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How to Use This Guide 
This is Guide 2.6 in Volume 2 of the ISO 9001 Implementation Hub. It covers Clause 9 — Performance 
Evaluation — the Check layer of the Plan-Do-Check-Act cycle that structures the standard. Clause 9 is 
where the QMS turns its own activities into data, converts that data into understanding, and feeds that 
understanding to the management review for decision and action. Without a functioning Clause 9, the rest 
of the QMS operates without feedback — plans are made and processes are executed, but whether any 
of it is working is left to hope rather than evidence. 

 

This guide covers Clause 9 in full: monitoring, measurement, analysis, and evaluation (9.1), including the 
general monitoring requirements (9.1.1), customer satisfaction monitoring (9.1.2), and the data analysis 
requirement (9.1.3); the internal audit requirements (9.2), building on the implementation depth covered in 
Guide 1.5 with clause-level interpretation and post-certification audit program management; and the 
management review (9.3), including the mandatory inputs, required outputs, and the behavioral and 
governance disciplines that distinguish a genuine management review from a compliance exercise. 
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Introduction: Clause 9 as the QMS Intelligence Layer 
A QMS without performance evaluation is a system that operates blind. Procedures can be written, 
processes can be executed, and products can be released — but without systematic measurement and 
analysis of how well the system is performing, there is no reliable way to know whether the QMS is 
achieving its intended results, whether quality is improving or declining, or whether emerging problems 
are being caught before they reach customers. 

 

Clause 9 is the intelligence layer that converts QMS activity into organizational knowledge. The 
monitoring and measurement requirements of Clause 9.1 generate the data. The analysis requirement of 
Clause 9.1.3 converts data into insight. The internal audit of Clause 9.2 evaluates whether the system is 
functioning as designed. And the management review of Clause 9.3 transforms all of these inputs into 
executive decisions about what to change, what to invest in, and where to improve. Each element feeds 
the next, and together they constitute the feedback loop that makes continuous improvement possible 
rather than aspirational. 

 

Organizations that treat Clause 9 as a compliance documentation exercise — tracking metrics without 
analyzing them, conducting audits without acting on findings, holding management reviews without 
making decisions — have the form of a performance evaluation system without its function. The 
distinction between form and function in Clause 9 is where the most consequential QMS differences 
between certified organizations are found. 
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Clause 9.1 — Monitoring, Measurement, Analysis, and 
Evaluation 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 9.1.1 (General): "The organization shall determine: a) what needs to be monitored 
and measured; b) the methods for monitoring, measurement, analysis and evaluation needed to ensure 
valid results; c) when the monitoring and measuring shall be performed; d) when the results from monitoring 
and measurement shall be analysed and evaluated. The organization shall evaluate the performance and 
the effectiveness of the quality management system. The organization shall retain appropriate documented 
information as evidence of the results." 

 

The Four Monitoring Determinations 
Clause 9.1.1 requires four explicit determinations before monitoring and measurement begins — not after 
data starts accumulating. These determinations are planning decisions that define what the organization's 
performance evaluation system will examine, how it will examine it, when, and how results will be used. 
Organizations that start collecting data without making these determinations first end up with data that 
cannot be reliably interpreted. 

 

(a) What Needs to Be Monitored and Measured 
The "what" determination connects directly to the quality objectives (Clause 6.2), the identified risks and 
opportunities (Clause 6.1), and the interested party requirements (Clause 4.2). The monitoring and 
measurement program should cover: every quality objective metric, so that progress toward each 
objective can be evaluated; the key process performance indicators that reveal whether core operational 
processes are functioning within their designed operating ranges; product conformance indicators that 
reveal how often product is failing to meet requirements at various stages; and system-level QMS 
performance indicators that reveal whether the QMS infrastructure itself is functioning effectively. 

 

The selection of what to monitor should be deliberate — driven by what matters for quality outcomes, not 
by what is easy to measure. A manufacturing organization that monitors only shipped-product defect 
rates while ignoring in-process rejection rates, first-pass yield, and supplier quality performance is 
monitoring a lagging indicator while remaining blind to the leading indicators that could drive improvement 
before defects reach customers. 

 

(b) Methods for Monitoring, Measurement, Analysis, and Evaluation 
Each metric requires a defined measurement method — how the data will be collected, how it will be 
validated for accuracy, and how it will be analyzed. The method must be capable of producing "valid 
results" — results that accurately reflect actual quality performance rather than artifacts of the 
measurement approach. Common method elements to define: 

 

• Data source: where does the measurement come from? (inspection records, customer feedback 
system, supplier records, production logs) 

• Collection mechanism: how is data captured? (manual entry, automated system, periodic 
sampling, continuous monitoring) 

• Aggregation method: how is raw data converted to the reported metric? (percentage calculation, 
trend line, moving average, statistical control limit) 
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• Validation approach: how does the organization know the data is accurate? (cross-check against 
source records, data entry verification, system validation) 

 

(c) When Monitoring and Measurement Shall Be Performed 
Frequency must be matched to the dynamics of the metric. A metric that can change rapidly — daily first-
pass yield on a high-volume line — requires daily or at minimum weekly measurement to be actionable. A 
metric that changes slowly — annual customer satisfaction survey results — may reasonably be 
measured annually. The frequency determination must be driven by: how quickly the metric can change 
in ways that require management response; how much data is needed to identify meaningful trends; and 
what frequency is practical given the data collection mechanism. 

 

(d) When Results Shall Be Analyzed and Evaluated 
Data collection without analysis is a filing exercise. Analysis timing must be frequent enough to identify 
trends before they become crises. A quality metric whose data is collected weekly but analyzed only 
annually at the management review is not being used for quality management — it is being archived for 
compliance purposes. The analysis frequency should be: sufficient to detect developing problems in time 
to respond; connected to operational decision-making cycles (production review meetings, supplier 
performance reviews, management reviews); and capable of feeding the corrective action process when 
performance gaps are identified. 

