

Know their function's procedures and how to navigate to them. Know the 
quality objectives relevant to their function and current performance against 
them. Know the corrective action records for their area. Have briefed their 
teams on audit expectations. Can answer: "What is your role in the QMS?" 
with a specific answer. 

Operators and 
Technicians 

Know: where to find the procedure governing their primary work tasks; what to 
do when they find a nonconforming condition; what the organization's quality 
policy commits to (in general terms); who their supervisor is for quality 
questions. Do not need to know clause numbers or QMS terminology — they 
need to describe what they actually do. 

Quality Inspectors 
and Technicians 

Must demonstrate full procedural knowledge for all inspection and release 
procedures. Know the release criteria and who has authorization to release 
product. Know the NCR process end to end. Know where calibration records 
are maintained and how to check a device's calibration status. 

Purchasing 
Personnel 

Know the supplier qualification procedure and can demonstrate the approved 
supplier list. Know what quality requirements must appear on purchase orders. 
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Role Specific Preparation 

Know how supplier performance is monitored and can show recent evaluation 
records. 

 

⚠️  Common Pitfall 

The two most damaging audit preparation mistakes: Over-coaching and staging. Organizations that 
rehearse specific answers with employees — "if they ask about training records, say this" — produce 
employees who sound scripted and cannot handle follow-up questions. Auditors recognize rehearsed 
answers immediately and probe harder. Far more damaging: organizations that clean up visible 
conformance issues the day before the audit but do not address the underlying systems that allowed the 
issues to exist. A calibration label applied the day before Stage 2 over an overdue device date is fraud, not 
preparation. Auditors check calibration records — the label date and the record date will align only if the 
calibration actually occurred. Prepare your organization for the audit by running your QMS correctly; do not 
prepare your organization for the audit by manufacturing the appearance of a QMS that runs correctly. 
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Section 4: The Stage 2 Audit — Day by Day 
For a mid-size single-site manufacturing organization like Meridian, Stage 2 typically runs two to three 
audit days. The auditor follows a structured but flexible path through the organization — structured 
because the audit plan defines scope and schedule, flexible because evidence gathered in one area often 
directs the auditor's attention to related evidence in another area. Understanding the typical progression 
helps the Management Representative anticipate what is coming and ensure appropriate resources are 
available at the right times. 

 

Opening Meeting 
Every Stage 2 certification audit begins with a formal opening meeting attended by the audit team 
(typically one registrar auditor for a mid-size organization), the Management Representative, and relevant 
senior leaders. The CEO or equivalent should attend. The opening meeting follows a standard structure: 

 

• Introductions and confirmation of attendees 

• Confirmation of audit scope and criteria 

• Overview of the audit plan and schedule 

• Explanation of the finding classification system and how findings will be communicated 

• Confirmation of the closing meeting time and required attendees 

• Logistics: escort arrangements, meeting room access, records access, confidentiality 

• Questions from either party 

 

The opening meeting sets the tone for the entire audit. A well-organized, confident opening meeting — 
with the CEO present and engaged, the scope clearly articulated, and the schedule well-prepared — 
signals organizational maturity to the auditor. A chaotic or uncertain opening meeting does the opposite. 
Prepare the opening meeting as carefully as any other element of audit preparation. 

 

The Evidence-Gathering Phase 
Following the opening meeting, the auditor moves through the organization according to the audit plan. 
For a two-and-a-half day Stage 2 audit at Meridian, a typical daily progression: 

 

Period Typical Audit Activities 

Day 1 AM QMS infrastructure review: document control system walk-through with Management 
Representative; document register verification; context and interested party 
documentation; scope statement; risk register; quality objectives and current 
monitoring data; management review records; internal audit program records and 
corrective action status. 

Day 1 PM Support system review: competence records sampling (auditor selects employees 
from audit plan, Management Representative provides records); calibration records 
and equipment floor check; training records for internal auditors; awareness interview 
with 2 to 3 employees selected at random from different functions. 

Day 2 AM Operational processes: customer requirement review records sampling; engineering 
and design development records if in scope; purchasing records — approved supplier 
list, purchase orders, supplier evaluation records; supplier performance monitoring 
data. 
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Period Typical Audit Activities 

Day 2 PM Production floor: process observations in active production areas; identification and 
traceability verification; inspection records sampling; nonconforming material 
quarantine area review; NCR records sampling; product release records; operator 
interviews in production areas. 

Day 3 AM Corrective action and improvement: CAPA records sampling (root cause analysis 
quality, corrective action adequacy, effectiveness verification); customer complaint 
records; nonconformance trend analysis; management review verification of CI 
outputs; leadership interviews with CEO and senior managers. 

Day 3 PM Auditor documentation time; Management Representative available for any follow-up 
record requests; closing meeting preparation; formal closing meeting with all relevant 
managers. 

 

During the Audit — How to Support the Auditor 
The Management Representative's role during the audit evidence-gathering phase is to support the 
auditor efficiently and professionally — not to manage the audit, not to steer the auditor away from difficult 
areas, and not to intervene when employees are being interviewed. Specific guidance: 

 

• Escort the auditor between areas and introduce them to process owners and employees. Be 
present but not intrusive during interviews. 

