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Plan of the ... Clinical Study Report Audit

Dated ...	




	Audit requested by
	

	Audit purpose
	To ensure the reliability of the clinical study report by comparing the body of the report with the tables / figures / graphs (section 14) and the appendices (section16).

	Planned audit date
	

	Audit scope
	100% check (comparing with the specified and provided references) of the following sections:
10 "Study Subjects" 
11 "Pharmacokinetic Evaluation" 
12 "Safety Evaluation" 
13 "Discussion and Overall Conclusions"
Statements not explicitly/directly supported will be displayed in a specific table. That concerns three types of data:
interpretations,
information for which source data have not been found,
derived data.

	Planned auditors
	..., SUNNIKAN Consulting
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