 

Building the QMS Performance Dashboard 
The quality performance dashboard is the primary tool for satisfying Clause 9.1.1 in a way that produces 
genuine management value rather than compliance documentation. A well-designed dashboard covers 
three layers of QMS performance: 

 

Dashboard Layer What It Measures Meridian Example Metrics 

Customer-facing quality 
outcomes 

How the QMS's performance 
appears from the customer's 
perspective — the end results 
that determine whether the 
organization is meeting customer 
requirements and expectations 

Customer PPM returned, on-time 
delivery rate, customer 
satisfaction score, number of 
customer quality notifications, 
customer audit findings 

Internal process performance How well internal processes are 
functioning — leading indicators 
that predict customer-facing 
quality before problems escape 
to customers 

First-pass yield by production 
line, internal nonconformance 
rate by defect type, setup 
rejection rate, in-process rework 
rate, supplier incoming rejection 
rate 

QMS system health 
indicators 

How well the QMS infrastructure 
itself is functioning — the system-
level metrics that indicate 
whether the quality management 
system is being maintained and 
used effectively 

Internal audit completion rate vs. 
plan, CAPA on-time closure rate, 
overdue corrective actions, 
training completion rate, 
calibration overdue rate, 
management review completion 
vs. schedule 
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Leading vs. Lagging Indicators — The Analysis Balance 
One of the most consistent QMS performance evaluation weaknesses is over-reliance on lagging 
indicators — metrics that measure what already happened — without adequate attention to leading 
indicators that predict what is about to happen. The distinction: 

 

Lagging Indicators (What Happened) Leading Indicators (What Is About to Happen) 

Customer return rate: nonconforming product has 
already reached the customer 

First-pass yield trend: declining internal yield 
predicts increasing customer escapes before they 
occur 

Supplier-caused nonconformances in production: 
defective material already received 

Supplier on-time delivery performance: delivery 
pressure is a leading indicator of supplier quality 
shortcuts 

Customer complaint volume: customer is already 
dissatisfied 

Customer satisfaction survey scores: early 
warning before formal complaints 

Product returned for warranty: field failure has 
already occurred 

Field service call trends: increasing service calls 
may precede warranty returns 

CAPA overdue rate: corrective actions have 
already missed their targets 

CAPA cycle time: long average cycle times 
predict overdue rates before they accumulate 

 

🔗  Kaizen Connection 

The balance between leading and lagging indicators in quality management directly mirrors the Lean 
distinction between process measures and outcome measures. Lean management systems emphasize 
process measures — cycle time, queue time, setup time, first-time-through percentage — because 
controlling processes produces outcomes, but controlling outcomes alone does not control processes. ISO 
9001:2015's analysis requirement in Clause 9.1.3 implicitly demands this same balance: if analysis of the 
data reveals only what happened without revealing what process behavior caused it, the analysis is 
insufficient to drive meaningful improvement. A quality dashboard that includes both leading process 
measures and lagging outcome measures gives management both the early warning system and the 
historical performance record that a complete performance evaluation requires. 
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Clause 9.1.2 — Customer Satisfaction 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 9.1.2: "The organization shall monitor customers' perceptions of the degree to 
which their needs and expectations have been fulfilled. The organization shall determine the methods for 
obtaining, monitoring and reviewing this information. Note: Examples of monitoring customer perceptions 
can include customer surveys, customer feedback on delivered products and services, meetings with 
customers, market-share analysis, compliments, warranty claims and dealer reports." 

 

What Customer Satisfaction Monitoring Actually Requires 
Clause 9.1.2 requires two things that are simpler than many organizations make them: a defined method 
for monitoring customer perception, and evidence that the monitoring is occurring and its results are 
being used. The standard does not prescribe customer surveys, does not require a specific satisfaction 
score format, and does not mandate annual measurement cycles. It requires that the organization has a 
systematic approach to understanding how customers perceive the quality of what they receive. 

 

The key phrase is "customers' perceptions" — not customer satisfaction in an abstract sense, but the 
actual perception of whether needs and expectations were fulfilled. This is not the same as measuring 
quality outcomes internally: a product can pass every internal inspection and still be perceived by the 
customer as inadequate if it creates assembly challenges, requires more incoming inspection than 
expected, or arrives in packaging that damages the surface finish in transit. Customer perception 
captures the total experience of receiving the organization's product or service, not just the dimensional 
conformance. 

 

Customer Satisfaction Measurement Methods 
The Note to Clause 9.1.2 lists a range of measurement methods — not as a required list but as examples 
of what monitoring can look like. Organizations should select methods appropriate to their customer base, 
their industry, and their customer relationship model: 

 

Method Best Applied When Key Design Considerations 

Formal customer satisfaction 
survey 

Broad customer base where 
systematic data collection 
provides statistical validity; 
customer base where written 
communication is appropriate 
and response rates are 
achievable 

Survey frequency, response rate 
management, question design 
that elicits actionable responses 
rather than generic satisfaction 
ratings, analysis approach for low 
response rates 

Structured customer review 
meetings 

Key account relationships where 
in-depth discussion is possible 
and appropriate; customers who 
are more responsive to 
conversation than written surveys 

Defined agenda that covers 
quality performance, delivery 
performance, and forward-looking 
capability; documented 
outcomes; regular cadence 

Customer quality 
performance data analysis 

Manufacturing environments 
where customers track and share 
supplier quality metrics (PPM, 

Regular receipt and analysis of 
customer scorecard data; 
comparison to customer targets; 
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Method Best Applied When Key Design Considerations 

delivery performance, CAPA 
response times) 

trend analysis across reporting 
periods 

Complaint and return rate 
analysis 

Universal — every organization 
receives quality feedback through 
complaints and returns even 
when it does not proactively 
solicit it 

Systematic capture of all quality-
related customer feedback 
including informal comments; root 
cause categorization; trend 
analysis; not a substitute for 
proactive satisfaction 
measurement but an essential 
complement 

Customer audit results Organizations subject to periodic 
customer quality audits who 
receive formal findings and 
ratings 

Track findings across audit 
cycles; compare findings by 
customer; use audit results as 
leading indicators of customer 
satisfaction trajectory 

Net Promoter Score or 
equivalent structured 
question 

Service organizations and mixed 
product-service organizations 
where customer loyalty and 
referral behavior are relevant 
measures 

Defined question, consistent 
administration, trend tracking, 
action planning for detractors 

 

The Monitoring and Review Cycle 
Clause 9.1.2 requires not only that customer satisfaction be monitored but that the results be reviewed 
and used. The review has three dimensions that must all be addressed: 

 

• Trend analysis: is customer satisfaction improving, stable, or declining? A single data point tells 
you the current level; a trend tells you whether the QMS is serving customers better over time. 
Trend analysis requires consistent methodology and frequency — changing the measurement 
method or frequency makes trend analysis unreliable. 

