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Executive Summary
Corrective and Preventive Action, commonly referred to as CAPA, is one of the most important governance

processes in quality-driven organizations. CAPA exists because organizations need a disciplined way to
respond to problems, understand causes, assign corrective actions, prevent recurrence, verify
implementation, and close issues with reliable evidence. A CAPA record is not only a task list. It is a

controlled improvement record that explains what happened, why it happened, what was done, who was
accountable, and whether the action was effective.

Many organizations manage CAPA through spreadsheets, email follow-up, shared folders, meeting notes,

scanned forms, and manual reminders. These methods may work when the number of issues is small, but
they become fragile as audit findings, deviations, complaints, supplier issues, process nonconformities, and
management actions increase. Root-cause analysis may be inconsistent. Action owners may not

understand due dates. Evidence may be attached outside the CAPA record. Verification may be informal.
Closure may be based on completion status rather than effectiveness.

The business risk is repeated failure. If the organization records the same type of issue several times but

cannot see recurrence patterns, weak causes, overdue actions, or incomplete verification, CAPA becomes
administrative rather than preventive. A CAPA may be marked closed, but the underlying process weakness
remains. Management may ask which CAPAs are overdue, which departments have repeated issues,

which actions are waiting for evidence, which corrective actions are not effective, or which findings are
linked to audits and deviations. Manual trackers make these questions difficult to answer reliably.

The CAPA Management System Blueprint describes a practical digital workflow for controlling CAPA from

issue intake to root-cause analysis, action planning, evidence submission, verification, effectiveness review,
closure, and management reporting. The blueprint is intended for organizations that need stronger
corrective action accountability, clearer preventive action discipline, and better audit readiness.

Liberty Jaya approaches CAPA as a business process digitalization challenge. The objective is to convert
quality events, root-cause methods, action responsibilities, evidence requirements, verification rules,
escalation logic, and reporting needs into a governed workflow. Technology supports the workflow, but the

real value comes from better ownership, stronger evidence discipline, and reduced recurrence.

Business Context
CAPA is usually triggered when an organization identifies a problem that requires structured investigation

and controlled follow-up. The source may be an audit finding, deviation, nonconformance, customer
complaint, supplier issue, process failure, regulatory observation, management review action, recurring
trend, or internal improvement request. Not every issue needs a full CAPA, but issues with quality,

compliance, safety, customer, operational, or recurrence risk usually need more than informal correction.

Several stakeholders are commonly involved:



Quality Assurance or compliance teams who own CAPA governance, review quality, and closure control.

Process owners who understand the affected process and provide investigation input.

Department heads who assign action owners and ensure timely completion.

Action owners who implement correction, corrective action, or preventive action.

Auditors or issue originators who provide source evidence and may review closure.

Management teams who monitor overdue CAPAs, recurring issues, and unresolved risk.

Document control, training, supplier, or operations teams when CAPA requires procedure revision,
retraining, supplier follow-up, or process change.

CAPA connects several disciplines. Root-cause analysis should explain why the issue occurred. Action
planning should define what will be done, by whom, and when. Evidence should prove implementation.
Verification should confirm whether the action addresses the problem. Effectiveness review should consider

whether the issue has been prevented from recurring. Reporting should help management see risk and
improvement performance.

When these activities are disconnected, CAPA loses control. A digital workflow helps ensure that CAPA

records become managed improvement cases rather than scattered follow-up notes.

Typical Business Challenges
Organizations often experience CAPA weaknesses through recurring findings, overdue actions, weak root-

cause analysis, or audit observations. Common challenges include:

CAPA records are created in spreadsheets, forms, or emails without a single controlled register.

Issue sources such as audits, deviations, complaints, and supplier findings are not clearly linked to

CAPA records.

Root-cause analysis is inconsistent and may stop at symptoms rather than underlying process causes.

Action plans lack clear owners, due dates, priority, evidence requirements, or escalation rules.

Immediate correction, corrective action, and preventive action are mixed together without clear
distinction.

Evidence is stored outside the CAPA record, making verification and audit review difficult.

Verification is informal and may not confirm whether submitted evidence is sufficient.

Effectiveness checks are skipped or performed without objective criteria.

Closure approval is based on task completion rather than risk reduction or recurrence prevention.

Overdue CAPAs are followed up manually and escalated late.

Management reports are prepared manually and may not show recurring issues, aging, or department
accountability.

