
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

INTRODUCTION TO 

ISO 9001:2015 

ISO 15189 UNDERSTANDING & IMPLEMENTING 

Duration: 2 Days

PROGRAMME OVERVIEW

ISO 15189 Medical laboratories — Requirements for 
quality and competence is an international standard 
that specifies the quality management system 
requirements particular to medical testing laboratories.

The standard establishes a stringent set of quality 
management requirements specifically for medical 
testing laboratories at every level of the health care 
system. Some of the standard’s objectives for lab 
operations include ensuring the quality assurance and 
traceability of patients’ information, maintaining the 
safety and integrity of medical lab materials, monitoring 
the facility’s environmental conditions, and supporting 
public health decision-making

OBJECTIVES

To gain the understanding on the:
•	 Importance of quality management in the medical 

testing laboratory
•	 Importance and benefits of Accreditation of the 

medical laboratory
•	 Requirements of ISO 15189 - Management and 

Technical requirements 
•	 Implementation of the ISO 15189 in the medical 

testing laboratory

COURSE CONTENTS

•	 The Importance of QMS in the 
Medical Testing Laboratory

•	 Management Requirements
•	 Technical Requirements
•	 Skim Akreditasi Makmal Malaysia 

(SAMM) Requirements
•	 Accreditation Process

WHO SHOULD ATTEND?

•	 Laboratory Director or Manager
•	 Medical Laboratory Technician
•	 Medical professionals and medical 

laboratory technologist
•	 Executives and other technical 

personnel.
•	 Management system for an 

inspection body
•	 Medical testing laboratory 

undergraduate students from 
universities or college


