TRAINER GUIDE


Module 18: Organization
	Purpose
	To describe the organizational structure, management roles and responsibilities, and other factors needed for a successful laboratory quality management system.

	Module Time
(suggested)
	100 minutes:  55 minutes for presentation

                       45 minutes for activities (2)

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

· describe organizational elements needed for a quality management system;
· discuss management roles and responsibilities in a quality system;
· explain the process for designing, implementing, maintaining, and improving the laboratory quality system;
· explain the purpose of a quality manual.

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

1.  The role of the quality manager usually includes:

a. running quality control samples as a part of the testing process

b. monitoring all aspects of the quality system

c. assuring that adequate resources are available for quality system processes and procedures

d. hiring highly competent staff for the laboratory

2.  When planning for the establishment of a quality system in the laboratory, it is important to:

a. inform laboratory staff after completion of the initial plan, so as to avoid confusion

b. use a computer-based tracking system

c. be prepared to implement all steps of the plan immediately

d. include all twelve quality elements in the plan

3.  A quality manual:

a. establishes the quality policies for the laboratory

b. should be printed and widely distributed

c. should never be changed, as it provides the framework for the quality system

d. must include all test procedures



	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
	5 min
	Module introduction
	
	Presentation 18, Slides 1-3

	2
	5 min
	Organizational requirements for a quality management system
	Content sheet 18-1
	Presentation 18, Slides 4-5

	3
	30 min
	Management role
	Content sheet 18-2
	Presentation 18, Slides 6-8
Activity sheet 18-1

	4
	10 min
	Organizational structure
	Content sheet 18-3
	Presentation 18, Slides 9-13

	5
	10 min
	Organizational functions: Planning
	Content sheet 18-4

	Presentation 18, Slides 14-18


	6
	10 min
	Organizational functions: Implementation
	Content sheet 18-5
Annex 18-A
	Presentation 18, Slides 19-23

	7
	5 min
	Laboratory quality manual
	Content sheet 18-6
	Presentation 18, Slides 24-26

	8
	25 min
	Summary
	Content sheet 18–7
	Presentation 18, Slides 27-32
Activity sheet 18-2

	Resources Available on the CD-ROM

	Activities 18-1 and 18-2 “pre- and post-discussion” and “responsibilities” Excel worksheets 

Gantt Chart Checklist example (5-page pdf)



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.
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