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ta q t I c S CORRECTIVE ACTION EFFECTIVENESS CHECKLIST

FREE MANUFACTURING CAPA EFFECTIVENESS TEMPLATE

Corrective Action Effectiveness Checklist

Use this 60-point checklist to verify corrective actions using predefined criteria, meaningful monitoring periods, implementation evidence, performance
data, recurrence checks, residual risk, horizontal deployment, reopen decisions, and final approval.

Action / CAPA ID Review date Process / area Reviewer / owner

Internal manufacturing template. Apply the organization's current corrective-action procedure, risk methodology, customer obligations, sector regulations, QMS requirements, and approval
rules. Effectiveness should be demonstrated with objective evidence, not task completion alone.

1. Effectiveness-review readiness, corrective-action scope, and
prerequisite completion

Confirm the corrective-action record clearly identifies the original problem,

1 affected process or product, verified cause, action scope, owner, and CRITICAL EREECTIVE
implementation date.
Review item Current result Owner Evidence Next action
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
= Verify all permanent corrective actions required for the effectiveness review are TR
implemented and not still dependent on temporary containment or unfinished EREECTIVE
work.
Review item Current result Owner Evidence Next action
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
5 Confirm required procedure, process, equipment, software, supplier, inspection, TR
maintenance, training, or document changes are approved and released before EREECTIVE
effectiveness is evaluated.
Review item Current result Owner Evidence Next action
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
a Verify affected employees, suppliers, or process owners have completed required training,
communication, qualification, or competency checks for the changed controls. EREECTIVE
Review item Current result Owner Evidence Next action
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
= Confirm any required validation, verification, first-piece approval, process TR
qualification, capability review, or technical acceptance is complete before normal EREECTIVE
monitoring begins.
Review item Current result Owner Evidence Next action
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
G Record corrective-action ID, original issue, implementation date, effectiveness-review date,
action owner, reviewer, and process owner. EREECTIVE
FINAL RESULT | Enter ACTION OWNER | Enter QUALITY APPROVAL | Enter
( Execution tip: Do not start an effectiveness review until the permanent action is fully implemented and enough evidence exists to evaluate it. Task completion is not... )
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2. Predefined effectiveness criteria, success measures, baseline, and
acceptance threshold

10

11

12

Confirm measurable effectiveness criteria were defined as part of the

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

corrective-action plan before the effectiveness review began. CRITICAL

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
Verify the criteria relate directly to the original problem and verified cause rather
than measuring only whether action tasks were completed. CRITICAL

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
Confirm an appropriate baseline or pre-action performance level is available for comparison
where quantitative evaluation is possible.

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
Verify acceptance thresholds, target defect rate, recurrence limit, capability oo
target, audit result, complaint level, downtime target, or other success measure is
clearly defined.

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
Confirm the effectiveness plan identifies what data, observations, inspections, audits, tests,
records, or customer evidence will be reviewed.

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
Check that criteria have not been weakened, changed, or reinterpreted after oo
implementation without documented justification and approval.

Review item Current result Owner Evidence Next action
( Execution tip: Judge the action against criteria defined before the result is known. Clear success measures prevent a weak action from being declared effective simply...
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3. Monitoring period, production volume, sample size, exposure, and
review timing

13

14

15

16

17

18

Confirm enough time, production volume, operating cycles, supplier deliveries,

EFFECTIVE

EFFECTIVE

inspections, customer usage, or other relevant exposure has occurred to evaluate CRITICAL
recurrence meaningfully.

Review item Current result Owner Evidence Next action
( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...
Verify the monitoring period reflects the frequency and conditions under which
the original problem previously occurred. CRITICAL

Review item Current result Owner Evidence Next action
( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...

Check the sample size or number of observations is sufficient for the risk and type of problem
being evaluated.

Review item Current result Owner Evidence Next action

EFFECTIVE

( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...