• Retrieve records promptly when requested. If a record takes more than 10 minutes to retrieve, 
explain why and provide a realistic timeline. Never tell an auditor a record exists and then fail to 
produce it. 

• Take notes on every auditor question and every employee response. These notes will be 
invaluable at the closing meeting and for understanding what findings are coming. 

• Do not correct employees during interviews unless they state something factually incorrect about 
a documented process — not a procedural difference of opinion, but a verifiable factual error. 
Corrections during interviews look defensive and often draw more auditor attention to the area 
being corrected. 

• If an auditor finds something nonconforming, acknowledge it professionally. Do not argue the 
finding in the moment. The closing meeting is the appropriate venue for any factual corrections; 
arguing mid-audit rarely succeeds and always damages the relationship. 

• Maintain a running log of potential findings as the audit progresses. By Day 2, experienced 
Management Representatives can usually predict most of the findings before the closing meeting. 
This allows internal preparation for the corrective action responses before the closing meeting 
report. 

 

The Closing Meeting 
The closing meeting is where the auditor formally presents the audit findings and recommendation. All 
relevant managers should attend — the same group as the opening meeting or larger. The structure 
mirrors a thorough internal audit closing meeting, but with higher stakes and greater formality. 

 

The auditor will present: 

 

6. Confirmation of what was audited and any areas not covered (and why, if any) 
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7. Positive observations — areas of strength and conforming practice noted during the audit 

8. Each finding formally, with clause reference, evidence, and classification 

9. The audit recommendation — to recommend certification, to recommend certification pending 
resolution of findings, or not to recommend certification 

10. Next steps: the corrective action response process, timeline, and the certificate issuance process 

 

🔍  Auditor Perspective 

Registrar auditors are experienced professionals who have conducted hundreds of certification audits. They 
are not adversaries and they are not looking for excuses to deny certification. They are evaluating whether 
your organization has a genuine, functioning QMS — and most registrar auditors find genuine satisfaction in 
certifying organizations that have done the work. Treat the closing meeting as a professional exchange. If a 
finding is factually incorrect (the auditor misunderstood something they observed), address it calmly and 
provide the clarifying evidence. If a finding is correct, acknowledge it and ask about the corrective action 
response process. Arguing a correct finding accomplishes nothing and creates an adversarial dynamic that 
serves no one. Save the energy for the corrective action cycle that will resolve the finding after the audit. 
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Section 5: Handling Certification Audit Findings 
Receiving findings during a certification audit is normal and expected — particularly for first-time 
certifications where the QMS has been operational for less than a year. What matters is not whether 
findings occur but how they are classified and how they are responded to. Understanding the response 
process for each finding type removes uncertainty and allows a calm, professional response even when 
findings are unexpected. 

 

Major Nonconformances — When Certification Is Blocked 
A major nonconformance is a finding that indicates the absence or total breakdown of a system required 
by ISO 9001:2015, or a pattern of related minor nonconformances that collectively indicate systemic 
failure. A major nonconformance blocks the certification recommendation until it is resolved. 

 

The response process for a major nonconformance: 

 

11. Within 5 business days: submit an immediate containment plan to the registrar — what is being 
done right now to address the active risk the major NC represents 

12. Within 30 days (typically): submit a complete corrective action plan with root cause analysis, 
planned actions with completion dates, and verification method 

13. The registrar reviews the corrective action plan and either accepts it (allowing the clock to run to 
implementation verification) or requests revision 

14. After actions are implemented, submit implementation evidence to the registrar 

15. The registrar may conduct a special audit visit to verify effectiveness before granting certification, 
or may accept documentary evidence depending on the nature and severity of the finding 

 

A Stage 2 major nonconformance does not necessarily mean certification is denied — it means 
certification is deferred until the finding is resolved. Most major NCs are resolved within 60 to 90 days, 
and certification follows verification. The delay is costly in calendar time and occasionally in customer 
impact, but it is recoverable. 

 

Minor Nonconformances — Certification With Conditions 
A minor nonconformance does not block certification. The registrar can recommend certification with the 
condition that the organization submits a corrective action plan and implements the corrective actions 
within a defined timeframe — typically 90 days from the certification date. Most first-time certification 
audits produce between two and six minor nonconformances. The certificate is issued after the corrective 
action plan is accepted by the registrar; full closure with verified effectiveness must be demonstrated 
before the first surveillance audit. 

