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1.1 Create and Login to Coordinating Centre Account 
 
Create a Coordinating Centre account by clicking on “SIGN UP NOW” from 
www.randomize.net. 
 
As the name implies, the Coordinating Centre coordinates all activities. It creates all other types 
of user accounts, such as the Clinical Sites that recruit and randomize patients. The Coordinating 
Centre also creates the randomization applications for your clinical trials. Keep in mind that you 
can create any number of clinical trials applications and Clinical Sites, and any subset of the 
Clinical Sites can be activated to randomize patients on any particular trial. 
 
Although Randomize.net is designed to be “self-serve”, we are happy to work with you to create 
the randomization applications for your trials at no extra charge. 
 
Furthermore, there is no charge until the application is activated, at which time an invoice will be 
sent. 
 

 
  

http://www.randomize.net/
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Provide the following information: 
Login ID, 
Label for Coordinating Centre, 
Password, 
Name and Email Address of Contact Person, 
Name, Address and Phone Number of the Coordinating Centre. 
Keep in mind that the login ID cannot be changed. 
 
You can also indicate how you heard of Randomize.net and if you are interested in any of our 
additional services.  
 
When completed, click on “Create Coordinating Centre”.  
 

 
  

Ideally, this should reflect your organization, rather 
than a specific trial since many trials can be created 
by the same Coordination Centre.  
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To login to the Coordinating Centre Account, from www.randomize.net click on “SIGN IN” and 
provide the login credentials. Then click on “LOGIN”. 
 

 
 
  

http://www.randomize.net/
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1.2 Edit Coordinating Centre Account Details 
 
To view/edit the Coordinating Centre Account details, from your home page click on “MY 
ACCOUNT”. 
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To edit the Coordinating Centre details, click on “Edit Details”. 
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When the changes are completed, click on “SAVE CHANGES”. 
 
The Login ID cannot be changed. 
 
Clicking on “CANCEL” takes you back to the Coordinating Centre details without making any 
changes. 
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1.3 Reset Coordinating Centre Account Password 
 
To reset the Coordinating Centre Account password, click on “MY ACCOUNT” from the 
Coordinating Centre home page. 
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Click on “Change Password”. 
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Provide the current “Old Password” and confirm the new password by entering it twice. 
 
When completed, click on "CHANGE PASSWORD" and then “OK”. 
 
Clicking on “CANCEL” takes you back to the Coordinating Centre details without making any 
changes. 
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2.1  Create an Auditor Account 
 
To create an Auditor Account, click on “ADMINISTRATORS” from the Coordinating Centre 
home page. 
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Click on “CREATE ADMINISTRATOR”. 
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Provide “Login ID”, “Name”, “Email” address, and tick “Auditor”, as shown on next page. 
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Once completed, click on “CREATE ADMINISTRATOR” and the Auditor account will be 
created, and you will be taken to the screen on the next page. 
 
Clicking on “CANCEL” will take you back and not create the Auditor account. 
 

 
 
  

Selecting “Email”, the default, will send an 
email to the Auditor requesting them to set a 
password for their account. Selecting “Set 
Password” will require you to set the password 
and send it to the Auditor. 
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Details of the Auditor account are shown. 
 
Clicking on “ADMINISTRATORS” takes you to the screen on the next page. 
 

 
 
  

By default, “ENABLED” is set to “True”. To set 
it to “False”, click on “Edit Administrator 
Details”. 
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The new Auditor account is now shown. 
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2.2  Create a Full Administrator Account 
 
To create a Full Administrator Account, click on “ADMINISTRATORS” from the Coordinating 
Centre home page. 
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Click on “CREATE ADMINISTRATOR”. 
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Provide “Login ID”, “Name”, “Email” address, and tick “Full Admin”, as shown in the screen on 
the next page. 
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Once completed, click on “CREATE ADMINISTRATOR” and the Full Administrator will be 
created, and you will be taken to the screen on the next page. 
 
Clicking on “CANCEL” will take you back and not create the Full Administrator.  
 

 
 
  

Selecting “Email”, the default, will send an 
email to the Full Administrator requesting 
them to set a password for their account. 
Selecting “Set Password” will require you to set 
the password and send it to the Full 
Administrator. 
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Details of the Full Administrator account are shown. 
 
Clicking on “ADMINISTRATORS” takes you to the screen on the next page. 
 

 
 
  

By default, “ENABLED” is set to “True”. To set 
it to “False”, click on “Edit Administrator 
Details”. 
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The new Full Administrator account is now shown. 
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2.3  Create a Kit Administrator Account 
 
To create an Kit Administrator Account for uploading and assigning kits, click on 
“ADMINISTRATORS” from the Coordinating Centre home page. 
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Click on “CREATE ADMINISTRATOR”. 
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Provide “Login ID”, “Name”, “Email” address, and tick “Kit Administrator”, as shown in the 
screen on the next page. 
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Once completed, click on “CREATE ADMINISTRATOR” and the Kit Administrator will be 
created and you will be taken to the screen on the next page. 
 