Confirm high-risk, intermittent, seasonal, low-volume, or rare-event failures

EFFECTIVE

EFFECTIVE

EFFECTIVE

receive an effectiveness window appropriate to their recurrence pattern. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...
Verify the review includes representative shifts, products, equipment, suppliers, operators,
sites, environmental conditions, or process states where relevant.
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...
If the observation period is not yet adequate, extend the effectiveness review
rather than closing the corrective action prematurely. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action cannot be proven effective after an unrealistically short observation period. The review window should be capable of revealing the...
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4. Implementation verification, control adoption, process adherence,

and sustained use

Observe the affected process and confirm the corrective action is implemented

19 exactly as approved under normal operating conditions. CRITICAL ERRECHIVE
Effective Needs evidence Reopen LIVE PHOTO | Add
( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or... j
Verify revised procedures, work instructions, control plans, inspection steps,
20 maintenance tasks, system rules, or process parameters are being followed CRITICAL EREECHVE
consistently.
Review item Current result Owner Evidence Next action
( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or... j
Confirm new equipment, tooling, fixtures, software logic, poka-yoke, alarms,
21 interlocks, or other engineered controls remain functional and are not bypassed. CRITICAL EERECIIVE
Effective Needs evidence Reopen LIVE PHOTO | Add
( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or... j
Check temporary containment or additional inspection has been removed only
22 when the permanent control is stable and the approved transition criteria are met. CRITICAL ERRECHIVE
Review item Current result Owner Evidence Next action
( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or... j
Interview responsible employees and confirm they understand the changed control, why it was
23 introduced, and what to do if the problem or abnormal condition returns. EREECHVE
C PC NC NA
( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or... j
24 Verify supervisors, process owners, or quality personnel are reinforcing the new method and
EFFECTIVE

correcting deviations from the implemented action.

Review item Current result Owner Evidence Next action

( Execution tip: Verify the changed control is actually being used where the work occurs. A revised procedure or installed device is ineffective if employees bypass it or...
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5. Before-and-after performance data, defects, process metrics, and
trend comparison

Compare relevant pre-action and post-action data using the same defect

25 definition, measurement method, process scope, and calculation basis where CRITICAL EREECHVE
practical.
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
26 Review defect rate, rejection, scrap, rework, complaints, downtime, inspection oo
failures, incidents, supplier defects, yield, or other applicable performance ERRECHIVE
measures.
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
Confirm the data show the intended improvement is sustained over the defined
27 monitoring period rather than being a short-term fluctuation. CRITICAL EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
8 Check for shifts, spikes, near-limit behavior, hidden reclassification of defects, oo
increased inspection sorting, or other signals that could mask continuing failure. EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
29 Verify changes in production volume, product mix, supplier, inspection frequency, staffing,
equipment, or operating conditions are considered when interpreting results. ERRECHIVE
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
30 Document the before-and-after conclusion with data source, review period, metric, result,
reviewer, and any statistical or technical analysis used. EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Compare performance before and after the action using the same or equivalent metric. Look for sustained improvement rather than one favorable data... j
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6. Recurrence check, same failure mode, complaints, audits, and escape
review

Confirm no recurrence of the original nonconformity or failure mode has been

31 found during the approved effectiveness-review period. CRITICAL ERRECHIVE
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
32 Search customer complaints, returns, warranty issues, audit findings, inspection oo
failures, deviations, incidents, rework, scrap, and quality alerts for related EREECHVE
recurrence.
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
33 Verify similar defects have not been recorded under different codes, descriptions, oo
departments, products, or systems that could hide recurrence. EREECHVE
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
34 Review the original detection or escape pathway and confirm the corrected control oo
now prevents or detects the failure as intended. ERRECHIVE
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
35 If recurrence occurred, determine whether it represents the same root cause, oo
incomplete implementation, a new cause, inadequate scope, or an ineffective ERRECHIVE
action.
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
36 Escalate any confirmed recurrence for corrective-action reopening or additional oo
investigation rather than accepting the original action as effective. EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Search actively for recurrence. Review not only formal CAPA records but also complaints, rework, informal defects, audit findings, deviations, and other... J
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7. Residual risk, unintended consequences, new failure modes, and

risk-control review

37

38

39

40

41

42

Assess residual risk after corrective-action implementation and confirm it is within

EFFECTIVE

EFFECTIVE

the organization's approved acceptance or escalation criteria. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...
Verify the action has not introduced new product-quality, safety, environmental,
compliance, reliability, delivery, ergonomic, or process risks. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...

Review PFMEA, DFMEA, risk register, control plan, hazard assessment, maintenance strategy,
supplier controls, or other risk documents for required updates.

Review item Current result Owner Evidence Next action

EFFECTIVE

( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...

Confirm new inspections, checks, alarms, software rules, or process controls do not create
excessive false positives, unnecessary rework, bottlenecks, or control fatigue.

Review item Current result Owner Evidence Next action

EFFECTIVE

( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...