 

The response process for a minor nonconformance: 

 

16. Within 30 days of the certification date (or as specified by the registrar): submit a corrective action 
plan including root cause analysis, planned actions, target completion dates, and verification 
method 

17. Implement the corrective actions per the plan 

18. Submit implementation evidence and effectiveness verification to the registrar at or before the 
first surveillance audit 
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19. The surveillance auditor verifies that the corrective actions were implemented and effective 

 

Observations — No Action Required, But Not Ignored 
Observations are areas the auditor identified as conforming but at risk, or as having improvement 
potential beyond the minimum requirements. No corrective action response is required. However, 
observations that are ignored and not addressed have a pattern of becoming minor nonconformances at 
the next audit cycle. Treat observations as an advance warning system — address them proactively and 
note them as inputs to the next internal audit and management review cycles. 
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Section 6: The Certification Lifecycle — Three Years in 
Perspective 
Certification is not an event — it is a three-year commitment to maintaining and continuously improving 
the QMS. Understanding the full certification lifecycle from initial certification through recertification helps 
organizations plan their ongoing quality management investment and avoid the most common post-
certification failure mode: treating the certificate as an achievement rather than a continuing obligation. 

 

The Three-Year Certification Cycle 
 

Timeframe Activity What Is Being Evaluated 

Month 0: Initial 
Certification 

Stage 2 audit complete; certification 
recommendation made; certificate issued 
(2 to 4 weeks post-audit) 

Full QMS conformance and 
effectiveness assessment 

Months 1 to 6 
post-certification 

Minor NC corrective actions implemented 
and verified; internal audit cycle 2 
planned and initiated; management 
review cycle continuing 

Ongoing maintenance of QMS 
systems established at certification 

Month 12: 
Surveillance 
Audit 1 

First annual surveillance audit — typically 
1 to 1.5 days; samples a subset of QMS 
elements; verifies ongoing conformance 
and that certification NCs were addressed 

Continued implementation of QMS; 
corrective action closure; ongoing 
monitoring of quality objectives; 
management review currency 

Months 13 to 24 Ongoing QMS operation; second internal 
audit cycle; continued management 
reviews; CI project execution 

Sustaining disciplines — whether the 
QMS is being maintained as a living 
system or beginning to decay 

Month 24: 
Surveillance 
Audit 2 

Second annual surveillance audit — 
similar scope to Surveillance 1; begins to 
assess whether the QMS has matured 
since initial certification 

Same as Surveillance 1 plus 
evidence of continual improvement 
since initial certification 

Months 25 to 36 Preparation for recertification; third 
internal audit cycle; full management 
review with three-year QMS performance 
retrospective 

Whether the QMS has achieved 
meaningful improvement across the 
certification cycle, not just maintained 
the status quo 

Month 36: 
Recertification 
Audit 

Full reassessment audit — similar in 
scope to original Stage 2; evaluates 
whether QMS continues to conform and 
has been continuously improved 

Full QMS conformance 
reassessment; evidence of 
improvement over the three-year 
cycle; management system maturity 

 

Surveillance Audit Preparation 
Surveillance audits sample the QMS rather than auditing it in full. The registrar determines which areas 
will be covered based on prior findings, areas of interest from the certification audit, and the standard 
requirements for surveillance audit coverage. While you cannot predict exactly what will be audited, you 
can ensure the QMS remains audit-ready continuously — not only in the weeks before a scheduled audit. 
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The most reliable surveillance audit preparation is not an intensive two-week effort before the audit date. 
It is a quality management discipline that keeps the QMS current throughout the year: 

 

• Internal audit cycles completed on schedule with findings actioned 

• Management reviews held at planned intervals with required inputs and documented outputs 

• Quality objectives monitored monthly and management review inputs prepared from current data 

• Document control maintained — procedures revised when processes change, obsolete 
documents removed, new procedures added when new processes are established 

• Training records current — new employees onboarded, role changes documented, competence 
assessments updated 

• Calibration schedules maintained — no overdue devices in active use 

• CAPA records current — no significantly aged open CARs without documented progress 

 

✅  Best Practice 

The single best predictor of surveillance audit success is the organization's own internal audit program. 
Organizations that run rigorous internal audits, act on the findings promptly, and bring the results into 
meaningful management reviews are almost always in good shape when the registrar arrives. 
Organizations that conduct perfunctory internal audits, leave CARs open indefinitely, and conduct 
management reviews as pro forma events discover at surveillance that the QMS they certified 12 months 
ago has already begun to decay. The internal audit program is not a certification requirement — it is the 
sustaining mechanism that keeps the certification meaningful. 
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Section 7: The Post-Certification Mindset Shift — 
From Compliance to Continuous Improvement 
The most important transition in an organization's quality management journey does not happen at 
certification. It happens in the months after certification when the implementation momentum has faded, 
the quality team's energy is partially depleted, and the organizational question becomes: now that we 
have the certificate, do we maintain what we built, or do we grow it? 

 

Organizations that answer "maintain" begin a slow quality management decline. They run internal audits 
that find progressively fewer findings as auditors become more familiar with auditees and more reluctant 
to challenge comfortable conformance assumptions. Procedures stop being updated when processes 
change because the document control discipline that was crisp during implementation becomes 
inconsistent. Management reviews become shorter and less substantive because the urgency of 
certification is gone and the data tells a reassuring story. 

 

Organizations that answer "grow" discover that ISO 9001:2015 is a foundation, not a ceiling. The QMS 
provides the infrastructure — the systematic processes, the monitoring mechanisms, the corrective action 
cycle, the management engagement — that makes continuous improvement possible at an organizational 
rather than individual scale. Growing the QMS means using that infrastructure for its intended purpose: 
systematically improving quality performance in ways that matter to customers, to employees, and to the 
business. 