Clicking on “CANCEL” will take you back to the screen on the previous page and not create the 
Kit Administrator. 
 

 

Selecting “Email”, the default, will send an 
email to the Kit Administrator requesting them 
to set a password for their account. Selecting 
“Set Password” will require you to set the 
password and send it to the Kit Administrator. 
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The details for the newly created “Demo Kit Administrator” are shown. 
 
Click on “ADMINISTRATORS” takes you to the screen on the next page. 
 

  

By default, “ENABLED” is set to “True”. To set 
it to “False”, click on “Edit Administrator 
Details”. 
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The newly created Kit Administrator account is now shown. 
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2.4  Edit Administrator Account Details 
 
To edit an Administrator Account details, click on “ADMINISTRATORS” from the 
Coordinating Centre home page. 
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Click on the name of the Administrator you want to edit. 
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Administrator details are shown. Click on “Edit Administrator Details”. 
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You can then edit the “Name”, “Administrator Email” address, reset the “Enabled” setting and 
change the “Roles”. See screen on the next page for an example. 
 
You cannot change the “Login ID”. 
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In this example we have reset “Enabled” to “False” and changed to role to “Full Admin”. 
 
Clicking on “SAVE CHANGES” saves the edits and takes you to the screen on the next page. 
 
Clicking on “CANCEL” returns you to the screen on the previous page without saving the 
changes. 
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The changes are now shown. Clicking on “ADMINISTRATORS” takes you to the screen on the 
next page. 
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The new settings are shown in the list of Administrators. 
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2.5  Reset Administrator Account Passwords 
 
To reset Administrator Account password, click on “ADMINISTRATORS” from the 
Coordinating Centre home page. 
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Click on the name of the Administrator for whom you want to reset the password. 
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Administrator details are shown. Click on “Send Password Reset Email” and an email message is 
sent to the Administrator to allow them to reset their password. 
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Click on “OK”. 
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3.1  Create a New Clinical Trial 
 
To create a randomization application for a new clinical trial, click on “TRIALS” from the 
Coordinating Centre home page. 
 

 
 
  



2022 01 20 Copyright © Interrand Inc. 44 

Then click on “CREATE A NEW TRIAL”. 
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Type in the name to identify the trial. Clicking on “CREATE TRIAL” will create the 
randomization application for the new trial and take you to the screen on the next page. Clicking 
on “CANCEL” will take you back to the screen on the previous page and not create the trial. 
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The trial details are given on this page. A newly created trial has the defaults as shown below.  
 
Some of the details can be edited by clicking on “Edit Trial Details”. 
 
Other features of the trial can be added/edited by selecting the appropriate task, such as 
“Notification Emails”, “Edit Inclusion/Exclusion Criteria”, etc. 
 
The “TRIAL ID” (in this case “1972”) is automatically assigned as a unique identifier and is 
used by the software in the background. 
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3.2  Edit Clinical Trial Details 
 
To edit the details for a clinical trial, click on “TRIALS” from the Coordinating Centre home 
page. 
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Click on the Clinical trial whose details you want to edit. 
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Click on “Edit Trial Details”. 
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From this page some of the defaults can be changed. Clicking on “SAVE CHANGES” will save 
the changes and take you back to the screen on the previous page. 
 
Clicking on “CANCEL” will remove all changes made during the session and take you back to 
the screen on the previous page. 
 
Details on how to add a variable to be collected at the time of randomization are given on the 
next page. 
 

 
 
  

If "Yes", the Patients Initials and/or Birthdate will 
be recorded when the patient is randomized by the 
Clinical Site. 

Other patient-level variables can be recorded at 
randomization. Details given on next page. Since 
the Patient ID is required elsewhere, it should not 
be included here as “Other Recorded Variable.” 

If "Yes", a Clinical Site can register a patient and 
then randomize them in a later session. 
 
If “Yes” then “Auto-Increment Patient ID” must be 
“No”. 

Details of the date stamp recorded when the 
patient is randomized. 

Specifies a pre-filled prefix for the ID of all patients. 

If "Yes", the Clinical Site is given a Kit Number at the 
time of randomization rather than the actual 
treatment assignment. 

If "Yes", the Clinical Site will be asked to confirm 
the Patient ID and stratification information prior 
to randomization. 

The length of the Patient ID can 
be restricted. The length does 
NOT include any pre-set 
prefixes. 

      
   

     
      
      

      
    

    
   

 
       

    
     

    
 

 
     

     
     

 
 

    
     

    

If "Yes", Patient IDs will be 
automatically incremented and 
pre-filled for the Clinical Site 
starting at 001. If Clinical Site 
prefixes are to be used, the 
numbering will start at 001 at 
each Clinical Site. Otherwise, 
Patient IDs will increment 
across Clinical Sites. 
 
