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1. INTRODUCTION

This Working Practice Document (WPD) describes the procedure for granting blinded or unblinded access to
the trial databases and should be used in conjunction with ECTU Central Office SOP ECTU_IT_14 Granting
blinded or non-blinded access to the trial databases.

2. INSTRUCTIONS and GUIDANCE

2.2

2.3

2.4

2.5

2.6

2.7

2.8

2.9

A change request should be completed by the IT team recording the access request. The change
request should include the information from the access request. The change request should also
include the requesters’ name, role and the date requested.

The UUN of the requesters should be added to the database users.

If the UUN is not available to add then the user does not have access to the database server. Contact
IS to grant permission to the server for the user. Include the UUN and the database server name in
the IS request.

Deny access to any participant identifiable data, unless there are specific reasons to allow access to
this data.

Add the UUN to the Unblinded Statistician or Blinded Statistician user role as created for the study
database. The criteria for these user roles will have already been agreed with the Trial Statistician or
designee

Add the UUNs to the db_datareader role.

The access request will be documented using the Database Access Record Template. The signed copy
of the document will be retained in the IT Management File.

Once the IT Programmer has created the ‘Blinded Statistician’ or ‘Unblinded Statistician’ user access,
an email will be sent to the user confirming the access and any exemptions.

3. RELEVANT DOCUMENTS AND REFERENCES

ECTU Central Office SOP ECTU_IT_14: Management Blinded and Unblinded User Access Roles
ECT Unit/SOPs/Finalised SOP and WPD/IT/SOP/Current PDF version for use

Database Access Record Template
ECT Unit/SOPs/Finalised SOP and WPD/IT/Supporting Documents and Templates

ECTU Change Management:
https://dcnapp4.dcn.ed.ac.uk/ECTUChangeRequests/login.aspx

IS Self Service Portal: https://ed.unidesk.ac.uk/tas/public/

IS Helpline Email : IS.Helpline@ed.ac.uk
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