
What Is ISO 13485 Training All About?
ISO 13485 training specifies requirements for a management system wherein a company can show its ability to provide medical devices and services

that continuously regulatory requirements applicable to medical devices and related services and meet customer needs.

The training is to provide medical regulations and quality controls for administrators, managers and personnel. All companies with medical device

usage must meet these standards regardless of what type of organization it may be.

The Managerial staff is responsible for administering this ISO. The training will show the conformity and regulatory requirements to be followed.

Subjects reviewed are device record training, quality control guides over documents, files, regulations, management decisions regarding personnel

and standards training.

Using quality management control system is covered in training. The ISO also touches on the review of exclusions of design and the development

under the ISO standard. Standard ISO 9001 implements standards that are excluded under ISO 13485. The ISO 9001 standard must be meet with all

regulations just as ISO 1348 without exclusion even though ISO 13485 excludes item found in ISO 9001.

Quality management system documentation is also reviewed and covered in this standard. File Models and related file services as to procedure an

development are covered. The training will look into how the document is created, justification for document and what warrants and exclusion.

Personnel will be trained to identify, evaluate, maintain, and utilize documents and procedures according to the ISO standards.

Quality control record development, keeping and updating are closely reviewed under the heading of quality management control, which governs most

of the ISO requirements. Quality control over documentation will lead to the prevention of outdated usage of old documents, monitoring of current

revisions, update of data, awareness of customer needs, identify infrastructure needs, hardware need, software need, workspace needs and

monitoring the status of medical devices by updating and retaining key records.

Providing quality infrastructure, environmental, resources, and personnel are very important topics in training. Those of which a quality management

team will learn to identify, evaluate and respond to under this standard. Other management quality standards are customer needs, customer

requirements, review of customer need, customer request and above all communication with customer on many levels.

Management will learn how to establish support teams, appoint competent personnel to represent them when complying with regulations. The

management will also learn how to plan, evaluate, maintain, and regulate vital records an medical devices that are essential to the compliance of this

ISO 13485 training standards.
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