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Version x.0 dated June 26, 2022

	Audit requested by
	

	Audit objective
	Assessment audit

	Audit dates
	

	Audit team / Auditor
	, SUNNIKAN Consulting, Auditor


	Audit location
	

	Audited processes
	Phase I clinical study
Data Management, Biostatistics

	Agenda
	, 2006
11:30 - 12:00	Opening meeting
12:00 - 13:00	Organization, Staff (Job descriptions, 			staff qualification and training)
13:00 - 13:45	Pause
13:45 - 15:15	Quality System, SOPs, improvement system
15:15 - 18:00	Phase I studies
		- facilities visit
		- operational SOPs
		- IMPs, Pharmacy
		- complementary exams
, 2006
08:30 - 10:30	
10:30 - 13:00	Data Management, Biostatistics
13:00 - 13:45	Pause
13:45 - 14:45	Computer Systems Validation
14:45 - 15:30	Closure meeting
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