TRAINER GUIDE 


Module 1: Introduction – Overview of the Quality Management System
	Purpose


	To provide the participants with a broad understanding of a laboratory quality management system.

	Module Time
(suggested)
	60 minutes for presentation
                      

	Learning Objectives
	At the end of this module, participants will be able to:

· explain the importance of a quality management system;
· list the quality management system essential elements;
· describe the history of development of quality principles;
· discuss relationship of this quality model to ISO and CLSI standards.

	Test Questions (suggested)
	Suggested test questions (with answers bolded) for this module include:


1. The rationale for implementing an overall quality management system in the laboratory is to:

a. prevent any possibility of testing error

b. differentiate between qualitative and quantitative methods

c. prevent potential errors in the laboratory’s path of workflow

d. help to ensure that testing performed by the laboratory is accurate and reliable

2. All of the following are essential elements of the quality management system EXCEPT:
a. equipment management

b. personnel management
c. selection of customers
d. process control

3. The standard that applies specifically to quality in the clinical laboratory is:

a. ISO 15189

b. CLSI  HS1-A2

c. ISO 9000

d. ISO 8000



	Module Overview
(suggested)
	The following table suggests an agenda for organizing the module. Each trainer can modify it, as well as select and customize the available resources.




	Step
	Time
	Topics
	Contents
	Available resources 

	1
	10 min
	Importance of laboratory quality
	Content sheet 1-1
	Presentation 1, Slides 1-10

	2
	10 min
	Overview of a quality management system
	Content sheet 1-2
	Presentation 1, Slides 11-15

	3
	25 min
	The quality system management model
	Content sheet 1-3
	Presentation 1, Slides 16-31

	4
	5 min
	History of laboratory quality management
	Content sheet 1-4


	Presentation 1, Slides 32-34

	5
	5 min
	International laboratory standards
	Content sheet 1-5

Annex 1-A
	Presentation 1, Slides 35-38

	6
	5 min
	Summary
	Content sheet 1-6

	Presentation 1, Slides 39-41


	Optional Material on the CD-ROM

	Six Sigma
ISO development
ISO 15189 family of documents
	Presentation 1, Optional slides 
1-3

	International Health Regulations (IHR) (7-page Word content)
	Presentation 1, Optional slides (1-20)


Material/Equipment Checklist
· PowerPoint slides or transparencies 

· Overhead projector or computer with an LCD projector

· Prepared flipchart, white board, or chalk board
· Paper cards, markers, and tape

· Additional handouts as required. 
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