SOP: Quality Assurance and Auditing Mechanisms

Purpose

This SOP details the quality assurance and auditing mechanisms essential for maintaining product and service
standards. It covers the systematic processes for monitoring, evaluating, and improving quality through regular audits,
compliance checks, corrective actions, and continuous improvement initiatives. The goal is to ensure consistent
adherence to regulatory requirements, industry best practices, and customer expectations, thereby enhancing overall
organizational performance and customer satisfaction.

Scope

This procedure applies to all departments, teams, and personnel involved in delivering products and services, as well
as those responsible for quality management and auditing functions.

Definitions

Quality Assurance (QA): Systematic activities for ensuring products/services meet quality standards.
Audit: Formal evaluation of adherence to standards, procedures, and compliance requirements.
Corrective Action: Steps taken to eliminate causes of detected nonconformities.

Continuous Improvement: Ongoing efforts to enhance products, services, or processes.

Responsibilities

Role Responsibility

Quality Manager Oversee implementation of QA systems and audit mechanisms

Department Heads Ensure departmental compliance and support audits

Audit Team Conduct scheduled and unscheduled audits

All Employees Follow SOPs, reportirregularities, and participate in improvement initiatives
Procedure

1. Quality Planning
o Identify quality standards and regulatory requirements.
o Develop QA plans and audit schedules.
2. Quality Control & Monitoring
o Monitor key performance indicators (KPIs).
o Document findings and report deviations immediately.
3. Audit Execution
o Perform regular internal audits (at least semi-annually).
o Use standardized checklists and audit templates.
o Document observations, nonconformities, and recommendations.
4. Corrective and Preventive Actions (CAPA)
o Analyze root causes of nonconformities or failures.
o Develop and implement corrective/preventive actions, assign responsibilities, and set deadlines.
o Verify effectiveness of actions taken.
5. Continuous Improvement
o Review audit findings and quality data regularly.
o Initiate improvement projects based on trends and feedback.

Documentation & Records

QA plans and audit schedules

Audit reports and completed checklists
CAPA logs

Improvement project reports



Review & Updates

This SOP will be reviewed annually or when significant process changes occur. Updates must be approved by the
Quality Manager.

References

e |SO 9001: Quality Management Systems &€“ Requirements
¢ Internal company quality manuals and policies

Appendices

e Sample Audit Checklist
e CAPA Form Template
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