TRAINER GUIDE 


Module 16: Documents and Records
	Purpose
	To provide the participants with information for managing documents and records.


	Module Time
(suggested)
	95 minutes: 80 minutes for presentation
                   15 minutes for activities (2)


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

· explain the difference between documents and records;
· describe the hierarchy of documents and the role of each level;
· outline the content that should be included in a standard operating procedure;
· explain the important steps, or elements, of a laboratory document management system;
· outline the contents of a quality manual;
· describe methods and tools to properly store documents and records.


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

1. Written policies, processes, and procedures are necessary for all of the following reasons EXCEPT:

a. verbal instructions may be misunderstood

b.  laboratory inspectors require it

c. they record data or information about what happened, and are not revised or modified
d. reproducibility of results is improved

2. Procedures:
a. tell “what to do”, and define the overall intentions and directions of the organization
b. tell “how it happens”, and can generally be represented in a flow chart indicating how events should occur over a period of time
c. tell “how to do it”, and show the step-by-step instructions that laboratory staff should meticulously follow to produce accurate and consistent results
3. The following is an example of a document:
a. a Quality Manual

b. a log of patient results

c. a chart showing the temperatures of a refrigerator over the last month

d. a graph plotting quality control results



	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
	5 min
	Introduction to documents and records
	Content sheet 16-1
	Presentation 16, Slides 1-4
Activity sheet 16-1

	2
	15 min
	Overview of documents
	Content sheet 16-2
	Presentation 16, Slides 5-16

	3
	10 min
	The Quality Manual
	Content sheet 16-3
Annex 16-A, 
Annex 16-B
	Presentation 16, Slides 18-22
Activity sheet 16-2

	4
	15 min
	Standard Operating Procedures (SOPs)
	Content sheet 16-4
Annex 16-C, 
Annex 16-D
	Presentation 16, Slides 23-34

	5
	15 min
	Document control
	Content sheet 16-5
	Presentation 16, Slides 35-42

	6
	10 min
	Overview of records
	Content sheet 16-6
	Presentation 16, Slides 43-47

	7
	10 min
	Storing documents and records
	Content sheet 16-7
	Presentation 16, Slides 48-51

	8
	15 min
	Summary
	Content sheet 16-8
	Presentation 16, Slides 52-56
Activity sheet 16-1

	Optional Material on the CD-ROM

	Structure and contents of a quality manual
	Content sheet 16-9
	Presentation 16, Optional Slides 1-23

	Developing SOPs 
	Activity sheet 16-3

	Visual aids examples 
	Presentation 16, Optional Slides 1-6

	Developing a document control program 
	Activity sheet 16-4


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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