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ISO 9001 IMPLEMENTATION HUB 

Volume 3  •  Guide 3 of 3 

Operational and Improvement 

Templates 

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

 

Ready-to-Use Template Library  •  ISO 9001:2015  •  Series Complete 

Audit Checklist  •  Audit Report  •  NCR  •  CAPA Form  •  Management Review  •  Customer Survey  •  
Supplier Evaluation  •  Control Plan  •  Process Map 
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How to Use This Guide 
This is Guide 3.3 — the final guide in Volume 3 and the final guide in the ISO 9001 Implementation Hub. It 
contains nine operational and improvement templates covering the production, audit, improvement, and 
management review processes at the heart of the QMS. Each template follows the same four-part format used 
throughout Volume 3: Completion Instructions, Meridian Completed Example, Common Mistakes, and Auditor 
Perspective. 

 

These templates represent the active working documents of the QMS — the records that accumulate through 
daily operations and that collectively tell the story of how the organization manages quality. An auditor who 
reviews a complete set of these records from the past 12 months can reconstruct the quality history of the 
organization: what was audited, what was found, what was nonconforming, what was corrected, and whether 
improvement is occurring. When these records are complete, specific, and current, they demonstrate a 
functioning QMS. When they are incomplete, generic, or stale, they demonstrate compliance theater. 
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TEMPLATE 1: Internal Audit Checklist (Clause-by-
Clause) 

ISO 9001:2015 Clause 
9.2 

 

Document Type Working document used during audit execution; becomes part of the audit 
evidence package retained with the audit report 

Clause Reference Clause 9.2: Internal audit — audit criteria and scope, audit evidence, and audit 
findings 

Document Control Template is a controlled document (numbered, versioned); completed checklists 
are retained as audit records 

Retention Completed checklists retained for minimum 3 full audit cycles; current cycle plus 
prior 2 cycles available for registrar review 

 

📝  Completion Instructions 

Checklist design principle: A good internal audit checklist asks questions that require the auditor to gather 
and evaluate objective evidence — not questions answerable with a simple yes or no from the auditee. "Is 
there a corrective action procedure?" is a compliance checklist question. "Show me the three most recently 
closed CARs and walk me through the root cause analysis for each" is an audit question that produces 
evidence-based findings. 

 

Columns: Each audit question row has three columns. (1) Audit Question / Evidence Request: the specific 
question or evidence request. (2) Objective Evidence Found: what the auditor actually observed, read, or 
heard during the audit — specific document references, record identifiers, employee names, or process 
observations. (3) Finding / Note: "C" = Conforming; "MIN" = Minor Nonconformance; "MAJ" = Major 
Nonconformance; "OBS" = Observation (potential weakness not yet a nonconformance). For any MIN, MAJ, 
or OBS, the finding description must be written separately in the Finding Log. 

 

Before the audit: Review prior audit findings for this area. Design questions to verify whether prior corrective 
actions were effective. Add process-specific questions based on current risk profile and quality performance 
data for this area. 

 

During the audit: Record objective evidence for every question — do not leave evidence fields blank even 
for conforming items. An auditor who cannot record objective evidence for a conforming finding has not 
actually confirmed conformance. 

 

Coverage requirement: The audit program must cover all ISO 9001:2015 clause requirements within each 
certification cycle. The checklist is organized by clause to ensure complete coverage can be demonstrated. 

 

MERIDIAN INTERNAL AUDIT CHECKLIST — Clause 10 (Improvement) Audit Extract 

Audit Event: MPC-AUD-2024-03  |  Auditee: Quality Manager  |  Auditor: Operations Manager  |  Date: 
[Month/Year] 
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Audit Question / Evidence Request Objective Evidence Found Finding 

10.2.1(a): Show me the three most recent CARs 
opened from any source (audit, NCR, or customer 
complaint). For each, confirm that immediate 
containment action was taken and documented. 

Reviewed CARs: MPC-CAR-
2024-011 (supplier quality 
escape), MPC-CAR-2024-
014 (dimensional 
nonconformance — customer 
return), MPC-CAR-2024-016 
(internal audit finding). All 
three had documented 
containment actions within 24 
hours of opening. Lot holds 
confirmed in NCR records 
linked to CARs 011 and 014. 

C 

10.2.1(b): For each of the three CARs, show the 
root cause analysis. Was a structured method 
used? Is the root cause systemic or does it stop 
at individual behavior? 

CAR-011: 5-Why analysis to 
systemic root cause 
(purchasing PO specification 
incomplete). CAR-014: 5-
Why — root cause identified 
as "operator error" with 
corrective action "retrained 
operator." No investigation of 
why error was possible 
(procedure gap, fixture 
inadequacy, training gap). 
CAR-016: Fishbone used, 
systemic cause identified. 

MIN: CAR-014 
root cause 
analysis 
insufficient — 
stops at 
individual 
behavior without 
identifying 
systemic 
condition. See 
Finding MPC-
AUD-2024-03-
F01. 

10.2.1(c): For completed CARs from the past 6 
months, show the corrective actions implemented. 
Were actions systemic or only symptomatic? 

Reviewed 4 closed CARs 
(2024-004, 005, 007, 009). 
All show documented 
corrective actions. CAR-004 
and CAR-007 reference 
procedure updates — MPC-
PRO-008 Rev. 2 and MPC-
PRO-014 Rev. 3 confirmed 
current in document register. 
CAR-005 and CAR-009 
reference training — records 
confirmed. Actions appear 
systemic. 

C 

10.2.1(d): Show the effectiveness verification 
records for the four reviewed closed CARs. What 
specific evidence demonstrates the root cause 
has been eliminated? 

CAR-004: Effectiveness 
review record present — 
procedure walk-through 
observed 6 weeks post-
implementation, no related 
finding in subsequent 
production. CAR-007: Record 
states "no recurrence since 
corrective action" — passive 
observation only, no active 
verification. CAR-005 and 
CAR-009: Effectiveness 

OBS: CAR-007 
effectiveness 
verification is 
passive ("no 
recurrence 
observed") 
without active 
confirmation that 
system 
conditions 
changed. 
Recommend 
establishing 
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Audit Question / Evidence Request Objective Evidence Found Finding 

verification records complete 
with specific evidence. 

standard for 
active verification 
method. See 
OBS MPC-AUD-
2024-03-O01. 

10.2.2: Show the documented information 
retained as evidence of nonconformances and 
corrective actions. Are CAR records complete — 
nature, actions, results? 

Reviewed MPC-CAR-LOG-
001 (CAR register). All 16 
open and closed CARs from 
current year visible. Each has 
a complete record in the 
SharePoint CAPA folder. 
Cross-checked 3 records to 
confirm: nature of 
nonconformance, actions 
taken, and results of 
corrective action all 
documented. 

C 

10.3: Can you describe what proactive 
improvement activities have occurred in the past 
6 months — improvements initiated before a 
failure occurred? 

Quality Manager described 3 
proactive initiatives: (1) MBD 
training completed before first 
MBD customer job; (2) 
supplier qualification of 
second titanium source 
initiated before current 
supplier showed distress; (3) 
CMM second unit purchased 
before capacity became a 
customer-facing issue. All 3 
referenced in improvement 
pipeline document MPC-IMP-
LOG-001. 

C 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Checklist questions answerable with yes/no without examining evidence. "Is there a CAPA 
procedure?" is not an audit question — it is a documentation check. Audit questions must require evidence: 
"Show me the CAPA record for the most recent customer complaint and walk me through how root cause 
was determined." 

 

Mistake 2: Leaving the evidence column blank for conforming findings. "C" with no evidence is an auditor 
assertion, not a finding. The evidence column must show what was examined and why the finding is 
conforming. 