 

The Five Post-Certification Sustaining Disciplines 
 

Discipline 1: Keep the Internal Audit Genuinely Rigorous 
The internal audit program is the most powerful QMS sustaining tool available. After certification, resist 
the natural organizational pressure to make audits more comfortable — shorter, less challenging, more 
focused on finding conformance than probing for nonconformance. Rotate auditors regularly to prevent 
familiarity from reducing rigor. Bring in external auditors periodically to provide a fresh perspective. 
Maintain the investigation-prompt approach to checklists rather than allowing them to drift toward yes/no 
questionnaires. The day your internal auditors start assuming conformance rather than verifying it, the 
audit program stops providing value. 

 

Discipline 2: Keep the Management Review Substantive 
The management review is the executive governance mechanism of the QMS. After certification, it is 
under pressure to become shorter, less frequent, and less data-driven. Resist this pressure explicitly — 
build it into the management review procedure as a governance standard. The management review must 
address all required inputs with current data and must produce documented decisions and actions. A 
management review where senior leadership reviews historical data, identifies performance gaps, and 
commits to specific resource allocations is performing its designed function. A management review where 
leadership nods through a quality department presentation and signs the minutes is not. 

 

Discipline 3: Update the QMS When the Organization Changes 
The most common cause of post-certification QMS decay is organizational change that the QMS does not 
follow. New products are introduced without updating control plans or procedures. New suppliers are 
added without formal qualification. New employees join without completing the onboarding training cycle. 
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Processes change informally without triggering document control updates. Each of these individually is 
minor; collectively they produce a QMS that certified the organization as it was at Month 13 but does not 
reflect how the organization actually operates at Month 25. 

 

The antidote is the change trigger discipline: a defined set of organizational changes that automatically 
trigger QMS review and update actions. New product launch, new supplier engagement, new process 
introduction, key personnel change, new regulatory requirement, customer complaint indicating systemic 
gap — each should trigger a defined QMS review action. 

 

Discipline 4: Use Quality Objectives as Real Management Tools 
Quality objectives established at certification are meaningful only if they are actively managed after 
certification. This means monitoring the metrics monthly, reviewing the trends in management review, 
understanding why objectives are or are not being met, and taking informed action when performance is 
off track. Organizations that monitor their objectives passively — tracking the numbers without discussing 
what they mean and deciding what to do — have quality objectives in name only. 

 

At the start of each new certification year, review the quality objectives set. Have the objectives been 
achieved? If so, what is the next level of ambition? If not, is the target the right target or was the original 
goal unrealistic? Should new objectives be added to address new strategic priorities or quality risks that 
have emerged? Quality objectives are not permanent fixtures — they are dynamic management tools that 
should evolve as the organization's quality management maturity grows. 

 

Discipline 5: Build Improvement Into Operations, Not Alongside Them 
The most durable post-certification improvement programs are not separate quality initiatives running 
parallel to operations — they are improvement disciplines embedded in how work is managed daily. This 
means: production supervisors reviewing quality metrics in daily standup meetings, not just in monthly 
quality reviews. Corrective actions opened on the day a problem is identified, not queued for the next 
quality meeting. Process change control triggered automatically when a process engineer modifies a 
setup parameter, not remembered later as a documentation task. These embedded behaviors require 
deliberate culture-building work in the months after certification — and they determine whether the QMS 
is a live, functioning system or a documented artifact. 
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Section 8: ISO 9001 + Lean + Six Sigma — The 
Integration Opportunity 
For organizations that operate Lean manufacturing programs, Six Sigma deployments, or Kaizen-based 
continuous improvement cultures, ISO 9001 certification presents a significant integration opportunity that 
most organizations miss. The typical approach — treating ISO 9001 as a compliance system sitting 
alongside the CI program — produces unnecessary duplication, administrative burden, and organizational 
confusion about which system governs quality management. 

 

The better approach recognizes that ISO 9001:2015 and Lean Six Sigma are not competing frameworks 
— they are complementary systems addressing the same fundamental goal from different but highly 
compatible angles. ISO 9001 provides the management system infrastructure; Lean Six Sigma provides 
the improvement methodology. Together, they are more powerful than either alone. 

