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Audit context
As part of its activities in research and clinical development, SPONSOR mandated Sunnikan Consulting to conduct an audit of the Clinical Study Report of its STUDY NAME/CODE phase XX study titled:
"xxx".
This audit aimed at verifying the adequacy of sections 02, 03, 10, 11, 12 and 13 of the Clinical Study Report against the quoted references (other sections of the report and appendices 14 and 16.2).
[bookmark: _Toc18055618]Audit methodology
The audit was performed by xxx, Consultant and xxx, Consultant, Sunnikan Consulting from Month XXth, 20XX to Month XXth, 20XX.
To ensure the consistency of the body text of the clinical study report, 100% of the following sections were checked against the other sections of the report and data provided in appendices 14 and 16.2 (i.e. tables/graphs/figures/listings):
02 "Synopsis" (only for the parts corresponding to the sections of the report that were checked, i.e. Results and Conclusions)
03 "Table of Content"
10 "Study Patients" 
11 "Efficacy Evaluation" 
12 "Safety Evaluation" 
13 "Discussion and Overall Conclusions".

The audit also includes the check of the table of contents (with regard to ICH E3), abbreviations, headers and footers, versioning.
In case of lack of references:
if data are not explicitly/directly supported by a reference in the report, they are considered "non-verifiable" and included in table 1 as "Lack of references" and in table 2 since they cannot be checked,
if data are not explicitly/directly supported by a reference in the report, but the auditors found the corresponding references, they are included in table 1 as "Lack of references" (and the references are specified) but not in table 2 since the data are checked.
The audit does not include:
the verification of the consistency between sections 14 and 16, data supported by references from both sections are only checked against one of the two references
the check of derived data calculations
the medical and statistical review of the report.
In the absence of the protocol (section 16.1.1), the consistency of the items related to the study design are checked against sections of the Clinical Study Report that are not included in the scope of the audit (in particular section 9).
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The documents provided for the audit are the following:
Full clinical study report: xxx
Section 14: CSR Sections xxx
Section 16: xxx.
Note: all these documents were provided to the Auditors on DATE.
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Executive summary
As part of its activities in research and clinical development, SPONSOR mandated Sunnikan Consulting to conduct an audit of the Clinical Study Report of its STUDY NAME/CODE phase XX study titled:
"xxx".
This audit aimed at verifying the adequacy of sections 02, 03, 10, 11, 12 and 13 of the Clinical Study Report against the quoted references (other sections of the report and appendices 14 and 16.2).
The audit was performed by xxx, Consultant and xxx, Consultant, Sunnikan Consulting from Month XXth, 20XX to Month XXth, 20XX.

With regard to the xx pages that were checked, XX findings documented in table 1 were identified:
XX inconsistencies between the body text and appendix 14
XX inconsistency between the body text and appendix 16.2
XX internal inconsistencies in the body text
XX lack of references
XX ambiguities
XX unclear wording or layout or bad spelling
XX others.

The identified findings: 
mainly concern lack of references, ambiguities and internal inconsistencies in the body text
do/could (not) have a major impact on the efficacy and safety evaluations.
However, the number of findings may have an impact on the quality and reliability of the data presented in the clinical study report, if the adequate corrections are not implemented.

The "non-verifiable" data presented in table 2 should be assessed by SPONSOR in terms of risk in order to determine whether the addition of references is needed or not.
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Audit results
The findings are presented in table 1 and categorised as follows: 
I1: inconsistency between the body text and appendix 14
I2: inconsistency between the body text and appendix 16.2
+: internal inconsistency in the body text
L: lack of references
A: ambiguity
M: unclear wording or layout or bad spelling
O: other.

Data that were not verified are displayed in the table 2 and classified as follows:
D: derived data
R: information for which source data have not been found
S: clinical or subjective interpretation.

Note: 
The quotes of documents (report or appendices) appear in italics.
The parts concerned by the finding (Table 1) or data not explicitly/directly supported by references (Table 2) appear in bold characters.
If an identified finding is relevant for other sections of the CSR (in particular the synopsis and the conclusions), it appears several times in tables 1 and 2.
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	Version
	Date
	Comments

	V0.1
	
	Delivery of the draft version for review by sponsor
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