 

Mistake 3: The same checklist used without revision across multiple audit cycles. Each cycle's checklist 
should include questions targeting prior findings (were they corrected?) and the highest-risk areas identified 
from performance data since the last audit. 
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🔍  Auditor Perspective 

During surveillance audits, registrar auditors frequently review the internal audit checklists from the prior 
cycle to assess audit quality. They look for: evidence columns that are populated with specific references 
(document numbers, names, dates) rather than vague "yes, confirmed" notations; finding classifications that 
are appropriate to the evidence (a missing record classified as C is a red flag); and questions that probe 
effectiveness, not just existence. An auditor who finds that every internal audit finding has been classified as 
"Observation" rather than "Nonconformance" despite some gaps clearly meeting the definition of 
nonconformance will note that the internal audit program is not operating objectively. 
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TEMPLATE 2: Internal Audit Report ISO 9001:2015 Clause 
9.2 

 

Document Type Retained record — formal output of each internal audit event; distributed to 
auditee management and Management Representative 

Clause Reference Clause 9.2.2(d): Ensuring results of audits are reported to relevant management; 
Clause 9.2.2(f): Retained documented information as evidence 

Document Control Retained as an audit record for minimum 3 complete audit cycles; referenced in 
management review inputs 

Retention Minimum 3 full audit cycles; typically 4 to 5 years to cover surveillance and 
recertification cycles 

 

📝  Completion Instructions 

Header Section: Record the audit event number, date, scope (which processes and which clauses were 
covered), the auditor name(s), the auditee name(s) and department, and the method (interview, document 
review, process observation, records sampling). This header allows the audit report to stand alone as a 
complete record. 

 

Summary Section: A brief 3 to 5 sentence overview of overall audit impression — the overall conformance 
level, any notable strengths observed, and the number and classification of findings. This section is what 
most managers read; it must be accurate and balanced. 

 

Findings Section: Each finding (nonconformance and observation) is recorded with: a unique finding 
reference number, the ISO 9001 clause violated, the finding statement (what was observed, what 
requirement was not met, what evidence supports the finding), the classification (Major/Minor/Observation), 
and the target date for corrective action response. 

 

Finding Writing Standard: A well-written finding statement has three elements: (1) what was observed 
(specific, factual, referencing specific records or observations); (2) what requirement was not met (cite the 
clause and the specific requirement language); (3) why this is a conformance concern (the quality 
implication). Avoid editorial language, blame, or speculation. 

 

Positive Observations: Record noteworthy strengths or best practices observed during the audit. Audit 
reports that include only findings create a negative tone that reduces auditee engagement. Balanced 
reports — acknowledging what is working well alongside what needs improvement — are more useful and 
produce better auditee cooperation. 

 

Distribution and Closure: The report must be distributed to the manager of the audited area within 5 
business days of the audit closing meeting. The auditee then has a defined period (typically 20 business 
days) to submit a corrective action response for each finding. The Management Representative reviews and 
approves the response before the CAR is opened. 
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MERIDIAN INTERNAL AUDIT REPORT (MPC-AUD-RPT-2024-03) 

 

AUDIT REPORT 

Audit Number MPC-AUD-2024-03 

Audit Date [Month/Year] 

Scope Clause 10 (Nonconformity, Corrective Action, and Continual 
Improvement) — complete clause coverage per audit program MPC-
AUD-PROG-2024 

Lead Auditor [Operations Manager Name] — Internal Auditor Certificate MPC-IAC-
004 

Auditee [Quality Manager Name] — Quality Function 

Audit Methods Document review (16 CARs, management review minutes, 
improvement pipeline log); record sampling (4 closed CARs reviewed 
in detail); interviews (Quality Manager, Quality Engineer) 

 

AUDIT SUMMARY 

Overall Assessment The Clause 10 corrective action and continual improvement processes 
demonstrate significant maturity relative to the prior audit cycle. The 
CAPA register is current, all 16 CARs are properly documented, and 
three of four reviewed CARs demonstrate systemic root cause 
analysis and effective corrective actions. One minor nonconformance 
was identified in the root cause analysis depth for a customer return 
event, and one observation was noted regarding the adequacy of 
effectiveness verification methodology. Proactive improvement activity 
is well-documented and represents genuine advance planning rather 
than reactive response. 

Finding Summary Major Nonconformances: 0     Minor Nonconformances: 1     
Observations: 1     Positive Observations: 2 

 

FINDINGS 

Finding Ref. Clause Finding Statement 

MPC-AUD-
2024-03-F01 

10.2.1(b) MINOR NONCONFORMANCE: CAR MPC-CAR-2024-014 was 
opened in response to a customer return of 6 pieces of component 
NC-884 for dimensional nonconformance. The root cause analysis 
identifies the root cause as "operator set up machine incorrectly" and 
documents the corrective action as "operator retrained." The root 
cause analysis does not investigate why the operator was able to set 
up incorrectly — no examination of the setup procedure adequacy, the 
first-piece inspection requirement, or the setup verification controls is 
present in the CAR record. Clause 10.2.1(b) requires the organization 
to determine the causes of the nonconformity, which includes the 
systemic conditions that allowed the individual error to occur and go 
undetected. CAR MPC-CAR-2024-014 does not meet this 
requirement. Response required by: [date + 20 business days] 
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MPC-AUD-
2024-03-O01 

10.2.1(d) OBSERVATION: The effectiveness verification record for CAR MPC-
CAR-2024-007 states "no recurrence of this nonconformance has 
been observed since corrective action was implemented." This 
statement is a passive observation — it does not confirm that the 
systemic conditions identified as root cause have been addressed. An 
effective verification would include a process observation confirming 
that the revised procedure is being followed, or a review of 
subsequent production records confirming stable performance. This 
observation does not constitute a nonconformance at this time, but if 
the effectiveness verification approach does not evolve to include 
active confirmation in the next review cycle, a nonconformance finding 
may result. 

 

POSITIVE OBSERVATIONS 

POS-01: Proactive 
Improvement Pipeline 

The improvement pipeline document (MPC-IMP-LOG-001) 
demonstrates genuine proactive quality management — three 
improvement initiatives were underway before the conditions they 
address produced quality failures. This represents a meaningful 
advance from the prior audit cycle and is consistent with ISO 
9001:2015 Clause 10.3 continual improvement intent. 

POS-02: CAPA Register 
Currency 

All 16 CARs in the current register are current — no significantly aged 
open items, and the register accurately reflects all active corrective 
action activity. This is a material improvement from the prior cycle's 
finding of 3 CARs overdue by more than 60 days. 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Finding statements that use vague language without specific evidence references. "The 
corrective action process is not effective" is an opinion. "CAR MPC-CAR-2024-014 does not document 
investigation of systemic causes as required by Clause 10.2.1(b)" is a finding — it is specific, evidence-
based, and references the exact requirement. 

 

Mistake 2: No positive observations. An audit report that contains only nonconformances and observations 
creates adversarial dynamics and reduces future auditee cooperation. Every audit has something 
functioning well; documenting it creates a balanced, credible record. 

 

Mistake 3: Late distribution. The audit report must reach the auditee management within the defined window 
(typically 5 business days). A report distributed weeks after the audit loses its relevance and undermines 
the discipline of the audit program. 