 

The Structural Alignment 
 

ISO 9001:2015 Element Lean / TPS Equivalent Six Sigma Equivalent 

Clause 4.4: QMS Processes and 
their interactions 

Value Stream Mapping — the 
view of how value flows 
through connected processes 

SIPOC — Suppliers, Inputs, 
Process, Outputs, Customers 

Clause 6.1: Risk-based thinking Failure Mode risk awareness in 
production; mistake-proofing 
(Poka-Yoke) as risk response 

PFMEA — systematic risk 
identification and control 
planning 

Clause 8.1: Operational controls 5S, standard work, visual 
management — the operational 
discipline that makes process 
control visible and sustainable 

Control plans — documented 
specification of control methods 
for critical process variables 

Clause 8.5: Production and 
service provision 

Standard work documents — 
one-point lessons, operator 
standards, takt time 
management 

Measurement system analysis, 
process capability (Cpk), 
statistical process control 
(SPC) 

Clause 8.7: Nonconforming 
outputs 

Jidoka — authority and 
responsibility to stop the line 
when quality is compromised; 
Andon systems 

Defect measurement, attribute 
control charts, sigma level 
tracking 

Clause 9.1: Monitoring and 
measurement 

Daily management system — 
visual performance boards, tier 
meetings, KPI management at 
point of use 

Statistical analysis of process 
performance data; capability 
studies; gauge R&R 

Clause 9.2: Internal audit Gemba walk — leadership 
observation of actual conditions 
at the point of value creation 

DMAIC Define and Measure 
phases — structured problem 
identification with data 

Clause 9.3: Management review Hoshin Kanri policy deployment 
— cascading strategic 

DMAIC Control phase — 
ensuring improvements are 
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ISO 9001:2015 Element Lean / TPS Equivalent Six Sigma Equivalent 

objectives to operational 
measures and review cadences 

sustained through monitoring 
systems 

Clause 10.2: Corrective action Kaizen — systematic 
improvement activity at the 
point of the problem; root cause 
elimination through rapid cycle 
improvement 

DMAIC — structured root 
cause analysis and solution 
development with statistical 
validation 

Clause 10.3: Continual 
improvement 

Kaizen culture — the sustained 
organizational commitment to 
eliminating waste and reducing 
variation at every level 

Six Sigma project pipeline — 
systematic identification and 
execution of improvement 
projects with measured 
financial impact 

 

Integration Principles for Post-Certification Programs 
Organizations that have both a certified QMS and a Lean or Six Sigma program should pursue deliberate 
integration rather than parallel operation: 

 

• Use the internal audit to evaluate the effectiveness of Lean and CI programs, not just ISO clause 
conformance. Are 5S standards maintained? Are Kaizen projects being executed and sustained? 
Are improvement ideas being captured and acted on? These questions are valid ISO 9001 
Clause 10.3 questions. 

• Feed improvement project results into the management review as quality objective performance 
data. A Kaizen event that reduced first-pass yield failure from 8% to 3% is a quality objective 
achievement that belongs in the management review record. 

• Use PFMEA methodology to satisfy the Clause 6.1 risk-based thinking requirement — the risk 
register and the PFMEA serve the same function. One document can serve both purposes with 
appropriate design. 

• Use Lean standard work documents as the work instruction tier of the document hierarchy. 
Standard work sheets, one-point lessons, and operator standard work are controlled documents 
that satisfy Clause 7.5 when incorporated into the document control system. 

• Use Six Sigma DMAIC projects to address systemic nonconformances identified through the 
CAPA process. When a corrective action reveals a complex, data-rich root cause that exceeds 
the capacity of simple 5-Why analysis, a DMAIC project is the appropriate response mechanism. 

 

🔗  Kaizen Connection 

The organizations that achieve the most from ISO 9001 certification are those that use the certification audit 
preparation process itself as a Kaizen event. Every gap identified in the gap analysis, every procedure 
written, every training session conducted, every internal audit finding investigated — these are all 
improvement actions. The organizations that emerge from certification with a fundamentally stronger 
operational system are those that embraced the implementation as a genuine improvement effort rather 
than a compliance exercise. The certificate is the external recognition of that effort. The improved quality 
system is the actual value delivered. Three years from now, when recertification arrives, the question is not 
"can we prove conformance again?" but "are we measurably better at quality than we were three years 
ago?" The answer to that question determines whether ISO 9001 certification served its purpose. 
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Section 9: Meridian's Complete Certification 
Experience 
This section completes the Meridian case study that has threaded through all six guides of Volume 1. It 
presents Meridian's Stage 2 certification audit experience in full — the findings, the responses, the 
certificate, and the post-certification plan that Denise Alvarez built in the weeks following certification. The 
Meridian story closes here, but the QMS journey it describes continues into the clause-by-clause and 
templates volumes that follow in this series. 

 

Stage 2 — The Audit 
Meridian's Stage 2 certification audit ran two and a half days in Month 13. The registrar auditor — the 
same individual who had conducted Stage 1 — arrived with a well-prepared audit plan. The opening 
meeting was attended by Robert Nolan, Denise Alvarez, and the four department managers whose areas 
would be audited. Robert opened the meeting with a two-minute statement about why quality certification 
mattered to Meridian and what the QMS had required the organization to build and change over the 
preceding 13 months. The auditor later noted in the closing meeting that the CEO's opening statement — 
specific, informed, and personal — was one of the strongest leadership signals of genuine quality 
commitment he had observed in a first-time certification audit. 

