TRAINER GUIDE

Module 9: Assessment — Audits
	Purpose
	To provide the participants with an overview of laboratory assessment, and information about external and internal audits.


	Module Time
(suggested)
	60 minutes: 50 minutes for presentation
                    10 minutes for activity



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

· develop a process to prepare your laboratory staff for an external audit;
· plan and manage an internal audit;
· discuss how to use results from a laboratory audit;
· advocate for the importance of taking corrective actions.


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


1. When conducting an external assessment, auditors will:

a. only assess the processes related to the examination phase of testing.

b. compare the laboratory’s practices with established standards

c. keep their results secret until they file a report to the health department

d. always audit the entire laboratory processes and procedures
2. Which of the following statements is TRUE concerning internal audits?

a. they are not required for laboratories seeking ISO accreditation

b. they provide information for identifying training needs

c. they guarantee that the quality management system is working properly

d. they are conducted by groups or agencies from outside the laboratories 

3. The person responsible for organizing and managing the laboratory internal audit program is the:

a. Laboratory Manager

b. Minister of Health

c. Quality Manager

d. Continuing Education Coordinator



	Module

Overview


	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
	15 min
	Introduction
	
	Presentation 9, Slides 1-3 Activity sheet 9-1

	2
	10 min
	Overview of assessment
	Content sheet 9-1
	Presentation 9, Slides 4-11

	3
	5 min
	External audit
	Content sheet 9-2
	Presentation 9, Slides 12-14

	4
	5 min
	Internal audit
	Content sheet 9-3
	Presentation 9, Slides 15-18

	5
	10 min
	Internal audit program
	Content sheet 9-4
	Presentation 9, Slides 19-25

	6
	10 min
	Actions as result of audit
	Content sheet 9-5
Annex 9-A
	Presentation 9, Slides 26-32

	7
	5 min
	Summary
	Content sheet 9-6
	Presentation 9, Slides 33-35

	Resource Material on the CD-ROM 

	Laboratory Assessment Tool (LAT) for use in microbiology laboratories: instructions and examples Excel format.


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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