 

🔍  Auditor Perspective 

Registrar auditors review internal audit reports as primary evidence of the internal audit program's 
operation. They evaluate four dimensions: completeness (were all required clause areas covered?), 
objectivity (do finding statements reference specific evidence?), appropriate classification (are the findings 
classified correctly — not everything as an observation when some clearly meet the nonconformance 
definition?), and follow-through (are the CAR numbers from audit findings visible in the CAPA register?). An 
audit report that references zero nonconformances and zero observations across a complete clause review 
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of a growing manufacturing organization will be met with skepticism. Perfect findings suggest either a 
genuinely excellent QMS or an audit program that is not looking hard enough. 
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TEMPLATE 3: Nonconformance Report (NCR) ISO 9001:2015 Clause 
8.7 

 

Document Type Retained record — created for every nonconforming output detected during 
production, receiving inspection, or final inspection 

Clause Reference Clause 8.7.1: Control of nonconforming outputs; Clause 8.7.2: Documented 
information requirements 

Document Control NCR forms are controlled templates (numbered, versioned); completed NCRs are 
retained as quality records 

Retention Minimum 7 years from creation date; longer for products with regulatory 
traceability requirements 

 

📝  Completion Instructions 

Section 1 — Detection Information: Record who found the nonconformance, when, and where in the 
production sequence. This locates the detection point relative to the production sequence — a 
nonconformance found at final inspection has different implications than one found at first-piece. 

 

Section 2 — Product Identification: Record all traceability information for the affected product: part number, 
drawing revision, job number, lot/batch number, quantity affected, and the customer the parts are destined 
for. This enables a complete containment and traceability investigation. 

 

Section 3 — Nonconformance Description: State specifically what requirement was not met and what the 
actual condition was. Include: the characteristic that failed (dimension, surface condition, hardness, etc.), 
the specified requirement (drawing callout, specification reference), and the actual measured or observed 
value. Vague descriptions like "part does not meet requirements" are not adequate. 

 

Section 4 — Immediate Containment: What was done immediately to prevent this material from being used 
or shipped? Record the containment action, who performed it, when, and where the material is now held. 

 

Section 5 — Scope of Concern: Was this a single piece or could other pieces in the lot or in prior lots be 
affected? Document the scope assessment and any additional containment extending to in-process or 
finished goods. 

 

Section 6 — Disposition Decision: Record the technical decision — rework, scrap, use-as-is concession, or 
return to supplier. The disposition must be made by an authorized person (per the Roles and 
Responsibilities Matrix). Include the technical rationale for use-as-is concessions. For rework dispositions, 
record the rework plan and the re-inspection requirement. 
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Section 7 — Disposition Execution and Verification: Record that the authorized disposition was executed 
and — for rework — that the post-rework inspection confirmed the product now conforms to all 
requirements. 

 

Section 8 — CAPA Linkage: For nonconformances that warrant a corrective action (significant impact, 
recurrence risk, or customer escape), record the CAR number opened. For NCRs where CAPA is not 
required, document the rationale for this determination. 

 

💼  Meridian Completed Example 

MERIDIAN NONCONFORMANCE REPORT (MPC-NCR-2024-031) 

 

DETECTION: Detected by [Inspector Name], QC Inspector, during final inspection on [Date]. Detection 
point: Final dimensional inspection prior to packaging. 

 

PRODUCT IDENTIFICATION: Part No.: NC-884 (Northfield Systems structural bracket). Drawing: NS-
DWG-4421 Rev. D. Job No.: MPC-JOB-2024-189. Lot No.: LOT-2024-189-A. Quantity produced: 47 pieces. 
Quantity inspected: 47 pieces (100% inspection required per control plan). Quantity nonconforming: 6 
pieces. Customer: Northfield Systems. 

 

NONCONFORMANCE DESCRIPTION: Outside diameter of boss feature (Drawing callout: 1.0005 +0.000/-
0.002 inches). Specified: 1.0005 to 1.0025 inches. Actual measured values on 6 pieces: 1.0002, 1.0001, 
1.0000, 0.9999, 1.0002, 1.0001 inches — all below minimum specified diameter of 1.0005 inches. Deviation 
magnitude: 0.0003 to 0.0006 inches undersized. 

 

IMMEDIATE CONTAINMENT: 6 nonconforming pieces physically separated from 41 conforming pieces. 
Red quarantine tags applied. Moved to nonconforming material hold area (QA-HOLD-01). 41 conforming 
pieces held — not packaged, pending investigation of potential systemic issue. 

 

SCOPE ASSESSMENT: 6 pieces nonconforming. Prior job MPC-JOB-2024-156 for same part was 
reviewed — all pieces from that job (35 pieces) were within tolerance. This appears to be a job-specific 
issue not affecting prior production. 

 

DISPOSITION: SCRAP (6 pieces). Technical rationale: Diameter below minimum affects fit with mating 
shaft in Northfield assembly — use-as-is concession not appropriate for functional dimension. Authorized 
by: [Quality Manager Name, date]. Replacement job scheduled: MPC-JOB-2024-194. 

 

DISPOSITION EXECUTION: 6 pieces mutilated and scrapped on [Date]. Scrap record MPC-SCRAP-2024-
089 attached. 
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CAPA LINKAGE: CAR MPC-CAR-2024-038 opened for root cause investigation of machining process that 
produced dimensional undersizing. See separate CAPA record. 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Vague nonconformance description. "Dimension out of tolerance" is not adequate. The NCR 
must state which dimension, what the specification is, what the actual measurement was, and how many 
pieces are affected. 

 

Mistake 2: Disposition without authorization. Disposing of nonconforming material — especially use-as-is 
concessions — requires authorization by a specifically identified role with that authority. The NCR must 
document who authorized the disposition and the date. 

 

Mistake 3: No re-inspection record after rework. When the disposition is rework, the NCR must reference 
the post-rework inspection record confirming the reworked product now conforms. A rework notation without 
a re-inspection record is not a complete NCR. 

 

Mistake 4: Not evaluating CAPA need. Every NCR requires an evaluation of whether a corrective action is 
warranted. Even if CAPA is not opened, the NCR must document the rationale for that determination — not 
simply be silent on the question. 

 

🔍  Auditor Perspective 

NCR auditing typically begins with the NCR register. Auditors request a list of all NCRs from the past 12 
months and look for: register completeness (are NCR numbers sequential with no unexplained gaps, which 
might indicate that some nonconformances were handled informally?), disposition timeliness (are there 
NCRs still open after 30 days without documented justification?), and CAPA linkage patterns (are recurring 
nonconformance types triggering CARs, or are they being closed repeatedly with corrections but no 
systemic action?). The auditor then samples 3 to 5 NCRs and traces each through detection, containment, 
disposition, and CAPA linkage — verifying that every required element is present and adequately 
documented. 
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TEMPLATE 4: Corrective Action Request (CAR / CAPA 
Form) 

ISO 9001:2015 Clause 
10.2 

 

Document Type Retained record — the primary evidence document for corrective action activities 
required by Clause 10.2 

Clause Reference Clause 10.2.1: Actions required when nonconformity occurs; Clause 10.2.2: 
Documented information to be retained 

Document Control CAR template is a controlled document; completed CARs are retained as quality 
records 

Retention Minimum 5 years from closure date; 7 years for CARs related to customer escapes 
or regulatory findings 

 

💼  Meridian Completed Example 

MERIDIAN CORRECTIVE ACTION REQUEST (MPC-CAR-2024-038) 

 

HEADER: CAR No.: MPC-CAR-2024-038  |  Date Opened: [Date]  |  Source: Internal NCR (MPC-NCR-
2024-031)  |  Owner: Quality Engineer  |  Priority: High (customer-affecting dimensional escape) 

 

SECTION 1 — NONCONFORMANCE DESCRIPTION: 

Six pieces of NC-884 titanium structural bracket were found undersized on outside diameter of boss feature 
during final inspection. Parts measured 0.0003 to 0.0006 inches below minimum specified diameter. All 6 
pieces scrapped. Northfield Systems was notified; no replacement delivery impact due to buffer stock at 
customer. 