 

The audit proceeded largely as planned. Two moments that tested the preparation: 

 

On Day 1, while reviewing the competence records for machining operators, the auditor asked for training 
records for an employee who had joined Meridian six weeks before the audit — after the main Phase B 
training rollout was complete. Denise produced the employee's onboarding file immediately. The new 
employee onboarding checklist was complete with all required procedure training sign-offs and the 
supervisor competence attestation. The auditor nodded and moved on. The discipline of building the 
onboarding system as a standard HR process — rather than as an ad hoc quality initiative — had 
produced the evidence needed without a frantic search. 

 

On Day 2, during the production floor walkthrough, the auditor selected a work-in-process part from a 
machining center and asked the operator to trace its origin — to demonstrate identification and 
traceability. The operator produced the job traveler attached to the part, which linked to the order number, 
the customer drawing number, the material heat lot, and the inspection records completed to that point. 
The traceability chain was complete. This was a direct result of the identification and traceability 
improvement that had been driven by the discovery during the MPC-PRO-017 procedure development 
that heat treatment lot records resided with the subcontractor — a gap closed by Meridian's own 
implementation work ten months earlier. 

 

Stage 2 — The Findings 
The Stage 2 closing meeting produced the following findings: 

 

Finding # Classification Finding Summary 

S2-NC-01 Minor 
Nonconformance 

Clause 10.2(e): Review of 6 corrective action records found 
that 2 (CAR-2024-007 and CAR-2024-011) had 
implementation evidence documented but no effectiveness 
verification records. The CARs were open with 
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Finding # Classification Finding Summary 

implementation noted as complete but effectiveness had not 
been assessed per the corrective action procedure 
requirements. 

S2-NC-02 Minor 
Nonconformance 

Clause 8.3.4: Design review records for project MP-2024-003 
(new aerospace component for customer Northfield Systems) 
did not include documentation of issues raised during the 
review and their resolution. The design review meeting 
occurred and the design was approved, but the record 
captured the approval without the discussion that led to it. 

S2-OB-01 Observation Clause 9.1.2: Customer satisfaction survey response rate of 
23% (7 of 30 customers surveyed) limits the statistical 
reliability of the data being used as a management review 
input. The survey method and results are conforming; the 
response rate warrants improvement for the data to be more 
meaningful. 

S2-OB-02 Observation Clause 4.2: The interested party register identifies key 
customers by name but groups remaining customers 
generically. As Meridian has added 8 new customer accounts 
in the past 12 months, the register may benefit from a review 
to confirm that new customers with specific or unusual QMS-
relevant requirements are individually addressed. 

 

Two minor nonconformances, two observations. No major nonconformances. The auditor formally 
recommended certification. 

 

Responding to Stage 2 Findings 
Denise submitted the corrective action responses to the registrar within 20 days of Stage 2 completion: 

 

For S2-NC-01 (corrective action effectiveness verification): The root cause analysis identified that the 
corrective action procedure had an effectiveness verification step but had not established a formal trigger 
mechanism — there was no system to alert the CAR owner that implementation had been marked 
complete and effectiveness verification was now due. The corrective action added an automated 
reminder in the CAPA tracking log (a 30-day post-implementation-closure notification) and specified the 
minimum evidence required for an effectiveness verification entry. Both open CARs were immediately 
assessed for effectiveness — both were found effective. Records were updated. The corrective action 
was verified by Denise and closed. 

 

For S2-NC-02 (design review records): The root cause analysis identified that the design review form did 
not have a structured section for documenting issues raised and their resolution — reviewers were 
completing the "approved" field without having a prompt for documenting discussion content. The design 
review form (MPC-FRM-024) was revised to include a required "Issues and Resolutions" section. All 
design engineers were briefed on the revised form. The project MP-2024-003 design review record was 
completed retroactively with Mike Chen's documented recollection of the three issues raised and their 
resolutions at the original review. The corrective action was accepted by the registrar as complete. 
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The certificate was issued 18 days after the registrar accepted the corrective action responses. Meridian 
Precision Components was formally ISO 9001:2015 certified, with scope: "Design, manufacture, and 
delivery of precision machined and fabricated metal components for aerospace, defense, and industrial 
equipment sectors." Certification body: BSI Group, accredited by ANAB. 

 

Meridian Post-Certification: The First 90 Days 
Denise spent the first week after certification on two tasks: communicating the achievement internally and 
externally, and building the post-certification sustaining plan. 

 

Internal communication: Robert Nolan sent a company-wide message acknowledging the achievement, 
naming the employees who had contributed most significantly to the implementation, and — critically — 
explaining what certification meant going forward: not a destination but a platform. The message explicitly 
addressed the natural post-certification question: "Does this mean we are done?" Robert's answer was 
direct: "We are certified, which means our QMS meets the standard. We are not done improving. The 
QMS we built is the foundation for doing that more systematically than we could before." 

 

External communication: The two customer accounts whose certification requirement had been the 
primary driver of the ISO 9001 initiative were notified immediately. Both confirmed that certified supplier 
status would be reflected in their supplier qualification files. One of the two indicated that Meridian would 
be eligible to bid on a program tier that had been closed to non-certified suppliers — a direct business 
development result that Robert cited as the clearest possible evidence of certification ROI. 

