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Trial presentation and quality control/audit context
LABO PHARMA is the sponsor of the study:
"XXXXXXXXXX"
A/An quality control/audit was requested by LABO PHARMA and contracted to SUNNIKAN Consulting.
[bookmark: _Toc441049633]Quality control/Audit plan and methodology
The audit was performed by xxx and xxx, SUNNIKAN Consulting from Month XX 20XX to Month XX 20XX.
The documents provided for the quality control/audit in electronic version are the following:
Clinical Trial Protocol (CD-ROM/email),
Master Patient Information and Consent Form (ICF),
Case Report Form (CRF).

The audit consists in a quality control of the key study documents to assess compliance with the applicable regulations (e.g. table of contents) and consistency among documents (e.g. protocol versus ICF and CRF). It includes:
an intra-protocol verification of:
table of contents versus body
abbreviations list versus body,
headers and footers,
versioning,
references and cross-references,
consistency for redundant information (e.g. in protocol synopsis and body, in chart and body, etc.)
cohérence intra-protocole incluant la vérification de la table des matières, du versionnage, des en-têtes et pieds de page, des abréviations, des références et renvois
consistency of the protocol with the ICF and other appendices,
consistency of the protocol with the CRF.

The quality control does not include:
a medical review of the clinical trial documents,
a verification of the documents against the applicable regulatory requirements,
a classification of findings,
corrections of the clinical trial documents, based on the conclusions of the audit.
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