Module 16

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

	
	

	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.


	Topics Covered
	16-1  Introduction to documents and records
16-2  Overview of documents 
16-3  The quality manual

16-4  Standard Operating Procedures (SOPs) 
16-5  Document control
16-6  Overview of records 
16-7  Storing documents and records

16-8  Summary
 

	Resources Available
	Annex 16-A
Annex 16-B
Annex 16-C
Annex 16-D
Activity sheet 16-1 
Activity sheet 16-2
Test questions
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