• Root cause investigation for negative results: when satisfaction data reveals dissatisfied 
customers or declining scores, the causes must be investigated and addressed through the 
corrective action process (Clause 10.2). Customer satisfaction measurement that produces 
negative results and no corrective action is monitoring that adds no value. 

• Management review input: customer satisfaction results are a mandatory management review 
input under Clause 9.3.2(c). The results must reach the management review with enough 
analysis to support executive decision-making about what investments or changes are warranted 
in response to customer perception data. 

 

⚠️  Common Pitfall 

The two most consistent Clause 9.1.2 failures: First, measurement without action. An organization conducts 
a customer satisfaction survey, receives a below-target result, notes it in the management review minutes 
as "customer satisfaction was 3.7 against a 4.0 target," and does nothing further. The measurement is 
conforming; the review is conforming; but the organization has not used the information to drive 
improvement. Auditors who ask "what actions were taken in response to the customer satisfaction data?" 
and receive "we noted it at the management review" will find this unsatisfying. Second, measurement 
without a method. Compliance audits reveal organizations that claim customer satisfaction is "monitored 
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through ongoing customer communication" but have no defined method, no systematic data collection, and 
no records. Ongoing communication is not monitoring — it is relationship management. Monitoring requires 
a defined method and produces retrievable records that show what was measured, when, and with what 
result. 

 

💼  Meridian Case Study 

Meridian Customer Satisfaction Year 1: Meridian's customer satisfaction measurement system used three 
complementary approaches: (1) An annual written survey sent to all active customers (30 customers in Year 
1) covering four dimensions — product quality, delivery reliability, communication responsiveness, and 
overall supplier experience — rated on a 1 to 5 scale with space for written comments. Response rate was 
23% (7 of 30 customers) at Stage 2 — a finding noted by the registrar as an observation. Actions taken: the 
survey was redesigned to include two specific questions rather than a lengthy questionnaire (simpler 
surveys achieve higher response rates), and account managers were asked to personally encourage key 
customer participation. Year 1 surveillance response rate: 41% (12 of 29 customers). (2) Customer 
scorecard data from the two major aerospace customers who formally tracked and reported supplier quality 
metrics monthly. These provided the most systematic and objective customer satisfaction data available, 
covering PPM, delivery, and CAPA responsiveness. (3) Complaint and return tracking: all customer quality 
notifications, returns, and verbal complaints were logged and reviewed monthly. In Year 1 post-certification, 
the combined data showed: average survey score 4.1 of 5.0; customer PPM improved from 2,200 to 1,240; 
on-time delivery 94%; two formal customer quality notifications (both addressed through CAPA). The 
management review at Month 18 noted that the on-time delivery perception score (3.8 of 5.0) was the 
weakest dimension in the survey, correlating with the months where delivery performance was below target. 
The management review decision: include on-time delivery as a specific management review agenda metric 
with root cause reporting for any month below 93%. 
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Clause 9.1.3 — Analysis and Evaluation 
 

📋  Standard Requirement 

ISO 9001:2015, Clause 9.1.3: "The organization shall analyse and evaluate appropriate data and 
information arising from monitoring and measurement. The results of analysis shall be used to evaluate: a) 
conformity of products and services; b) the degree of customer satisfaction; c) the performance and 
effectiveness of the quality management system; d) if planning has been implemented effectively; e) the 
effectiveness of actions taken to address risks and opportunities; f) the performance of external providers; 
g) the need for improvements to the quality management system." 

 

Analysis vs. Data Collection — The Critical Distinction 
Clause 9.1.3 is the requirement that separates organizations that measure quality from organizations that 
manage quality. Data collection is necessary but not sufficient — the data must be analyzed to extract 
insights, and those insights must be used to evaluate the seven dimensions listed in the clause. An 
organization that collects first-pass yield data, supplier quality data, customer complaint data, internal 
audit findings, and CAPA records but treats each in isolation — without cross-referencing, trend analysis, 
or root cause synthesis — is collecting data without managing quality. 

 

The seven evaluation dimensions of Clause 9.1.3 represent a comprehensive quality intelligence 
framework. Together they tell the organization not just whether quality outcomes are good but whether 
the system designed to produce those outcomes is functioning effectively and whether plans are being 
executed as intended: 

 

Evaluation Dimension Analysis Questions and Practical Methods 

(a) Conformity of products and 
services 

Are products and services meeting their specified requirements? 
Analysis: first-pass yield trends, customer return rates, internal 
nonconformance trends by defect type and process area, field 
failure rates. Cross-reference internal and external data to identify 
where escapes are occurring. 

(b) Degree of customer 
satisfaction 

How are customers perceiving quality relative to their needs and 
expectations? Analysis: survey score trends, customer scorecard 
performance against customer targets, complaint volume and 
category trends, repeat customer complaint patterns (same issue 
recurring indicates corrective action failure). 

(c) Performance and 
effectiveness of the QMS 

Is the quality management system functioning as designed? 
Analysis: internal audit finding trends (are findings recurring in the 
same areas?), CAPA cycle time and closure rates, management 
review action completion rates, documented information currency, 
training completion rates. 

