
QUALITY AUDIT SYSTEM

Quality audit is the process of systematic examination of a quality system carried out by an internal or external quality
auditor or an audit team. It is an important.

The report should provide correct and clear data that will be effective as a management aid in addressing
important organizational issues. This is particularly important in the case of a product or service that could
pose a threat to public safety. The Audit Report should clearly indicate areas of conformance and any
observations made. Customers may suggest or require that their suppliers conform to ISO , ISO , or safety
criteria , and federal regulations and requirements may also apply. You can also use a copy of the procedure
being audited and mark this up with questions and points to verify. If you are running a business it is not
helpful if an auditor tells you that you have not complied with certain requirements unless he can also tell you
what effect such non- compliance will have on your business. How are they maintained and updated? Who
performs that function? It is an audit of those portions of the quality assurance program that are "retained
under its direct control and within its organizational structure. It must describe how the quality system
interacts with other departments to achieve your quality goals. The Clients Responsibilities The client is the
individual or team who has requested the audit. MasterControl's quality audit software system allows for the
planning and scheduling of round-the-clock audit programs that adhere to latest standards set by the FDA and
ISO regulatory authorities. In order to measure efficiency of departments, management must first monitor the
responsibilities of all departments and determine whether each department is working in accordance to their
stated set of tasks or not. The checklist can also be setup to define which auditors are responsible for covering
which area. This helps companies save capital and resources that may otherwise need to be spent building
extensive training programs. An auditor may question personnel in operational departments about the
relationship between the quality management system and their work. The scope of a department or function
audit is a particular department or function. This action helps to promote an image of fairness and objectivity
on the part of the customer. Are processes current in terms of meeting the existing and future requirements of
key customers? This can go hand-in-hand with your tour of the facility review of physical evidence. Audits by
Scope The 2nd way to classify an audit is by the scope of the audit. Audits that determine compliance and
conformance are not focused on good or poor performance, yet. As we learned in the Documentation Chapter,
Records should be maintained as physical proof that a process was executed per all the applicable procedures.
ISO does not require a documented Internal Audit procedure. Although second party audits are usually
conducted by customers on their suppliers, it is sometimes beneficial for the customer to contract with an
independent quality auditor. This is a new approach.


