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1.0 PURPOSE

This SOP describes the procedure for requesting a change to a live Study Database. This is
applicable to all databases that require and change or update after the first initial release to
the live environment on the REDCap server.

2.0 SCOPE

This SOP applies to staff in the following roles within the ECTU Data Management Team as
REDCap study database developers:

e Data Manager
e Assistant Data Manager
¢ Data Management and Programming Architect

This SOP also applies to members of the Trial Management team or appropriate study
designee who request changes to the database.

3.0 RESPONSIBILITIES
The Trial Manager or appropriate study designee is responsible for the following:

e Evaluating and authorising the need for a database change

¢ Requesting the change via the appropriate channels and providing the database
developer with the correct information for the required update.

e Testing and validating the changes on the training database before it is released to the
live database

e Ensuring the appropriate approvals are in place before a change is released to the live
database

The database developer is responsible for the following

e Upon receipt of the change request, liaising with the Trial Manager or appropriate study
designee to implement the change as required

¢ Implementing the change on the training database and preparing all validation
documentation

e Ensuring the change is reviewed and approved (where appropriate) by the Trial
Statistician or designee and/or Trial Monitor

e Approving all completed validation documents, prior to release to the live database

e Providing completed documentation to the study Sponsor for approval as required
Upon confirmation of final approval from all relevant parties, releasing the change to
the live database

4.0 PROCEDURE
4.1 Requesting a Change to a Study Database

4.1.1 All requests must be logged on the ECTU DM&P Project Change Requests database.
The database developer or another REDCap Administrator can provide access to this.
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4.1.2 |Instruction on using the ECTU DM&P Project Change Requests database is provided
in ECTU Central Office WPD ECTU_REDCap_ W2 Requesting a Change to a Study
Database.

4.2 Implementing a Change to a Study Database

4.2.1 The database developer will review and accept the change request as appropriate.
Database changes can only be made if the database is fully or partially open for current
study use. Changes will not be made to any study database that has been fully locked.

4.2.2 The change will be implemented in the training version of the database on the
Development server initially in order to be tested and validated.

4.2.3 The changed instruments and functionality will be validated as per ECTU Central Office
SOP ECTU_REDCap_04 Study Database Validation.

4.2.4 Once all validation is complete and all approvals are in place, the change can be
released on the live version of the database on the Production server. The release
procedure is detailed in ECTU Central Office WPD ECTU_REDCap_W1 Database
Release Procedure.

4.2.5 Once the database has been released, the database developer will update the status
of the request in the ECTU DM&P Project Change Requests database.

5.0 RELEVANT DOCUMENTS AND REFERENCES

ECTU Website

e ECTU Central Office WPD ECTU_REDCap_W2 Requesting a Change to a Study
Database

e ECTU Central Office SOP ECTU_REDCap_04 Study Database Validation

e ECTU Central Office WPD ECTU_REDCap_W1 Database Release Procedure
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