 

The post-certification sustaining plan Denise built included: a second internal audit cycle planned for 
Months 16 through 19, a management review cadence of quarterly reviews with annual comprehensive 
reviews, a quality objectives review and refresh scheduled for Month 15 (including retirement of the 
implementation milestone objective and addition of three new operational improvement objectives), a 
Surveillance 1 preparation brief scheduled for Month 20, and a CI project identification workshop 
scheduled for Month 14 — the first deliberate improvement project activity beyond the QMS 
implementation itself. 

 

💼  Meridian Case Study 

Meridian's 14-Month Retrospective: Thirteen months after the gap analysis presentation that revealed 47% 
Red scores across the QMS requirements, Denise Alvarez stood in Meridian's conference room with a 
framed ISO 9001:2015 certificate. She had built a QMS from near zero, managed the cultural resistance of 
a workforce that had never operated under a formal management system, survived two unexpected 
complications (the calibration gap and the heat treatment traceability gap), delivered 19 of 22 internal audit 
corrective actions before Stage 2, and guided the organization through a two-and-a-half-day certification 
audit with zero major nonconformances. The investment: approximately $36,000 in external costs, 13 
months of calendar time, and thousands of hours of combined organizational effort. The return: two 
customers confirmed continued qualification, one new program tier opened, measurable improvement in on-
time delivery (from 87% to 94% during the implementation period), first-pass yield improvement (from 8.3% 
to 5.9%), and — perhaps most significantly — an organization that for the first time had the systematic 
infrastructure to identify quality problems at their source rather than at the customer's door. The certificate 
was the proof. The QMS was the point. 
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Section 10: Closing Volume 1 — What Comes Next in 
This Series 
Volume 1 of the ISO 9001 Implementation Hub is now complete. The six guides in this volume have taken 
a quality practitioner from gap analysis through certification and into the post-certification disciplines that 
sustain a living QMS. The Meridian Precision Components case study that threaded through all six guides 
has reached its conclusion — a certified organization with a functional QMS, a sustaining plan, and a CI 
pipeline. 

 

The remaining two volumes of the series build on this foundation: 

 

Volume 2: Clause-by-Clause Practitioner's Guide (7 Guides) 
Volume 2 provides deep-dive interpretation and implementation guidance for each major clause grouping 
of ISO 9001:2015. Where Volume 1 provided a sequential implementation roadmap, Volume 2 provides 
reference-depth coverage of each requirement that practitioners can turn to when a specific clause 
question arises — during implementation, during audit preparation, or when a finding in a specific clause 
area requires deep understanding to resolve effectively. 

 

Volume 2 guides cover: Clauses 4 and 5 (Context, Leadership, and Planning); Clause 6 (Risk-Based 
Thinking and Quality Objectives); Clause 7 (Support — Resources, Competence, Awareness, 
Communication, and Documentation); Clause 8 Part 1 (Operational Planning and Customer Focus 
including Design and Development); Clause 8 Part 2 (Production, External Providers, Nonconforming 
Outputs); Clause 9 (Performance Evaluation including Customer Satisfaction, Internal Audit, and 
Management Review); and Clause 10 (Improvement — Nonconformance, CAPA, and Continual 
Improvement). 

 

Volume 3: Ready-to-Use Templates (3 Guides) 
Volume 3 provides the complete template library for daily QMS operation — every form, register, 
checklist, and report template referenced throughout Volumes 1 and 2, with detailed completion 
instructions, filled examples from the Meridian case study, and auditor perspective notes on what each 
record must demonstrate. Templates cover QMS foundation documents, planning and control documents, 
and the full operational and improvement template set. 

 

Each Volume 2 and Volume 3 guide follows the same design conventions as Volume 1: the Meridian 
case study context provides continuity, callout boxes deliver practitioner-level insight at the point of 
relevance, tables provide structured reference data, and Quick Reference sections provide auditor-ready 
checklists for each major topic area. 

 
 



 

26 | P a g e  
 

Quick Reference: Certification and Post-Certification 
Essentials 
 

Stage 2 Certification Audit Readiness Checklist 
 

 Readiness Item 

☐ All Stage 1 findings addressed and response accepted by registrar 

☐ All internal audit corrective actions closed or have current documented status — no 
significantly aged open CARs without explanation 

☐ At least one complete management review conducted and documented with all required inputs 
and outputs 

☐ Quality objectives being actively monitored with trend data available for the past 3 to 6 months 

☐ Customer satisfaction data collected and available per documented method 

☐ Calibration equipment register current — no overdue devices in active use on production floor 

☐ Training records current for all quality-affecting employees — no employees in quality-affecting 
roles without documented competence 

☐ Document register current — all controlled documents at current revision with current effective 
dates 

☐ Approved supplier list current with documented supplier evaluation records 

☐ NCR and CAPA records current — all open items have documented status 

☐ Executive team briefed and prepared for leadership interview questions 

☐ Supervisors briefed and their teams aware of audit expectations 

☐ Audit evidence package organized for rapid retrieval 

☐ Opening meeting prepared — attendees confirmed, materials ready, CEO or equivalent 
committed to attend 

