
INTERNAL AND EXTERNAL AUDITS 

Internal and external audits play a vital role in assessing and ensuring the effectiveness of a Quality 

Management System (QMS). They are systematic and objective processes that evaluate an 

organization's compliance with quality standards, regulatory requirements, and internal policies. Here's 

a detailed note on internal and external audits in quality management systems: 

Internal Audits: 

Internal audits are conducted by personnel within the organization, typically members of an internal 

audit team or department. The purpose of internal audits is to assess the organization's QMS, identify 

areas for improvement, and ensure compliance with internal policies and standards. Here are some key 

aspects of internal audits: 

1. Independence and Objectivity: Internal auditors should be independent of the areas being audited, 

ensuring objectivity and unbiased assessments. They should have the necessary qualifications, 

competence, and knowledge of auditing principles and techniques. 

2. Audit Planning: Internal audits require proper planning to define the scope, objectives, and criteria for 

the audit. This includes selecting appropriate audit techniques, determining the audit frequency, and 

establishing a schedule that covers all relevant processes within the organization. 

3. Audit Execution: Internal audits involve conducting on-site inspections, interviews, document reviews, 

and observations to evaluate the QMS's effectiveness and compliance. Auditors collect evidence, assess 

processes against established criteria, and identify non-conformities or areas for improvement. 

4. Non-Conformity Identification: Internal auditors identify non-conformities, which are instances where 

the organization does not meet the specified requirements or standards. Non-conformities can include 

process deviations, documentation gaps, or non-compliance with regulations. These non-conformities 

are documented and reported to management for corrective action. 

5. Corrective Actions: Following internal audits, management is responsible for addressing identified 

non-conformities. Corrective actions should be implemented to rectify the issues, prevent recurrence, 

and improve the effectiveness of the QMS. 

6. Continuous Improvement: Internal audits serve as a tool for continuous improvement by highlighting 

areas where the organization can enhance its QMS. Audit findings and recommendations provide 

valuable insights for refining processes, reducing risks, and optimizing operations. 

 

External Audits: 



External audits are conducted by an independent certification body or regulatory authority external to 

the organization. The purpose of external audits is to assess the organization's compliance with external 

standards, regulations, and industry-specific requirements. Here are key aspects of external audits: 

1. Certification Bodies: External audits are often performed by certification bodies accredited to assess 

compliance with specific quality standards, such as ISO 9001. Certification bodies employ qualified 

auditors who follow established auditing procedures and criteria. 

2. Compliance Verification: External audits verify that the organization's QMS meets the requirements of 

the relevant quality standards or regulations. Auditors review processes, procedures, documentation, 

and evidence of conformity to assess compliance. 

3. Certification Process: External audits are part of the certification process, where organizations seek 

certification to demonstrate their adherence to quality standards. If the organization meets the 

requirements, the certification body issues a certificate that is valid for a specified period, usually 

subject to surveillance audits. 

4. Surveillance Audits: After initial certification, surveillance audits are conducted periodically to ensure 

the organization maintains compliance with the quality standard. These audits assess the continued 

effectiveness and improvement of the QMS over time. 

5. Regulatory Audits: In regulated industries, external audits may be performed by regulatory authorities 

to assess compliance with specific regulations and standards. These audits focus on ensuring adherence 

to legal requirements, safety regulations, and industry-specific guidelines. 

6. Non-Conformity Management: External audits identify non-conformities and provide 

recommendations for corrective actions. The organization must address these non-conformities to 

maintain or retain certification. Failure to address critical non-conformities may result in the suspension 

or withdrawal of certification. 

7. Transparency and Disclosure: External audit results and certification status are often made public, 

allowing customers, suppliers, and stakeholders to assess an organization's commitment to quality and 

compliance. Certification can enhance the organization's reputation, competitiveness, and customer 

trust. 

 

Internal and external audits are essential components of a robust quality management system. They 

provide an objective evaluation of compliance, identify areas for improvement, and drive continuous 

enhancement of the QMS. By conducting regular audits and addressing non-conformities, organizations 

can demonstrate their commitment to quality, regulatory compliance, and customer satisfaction. 