(d) Effectiveness of planning Were the plans made in Clause 6 (risk management, quality 
objectives, change planning) executed and did they produce the 
intended results? Analysis: quality objective performance vs. 
targets, risk treatment action completion, planned changes 
implemented on schedule with intended effect. 

(e) Effectiveness of actions to 
address risks and opportunities 

Did the risk and opportunity actions defined in the risk register 
actually reduce the identified risks or capitalize on the identified 
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Evaluation Dimension Analysis Questions and Practical Methods 

opportunities? Analysis: risk score trend (did likelihood or impact 
change after actions were taken?), opportunity realization 
tracking. 

(f) Performance of external 
providers 

Are suppliers and external providers performing as required? 
Analysis: supplier scorecard trending, incoming rejection rate by 
supplier, supplier CAPA response quality, alternative supplier 
performance comparison, supplier certification status currency. 

(g) Need for improvements to the 
QMS 

What do all of the above analyses collectively indicate about 
where the QMS needs to be strengthened? Analysis: synthesis 
across all data streams to identify the highest-priority 
improvement opportunities for the next planning cycle. 

 

Practical Analysis Methods for Manufacturing QMS Environments 
The analysis methods used should be appropriate to the data and the question being asked — not more 
complex than necessary, but sufficient to extract actionable insights: 

 

• Trend analysis: plotting metrics over time to identify direction (improving, stable, declining). The 
simplest and most universally applicable method. Even a hand-drawn line chart showing monthly 
first-pass yield over 12 months provides more actionable information than a single current-period 
data point. 

• Pareto analysis: ranking nonconformances, complaints, or other quality events by frequency or 
cost to identify the vital few causes that account for the majority of the impact. The 80/20 principle 
applied to quality data systematically identifies where improvement effort will produce the highest 
return. 

• Statistical process control (SPC): control charts that distinguish normal process variation from 
special cause signals, enabling operators and engineers to respond to genuine process changes 
rather than reacting to every data point. SPC converts inspection data from a pass/fail 
assessment into a process management tool. 

• Correlation analysis: examining the relationship between two metrics to understand whether one 
is a leading indicator for the other. Does declining supplier on-time delivery correlate with 
increasing internal nonconformances from that supplier? Does improving first-pass yield correlate 
with improving customer satisfaction scores? 

• Cross-functional data synthesis: combining data from different process areas to identify systemic 
patterns. A quality escape traced from customer complaint through internal records through 
supplier certification reveals a cross-functional quality failure that would be invisible in any single 
data stream. 
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Clause 9.2 — Internal Audit 
The internal audit requirements of Clause 9.2 are covered in implementation depth in Guide 1.5 of 
Volume 1 — audit program planning, auditor training, conducting the audit, writing findings, managing 
corrective actions, and feeding the management review. This section provides the clause-level 
interpretation depth appropriate to Volume 2, focusing on the aspects of Clause 9.2 that are most 
frequently misunderstood, the post-certification audit program management disciplines that sustain audit 
quality over time, and the audit program maturity indicators that distinguish excellent from adequate 
programs. 

 

📋  Standard Requirement 

ISO 9001:2015, Clause 9.2.1: "The organization shall conduct internal audits at planned intervals to provide 
information on whether the quality management system: a) conforms to: 1) the organization's own 
requirements for its quality management system; 2) the requirements of this International Standard; b) is 
effectively implemented and maintained." 

 

Clause 9.2.2: "The organization shall: a) plan, establish, implement and maintain an audit programme 
including the frequency, methods, responsibilities, planning requirements and reporting, which shall take 
into consideration the importance of the processes concerned and the changes affecting the organization, 
and the results of previous audits; b) define the audit criteria and scope for each audit; c) select auditors 
and conduct audits to ensure objectivity and the impartiality of the audit process; d) ensure that the results 
of the audits are reported to relevant management; e) take appropriate correction and corrective action 
without undue delay; f) retain documented information as evidence of the implementation of the audit 
programme and the audit results." 

 

The "Effectively Implemented and Maintained" Requirement — The 
Deeper Test 
Clause 9.2.1 requires the internal audit to determine not only whether the QMS conforms to requirements 
but whether it is "effectively implemented and maintained." This dual test is the most important and most 
frequently under-applied aspect of the internal audit requirement. 

 

Conformance verification — does the QMS meet the requirements of the standard and of the 
organization's own documented procedures? — is the more straightforward half of the audit. Evidence of 
conformance is found in records, in the presence of documented processes, and in the observable 
behavior of organizational controls. 

 

Effectiveness evaluation — is the QMS actually producing the quality outcomes it was designed to 
produce? — is the harder and more valuable half. An audit that finds a corrective action procedure that is 
being followed correctly but is consistently producing shallow root cause analyses and ineffective 
corrective actions has found a QMS that conforms but does not function effectively. This distinction 
requires auditors to ask not just "is this happening?" but "is this working?" 

 

Effectiveness evaluation requires the auditor to examine outcomes alongside process compliance: Are 
quality objectives being achieved? Is the customer PPM rate improving? Are corrective actions actually 
preventing recurrence, or are the same issues appearing again in subsequent audit cycles? These 
outcome questions require auditors to be analytically engaged — not just checking compliance boxes. 
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The Audit Program: Risk-Based Frequency Adjustment 
Clause 9.2.2(a) requires that the audit program "take into consideration the importance of the processes 
concerned and the changes affecting the organization, and the results of previous audits." This risk-based 
frequency adjustment is one of the most important but least consistently applied elements of audit 
program management. 

