
TYPES OF AUDIT 

Definition of Audits 

• Quality audit is defined as a systematic and independent examination to 
determine whether activities and related results comply with planned 
arrangements and whether these arrangements are implemented effectively 
and are suitable to achieve objectives 

• A quality audit is not just a routine inspection;  

• Its purpose is to assess whether activities and their outcomes align with 
planned arrangements and whether these arrangements are not only 
effectively implemented but also suitable to achieve predetermined objectives. 

Reasons for Internal Quality Auditing 

• Internal audits serve as a powerful tool to determine the level of compliance 
within an organization. They go beyond mere compliance, aiming to instill 
confidence in Good Manufacturing Practices (GMP) and 0Quality Assurance 
(QA) systems. When conducted effectively, internal audits can foster 
interdepartmental trust, understanding, and communication. These audits are 
not just about identifying shortcomings; they provide a stimulus for 
improvement, recommend corrective actions, and act as vigilant monitors of 
ongoing improvements. 

Reasons for External Quality Auditing 

• External quality audits, on the other hand, extend their gaze beyond the 
organizational boundaries. Their primary goals include establishing and 
monitoring the capability of suppliers or contractors to deliver goods and 
services that meet the required standards. Beyond the transactional aspects, 
these audits play a vital role in building mutual confidence and promoting 
robust communication between the parties involved. External audits, much 
like their internal counterparts, contribute to the achieving goals of compliance 
and continuous improvement. 

Types of Quality Audits 

1. Internal Audit 

2. External Audit 

3. Regulatory Audit 

Purpose of Internal Audit 

• Internal audits are designed to increase the potential for early identification of 
regulatory concerns. They act as vigilant detectives, identifying compliance 



deficiencies and deviations from industry standards and company 
requirements. Additionally, internal audits provide a benchmark of 
compliance, not just within the organization but against industry expectations. 
They are an invaluable tool for informing management about regulatory risks 
and fostering a culture of continuous improvement. 

• Internal audits offer a holistic view, providing insights into the health of a 
quality system. They don't merely identify surface-level issues; they dig deep 
to identify the root causes of problems, enabling organizations to plan 
corrective and preventive actions with a well-defined timeline. Resource 
allocation becomes more strategic, potentially avoiding significant problems in 
the future. Continuous improvement is not just a buzzword but a tangible 
outcome of a well-executed internal audit process. 

Internal Audit Tiers 

1. Tier One: Audits carried out by the staff of a section or department on 
themselves. These are typically short and focused on 'visible' elements 
such as housekeeping and documentation. Auditors are chosen based 
on their knowledge and experience within the audited area. 

2. Tier Two: Conducted by a local QA group, independent of the 
department under audit. These audits are longer but less frequent, 
focusing more on systems than housekeeping. Auditors at this level 
require more extensive training, covering quality systems and 
advanced audit techniques. 

3. Tier Three: Carried out by a corporate compliance group. These audits 
often assess readiness for a regulatory audit and may involve highly-
trained specialists with expert knowledge of Good Manufacturing 
Practices (GMP) and other regulatory requirements. 

External Audit (Second/Third Party) 

• External audits are audits carried out by a company on its vendors or 
subcontractors. External Audits are categorized as Second and Third Party 
Audits. 

Second Party vs. Third Party Audits 

1. Second Party: Involves a customer or employee auditing your 
company. This provides a unique perspective from those directly 
involved in the organization. 

2. Third Party: Occurs when a customer wants an audit of your company 
but expects your company to bear the cost. This external perspective 
can offer valuable insights and holds the audited company accountable 
for meeting external standards 

 



External Auditor Expertise 

• External auditors bring a wealth of experience and expertise to the table: 

o They typically have extensive practical experience in Good 
Manufacturing Practices (GMP). 

o They receive specialized training in quality systems auditing, equivalent 
to that of ISO 9001 lead auditors. 

o Audit teams may include technical experts depending on the size and 
scope of the audit. 

External Audit Program 

• A well-structured external audit program typically includes these components: 

o A full-scope financial audit to ensure the accuracy and reliability of 
financial records. 

o A documentation audit to assess the adequacy and effectiveness of 
documentation supporting the organization's quality system. 

o An attestation of internal controls over operations to provide 
reasonable assurance about the effectiveness of internal controls. 

Benefits of External Audit Function 

• The benefits of investing in an external audit function are numerous: 

o Provides independent assurance about the effectiveness of internal 
controls, mitigating risk and enhancing overall governance. 

o Offers valuable insights to directors and management regarding the 
overall health and effectiveness of the organization's quality system. 

o Helps identify and address potential compliance issues before they 
escalate into major problems. 

o Provides a benchmark against industry standards and best 
practices, enabling organizations to continuously improve their 
operations. 

Regulatory Audit 

• Regulatory audits are conducted by government agencies or regulatory 
bodies to assess an organization's compliance with specific regulations. 

o They are particularly important in industries regulated by the Food and 
Drug Administration (FDA), the Environmental Protection Agency 
(EPA), and other regulatory bodies. 

o Regulatory audits can be unannounced and may involve extensive 
scrutiny of documentation, facilities, and processes. 



o Failure to comply with regulatory requirements can result in significant 
penalties, including fines, product recalls, and even legal action. 