 

SECTION 2 — IMMEDIATE CONTAINMENT (already documented in MPC-NCR-2024-031): 

Six pieces quarantined and scrapped. Prior job lot (MPC-JOB-2024-156) reviewed — all conforming. 
Replacement job MPC-JOB-2024-194 scheduled. 

 

SECTION 3 — ROOT CAUSE ANALYSIS (5-Why, completed [date]): 

Why were parts undersized? The CNC program tool diameter offset was 0.003 inches larger than actual 
tool, causing more material removal than programmed. 

Why was the offset incorrect? The setup sheet specified tool diameter 0.375 inches. The actual tool 
installed was 0.372 inches — a reground end mill from the same tool bin that was not relabeled after 
regrinding. 

Why was the reground tool not relabeled? The tool regrinding procedure (MPC-WI-007) does not require 
post-regrind measurement and relabeling for end mills — a requirement gap introduced when end mills 
were added to the regrinding program 14 months ago without a procedure review. 
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Why was the procedure not reviewed when end mills were added? The change management procedure 
(MPC-PRO-012 Clause 8.5.6) defines scope additions to existing processes as administrative changes, not 
process changes, which do not require procedure review. This was an error in the change classification 
criteria. 

ROOT CAUSE: Change management procedure does not require procedure review when the scope of an 
existing process is expanded to include new material or tool types — creating a systematic gap in quality 
control documentation whenever process scope expands. 

 

SECTION 4 — CORRECTIVE ACTION PLAN: 

Action 1: Update MPC-WI-007 to require post-regrind measurement, labeling, and tool crib sign-in for all 
reground end mills. Owner: Quality Engineer. Target: [Date + 10 days]. Resource: 4 hours engineering time. 

Action 2: Measure and relabel all reground end mills currently in tool crib inventory. Owner: Tool Room 
Supervisor. Target: [Date + 3 days]. 

Action 3: Update MPC-PRO-012 (change management) to define process scope expansion as a change 
type requiring procedure review. Owner: Management Representative. Target: [Date + 15 days]. 

Action 4: Train all tool room and setup technicians on updated MPC-WI-007. Owner: Quality Engineer. 
Target: [Date + 20 days]. 

 

SECTION 5 — IMPLEMENTATION EVIDENCE: 

Action 1: MPC-WI-007 Rev. 2 issued [date] — see MPC-DCR-001 entry. Training records: MPC-TRN-2024-
051 (tool room staff trained on Rev. 2). 

Action 2: Tool crib audit completed [date] — 23 reground end mills measured and relabeled. Tool room 
supervisor sign-off on file. 

Action 3: MPC-PRO-012 Rev. 3 issued [date] — change type definition updated. Reviewed at management 
team meeting [date] per change management procedure. 

Action 4: Training completed [date]. 6 setup technicians and 3 tool room staff trained. Assessment scores 
on file in MPC-TRN-2024-051. 

 

SECTION 6 — EFFECTIVENESS VERIFICATION: 

Verification period: 60 days from Action 1 implementation. 

Verification method: (a) Process observation — setup technician observed installing reground tool on Line 
2; confirmed tool was measured, label was current, diameter entered into CNC offset before first piece; (b) 
Tool crib audit — 4-week spot check confirmed all reground end mills in service have current measurement 
labels; (c) First-piece inspection review — NC-884 run 6 weeks post-implementation; all boss diameters 
within specification (measured: 1.0009 to 1.0017 inches against 1.0005 to 1.0025 spec). 

EFFECTIVENESS CONCLUSION: Effective. Root cause condition (unlabeled reground end mills used 
without diameter verification) is no longer possible under the revised procedure. NC-884 production has 
returned to normal conformance rates. 
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SECTION 7 — CLOSURE: 

CAR closed: [Date]. Verified by: [Management Representative Name]. Risk register updated: R-04 (process 
change control gap) updated to reflect this CAR closure and revised change management procedure. 
Document control register updated to reflect MPC-WI-007 Rev. 2 and MPC-PRO-012 Rev. 3. 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: CAPA form that documents activities without documenting results. "Retrained operator" without a 
training record reference and a competence verification outcome is a CAPA that documents an intention, 
not a result. 

 

Mistake 2: Corrective actions that do not match the root cause. If the root cause is a change management 
procedure gap, the corrective action must update the procedure — not retrain the operator. The corrective 
action must address the identified root cause, not a related symptom. 

 

Mistake 3: Effectiveness verification that is not dated or referenced to specific evidence. "Effective — no 
recurrence" is not an effectiveness record. The record must show when the verification was conducted, 
what was examined, and what was found. 

 

🔍  Auditor Perspective 

The CAPA form is the most heavily scrutinized single record in most ISO 9001:2015 audits. Auditors trace it 
from source to closure, evaluating every section. The most revealing question: "Show me a CAPA where 
the corrective action changed something in the quality management system — a procedure, a control, a 
process — rather than just addressing the individual who was involved." Organizations whose CAPAs 
consistently produce only training or retraining as corrective actions have not internalized the systemic 
improvement intent of Clause 10.2. 
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TEMPLATE 5: Management Review Agenda and 
Minutes 

ISO 9001:2015 Clause 
9.3 

 

Document Type Retained record — the primary evidence of management review having been 
conducted and its outputs 

Clause Reference Clause 9.3: Management review — all three subclauses (general, inputs, outputs) 

Document Control Retained as quality records; referenced as mandatory management review 
evidence at surveillance audits 

Retention Minimum 3 full surveillance and recertification cycles — typically 5 years 

 

📝  Completion Instructions 

Agenda Design: The agenda must guarantee that all Clause 9.3.2 required inputs are covered. Organize 
the agenda in a sequence that builds logically: start with prior action follow-up, move through performance 
data, and conclude with forward-looking decisions. Assign a time allocation and a presenter for each 
agenda item. 

 

Minutes Design: The minutes are a decision and action document — not a discussion transcript. For each 
agenda item, the minutes capture: what data was presented (briefly), what conclusions were reached, and 
most importantly what was decided. Every decision must be specific, assigned to a named role, and time-
bounded. 

 

Required Input Coverage: The minutes must demonstrate that all eight required input categories were 
addressed: (a) prior action status, (b) context changes, (c)(1) customer satisfaction, (c)(2) quality objectives, 
(c)(3) process performance, (c)(4) nonconformities and CARs, (c)(5) monitoring results, (c)(6) audit results, 
(c)(7) supplier performance, (d) resource adequacy, (e) risk and opportunity effectiveness, and (f) 
improvement opportunities. 

 

Output Documentation: The Clause 9.3.3 required outputs — improvement decisions, QMS change 
decisions, and resource needs — must be captured as specific action items with owners and dates. Vague 
outputs like "continue to monitor" or "team will look into this" are not decisions. 

 

Approval: Management review minutes must be approved by the Chair (CEO or President) — this approval 
is evidence of top management engagement required by Clause 5.1. 

 

💼  Meridian Completed Example 

MERIDIAN MANAGEMENT REVIEW AGENDA — Month 18 Post-Certification Review 

 

Meeting Chair: Robert Nolan, CEO  |  MR Facilitator: Denise Alvarez  |  Date: [Month/Year]  |  Duration: 3.5 
hours 
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Attendees: CEO (Chair), VP Operations, Quality Manager (MR), Engineering Manager, Purchasing 
Manager, Sales Manager 

 

AGENDA AND MINUTES: 

 

ITEM 1 — Previous Action Status (15 min) | Presenter: Management Representative 

All 5 actions from the Month 6 review were complete. One action (CMM capacity analysis) required an 
update: the analysis had been completed (Action 1a complete) but the capital approval decision had not yet 
been made (Action 1b — on this agenda for decision as Item 4). Status confirmed by all owners. 