☐ Audit escort plan confirmed — Management Representative available for full audit duration 

☐ Closing meeting attendees confirmed 

 

Certification Audit Finding Response Timeline 
 

Finding Type Response Timeline What Must Be Submitted 

Major 
Nonconformance 

Containment plan 
within 5 business 
days; full corrective 

Containment actions taken; root cause analysis; 
corrective action plan with specific actions and target 
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Finding Type Response Timeline What Must Be Submitted 

action plan within 30 
days; implementation 
evidence as 
completed 

dates; implementation evidence; effectiveness 
verification evidence (may require special audit visit) 

Minor 
Nonconformance 

Corrective action 
plan within 30 days 
of certification date 
(or per registrar 
requirement); 
implementation 
within agreed 
timeframe; 
effectiveness 
verification before or 
at first surveillance 
audit 

Root cause analysis; corrective action plan; 
implementation evidence; effectiveness verification 
records 

Observation No mandatory 
response required; 
organization's choice 
whether to address 
proactively 

If addressed: note the action taken in next 
management review or internal audit records for the 
surveillance auditor's reference 

 

The 15 Most Common Stage 2 Certification Audit Findings 
 

# Clause Finding Pattern 

1 10.2 Effectiveness verification missing or inadequate in corrective action 
records — the most consistent first-year certification finding across 
industries 

2 9.3 Management review does not address all required inputs — most 
commonly missing are customer satisfaction data or external 
provider performance 

3 7.2 Competence verification records incomplete for employees sampled 
— attendance records exist but verification of competence is absent 

4 8.3 Design review records incomplete — approval documented without 
capturing issues raised and their resolution 

5 7.1.5 Measuring devices in active use found overdue for calibration or not 
on calibration equipment list 

6 8.6 Product release records do not identify who authorized release or 
against what specific acceptance criteria 

7 6.2 Quality objectives not being actively monitored — metrics defined 
but data collection not occurring consistently 

8 8.4 Supplier performance monitoring records absent or not linked to 
ongoing supplier evaluation decisions 
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# Clause Finding Pattern 

9 8.5.2 Traceability breaks at a point in the production process — 
identification maintained at start and end but lost during transport or 
storage between operations 

10 5.1 Top management cannot describe their specific QMS 
responsibilities — they understand they "support quality" but cannot 
articulate defined accountability 

11 8.2.3 Customer requirement review records incomplete or absent for 
orders sampled during production floor trace 

12 7.5.3 External documents (customer drawings, standards) in active use 
not listed in document register or subject to revision monitoring 

13 8.7 Nonconforming material quarantine not physically effective — 
labeled area but no physical barrier; conforming and nonconforming 
material commingled 

14 4.2 Interested party register not reviewed since initial development — 
does not reflect organizational changes or new customer 
relationships 

15 8.5.6 Process changes implemented informally — operators or 
supervisors modify setup parameters or sequences without going 
through documented change control 

 

Post-Certification QMS Health Indicators 
Use these indicators to assess whether the QMS is sustaining or beginning to decay in the months after 
certification: 

 

Health Indicator Healthy Signal Decay Signal 

Internal audit finding rate Consistent finding rate 
cycle over cycle; some 
recurring observations 
converted to 
nonconformances as 
auditor rigor is 
maintained 

Finding rate declines 
toward zero without 
corresponding quality 
metric improvement — 
auditors becoming too 
familiar with auditees 

Corrective action cycle time CARs consistently closed 
within defined timeframe; 
effectiveness verified 
before closure 

CARs aging beyond 90 
days without documented 
progress; effectiveness 
verification section 
consistently blank 

Management review substance Decisions and resource 
allocation actions 
documented; quality 
objectives performance 
drives agenda; leaders 

Reviews completed in 30 
minutes; no decisions 
documented; same 
agenda repeated without 
new analysis 
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Health Indicator Healthy Signal Decay Signal 

engaged and asking 
questions 

Document control currency Document register shows 
recent revision dates 
across multiple 
procedures; new 
procedures added when 
processes change 

No procedure revisions in 
12+ months despite 
operational changes; new 
processes operating 
without controlled 
documentation 

Training record currency New employees 
consistently onboarded 
with complete records; 
role changes trigger 
competence re-
assessment 

New employees in 
quality-affecting roles 
without complete training 
records; role changes 
undocumented in 
competence matrix 

Quality objectives performance Objectives monitored 
monthly; off-track 
objectives trigger 
management review 
discussion and action; 
objectives updated 
annually 

Data collected but not 
reviewed between 
management reviews; 
objectives unchanged 
since certification despite 
achievement 

 

 

 

Volume 1 of the ISO 9001 Implementation Hub is complete. The six guides in this volume have mapped 
the full journey from gap analysis to certification and into the sustaining disciplines that keep the 
certificate meaningful. Meridian Precision Components — 220 employees, 47% Red at the start, ISO 
9001:2015 certified 13 months later — closes its story here. The clause-by-clause practitioner guides and 
template library in Volumes 2 and 3 continue the work. 

 

 

 