 

In practice, risk-based frequency adjustment means: 

 

• High-risk or high-finding areas receive more frequent audit coverage: a process area that has 
produced multiple nonconformances in consecutive audit cycles should be audited more 
frequently — not less — until the systemic causes are demonstrably resolved 

• Stable, consistently conforming areas may receive less frequent coverage: a process that has 
produced zero nonconformances and one observation over three consecutive audit cycles may 
be moved to an 18-month or 24-month interval without compromising program effectiveness 

• Changes trigger additional audit attention: a newly implemented process, a major procedure 
revision, a reorganization that changed process ownership, or a new product line introduced 
since the last audit all represent higher-risk territory that warrants inclusion in the next audit cycle 
regardless of where it falls in the standard schedule 

• Previous audit results directly drive next-cycle priorities: the audit program for each cycle should 
be explicitly designed in response to what the previous cycle found — areas where findings were 
most concentrated get the most attention next time 

 

Auditor Independence: Maintaining Objectivity in Small Organizations 
The impartiality requirement of Clause 9.2.2(c) — auditors must not audit their own work — creates 
practical challenges for small organizations where the team available for internal auditing overlaps 
significantly with the team whose work is being audited. Managing this constraint requires creative 
thinking about audit assignment: 

 

• Cross-functional auditing: operational managers and supervisors can audit functions outside their 
area even in small organizations. A production supervisor auditing the purchasing process, a 
purchasing manager auditing the production documentation process — each can provide genuine 
independence from the processes they manage themselves. 

• External auditor augmentation: using a consulting auditor for one or two audit events per cycle 
where internal independence cannot be achieved. This is explicitly permitted by the standard and 
is often the most practical solution for auditing the quality function itself in small organizations. 

• Peer auditing for multi-site organizations: auditors from one site auditing another site provides 
both geographic independence and organizational distance from the processes being audited. 

• Sequential audit design: when complete independence is impossible in a single cycle, ensuring 
that no individual auditor assesses their own primary process area across multiple consecutive 
cycles provides a degree of fresh-eyes benefit even if complete independence cannot be 
maintained within a single cycle. 

 

Audit Program Maturity — Indicators of Excellence vs. Adequacy 
Over a multi-year certification journey, the internal audit program should mature — becoming more skilled 
in evidence gathering, more insightful in finding identification, and more effective in driving improvement. 
The following indicators distinguish mature from immature audit programs: 
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Immature Audit Program Indicators Mature Audit Program Indicators 

Finding rate declining toward zero year over year 
without corresponding quality improvement 
metrics improvement 

Finding rate reflects genuine quality system 
performance — consistent findings in areas with 
real gaps, fewer findings in areas where previous 
findings drove genuine improvement 

Same findings recurring in the same clause areas 
across multiple audit cycles 

Recurring finding patterns trigger program 
adjustments — increased frequency, revised audit 
approach, escalation to management review 

Audit reports describe observations without 
distinguishing major from minor, without reference 
to specific evidence 

Findings are precisely classified, supported by 
specific objective evidence with document 
numbers, employee names, and dates 

Corrective actions from audit findings are closed 
on paper without verified effectiveness 

Effectiveness verification is documented with 
specific evidence — a return visit, a records 
check, or a process observation confirming the 
issue is genuinely resolved 

Audit program covers all clauses once per year 
regardless of risk profile 

Audit frequency varies by process importance, 
risk, and prior findings — high-risk areas audited 
more frequently, stable areas less frequently 

Auditors use the same checklist year after year 
with minimal updates 

Checklists are revised each cycle to reflect 
findings from the prior cycle, changes in the 
organization, and any new risk areas identified 
through the risk register 

 

🔍  Auditor Perspective 

The registrar's surveillance audit routinely evaluates the internal audit program by asking four questions that 
reveal program quality immediately. First: can you show me the audit program for this cycle and the 
completion status against the plan? A program with all audits completed on schedule demonstrates 
operational discipline. Second: can you show me the finding from the last cycle that you consider the most 
significant, and show me how the corrective action addressed it? This question reveals whether the CAPA 
process was engaged genuinely or perfunctorily. Third: what changed in your audit program this cycle 
based on what you found last cycle? The answer reveals whether the program is self-improving or static. 
Fourth: is there any area of your QMS that you are concerned about that the internal audit has not 
addressed? This question challenges the Management Representative to demonstrate genuine self-
awareness about QMS gaps — and genuine quality management leaders answer it honestly rather than 
claiming perfect comprehensiveness. 
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Clause 9.3 — Management Review 
The management review is the executive governance mechanism of the QMS — the structured process 
through which top management evaluates QMS performance, makes decisions about resources and 
priorities, and authorizes improvements. It is the point in the QMS cycle where all the performance data 
gathered in Clause 9.1, all the audit findings from Clause 9.2, and all the operational intelligence from 
Clauses 8 and 10 converge in a senior leadership forum to produce organizational decisions. 

 

For most organizations, the management review is also the element most at risk of becoming ceremonial 
rather than functional. The certification audit forces a management review that looks right — 
comprehensive inputs, documented outputs, senior leadership present. The surveillance audit 12 months 
later often reveals a management review that has drifted toward compliance theater: agendas that cover 
the required inputs at summary level without genuine analysis, discussions that do not produce real 
decisions, action items that are not tracked, and leadership attendance that has dropped to the 
Management Representative plus whoever could not decline. 

 

The difference between a ceremonial management review and a functional one is not in the checklist of 
inputs covered. It is in whether the review produces genuine executive decisions — changes in resource 
allocation, changes in process priorities, changes in quality objectives, changes in how risk is managed 
— that would not have been made without the information the review provided. 

 

📋  Standard Requirement 

ISO 9001:2015, Clause 9.3.1 (General): "Top management shall review the organization's quality 
management system, at planned intervals, to ensure its continuing suitability, adequacy, effectiveness and 
alignment with the strategic direction of the organization." 

 

Clause 9.3.2 (Management Review Inputs): The management review shall be planned and carried out 
taking into account: a) the status of actions from previous management reviews; b) changes in external and 
internal issues that are relevant to the QMS; c) information on the performance and effectiveness of the 
QMS, including trends in: 1) customer satisfaction and feedback from relevant interested parties; 2) the 
extent to which quality objectives have been met; 3) process performance and conformity of products and 
services; 4) nonconformities and corrective actions; 5) monitoring and measurement results; 6) audit 
results; 7) the performance of external providers; d) the adequacy of resources; e) the effectiveness of 
actions taken to address risks and opportunities (see 6.1); f) opportunities for improvement. 