Lessons learned are not captured, so similar CAPAs repeat across processes or sites.

These challenges do not usually mean that teams are careless. They often mean that the CAPA process is
not embedded into a controlled workflow with consistent expectations and visibility.



Regulatory & Governance Drivers
CAPA expectations vary by industry, quality standard, customer requirement, and internal governance

model. This white paper does not provide legal advice or regulatory interpretation. The purpose is to explain
why organizations need structured control over corrective and preventive actions.

Common governance expectations include:

Issues requiring CAPA should be identified, classified, and recorded.

Source events should be traceable to the CAPA record.

Root-cause analysis should be documented and reviewed.

Action plans should define owners, due dates, expected evidence, and responsibilities.

Corrective and preventive actions should be implemented and verified.

Effectiveness should be reviewed when required by risk, severity, or policy.

Overdue or high-risk CAPAs should be escalated.

Closure should be approved by an authorized reviewer.

CAPA records should be retained with evidence and audit trail.

Management should monitor CAPA performance, recurring issues, and unresolved risk.

In regulated and audit-sensitive environments, CAPA records are often examined closely because they
show how the organization learns from problems. A weak CAPA process suggests that issues may be

corrected temporarily but not prevented systematically.

Proposed Process Workflow
The CAPA Management System Blueprint follows a controlled CAPA lifecycle. The workflow should be

adapted to each organization, but the following baseline reflects common control points.

Step 1: Record Issue or CAPA Request

The process begins when an issue is identified from an audit, deviation, complaint, supplier issue,
inspection, process nonconformance, trend, or management review. The request captures source, issue
description, affected product or process, department, severity, risk level, initial containment need, and

responsible coordinator.

The output is a registered CAPA request with a unique reference number and source linkage.

Step 2: Screen and Classify

Quality Assurance, compliance, or the CAPA coordinator reviews whether the issue requires CAPA and
classifies priority, severity, risk, and required timeline. Some issues may be closed as correction only, while

others proceed to full CAPA.

The output is a triage decision and CAPA classification.



Step 3: Contain Immediate Risk

Where immediate risk exists, the organization records containment or correction actions before full root-
cause analysis is complete. This may include holding material, stopping a process, correcting records,
notifying stakeholders, or isolating affected batches.

The output is documented immediate control while the broader investigation continues.

Step 4: Perform Root-Cause Analysis

The responsible team performs root-cause analysis using the organization’s preferred method, such as 5
Why, fishbone, fault tree, process mapping, or cause category review. The analysis should distinguish
symptoms from causes and identify whether recurrence risk exists.

The output is a reviewed root-cause statement with supporting rationale.

Step 5: Define Action Plan

The CAPA owner defines correction, corrective action, and preventive action tasks. Each task should have
owner, due date, expected evidence, priority, and dependency. Some actions may require document
revision, training, supplier follow-up, system change, process change, or management approval.

The output is an approved action plan with accountable owners.

Step 6: Implement Actions and Submit Evidence

Action owners implement assigned tasks and upload evidence. Evidence may include revised SOPs,
training records, photos, supplier responses, batch review records, system screenshots, validation results,
implementation logs, or management approvals.

The output is an evidence package connected to each CAPA action.

Step 7: Verify Implementation

Quality Assurance, compliance, the CAPA coordinator, or assigned verifier reviews submitted evidence. If
the evidence is incomplete, the action is returned with comments. If acceptable, the action moves forward.

The output is a documented verification decision.

Step 8: Review Effectiveness
When required, the organization performs an effectiveness check after a defined period or after enough

process evidence is available. The review may check recurrence, audit results, trend data, process records,
complaint data, or other objective evidence.

The output is an effectiveness conclusion with supporting evidence.

Step 9: Close CAPA

The CAPA is closed after required actions, verification, and effectiveness checks are complete. Closure
approval should confirm that the issue was addressed, evidence was reviewed, and remaining risk is

acceptable or documented.



The output is a closed CAPA record with traceable evidence and approval.

Step 10: Monitor Trends and Report

Management and process owners monitor open CAPAs, overdue actions, aging, recurrence, source type,
severity, department ownership, rejected evidence, effectiveness failure, and closure cycle time.

The output is better visibility of quality improvement performance and unresolved risk.

Proposed System Modules
The following modules describe business capabilities that support the CAPA workflow. They should be

adapted to the organization’s procedures, risk model, and reporting needs.