 

ITEM 2 — Context and Interested Party Changes (10 min) | Presenter: MR 

Two context changes since last review: (1) Customer Northfield Systems moving additional programs to 
require ISO 9001 certified suppliers — creates opportunity for increased revenue from currently non-
certified programs. (2) Primary titanium supplier facing increased financial instability per Dun and Bradstreet 
credit report reviewed by Purchasing. Risk register updated (R-02 likelihood score elevated from 2 to 3; risk 
score now 9 — High). Action Item A: Purchasing Manager to accelerate alternative supplier qualification 
from Month 22 target to Month 19. 

 

ITEM 3 — QMS Performance Review (60 min) | Presenter: MR 

Customer Satisfaction: Annual survey results — overall 4.1/5.0; delivery satisfaction 3.8/5.0 (below target of 
4.0); quality satisfaction 4.3/5.0. Customer PPM: 1,240 (improved from baseline 2,200; not at 1,000 PPM 
target — discussed below). Quality Objectives: 4 of 6 achieved; 1 on track (on-time delivery 94% against 
95% target, trend improving); 1 not achieved (Customer PPM at 1,240 vs 1,000 target). Decision: Revise 
Year 2 PPM target to 1,100 PPM based on trend analysis and pending heat treatment CAPA. Process 
Performance: First-pass yield improved from 8.3% to 5.6% — achieved target. Nonconformances and 
CARs: 47 NCRs in Year 1; 16 CARs; 14 closed, 2 open (both within target closure dates). Internal Audit 
Results: 2 minor nonconformances, 1 observation in Year 1 audit cycle; all closed. Supplier Performance: 8 
of 10 critical suppliers meeting performance targets; 2 below target (heat treatment supplier and one 
hardware supplier). Audit results presented for heat treatment supplier — Action Item B: Purchasing 
Manager to initiate supplier development program by Month 20. Resource Adequacy: CMM queue time 
averaging 2.8 days — creating production schedule risk at peak. Action Item C: authorize CMM purchase 
($85,000 budget). Risk Register: R-01 (knowledge transfer) — actions in progress, effectiveness to be 
assessed Month 24. R-02 (titanium supplier) — score elevated, acceleration action assigned above. R-03 
(MBD) — actions complete, score reduced to 2. O-01 (certification opportunity) — realized, $480K initial 
award. Two new risks proposed (CMM capacity, MBD transition) — added to register. 

 

ITEM 4 — Capital Investment Decisions (30 min) | Presenter: Operations Manager + MR 

CMM second unit: Operations Manager presented analysis — 2.8-day average queue time; risk of schedule 
impact increasing; second unit would reduce queue to approximately 0.7 days and provide redundancy if 
primary unit needs service. Decision: Authorize CMM purchase at up to $85,000 (Action Item C, Owner: 
Operations Manager, Target: Purchase order issued by Month 19; delivery target Month 22). 
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ITEM 5 — Improvement Opportunities and Year 2 Quality Objectives (30 min) | Presenter: MR 

Year 2 objectives agreed: (1) Customer PPM: 1,100 PPM target (revised from 1,000); (2) On-time delivery: 
96.5% target (raised from 95%); (3) First-pass yield: maintain 95%, increase to 96% by Q4; (4) Customer 
satisfaction overall: 4.3/5.0. Improvement pipeline reviewed: 5 active or backlog projects confirmed. Action 
Item D: MR to schedule risk register update workshop by Month 19. 

 

ACTION SUMMARY: 

A: Alternative titanium supplier qualification — target Month 19 (accelerated from Month 22). Owner: 
Purchasing Manager. 

B: Heat treatment supplier development program — initiate by Month 20. Owner: Purchasing Manager with 
Quality Manager support. 

C: Authorize and purchase second CMM — PO by Month 19, delivery Month 22. Owner: Operations 
Manager. 

D: Risk register update workshop — by Month 19. Owner: Management Representative. 

E: Year 2 quality objectives formally documented in MPC-OBJ-001 Rev. 3 — by Month 19. Owner: 
Management Representative. 

 

Minutes approved by: Robert Nolan, CEO  |  Approval date: [Date + 5 business days] 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Minutes that capture discussion without capturing decisions. "The team discussed on-time 
delivery performance and agreed to continue monitoring" is not a decision. "Revise Year 2 on-time delivery 
objective target from 95% to 96.5% (Action E, MR, Month 19)" is a decision. 

 

Mistake 2: Missing required input topics. The most commonly omitted inputs are: risk and opportunity 
effectiveness (Clause 9.3.2(e)) and external provider performance (Clause 9.3.2(c)(7)). The minutes must 
show that all required inputs were addressed. 

 

Mistake 3: Actions assigned to departments rather than named roles. "Sales will address customer 
satisfaction" is not an accountable action. "Sales Manager to develop customer satisfaction improvement 
plan by Month 20" is. 

 

Mistake 4: Minutes not approved by the chair. Approval by the CEO or President is evidence of top 
management engagement (Clause 5.1). Minutes approved by the Management Representative suggest the 
review was conducted without genuine leadership involvement. 

 

🔍  Auditor Perspective 
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Management review minutes are examined at every surveillance audit. Registrar auditors have a consistent 
approach: they read the minutes and construct a list of all action items, then ask: "Show me the status of 
each of these actions." Actions that cannot be located in the QMS record system — because they were 
never tracked — reveal a management review that produces outputs without accountability follow-through. 
Auditors also verify the required input coverage by checking whether all 12 input categories appear in the 
minutes either as a specific agenda topic or as part of the performance data presentation. 
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TEMPLATE 6: Customer Satisfaction Survey ISO 9001:2015 Clause 
9.1.2 

 

Document Type Working document (blank survey) + Retained records (completed surveys and 
analysis report) 

Clause Reference Clause 9.1.2: Customer satisfaction — monitoring customers' perception of the 
degree to which their needs and expectations have been fulfilled 

Document Control Survey template is a controlled document; completed surveys and analysis reports 
retained as quality records 

Retention Survey templates maintained as current version; completed surveys retained for 3 
years; analysis reports retained for 5 years 

 

📝  Completion Instructions 

Survey Design Principles: The most effective customer satisfaction surveys are short (5 to 8 questions 
maximum), specific (asking about dimensions of quality experience the organization can actually act on), 
and structured to enable trend analysis over time (consistent questions asked consistently across surveys). 
Design for a 5-minute completion time — longer surveys reduce response rates dramatically. 

 

Question Design: Use a numeric rating scale (1 to 5, where 1 = Very Dissatisfied and 5 = Very Satisfied) for 
quantitative questions, enabling trend tracking. Include one open-ended question for qualitative feedback. 
Design questions around the dimensions of quality that are most relevant to customers and most 
controllable by the organization: product conformance, delivery reliability, communication responsiveness, 
and problem resolution. 

 

Distribution: Send directly to the customer quality contact (not the purchasing contact who may not have 
quality experience data). Accompany with a brief personal cover note from the account manager or Quality 
Manager. Send annually — not more frequently for most customers, as survey fatigue reduces response 
rates. 

 

Analysis: Calculate the average score for each dimension across all respondents. Track trends across 
annual survey cycles. Identify any dimension consistently below 4.0 as requiring investigation. Connect any 
dimension below target to the CAPA process or improvement pipeline. Report results at management 
review. 

 

Low Response Rate Handling: If response rates are below 30%, supplement survey data with structured 
account manager conversations that cover the same topics. Document these conversations as customer 
feedback records alongside formal survey responses. 

