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1. PURPOSE

This Standard Operating Procedure (SOP) describes the process for developing and granting blinded or non-
blinded access to bespoke trial databases developed and maintained by ECTU.

2. SCOPE

This SOP applies to all IT Programmers who are responsible for granting access to bespoke ECTU trial databases.

3. PROCEDURE

3.1

3.11

3.2

3.2.1

3.23

3.2.4

Developing Blinded and Unblinded User Access Roles

The Trial Statistician or designee is responsible for defining the access requirements for an Unblinded
access role. For Trial Statisticians within ECTU, this procedure is outlined in ECTU Central Office SOP
ECTU_ST_07 Defining Data Access Requirements for Blinded and Unblinded Statisticians.

Blinded and Unblinded User Access Requests

A request for access to the database should be made to the IT Programmer via email with the following
information:

e The project name and related database.

e Whether this is blinded or un-blinded access.

e The name and University of Edinburgh UUNs of the users to receive access.

e Reason for access.
The IT team will review the access request. Careful consideration should be given to providing access
to participant identifiable data (specifically name and address details, care providers name and address
details and identifiers for other systems — CHI, NHS no.). Access to these should only be given if there
is a specific need (such as linking part postcodes to deprivation scores), and access should be given to
minimum number of fields possible.
If the access request is accepted, then the UUN of the requesters should be granted access to the
database

4. RELEVANT DOCUMENTS AND REFERENCES

ECTU Central Office SOP ECTU_ST_07 Defining Data Access Requirements for Blinded and Unblinded
Statisticians
ECT Unit/SOPs/Finalised SOP and WPD/ST/SOP/Current PDF version for use

ECTU Central Office WPD ECTU_IT_W2 Granting Blinded or Unblinded Access to a Trial Database
ECT Unit/SOPs/Finalised SOP and WPD/IT/WPD/Current PDF version for use



