STEP

LEARNING

ISO 13485:2016 Internal Audit

Course Duration: 1-day; Instructor-led
Time Schedule: 9am-5pm

Lunch: 1:00pm- 2:00pm

Morning Tea-break: 10:30am-10:45am
Afternoon Tea-break: 3:30pm -3:45pm

INTRODUCTION

ISO 13485:2016 requires an establishment to demonstrate its ability to maintain quality, safety and
performance of medical devices in compliance with the Malaysian medical device regulatory
requirement throughout the supply-chain. This program is designed to provide an understanding on
the fundamental of audit principles specifically on 1ISO 13485:2016 requirements to assist internal
auditors to carry out comprehensive and effective audit in regard to ISO 13485 requirements.

HOW WILL YOU BENEFIT
By the end of this program, participants should be able to:
e Understand the principle and concept of internal audit in ISO 13485:2016
e Understand how to plan an audit
e Understand how to perform a quality standardization in medical device industry
e Understand how to write an audit report
e Understand how to carry out corrective action and follow up audit effectively

METHODOLOGY
This stimulating program will maximize understanding and learning through theories, group
exercises and quizzes.

WHO SHOULD ATTEND

Managers, executives, engineers, professionals and employees involved in industries such as
manufacturing, servicing and distribution as well as others whose job function will ultimately be
related to the quality and efficiency of medical devices and its products are invited to attend.

KEY CONTENTS

Module 1 - Introduction To Internal Audit ISO 13485:2016
e Type Of Audit
e Auditor Competency
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Module 2 — Internal Audit Process
e Audit Planning

e Audit Performing, Collecting & Verifying Evidence And Technique Of Audit
e Findings Evaluation
e Audit Reporting And Follow Up
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