 

💼  Meridian Completed Example 

MERIDIAN CUSTOMER SATISFACTION SURVEY (MPC-FRM-CS-001, Rev. 2) 
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[Cover note]: "Dear [Customer Contact], Meridian values your feedback on our quality and service 
performance. This short survey takes approximately 3 minutes to complete and directly influences our 
quality improvement priorities. Thank you for your time." — Denise Alvarez, Quality Systems Manager 

 

SURVEY QUESTIONS: 

 

1. Product Quality: How would you rate the dimensional and specification conformance of the parts you 
receive from Meridian? 

   1 = Very Dissatisfied  2 = Dissatisfied  3 = Neutral  4 = Satisfied  5 = Very Satisfied 

 

2. On-Time Delivery: How would you rate our on-time delivery performance against your requested or 
required delivery dates? 

   1 = Very Dissatisfied  2 = Dissatisfied  3 = Neutral  4 = Satisfied  5 = Very Satisfied 

 

3. Communication and Responsiveness: How would you rate our responsiveness when you have questions, 
changes, or quality concerns? 

   1 = Very Dissatisfied  2 = Dissatisfied  3 = Neutral  4 = Satisfied  5 = Very Satisfied 

 

4. Problem Resolution: When quality issues or delivery problems have occurred, how satisfied were you 
with how Meridian resolved them? 

   1 = Very Dissatisfied  2 = Dissatisfied  3 = Neutral  4 = Satisfied  5 = Very Satisfied  N/A = No issues in 
this period 

 

5. Overall Supplier Performance: Overall, how satisfied are you with Meridian Precision Components as a 
supplier? 

   1 = Very Dissatisfied  2 = Dissatisfied  3 = Neutral  4 = Satisfied  5 = Very Satisfied 

 

6. Open Feedback: Is there anything specific you would like us to improve, or anything you would like us to 
know about your experience as a customer this year? 

   [open text field] 

 

YEAR 1 SURVEY ANALYSIS RESULTS (12 respondents of 29 surveys sent — 41% response rate): 

Dimension 1 — Product Quality: Average 4.3/5.0 (Range: 3 to 5) 

Dimension 2 — On-Time Delivery: Average 3.8/5.0 (Range: 2 to 5) — BELOW TARGET OF 4.0 
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Dimension 3 — Communication: Average 4.2/5.0 (Range: 3 to 5) 

Dimension 4 — Problem Resolution: Average 4.1/5.0 (9 respondents with experience — 3 N/A) 

Dimension 5 — Overall: Average 4.1/5.0 (Range: 3 to 5) 

 

Analysis note: Delivery satisfaction (3.8/5.0) correlates with the months where delivery performance was 
measured below 94%. Three respondents rated delivery 2/5 — all were customers who experienced late 
deliveries in Q3. Management review decision: delivery satisfaction below 4.0 triggers inclusion as a 
specific management review metric with root cause reporting for months below 93% on-time delivery. 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: A 20-question survey that takes 15 minutes to complete. Response rates will be below 15%, 
making the data statistically meaningless. Design for 3 to 5 minutes maximum. 

 

Mistake 2: Survey results that are noted in the management review but generate no action when scores are 
below target. Customer satisfaction monitoring that does not drive improvement is compliance theater. 

 

Mistake 3: Sending surveys only to the purchasing contact. Purchasing contacts manage price and delivery 
logistics — quality contacts manage conformance and quality relationships. The survey must reach the 
person with visibility into quality performance. 
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TEMPLATE 7: Supplier Evaluation and Qualification 
Form 

ISO 9001:2015 Clause 
8.4 

 

Document Type Retained record — used for initial supplier qualification and periodic re-evaluation; 
retained as evidence of due diligence in supplier qualification 

Clause Reference Clause 8.4.1: Evaluation, selection, monitoring, and re-evaluation of external 
providers 

Document Control Template is a controlled document; completed evaluations retained as supplier 
quality records 

Retention Duration of supplier relationship plus 5 years; retained to demonstrate basis for 
qualification decisions 

 

💼  Meridian Completed Example 

MERIDIAN SUPPLIER EVALUATION AND QUALIFICATION FORM (MPC-FRM-SUP-001, Rev. 2) 

 

SUPPLIER IDENTIFICATION 

Supplier Name: Precision Heat Treatment Services, Inc.  |  Evaluation Type: INITIAL QUALIFICATION 

Contact: [Name, Title, Phone, Email]  |  Address: [City, State]  |  Evaluation Date: [Month/Year] 

Products/Services to be Qualified: Heat treatment of steel and aluminum alloys — hardening, tempering, 
annealing, and stress relief 

Evaluator: [Purchasing Manager Name], assisted by [Quality Engineer Name] 

 

SECTION 1 — QUALITY SYSTEM ASSESSMENT (50 points total) 

 

Q1.1 Does the supplier hold a current ISO 9001:2015 or sector-specific certification? 

Response: Yes — ISO 9001:2015 certified by [Registrar Name]. Certificate expires [date]. Certificate copy 
provided and verified. Score: 20/20 

 

Q1.2 Has the supplier demonstrated compliance with applicable special process specifications (AMS 2759, 
AMS 2770, NADCAP, or equivalent)? 

Response: AMS 2759 and AMS 2770 compliance demonstrated by procedure review. Not NADCAP 
accredited — Meridian does not currently have NADCAP-requiring customers. Score: 12/15 

 

Q1.3 Does the supplier have documented calibration and maintenance programs for heat treatment 
furnaces? 
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Response: Yes — furnace calibration records reviewed. All 4 furnaces calibrated within past 6 months per 
AMS 2750 requirements. Uniformity survey records on file. Score: 15/15 

 

SECTION 2 — TECHNICAL CAPABILITY (30 points total) 

 

Q2.1 Does the supplier have the furnace capacity and capability to process Meridian's typical alloy and 
geometry requirements? 

Response: Yes — reviewed capability statement. Has separate furnaces for ferrous and non-ferrous. 
Titanium processing capability confirmed for Grade 5 (Ti-6Al-4V). Score: 15/15 

 

Q2.2 Can the supplier provide required documentation at shipment (certifications, process records, test 
results)? 

Response: Yes — standard documentation package reviewed. Includes: material processed certification, 
furnace temperature chart, hardness test results, and AMS specification compliance statement. Score: 
15/15 

 

SECTION 3 — BUSINESS AND FINANCIAL ASSESSMENT (20 points total) 

 

Q3.1 Financial stability assessment 

Response: D&B credit score reviewed — satisfactory. 8 years in business. Score: 10/10 

 

Q3.2 References from existing customers in similar industry 

Response: 3 references provided; 2 contacted. Both confirmed consistent quality and delivery performance. 
Score: 10/10 

 

TOTAL SCORE: 97/100 — QUALIFIED (Threshold: 70/100) 

 

QUALIFICATION TIER ASSIGNMENT: Critical (Tier 1) — direct impact on mechanical properties of safety-
related components 

Qualification Requirements for Tier 1: Annual re-evaluation; process audit at supplier facility within 12 
months; first-article qualification for each new alloy family processed. 

 

APPROVAL: Qualified for Approved Supplier List effective [Date]. Added to MPC-ASL-001 Rev. 7. 

Approved by: [Purchasing Manager — signature/date] | Reviewed by: [Quality Manager — signature/date] 
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⚠️  Common Mistakes to Avoid 

Mistake 1: Verbal qualification with no documented evaluation. "We have used them for years" is a 
performance observation, not a qualification. Every supplier on the approved supplier list needs a 
documented qualification basis. 

