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Agenda for Database Audit

Dated March 18, 2015
	Audit requested by
	

	Audit purpose
	To assess the quality of the XXX database 

	Audit dates
	

	Auditors team
	xxx, Sunnikan, Lead Senior Auditor
zzz, Sunnikan, Senior Auditor

	Audit location
	

	Audit standards
	Regulations applicable in France, including French Good Clinical Practices ("Décision du 26 novembre 2006")
Good Clinical Data Management Practices (Society for Clinical Data Management), current version
Clinical trial Protocol version xx dated xxx

	Audit methodology summary
	xx CRF randomly selected by the Sunnikan / Biostatistician / other using
sample size algorithm "square root plus one" (√n +1) of the total study population
or a sample size equal to ten percent (10%) of the total study population.
· All data of a selected CRF are checked or only key data are checked key data (e.g. inclusion/exclusion criteria, safety data, primary criteria)
One Auditor reading the CRF data (source) and one Auditor checking the database
an error is defined as a discrepancy between the dataset and the CRF that is not explained by data handling conventions, site signed data clarification forms, or programming conventions defined in the trial analysis plan
a field or a variable, is defined as a particular area (as of a record in a database) in which the same type of information is regularly recorded
data errors involving derived fields are counted
derived data automatically calculated by programing are not checked
error on data that are entered one time then electronically populated throughout the CRF pages (e.g. header) are counted one time. The corresponding inspected field is also counted one time.
any Investigator's comments written outside CRF fields do not need to be checked unless the client has decided to include them in the statistical analysis. However they will not be checked but will be available for information
QC / audit results documentation:
Scenario 1: patient data listings available on a paper format: tick checked data on the listings (green: no discrepancy / red: discrepancy) and record discrepancies in a table
Scenario 2: patient data listings not available on a paper format, and discrepancies are exhaustively reported in a table
Data quality is quantified using error rate to guard against misinterpretation of error counts, facilitate comparison of data quality across database tables and trials.
The error rate is defined as the number of errors detected divided by the total number of fields inspected.
Error rate is expressed as the number of errors per 10,000 fields.
Methodology based on GCDMP, Chapter "Measuring Data Quality", last version

	Persons to meet
	Data Manager

	Main documents &
materials required
	Read-only access to database or patient datalisting with a layout allowing a rapid and easy check versus CRF
Original copy of the xx selected paper CRF including all queries. Queries should not be filed separately from the CRF.
Data Entry Manual
Data Management Plan / annotated CRF /  data validation plan
Self-Evident Corrections (SEC) Manual
CRF history
Study Protocol

	Agenda
	Day 1
09:00 - 09:30	Opening meeting: Purpose and scope of the audit
09:30 - 18:00	Database audit
Day 2  (Day 3 optional)
09:00 - 17:00	Database audit (continued)
17:00 -17:30 	Preparation of closing meeting
17:30 - 18:00 	Closing meeting

[bookmark: _GoBack]The agenda is flexible and could be discussed during the opening meeting to be adapted to attendees' availabilities.
The agenda could also be revised by the Auditor during the audit as necessary, depending on the progress of the audit.
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