Module 16

Activity 16-1:  Scenario — Differentiating Documents from Records 

	Purpose
	To allow participants to discuss whether laboratory information is part of a document or a record.

	Suggested
Time
	5 minutes

	Scenario
	“You have found all these papers lying on a desk.”

Which of these are documents and which are records?
· testing algorithm

· safety manual

· client test results 

· standard operation procedures (SOPs) for an approved HIV rapid test 

· manufacturer test kit inserts

· summary of findings from on-site evaluation visit 

· report of corrective actions

· temperature log (blank form)

· quality control record (blank form)

· daily maintenance log (completed) 

· stock cards and stock book (completed)

· EQA sample transfer log (completed)




Activity 16-2:  The Quality Manual 

	Purpose
	To present a laboratory scenario, demonstrating the importance of the quality manual.

	Suggested
Time
	5 minutes

	Scenario
	“A new laboratory manager was hired by Laboratory X. The laboratory has not had a quality manual in the past, but the new manager wants to develop one.”
· Why do you think a quality manual is important?

· Who should the laboratory manager involve in the process?  

· How can the laboratory manager ensure that all of the details are included?  Would this result in increased costs for patient management, and what would increase the cost?

· List some of the content required for a quality manual and what that they think should be included in a quality manual.

· Who should be responsible for writing the quality manual?




PAGE  
1 

Documents and Records ● Module 16 ● Participant Activity Sheet