 

Mistake 2: No re-evaluation schedule. Initial qualification without a scheduled periodic re-evaluation treats 
the supplier's quality system as static. Supplier capabilities, certifications, and financial health change. 
Annual re-evaluation is standard for critical suppliers. 

 

Mistake 3: Qualification criteria not documented before evaluation. The criteria for passing must be defined 
before the evaluation begins — not adjusted after to ensure the preferred supplier qualifies. 
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TEMPLATE 8: Production Control Plan ISO 9001:2015 Clause 
8.5.1 

 

Document Type Maintained document — defines process controls for a specific part or product 
family; updated when process changes occur 

Clause Reference Clause 8.5.1: Controlled conditions for production — process criteria, monitoring 
and measurement, and human error prevention 

Document Control Controlled document — specific to each job family; updated when processes 
change; referenced in production travelers 

Retention Duration of production program plus 7 years; provides traceability to process 
controls applied during production 

 

📝  Completion Instructions 

Process Step Column: List each production operation in sequence — not each individual tool pass, but 
each distinct operation where a quality check or control point occurs. Typically: raw material incoming, first 
operation (first setup), subsequent operations, in-process checks, final inspection, and delivery preparation. 

 

Characteristic Column: For each process step, identify the key quality characteristics being produced or 
verified at that step. Distinguish critical characteristics (CC — failure would affect safety or key functionality) 
from significant characteristics (SC — important to fit, form, or function) and general characteristics. 

 

Specification / Tolerance Column: The specific dimensional or attribute requirement for this characteristic at 
this step — from the drawing or specification. Not "to print" — cite the specific callout. 

 

Control Method Column: How is this characteristic controlled at this step? Methods include: in-process 
measurement (micrometer, CMM, gauge), first-piece inspection, statistical process control chart, poka-yoke 
device, visual check, or certification verification. 

 

Measurement Tool Column: The specific measurement instrument required. Not "micrometer" — 
"Micrometer 0-1 in., MPC-CAL-0001." This ties the control plan to the calibration register. 

 

Sample Size and Frequency Column: How many pieces are measured, and how often? First piece only, 
every piece (100%), every 10th piece, or at a defined interval. 

 

Reaction Plan Column: What must the operator or inspector do when a characteristic is found out of 
specification at this step? Stop production, segregate suspect parts, notify supervisor, initiate NCR — 
defined specifically so that decisions are not left to individual judgment in the moment. 

 

MERIDIAN CONTROL PLAN — NC-884 Titanium Structural Bracket (MPC-CP-NC884-001, Rev. 2) 
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Process 
Step 

Characteristic Specification Control Method Frequency Reaction 
Plan 

1. Raw 
material 
incoming 

Alloy: Ti-6Al-4V AMS 
4928. Temper: 
Annealed. Cert: AMS 
traceable 

AMS 4928 / 
customer-
specified 
material 

Material 
certification 
review by QC. 
Verify heat 
number, alloy, 
temper, and 
AMS 
certification 
traceability. 

100% 
incoming 
lots 

Reject lot; 
place on 
hold; notify 
Purchasing; 
do not 
release to 
production 
without 
approved 
disposition 

2. First 
operation: 
Profile 
roughing 
(CNC) 

Stock removal 
uniformity; no tool 
marks beyond 125 Ra 
on non-finished 
surfaces 

Per setup 
sheet MPC-
SS-NC884 

First-piece 
inspection: 
visual check of 
surface 
condition and 
dimensional 
verification that 
stock allowance 
is uniform 

1st piece 
each 
setup 

Stop run; 
notify setup 
tech; review 
setup sheet; 
re-inspect or 
adjust; do 
not continue 
without QC 
sign-off 

3. Finish 
turning: 
Boss OD 
(CC) 

Boss outside diameter 
— CRITICAL 
CHARACTERISTIC 

1.0005 
+0.000/-
0.002 in. 

First-piece CMM 
measurement 
on Zeiss 
Contura. In-
process 
micrometer 
check every 10 
pieces. Final 
100% CMM 
before release. 

1st piece 
+ every 
10th + 
100% 
final 

Stop run 
immediately; 
quarantine 
all suspect 
pieces; 
initiate NCR; 
root cause 
review 
before 
restarting 

4. Finish 
boring: 
Inner bore 
(CC) 

Inner bore diameter — 
CRITICAL 

0.5000 
+0.001/-
0.000 in. 

First-piece 
CMM. In-
process bore 
gauge every 10 
pieces. 

1st piece 
+ every 
10th 

Stop run; 
initiate NCR; 
notify QC for 
disposition 

5. Surface 
finish: All 
machined 
faces 

Surface roughness Ra 
(SC) 

63 microinch 
Ra max on 
mating 
surfaces; 
125 
microinch Ra 
on non-
mating 

First-piece: 
profilometer 
MPC-CAL-
0047. Random 
10% sample 
final inspection. 

1st piece 
+ 10% 
random 

Hold 
affected 
pieces; 
initiate NCR; 
review tool 
condition 
and coolant 
flow 

6. Final 
inspection 

All drawing dimensions, 
GD&T callouts, and 
surface conditions per 
NS-DWG-4421 Rev. D 

100% per 
drawing 
requirements 

100% CMM 
inspection per 
FAI/inspection 
plan MPC-INS-
NC884-001. 
Review material 

100% all 
pieces 

Hold all 
pieces; 
initiate NCR; 
do not ship 
without QC 
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Process 
Step 

Characteristic Specification Control Method Frequency Reaction 
Plan 

cert. Confirm 
part marking. 

release 
signature 

7. 
Packaging 
and delivery 

No surface damage, 
contamination, or 
marking damage in 
transit 

Cleanliness: 
free of 
machining 
fluid residue. 
Protective 
packaging 
per 
Northfield 
NS-SHIP-
001. 

Visual 
inspection of 
each piece at 
packaging. 
Packaging log 
completed per 
shipping 
procedure. 

100% at 
packaging 

Reject 
damaged 
pieces to 
QC for 
disposition; 
repackage; 
notify QC if 
systematic 
damage 
observed 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Control plan that lists characteristics without specifying the measurement method, instrument, or 
sample frequency. "Check OD" with no method, no tool, and no frequency is not a control — it is a 
reminder. 

 

Mistake 2: No reaction plan. When a critical characteristic is found out of specification, the reaction must be 
defined before the operator faces the situation — not improvised in the moment under production pressure. 
The reaction plan column is where quality decisions are pre-authorized. 

 

Mistake 3: Control plan not updated when processes change. A control plan that reflects the process as it 
existed at first article qualification but not as it currently runs is misleading documentation. 
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TEMPLATE 9: Process Map Template (Turtle Diagram) ISO 9001:2015 Clause 
4.4 

 

Document Type Maintained document — one Turtle Diagram per core QMS process; provides the 
process-level detail that the QMS Process Interaction Map does not capture 

Clause Reference Clause 4.4.1: Determining inputs, outputs, sequence, interactions, resources, 
responsibilities, criteria, risks, opportunities, and documented information for each 
process 

Document Control Controlled document — updated when process changes occur; reviewed annually 

Retention Current version maintained; prior versions retained as superseded documents for 
3 years 

 

📝  Completion Instructions 

What is a Turtle Diagram? The Turtle Diagram is a structured process definition tool that captures all eight 
Clause 4.4.1 required determinations in a single visual format. Named for its shape — a central process box 
(the body) surrounded by six satellite boxes (the legs and head). It is an alternative to a flowchart for 
capturing process-level QMS information. 

 

Center Box — The Process: Name of the process; the specific transformation being performed; the process 
purpose statement (what outcome this process achieves for its downstream users). 