CAPA Register

The CAPA Register is the central repository for CAPA records. It captures CAPA number, source, issue
description, department, owner, severity, risk level, current status, due date, and closure outcome.

Expected controls include unique numbering, source linkage, mandatory classification, owner assignment,

status history, and search by process, product, source, or department.

Source Event Linkage

Source Event Linkage connects CAPA records to audits, deviations, complaints, supplier findings,
nonconformities, management actions, or trend reviews. This helps preserve context and avoid isolated
follow-up.

Expected controls include source type, source reference, originator, related evidence, and cross-record
navigation.

Triage and Risk Classification

Triage and Risk Classification supports screening decisions and priority setting. It helps determine whether
an issue requires full CAPA, correction only, or escalation.

Expected controls include severity, recurrence potential, regulatory impact, customer impact, quality risk,
triage decision, and reviewer approval.

Root-Cause Analysis

Root-Cause Analysis supports structured investigation. It may provide templates for 5 Why, cause category
review, fishbone analysis, or organization-specific investigation methods.

Expected controls include method selection, cause statement, evidence, reviewer comments, return for
revision, and approval of root cause.

Action Plan

Action Plan manages correction, corrective action, and preventive action tasks. It ensures each action has
owner, due date, evidence requirement, priority, and implementation status.



Expected controls include task type, responsible owner, target date, dependency, progress update, overdue
alert, and escalation.

Evidence Repository
Evidence Repository stores implementation evidence and links files to the relevant CAPA action. It helps

reviewers confirm whether the action was actually completed.

Expected controls include file category, uploader, upload date, action linkage, replacement history, and
retrieval for audit review.

Verification Workflow
Verification Workflow manages review of submitted evidence. It allows QA, compliance, or assigned

verifiers to accept, reject, or return evidence with comments.

Expected controls include verifier assignment, verification decision, comment history, required
resubmission, and approval timestamp.

Effectiveness Check
Effectiveness Check manages post-implementation review when required. It defines effectiveness criteria,

review date, evidence sources, reviewer, and conclusion.

Expected controls include effectiveness due date, objective criteria, review evidence, pass or fail outcome,
and follow-up action if ineffective.

Closure Approval
Closure Approval controls final CAPA closure. It ensures that required actions, verification, and

effectiveness checks are complete before closure.

Expected controls include closure checklist, authorized approver, final comments, closure date, remaining
risk statement, and audit trail.

CAPA Dashboard and Reporting
CAPA Dashboard and Reporting provides management visibility of CAPA performance. Reports may show

open CAPAs, overdue actions, aging, source trends, recurring issues, closure cycle time, department
ownership, and effectiveness failures.

Expected controls include filterable views, export-ready summaries, consistent definitions, and role-based

visibility.

Example User Journey
CAPA From Internal Audit Finding

A manufacturing company identifies an audit finding: production line clearance records are occasionally
incomplete. Previously, the finding was listed in an audit report and followed up through email. The



responsible department corrected the sampled record, but similar issues appeared again in the next audit.

Using the CAPA Management System Blueprint, Quality Assurance creates a CAPA linked to the original

audit finding. The CAPA record captures the finding description, audit reference, affected process, severity,
department, and due date. The coordinator screens the issue and determines that full CAPA is required
because recurrence risk is present.

The department records immediate correction by reviewing the affected batch records and confirming no
product impact. The team then performs root-cause analysis. The investigation shows that the line
clearance form is complete, but the handover step between shifts is unclear and training evidence for

temporary operators is inconsistent.

The CAPA owner defines an action plan. One action revises the work instruction to clarify shift handover
checks. Another action updates the training matrix for temporary operators. A third action requires the

supervisor to review line clearance records for the next thirty production runs. Each action has an owner,
due date, and expected evidence.

Action owners upload revised document evidence, training attendance, and record review summaries. QA

verifies each evidence package. One evidence item is returned because the uploaded training list does not
identify the temporary operator group. The owner corrects the evidence and resubmits it.

After implementation, the effectiveness check is scheduled for one month later. QA reviews the next thirty

line clearance records and confirms that the issue did not recur. The CAPA coordinator approves closure
with the verification and effectiveness evidence attached.

During management review, leaders can see that the CAPA was linked to an audit finding, root cause was

documented, actions were completed, evidence was verified, and effectiveness was confirmed. The CAPA
record tells the whole improvement story without relying on email reconstruction.