 

Clause 9.3.3 (Management Review Outputs): The outputs of the management review shall include 
decisions and actions related to: a) opportunities for improvement; b) any need for changes to the quality 
management system; c) resource needs. 

 

The Four Review Objectives 
Clause 9.3.1 specifies that the management review must ensure the QMS's continuing "suitability, 
adequacy, effectiveness, and alignment with the strategic direction." These four dimensions define the 
scope of the review and should drive the agenda: 
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Review Objective What It Means and How to Address It 

Suitability Is the QMS still appropriate for the organization's purpose and context 
— its products, customers, regulatory environment, and competitive 
situation? Has the organization's context changed in ways that require 
QMS adaptation? Addressed by reviewing the context analysis and 
interested party register for currency. 

Adequacy Does the QMS have enough capability — enough resources, enough 
procedures, enough training, enough measurement — to achieve its 
intended results? Are there resource gaps that are limiting QMS 
effectiveness? Addressed by reviewing resource adequacy data and 
identifying any resource constraints revealed by performance data. 

Effectiveness Is the QMS actually achieving its intended results — producing 
conforming products, satisfying customers, driving improvement? Do 
the quality objectives reflect genuine achievement or do they reveal 
persistent performance gaps? Addressed by reviewing all 
performance data against objectives and targets. 

Alignment with strategic 
direction 

Does the QMS continue to support the organization's strategic 
direction? If the organization has shifted its strategy — entering new 
markets, pursuing new customer segments, expanding product lines, 
investing in new technology — does the QMS reflect these strategic 
shifts in its objectives, controls, and resource allocation? 

 

The Required Inputs — What Must Be Covered and How 
The seven data categories required as management review inputs (Clause 9.3.2(c)) represent the 
comprehensive QMS performance picture that top management needs to make informed governance 
decisions. The challenge is not in ensuring these inputs are present — it is in ensuring they are presented 
in a way that enables genuine executive engagement rather than passive acknowledgment. 

 

Required Input Effective Presentation for Executive Decision-Making 

(a) Status of actions from 
previous reviews 

Not a list of what was assigned, but a status and outcome 
assessment: what was committed at the last review, what was 
done, and what impact did it have? Uncompleted actions require 
explanation and decision — are they still relevant, should the 
timeline be extended, or should they be closed as no longer 
applicable? 

(b) Changes in external and 
internal issues 

A curated summary of meaningful changes since the last review 
— new regulatory requirements, significant customer changes, 
competitive developments, internal organizational changes, 
technology developments. Not a comprehensive scan of 
everything that changed, but the changes with QMS implications. 

(c)(1) Customer satisfaction Survey results, scorecard performance, complaint trends — with 
analysis that connects customer perception to specific process 
performance areas. "Satisfaction score was 3.8 of 5.0, driven by 
on-time delivery perception scores of 3.4" is more decision-
enabling than "customer satisfaction was below target." 
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Required Input Effective Presentation for Executive Decision-Making 

(c)(2) Quality objectives 
performance 

Current performance vs. target for each objective, with trend 
direction and root cause summary for any objective below target. 
Decision focus: for off-track objectives, is the action plan adequate 
or does it require executive intervention? 

(c)(3) Process performance and 
product conformance 

First-pass yield, nonconformance rates, key process KPIs — with 
trend analysis and identification of the highest-priority 
improvement opportunities. Decision focus: which process 
performance gaps represent the highest customer satisfaction 
risk? 

(c)(4) Nonconformities and 
corrective actions 

Open CAPA count, overdue CAPA rate, recurring finding patterns 
— with analysis of whether corrective actions are preventing 
recurrence or are superficial. Decision focus: are there systemic 
quality problems that require resources beyond what the quality 
function has available? 

(c)(5) Monitoring and 
measurement results 

Summary of monitoring data across all programs — calibration 
compliance, training completion, document control currency, audit 
program completion. Decision focus: are there resource or priority 
gaps in the support infrastructure that need executive attention? 

(c)(6) Audit results Summary of internal and external audit findings by clause area 
and trend, with CAPA status for findings. Decision focus: are audit 
findings being addressed effectively, and do any patterns indicate 
systemic QMS weaknesses? 

(c)(7) External provider 
performance 

Supplier scorecard summary — top performing and bottom 
performing suppliers with trend — and identification of any 
supplier risks that require attention above the purchasing function 
level. Decision focus: are there supplier relationships that require 
executive engagement or strategic sourcing decisions? 

(d) Adequacy of resources An explicit assessment of whether the QMS has sufficient 
resources to maintain conformance and achieve quality 
objectives. Not a general statement but a specific identification of 
any resource constraints — quality headcount, equipment 
limitations, training budget gaps — that are limiting QMS 
capability. 

(e) Effectiveness of actions for 
risks and opportunities 

Risk register review — have risk actions been completed, have 
risk scores changed, are any new risks emerging? Opportunity 
realization tracking — have identified opportunities been pursued 
and what results have they produced? 

(f) Opportunities for improvement A curated list of the most significant QMS improvement 
opportunities identified since the last review — from audit findings, 
from performance analysis, from customer feedback, from 
management observation. This input feeds the review's most 
important output: decisions about what to improve next. 

 

The Required Outputs — What Must Result 
Clause 9.3.3 requires that management review outputs include decisions and actions related to three 
categories: opportunities for improvement, any need for changes to the QMS, and resource needs. The 
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word "decisions" is deliberate — the output of a management review is not a summary of what was 
discussed but a record of what was decided. 