 

Top Box — With What? (Equipment and Infrastructure): What physical resources, technology, and 
infrastructure does this process require to function? Specific equipment types, measurement tools, software 
systems, facilities. 

 

Left Box — Inputs: What enters the process from upstream sources? Information, materials, instructions, 
requests, decisions, prior process outputs. Name the specific upstream sources. 

 

Right Box — Outputs: What does this process produce that is passed to downstream processes? 
Documents, decisions, approved products, records, notifications. Name the specific downstream recipients. 

 

Bottom Box — With Who? (Competence Requirements): What roles perform this process, and what 
competencies are required? Cross-reference to the Competence Matrix. 

 

Left Sub-box — Controlled By / Process Criteria: How is the process controlled? What criteria determine 
whether the process is operating correctly? References to procedures, work instructions, and specifications. 
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Right Sub-box — Monitored By / Performance Indicators: How is process performance measured? What 
KPIs and quality indicators are tracked? Frequency of monitoring. Cross-reference to Quality Objectives 
Tracker. 

 

MERIDIAN TURTLE DIAGRAM — Customer Requirement Review Process (MPC-PMap-O1, Rev. 1) 

 

 WITH WHAT? (Equipment and 
Infrastructure) Order 
management system (ERP); 
customer drawing viewer; 
ITAR/export compliance 
database; SharePoint document 
control system; customer 
specification library (external 
document register) 

 

INPUTS  From Customers: 
Engineering drawings (Rev. 
confirmed), purchase orders, 
specifications, RFQs, change 
orders  From Sales Team: 
Initial customer inquiry with 
technical requirements  From 
Purchasing: Applicable 
regulatory flow-down (ITAR 
status, RoHS requirements) 

PROCESS: Customer 
Requirement Review  Purpose: 
To ensure all customer, 
regulatory, and organizational 
requirements are understood and 
confirmed to be achievable 
before order acceptance — 
preventing commitment to 
requirements that cannot be met.  
Process Owner: Operations 
Manager Procedure: MPC-PRO-
004 Rev. 2 

OUTPUTS  To Production 
Planning: Reviewed and 
signed-off order release with 
confirmed requirements 
documented  To Customer: 
Order acceptance confirmation; 
any requirement clarification 
requests  To Quality: 
Customer-specific quality plan 
requirements flagged for new 
or changed requirements 

CONTROLLED BY (Process 
Criteria) MPC-PRO-004 
(Customer Requirement 
Review Procedure) Customer 
review checklist MPC-FRM-004 
(5-category coverage required) 
Drawing revision check against 
prior order mandatory for 
repeat jobs Regulatory review 
step mandatory for all defense-
related customers 

WITH WHO? (Competence 
Requirements) Reviewer role: 
Operations Manager or delegated 
sales/estimating staff Required 
competencies: GD&T literacy 
(basic); ITAR awareness training 
completed; drawing 
interpretation; knowledge of 
Meridian process capabilities 
Cross-reference: Competence 
Matrix MPC-CMP-001 

MONITORED BY (Performance 
Indicators) Order review 
completion rate (target: 100% 
of orders reviewed before 
acceptance) Review cycle time 
(target: under 48 hours for 
standard orders) Requirement 
change detection rate (% of 
repeat orders where revision 
change was correctly identified) 
Monitored: Monthly. Reported: 
Management Review. 

 

⚠️  Common Mistakes to Avoid 

Mistake 1: Turtle Diagrams created for every process as a documentation exercise but never used by 
process owners. The Turtle Diagram is most valuable when process owners use it as a reference when 
training new staff, when analyzing process failures, and when planning process improvements. 

 

Mistake 2: Inputs and outputs that are too generic. "Customer information" is not an input — "Engineering 
drawing at confirmed revision level from customer portal" is an input. Specific inputs and outputs make the 
process map usable for gap analysis and handoff management. 
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Mistake 3: No performance indicators in the monitoring section. A process without defined performance 
measures cannot be managed or improved. The monitoring section must connect to the quality objectives 
and performance dashboard. 

 

🔍  Auditor Perspective 

Process maps (Turtle Diagrams or flowcharts) are typically reviewed at Stage 1 and referenced during 
Stage 2 when auditors evaluate whether processes are operating as documented. The most useful audit 
moment for process maps: the auditor shows the process owner the Turtle Diagram for a process the owner 
manages and asks them to describe what actually happens versus what the map shows. Discrepancies 
between the documented process and actual practice are QMS maintenance findings — the documentation 
has not kept pace with how work is actually done. 
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Series Complete — The ISO 9001 Implementation Hub 
This guide completes the ISO 9001 Implementation Hub: a 16-guide, three-volume practitioner series covering 
every element of ISO 9001:2015 implementation, clause interpretation, and operational deployment for 
manufacturing organizations. 

 

Guide Title Content 

1.1 Gap Analysis Gap assessment methodology, 
clause-by-clause gap framework, 
prioritization, gap reporting 

1.2 Implementation Planning Phase planning, resource allocation, 
project management, stakeholder 
engagement 

1.3 Documentation Development Document hierarchy, procedure 
writing, record design, document 
control system setup 

1.4 Training and Competence Training design, competence matrix 
development, awareness training, 
effectiveness evaluation 

1.5 Internal Audit Program Audit program setup, auditor training, 
audit execution, finding writing, CAPA 
management 

1.6 Certification Preparation Stage 1 and 2 audit preparation, 
registrar selection, audit readiness 
assessment, certification cycle 
management 

2.1 Clauses 4 and 5: Context and Leadership Organizational context, interested 
parties, scope, QMS processes, 
leadership, quality policy, roles 

2.2 Clause 6: Risk-Based Thinking Risk register methodology, 
opportunity identification, quality 
objectives, planning of changes 

2.3 Clause 7: Support Resources, calibration, organizational 
knowledge, competence, awareness, 
communication, documented 
information 

2.4 Clause 8 Part 1: Operational Planning Operational planning, customer 
requirements, design and 
development — applicability, controls, 
and changes 

2.5 Clause 8 Part 2: Production and Control External providers, production 
controls, traceability, customer 
property, release, nonconforming 
outputs 
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Guide Title Content 

2.6 Clause 9: Performance Evaluation Monitoring, customer satisfaction, 
analysis, internal audit maturity, 
management review governance 

2.7 Clause 10: Improvement Nonconformity, CAPA cycle, root 
cause analysis methods (5-Why, 
Fishbone, Is/Is Not, FTA), continual 
improvement, Lean and Six Sigma 
integration 

3.1 QMS Foundation Templates Quality Policy, Quality Manual, 
Context Worksheet, Interested Party 
Register, Scope Statement, Life 
Cycle Worksheet, Process Map, 
Roles Matrix 

3.2 Planning and Control Templates Risk Register, Objectives Tracker, 
Competence Matrix, Training Record, 
Calibration Log, Document Control 
Register 

3.3 Operational and Improvement Templates Audit Checklist, Audit Report, NCR, 
CAPA Form, Management Review 
Minutes, Customer Survey, Supplier 
Evaluation, Control Plan, Process 
Map 

 

The Meridian Precision Components story that began in Guide 1.1 with a gap analysis in a Norman, Oklahoma 
machine shop is now complete. From the first gap assessment through certification, through two post-certification 
surveillance cycles, through the management reviews and CAPAs and quality improvements that mark a 
genuinely operating QMS — Meridian's journey illustrates what a functioning ISO 9001:2015 quality management 
system looks like in real organizational practice. Not a compliance filing system. Not a documentation archive. A 
working system that helps an organization understand its quality environment, plan its quality performance, 
execute with control and evidence, evaluate its results honestly, and continuously improve. 

 

 

 