Verify dependencies created by the action, such as new calibration, maintenance,

EFFECTIVE

EFFECTIVE

training, software support, spare parts, or supplier requirements, are sustainable. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...
Document residual risk, newly identified risks, required follow-up controls,
owners, and any management acceptance needed before effectiveness closure. CHULEE
Review item Current result Owner Evidence Next action
( Execution tip: A corrective action can solve one problem while creating another. Review residual risk and check whether new hazards, defects, delays, ergonomic...
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8. Horizontal deployment, similar-process effectiveness, and preventive
learning

43

a4

45

46

a7

48

Confirm the corrective-action review considered similar products, processes,

EFFECTIVE

EFFECTIVE

equipment, suppliers, sites, shifts, or failure modes that could share the same CRITICAL
risk.
Review item Current result Owner Evidence Next action
( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...
Verify any horizontal deployment or preventive risk-control action was implemented in the
locations where it was judged relevant.
Review item Current result Owner Evidence Next action
( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...

Check deployed controls are appropriate to local process conditions rather than copied without
confirming the same cause or risk exists.

Review item Current result Owner Evidence Next action

EFFECTIVE

( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...

Review evidence from deployed areas to confirm the control is functioning and has

EFFECTIVE

EFFECTIVE

EFFECTIVE

not created new local problems. CRITICAL
Review item Current result Owner Evidence Next action
( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...
Confirm lessons learned were incorporated into standards, design rules, purchasing
requirements, training, control plans, audit criteria, or other systemic controls where
appropriate.
Review item Current result Owner Evidence Next action
( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...
Document areas reviewed, deployment decisions, evidence, exceptions, owners, and any
additional action needed before final closure.
Review item Current result Owner Evidence Next action
( Execution tip: Where corrective-action learning was deployed to similar areas, verify those deployments work too. Do not assume a copied action is effective just...
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9. Failed effectiveness, reopening, escalation, revised actions, and

management decision

49

50

51

52

53

54

Define a clear decision rule for when effectiveness is failed, inconclusive,

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

EFFECTIVE

conditionally acceptable, or requires an extended monitoring period. CRITICAL

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
If effectiveness criteria are not met, formally reopen, extend, or escalate the oo
corrective action according to the organization's procedure.

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
Reassess the original problem statement, scope, root cause, contributing factors, oo
detection controls, and action design using the new evidence.

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
Confirm renewed containment protects affected product, process, customer, oo
employee, supplier, or other relevant stakeholder while revised action is
developed.

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
Assign revised actions with named owners, due dates, evidence requirements, oo
change controls, and a new effectiveness plan rather than simply extending the
old closure date.

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
Escalate repeated ineffective actions, high-risk recurrence, major customer oo
impact, or systemic failure to appropriate quality and management leadership.

Review item Current result Owner Evidence Next action
( Execution tip: An ineffective action is useful evidence if it is handled correctly. Reopen the problem, reassess the cause and scope, and avoid repeating the same...
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10. Effectiveness closure, records, approvals, trend review, and
CAPA-system learning

Confirm the effectiveness record identifies the corrective action, original problem,

55 verified cause, implemented controls, criteria, monitoring period, and evidence CRITICAL EREECHVE
reviewed.
Review item Current result Owner Evidence Next action
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j
Verify the reviewer is sufficiently independent or objective for the organization's risk and
56 approval requirements, especially for significant or high-risk corrective actions. ERRECHIVE
Review item Current result Owner Evidence Next action
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j
27 Confirm final effectiveness approval is completed by the required quality, process, oo
technical, customer, regulatory, or management authority where applicable. EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j
58 Trend ineffective, reopened, overdue, conditionally closed, or repeatedly extended corrective
actions to identify weaknesses in root-cause analysis or action design. EERECIIVE
Review item Current result Owner Evidence Next action
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j
0 Use effectiveness trends to improve CAPA procedures, training, root-cause methods, action
planning, risk assessment, management review, and resource allocation. EREECHVE
Review item Current result Owner Evidence Next action
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j
60 Record final effectiveness status, residual risk, recurrence result, horizontal oo
deployment status, closure date, reviewer, CAPA owner, quality approver, and EREECHVE
management approval.
FINAL RESULT | Enter ACTION OWNER | Enter QUALITY APPROVAL | Enter
( Execution tip: Close only with a defensible evidence trail. The final record should show what was reviewed, why the action was judged effective, what residual risk... j

Tagtics | Digitize effectiveness reviews, recurrence evidence, reopen decisions, residual risk, approvals, and reporting. Page 10