 

Every management review output decision should be: 

 

• Specific: "Authorize the purchase of a second CMM to address measurement capacity constraint" 
not "consider improving measurement capacity" 

• Assigned: a named role or individual responsible for implementing the decision 

• Time-bounded: a specific target completion date or review milestone 

• Followed up: the status of each decision is the first agenda item at the next management review 
(Clause 9.3.2(a)) 

 

The Management Review Frequency Question 
The standard requires reviews "at planned intervals" — it does not specify a minimum frequency. In 
practice, most organizations conduct management reviews annually or semi-annually. The appropriate 
frequency depends on the organization's risk profile, the rate of organizational change, and the dynamics 
of its quality performance: 

 

• Annual: appropriate for stable organizations with consistent performance, limited organizational 
change, and a mature QMS with predictable performance patterns 

• Semi-annual: appropriate for organizations in transition (new certifications, new markets, 
significant organizational changes) or organizations with performance variability that requires 
more frequent executive attention 

• Quarterly: appropriate for organizations with significant customer pressure, rapid organizational 
growth, or quality performance challenges that require frequent executive course-correction 

 

The frequency should be documented in the management review procedure and followed consistently. A 
management review that was supposed to occur quarterly but was held only once in a year is a Clause 
9.3 conformance finding regardless of the quality of the single review that was conducted. 

 

What Makes a Management Review Genuinely Effective 
The difference between a management review that satisfies Clause 9.3 formally and one that actually 
governs the QMS effectively comes down to five behavioral disciplines that no checklist can mandate but 
that every high-performing organization has internalized: 

 

1. Senior leadership genuinely engages with the data. The CEO and senior managers read the 
review materials before the meeting, ask substantive questions about performance gaps, and 
connect quality data to strategic business implications. A review where the Management 
Representative presents pre-digested conclusions and leadership nods approval is not governing 
the QMS — it is ratifying the quality department's conclusions. 

2. Decisions are made — not deferred. Every significant performance gap, resource request, or 
improvement opportunity presented at the review receives a decision: approve, deny, or defer 
with a specific rationale and return date. A management review that ends with "the team will look 
into this further" for every difficult question has not produced outputs. 
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3. Actions are assigned to individuals, not departments. "Quality will address this" is not an action. 
"Denise will develop a supplier qualification procedure for heat treatment suppliers by March 31" 
is an action. Individual accountability makes follow-through trackable and personal. 

4. Previous actions are followed up first. Beginning every management review by reviewing the 
status of decisions made at the prior review creates accountability continuity and signals that 
decisions made at this review will similarly be followed up. Organizations where prior actions are 
not reviewed until they appear as overdue items on a quality dashboard have broken the 
accountability chain. 

5. The minutes capture decisions, not discussions. Management review minutes should be action-
oriented: what was decided, who is responsible, by when. A five-page narrative of what was 
discussed provides no accountability. A one-page table of decisions with owners and dates 
provides complete accountability. 

 

💼  Meridian Case Study 

Meridian Management Review Year 2: The Month 18 management review — the first annual review post-
certification — was Meridian's most substantive management review to date. Robert Nolan chaired. The 
review ran three and a half hours against a planned four hours. The five major decisions from the review: 
(1) Authorize purchase of a second CMM at a budgeted cost of $85,000, in response to the identified 
measurement capacity constraint revealed by analysis showing that CMM queue time was averaging 2.8 
days, creating production schedule risk during peak periods. Owner: Operations Manager. Target: Month 
22. (2) Revise the on-time delivery objective target from 95% to 96.5% for Year 2, in response to achieving 
the Year 1 target and the customer satisfaction survey indicating that delivery performance was the weakest 
satisfaction dimension. Owner: Operations Manager, reporting monthly to management. (3) Commission a 
supplier development program for the two heat treatment suppliers, in response to the heat treatment 
escape in Year 1 and the ongoing supplier CAPA responsiveness performance data showing below-target 
response times. Owner: Purchasing Manager with Quality Manager support. Target: Month 20. (4) Increase 
internal audit frequency for design and development from once per cycle to twice per cycle, in response to 
the two Stage 2 and two internal audit findings in the D&D clause area. Owner: Management 
Representative. Effective: next audit cycle. (5) Schedule a risk register update workshop before Month 19 to 
address three new risks not yet in the register (CMM capacity, MBD transition progress, and one customer 
whose purchasing behavior suggested potential program cancellation). Owner: Management 
Representative with Executive team input. Target: Month 19. Every decision assigned, dated, and tracked. 
Denise described the Month 18 review as the first time she felt the QMS was being genuinely governed 
rather than documented. 
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Clause 9 Integration — How the Performance 
Evaluation Cycle Works 
Clause 9 is most powerful when its three subclauses function as an integrated intelligence-to-decision 
cycle rather than three independent compliance requirements. The integration logic: 

 

QMS Data Flow What Happens and Why It Matters 

Clause 9.1 measurement feeds 
Clause 9.2 audit focus 

Quality metrics that reveal performance gaps — high first-pass 
yield failures in a specific process area, recurring supplier quality 
issues — should directly inform the next internal audit cycle's 
focus areas. An audit program that is not informed by 
performance data is planning blind. 

Clause 9.2 audit feeds Clause 
9.3 review inputs 

Internal audit findings are a mandatory management review input. 
The audit provides the systematic evaluation of QMS 
conformance and effectiveness that management review requires. 
Without internal audit results, management review lacks the 
structured assessment of how the system is functioning. 

Clause 9.3 management review 
drives Clause 9.1 objectives 
update 

Management review decisions about quality objective targets, 
resource allocation, and improvement priorities should update the 
monitoring program. If the management review decides to add a 
new objective, a monitoring mechanism must be established. If it 
changes a target, the performance dashboard must be updated. 

Clause 9.3 outputs feed Clause 
10 corrective action 

When management review identifies performance gaps that 
require systemic correction, corrective actions must be initiated. 
The management review output is not the corrective action itself 
— it is the authorization and assignment of corrective action 
responsibility at the executive level. 

