SOP: Quality Assurance and Result Validation
Guidelines

This SOP provides comprehensive quality assurance and result validation guidelines designed to ensure the
accuracy, reliability, and consistency of test results. It includes protocols for sample handling, calibration and
maintenance of equipment, validation of analytical methods, documentation and review processes, corrective actions
for discrepancies, and continuous improvement practices. The objective is to maintain high standards in laboratory
operations, comply with regulatory requirements, and deliver trustworthy data for decision-making.

1. Purpose

To outline procedures for maintaining quality assurance and validating results in laboratory processes to ensure data
integrity and compliance with regulatory standards.

2. Scope

This SOP applies to all laboratory personnel involved in sample handling, analysis, data recording, and reporting.

3. Responsibilities

¢ Laboratory Staff: Adhere to SOPs and accurately record all observations.

¢ Quality Assurance (QA) Team: Monitor compliance and review data quality.

o Laboratory Manager: Ensure staff training and regular equipment maintenance.
¢ Data Reviewers: Validate results and authorize final reports.

4. Sample Handling Protocol

Label all samples immediately with unique identifiers.

Store samples at designated temperatures and conditions as specified in the test methods.
Document sample chain of custody from receipt to disposal.

Inspect samples for integrity and suitability prior to analysis.

5. Equipment Calibration and Maintenance

¢ Calibrate laboratory equipment at intervals defined by manufacturer and internal policies.
¢ Log all calibration, maintenance, and repairs in the equipment logbook.
¢ Use only equipment that is verified to be within calibration.

6. Analytical Method Validation

¢ Use only validated methods approved by regulatory authorities or internal validation procedures.
e Document all method validation studies, including accuracy, precision, specificity, linearity, and robustness.
¢ Review and re-validate methods whenever there is a change in equipment, reagents, or test parameters.

7. Documentation and Review

¢ Record all observations and results promptly in laboratory notebooks or LIMS (Laboratory Information
Management System).

¢ Cross-check all calculations and ensure data transcription accuracy.

¢ Review all results by a qualified reviewer prior to release.

8. Corrective Actions for Discrepancies

¢ Report non-conforming results or discrepancies immediately to the supervisor or QA team.
¢ Document the nature of the discrepancy and initiate investigations as per the Non-Conformance SOP.
¢ Implement corrective actions and document outcomes for traceability.



9. Continuous Improvement Practices

Conduct regular internal audits and assessments.

Review SOPs periodically to reflect new regulations, technology, or best practices.
Provide ongoing training for all laboratory staff.

Encourage feedback and suggestions for process enhancements.

10. References

e |SO 17025: General requirements for the competence of testing and calibration laboratories
¢ Internal Quality Manual
¢ Relevant Equipment Manuals and Method SOPs

11. Revision History

Date Version Description of Change Approved By

2024-06-14 1.0 Initial release Lab Manager
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