Standard Operating Procedure (SOP)
Continuous Improvement and Recall Prevention
Measures

This SOP details the implementation of continuous improvement and recall prevention measures, focusing on
systematic monitoring, evaluation, and enhancement of product quality and safety processes. It covers strategies for
identifying potential risks, establishing corrective actions, fostering a culture of quality awareness, and maintaining
compliance with regulatory standards to prevent product recalls and ensure customer satisfaction.

1. Purpose

To establish a standardized process for continuous improvement and the prevention of product recalls through
systematic monitoring, evaluation, corrective action, and ongoing enhancement of quality and safety processes.

2. Scope

This SOP applies to all departments and personnel involved in product development, manufacturing, quality control,
distribution, and customer service.

3. Responsibilities

¢ Quality Assurance (QA): Oversee implementation and monitoring of improvement measures, coordinate
risk assessments, and ensure compliance.

¢ Department Managers: Enforce SOPs within teams and support continuous improvement activities.

¢ All Employees: Identify risks, suggest improvements, and participate in quality training.

4. Procedures

1. Risk Identification and Assessment
o Conduct regular process audits and risk assessments.
o Gather data from customer feedback, complaints, and non-conformance reports.
o Use root cause analysis techniques (e.g., 5 Whys, Fishbone Diagram).
2. Implementation of Corrective and Preventive Actions (CAPA)
o Document all identified risks and non-conformities.
o Develop action plans including responsible persons and timelines.
o Monitor and verify the effectiveness of corrective actions.
3. Continuous Monitoring and Evaluation
o Define and track Key Performance Indicators (KPIs) relevant to product quality and safety.
o Schedule periodic review meetings to analyze trends and identify improvement areas.
4. Staff Training and Quality Awareness
o Conduct regular trainings on quality, safety, and regulatory standards.
o Promote open communication and reporting of issues without reprisal.
5. Management Review and Continuous Improvement
o Conduct formal management reviews of quality and recall prevention measures at least annually.
o Document lessons learned and integrate improvement actions into SOPs.

5. Documentation

Risk Assessment Reports
Non-Conformance and CAPA Records
Training Logs

Quality Audit Reports

Management Review Minutes

6. Compliance and References

¢ ISO 9001: Quality Management Systems
¢ Relevant industry and product safety regulations



¢ Internal company policies and guidelines

7. SOP Review and Revision

e This SOP will be reviewed annually and updated as required based on new risks, process improvements, or
regulatory changes.

8. Approval

Name Title Date Signature
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