Expected Benefits
Operational Benefits

Clear CAPA ownership from issue intake to closure.

Better distinction between correction, corrective action, and preventive action.

Reduced manual follow-up for overdue tasks and missing evidence.

Faster visibility of action status, blocked items, and required verification.

Easier retrieval of CAPA evidence for audit review.

Governance Benefits

Stronger root-cause discipline.

Traceable linkage between source events and CAPA records.

Controlled evidence verification before closure.

Better effectiveness checks for recurrence prevention.

Audit-ready CAPA history with decision trail and attachments.



Management Benefits

Dashboard visibility of open CAPAs, overdue actions, recurring issues, and aging.

Better insight into departments, processes, or source types with repeated problems.

Stronger accountability for unresolved quality risk.

Improved confidence that CAPA is reducing recurrence, not only closing tasks.

Customization Considerations
Every organization manages CAPA differently. A practical implementation should match the quality system,

risk model, source processes, and management reporting needs. Areas commonly requiring customization
include:

CAPA source types such as audit, deviation, complaint, supplier issue, inspection, trend, or management

review.

Severity and risk classification rules.

Root-cause analysis methods and required templates.

Correction, corrective action, and preventive action definitions.

Action due date rules by severity or risk.

Verification authority and closure approval matrix.

Effectiveness check criteria and timing.

Integration with audit, deviation, complaint, supplier, training, change control, or document control
workflows.

Dashboards by department, owner, process, product, severity, source, and period.

The blueprint should be treated as a process design starting point. Implementation should begin by
clarifying how the organization wants to classify issues, assign accountability, verify evidence, and decide

when CAPA can be closed.

Integration Opportunities
CAPA often sits at the center of several quality and compliance workflows. Potential integration points

include:

Audit management systems for findings that require CAPA.

Deviation management systems for deviations that require corrective or preventive action.

Complaint or cosmetovigilance workflows when customer or safety cases require systemic action.

Supplier management workflows for supplier corrective action requests.

Document control systems when CAPA requires SOP, form, policy, or specification updates.

Training record systems when CAPA requires retraining or competency evidence.

Change control systems when CAPA requires process, equipment, system, or material changes.



Integration should support traceability. A reviewer should be able to follow the relationship from source
event to CAPA, from CAPA to actions, and from actions to evidence, verification, effectiveness, and closure.

Implementation Approach
A successful CAPA implementation should begin with governance clarity before system configuration.
Recommended activities include:

1. Review current CAPA sources, forms, trackers, approval practices, and reporting needs.

2. Identify recurring problems such as weak root cause, overdue actions, missing evidence, and ineffective
closure.

3. Define CAPA lifecycle statuses from request to closure.

4. Standardize severity, risk classification, action types, verification rules, and effectiveness criteria.

5. Configure CAPA register, source linkage, root-cause templates, action plans, evidence, verification,

closure, and dashboards.

6. Pilot with selected CAPA sources such as audit findings or deviations before expanding scope.

7. Review performance data and refine escalation, evidence, and effectiveness rules.

This approach keeps the implementation focused on prevention and accountability rather than simply
digitizing a CAPA form.

Conclusion
CAPA is a critical mechanism for learning from problems and preventing recurrence. When managed
manually, CAPA can become a collection of follow-up tasks with weak root cause, scattered evidence,
overdue actions, and uncertain effectiveness. When managed as a governed digital workflow, CAPA

becomes a stronger improvement process with visible ownership, evidence discipline, verification, and
management oversight.

The CAPA Management System Blueprint provides a practical framework for designing that workflow. It

helps organizations move from manual tracking toward controlled issue intake, root-cause analysis, action
planning, evidence verification, effectiveness review, closure, and reporting.

Liberty Jaya can help organizations adapt this blueprint to their quality system, compliance obligations,

approval governance, reporting needs, and implementation roadmap.

Contact
Liberty Jaya helps organizations transform business processes, regulatory requirements, compliance

workflows, approvals, documents, and reporting into digital systems.

For discussion, contact:

PT Liberty Jaya Jalan Danau Indah Barat A1 No 1, Jakarta 14350, Indonesia Email:

customer.care@libertyjaya.com Phone: +62 21 6503064, +62 21 65304918 WhatsApp: +62 811 860 867



This white paper is intended as a business process discussion framework. Compliance interpretation and operating
procedures should be confirmed by the organization’s responsible quality and compliance personnel.


