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1. [bookmark: _Toc10124266]Introduction
The CTRC Generic Randomisation System allows randomisation within trials managed by the CTRC.
This user guide covers randomisation only.
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2. [bookmark: _Toc10124267]Important Notes You Must Read 
2.1. [bookmark: _Toc10124268]Identifying Development/Test Site compared to Live Site
All pages on the development site will contain a red heading indicating that the site is the development site. The live site will not contain this header.
[image: ]
Figure 1 - Login page with Development Site Indicator
3. [bookmark: _Toc10124269]Access Guidelines
Only users that have received appropriate training and that are on the site delegation log should access the live randomisation system.
4. [bookmark: _Toc10124270]Pages
4.1. [bookmark: _Toc10124271] Login
You should have received access credentials from your trial co-ordinator for access to the randomisation system. Please use these on the login screen to login.
If you cannot remember your password, the “Forgot your password?” link will open a page where you can enter your username. This will send you an email detailing how to reset your password.
If you cannot remember your username or you do not receive an email within 2 hours, please contact your trial co-ordinator.
Once logged in, you will be directed to the randomisation page.
For security, passwords should not be stored for this page on any computer or computer user account which does not require a password to access.
4.2. [bookmark: _Toc10124272] Randomisation Form
Upon login you will be directed to the randomisation page. The page will contain a form, which will contain a series of questions. All questions are mandatory.
An example is included below (please note that the text of the questions will differ based on your trial):
[image: ]
Figure 2 - Example Randomisation Form
Questions will contain validation rules that must be adhered to. A typical example is that the “Date of Birth” cannot be a future date. If any validation rules are violated, then you will be notified within the webpage.
[image: ]
Figure 3 - Example of Rule Violation
[bookmark: _Toc10124273]Confirmation before randomisation
Once the form is completed, pressing “Proceed” will display a confirmation window.
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Figure 4 - Randomisation Data Confirmation
If you are happy with the data, press “Randomise”. If you are not, press “Cancel” and update the form.
[bookmark: _Toc10124274]Confirmation of Randomisation
[image: ]
Figure 5 - Randomisation Confirmation
Once randomisation is complete you will see the above page, this page will display the assigned randomisation number. (Please note that allocation will only appear if the system is set to “unblinded”, if your trial is blinded you will not see the allocation data).
Randomisation is now complete; you may randomise another subject or logout of the system.
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Development Site

Please do not enter any live data into the development site.

Test Randomisation Form

Before completing the below eligibility criteria, these must have been fully reviewed and
confirmed by a qualified doctor.

Screening Data

1: Site f— &

2: Screening Number

3: Patient Initials

4: Option selection question Select option &
5: Consent Date Select date

&: Date of Birth Select date

Inclusion Criteria

1: Passes all inclusion criteria OvYes ONo

Al questions must be answered *Yes" to randomise.

Exclusion Criteria

1: Does Patient have any of the exclusion criteria ONo OvYes

Al questions must be answered "No” to randomise.
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Form Entry

Screening Data

1: Site

2: Screening Number

3: Patient Initials

4: Option selection question
5: Consent Date

&: Date of Birth

Inclusion Criteria

1: Passes all inclusion criteria

Exclusion Criteria

1: Does Patient have any of the exclusion
criteria
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Randomisation Submission Completion

Randomisation has been completed. Emails have been sent to the appropriate email address, including your
own email address.
If:an emailis not received in four hours, please contact your trial coordinator.

Randomisation Details

Date of randomisation: 30/05/2019 15:53:09
Screening number: 001

Patient's Date of Birth: 01/05/2019
Randomisation Number- A-00000-00002
Centre: CTRC

Allocation: Treatment B

domise another patient
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Development Site

Please do not enter any live data into the development site.

Login

Use a local account to log in.

Username
Password

Forgot your password?
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