Clause 9.3 outputs feed Clause 6 
planning update 

Management review decisions about QMS changes, new 
objectives, and resource allocation are planning decisions that 
update the Clause 6 elements: risk register updates, objective 
revisions, and authorized changes to QMS processes. The 
management review is the scheduled governance event that 
keeps Clause 6 planning current. 
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Quick Reference: Clause 9 Audit Readiness 
 

Clause 9.1 Conformance Checklist 
 

 Conformance Item 

☐ Monitoring program covers all three dashboard layers: customer-facing outcomes, internal 
process performance, and QMS system health indicators 

☐ Each metric has a defined measurement method, data source, frequency, and analysis 
approach — documented, not assumed 

☐ Both leading and lagging indicators included — not exclusively lagging outcome measures 

☐ Data is analyzed at defined intervals — not just collected and filed 

☐ Analysis results feed management review, corrective action, and objective updates as 
applicable 

☐ Monitoring records retained as documented information 

☐ Customer satisfaction monitored with a defined method and the results analyzed for trends, not 
just recorded 

☐ Customer satisfaction results feed management review and corrective action when below 
target 

☐ All seven Clause 9.1.3 evaluation dimensions are addressed in the analysis — not only 
product conformance and customer satisfaction 

 

Clause 9.2 Conformance Checklist 
 

 Conformance Item 

☐ Audit program documented and implemented — covering all QMS processes and all ISO 
9001:2015 clauses within a defined cycle 

☐ Audit frequency adjusted by process importance and prior audit results — not uniform 
regardless of risk profile 

☐ Auditors do not audit their own work — assignments checked for objectivity and impartiality 

☐ Audit criteria and scope defined for each audit event before the audit is conducted 

☐ Findings reported to the manager of the audited area — not only to the Management 
Representative 

☐ Corrective actions initiated and closed without undue delay — no significantly aged open 
CARs from audit findings 

☐ Audit program records retained: audit program schedule, audit plans, audit reports, finding 
logs, and corrective action records 
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 Conformance Item 

☐ Internal audit program evaluates effectiveness, not only conformance — findings examine 
whether processes are working, not only whether they are being followed 

 

Clause 9.3 Conformance Checklist 
 

 Conformance Item 

☐ Management review conducted at planned intervals — frequency defined in procedure and 
followed consistently 

☐ Review chaired by top management — not delegated to the Management Representative or 
quality team 

☐ All required inputs addressed: prior actions, context changes, all seven performance data 
categories, resource adequacy, risk/opportunity effectiveness, improvement opportunities 

☐ Inputs presented with trend analysis and root cause identification — not raw data summaries 
or status reports alone 

☐ Review produces documented decisions and actions: specific improvement decisions, QMS 
changes, resource allocations 

☐ Each decision is assigned to a named individual with a target completion date 

☐ Prior review actions are the first agenda item at each subsequent review 

☐ Review minutes or equivalent documentation captures decisions and actions — not merely 
discussions 

☐ Review evaluates all four dimensions: suitability, adequacy, effectiveness, and strategic 
alignment 

 

Most Common Clause 9 Audit Findings 
 

Finding Area Clause Typical Finding Statement 

Monitoring not 
occurring 

9.1.1 Quality objectives were established at certification with 
defined metrics and targets. Review of monitoring records 
reveals that three of five objectives have no documented 
monitoring data for the period between Month 6 and Month 12 
post-certification. Metrics were defined but data collection was 
not consistently performed. 

Data not analyzed 9.1.1 Monitoring data is collected and filed monthly. Management 
review minutes confirm that data summaries were presented 
at each review. However, no trend analysis, root cause 
investigation, or cross-functional correlation analysis was 
performed on any metric in the 12-month period reviewed. 
Data is being collected but not analyzed for improvement 
insight. 



 

23 | P a g e  
 

Finding Area Clause Typical Finding Statement 

Customer 
satisfaction not 
monitored 

9.1.2 The organization states that customer satisfaction is 
monitored through ongoing customer communication. No 
defined measurement method exists, no systematic data 
collection has been conducted, and no records demonstrating 
what customer satisfaction monitoring occurred are available. 
Ongoing communication is not a monitoring method that 
produces the retrievable evidence required by Clause 9.1.2. 

Satisfaction data not 
used 

9.1.2 Annual customer satisfaction survey results (3.7 of 5.0 overall, 
3.2 of 5.0 on product quality dimension) were presented at the 
management review 8 months ago. No corrective action was 
opened in response to the below-target product quality 
dimension, no root cause investigation was conducted, and no 
management review action was assigned. The data was 
received and filed without generating a quality improvement 
response. 

Internal audit not 
covering 
effectiveness 

9.2 Internal audit checklists for five completed audits reviewed. 
Audit questions are structured as conformance checks ("Is 
there a procedure for X?", "Are records maintained?") without 
evaluating whether the processes being audited are achieving 
their intended quality outcomes. No audit report in the 
reviewed set addresses whether process conformance is 
translating into quality performance. 

Audit frequency not 
risk-adjusted 

9.2 Audit program assigns identical annual coverage to all QMS 
processes regardless of finding history, process complexity, or 
risk profile. The design and development process area has 
produced findings in each of the last two audit cycles. The 
corrective action process has produced findings in three 
consecutive cycles. Neither area receives more frequent 
coverage than the calibration process, which has produced no 
findings in two cycles. 

Management review 
inputs incomplete 

9.3 Management review minutes reviewed for the most recent 
review. External provider performance data (Clause 
9.3.2(c)(7)) was not addressed in the review. Risk and 
opportunity effectiveness (Clause 9.3.2(e)) was mentioned 
briefly without documented assessment. Of the eight required 
input categories, two were entirely absent and two were 
addressed insufficiently for decision-making purposes. 

Review outputs lack 
decisions 

9.3 Management review minutes from the most recent review are 
6 pages of discussion notes. No decisions are explicitly 
documented. The action item section lists three items, none 
assigned to a specific individual, none with completion dates. 
Management Representative confirmed that "action items 
were discussed verbally" but no formal tracking system exists 
to confirm completion before the next review. 
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Next in Volume 2: Guide 2.7 — Clause 10: Improvement. The final clause-by-clause guide in Volume 2, 
covering nonconformity and corrective action (10.2) and continual improvement (10.3) — including root 
cause analysis methods in depth, the full CAPA cycle, effectiveness verification standards, and how ISO 
9001:2015's improvement requirements integrate with Lean Kaizen and Six Sigma DMAIC to build a 
genuinely improving organization. 

 

 

 