If 'Yes', it is important not to 
change Patient ID Prefix 
settings after the first patient 
has been registered or 
randomized. 
 
If “Yes”, leave Minimum and 
Maximum ID length as the 
defaults of 1 and 12, 
respectively. 
 
If “Yes” then “Allow 
registration of patients prior to 
randomization” must be “No”. 
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After clicking on the “+” sign just to the left of “Add Other Recorded Variable” you will need to 
provide some information. From this page some of the defaults can be changed. 
 
Note: Patient ID number, Clinical Site and the value of all stratification variables will be 
recorded, so there is no need to add them as “Add Other Recorded Variable”. 
 
Clicking on “SAVE CHANGES” will add the variable to be collected. 
 
Clicking on “CANCEL” will remove the variable and it will not be collected. 
 

 
  

If "Large Text Area" is selected, the 
variable is a text field with up to 4000 
characters. 

If "Date" is selected, the variable will 
be in dd/mm/yyyy format. 

If "Multi-Select list" is selected, you will 
be asked to provide the items for the 
list. More than one item can be 
selected per patient. 

Provide the name of the variable as 
displayed to the Clinical Site. 

If "Yes", the patient cannot be 
randomized unless a value for the 
variable is recorded. 

If "Text" is selected, the variable is a 
text field with up to 23 characters. 

If "Month/Year" is selected, month will 
be entered from a drop-down box and 
year as a 4-digit number. 

If "Drop Down List" is selected, you will 
be asked to provide the items for the 
drop-down list. Only one item can be 
selected per patient. 
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3.3  Add / Edit / Delete Treatment Arms 
 
To add, edit or delete treatment arms, click on “TRIALS” from the Coordinating Centre home 
page. 
 
By default, patients have an equal probability of being randomized to each treatment arm. 
However, other ratios can be configured by request to info@randomize.net.  
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Click on the trial you want to add Treatment arms to. 
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Click on “Edit Treatments”. 
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Click on the “+” sign next to “Add Treatment”. 
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Type in the name of the Treatment Arm and click on the “disk” sign to the right to save. Clicking 
on the “red cross” will remove the treatment arm. 
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The process can be repeated to add additional treatment arms. 
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Adding a Placebo treatment arm. 
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By default, patients have an equal probability of being randomized to each treatment arm. 
However, other ratios can be configured by request to info@randomize.net. 
 
Clicking on “SAVE CHANGES” will save all actions processed during the session. 
 
Prior to activating the trial, a treatment arm can be deleted by clicking on the “red cross”, or 
edited by clicking on the “edit” symbol. 
 
Once the trial has be activated, a treatment arm CANNOT be added, deleted, nor edited. 
 
Clicking on “CANCEL” will remove all actions processed during the session. 
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3.4  Add Inclusion and Exclusion Criteria (optional) 
 
As an optional feature, inclusion and exclusion criteria can be added. The criteria are framed as 
questions. Each time a Clinical Site logs in to randomize a patient, they must answer the 
questions. For a patient to be eligible the answer to all the inclusion criteria must be ‘yes” and 
the answer to all the exclusion criteria must be “no”. If the answer to an inclusion criterion is 
“no” or the answer to an exclusion criterion is “yes”, the patient cannot be randomized. 
 
From the Coordinating Centre home page, click on “TRIALS”. 
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Click on trial for which criteria is to be added. In this case “Demo Blinded Trial 1”. 
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Click on “Edit Inclusion/Exclusion Criteria”. 
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Click on the “+” sign next to “Add Inclusion Criteria”. 
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Type in the first inclusion criterion and then click on the disk symbol just to the right. 
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The process can be repeated to add additional inclusion criteria. 
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When all the inclusion criteria have been added, click on the “+” sign next to “Add Exclusion 
Criteria”. Add the relevant text and click on the disk symbol just to the right. The process can be 
repeated until all the exclusion criteria have been added. 
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Additional criteria can be added at any time. To edit a particular criterion, click on the “edit” 
symbol just to the right. 
 
To finalize click on “SAVE CHANGES”. Clicking on “CANCEL” will delete all criteria added 
during the session. 
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3.5  Add / Edit Stratification Information (optional) 
 
To edit stratification information, click on the “TRIALS” from the Coordinating Centre home 
page. 
 
Note: If you want to use simple randomization, set “Stratify by Clinical Site” to “No”, see 
page 71. Do NOT add any Blocking Factors or Stratification Variables. Then prior to activating 
the trial, email info@randomize.net to inform us that you want to use simple randomization. We 
will configure the simple randomization and inform you when it is done. Be sure to include the 
Coordinating Centre login ID and the trial name and number. Once you have been informed that 
the simple randomization has been configured, you can activate the trial. 
 
Note: Stratification information CANNOT be changed once the trial is activated. 
 
Note: If you want to use a minimization routine, define the minimization variables and their 
associated levels using the instructions in this section and, prior to activating the trial, email 
info@randomize.net to inform us that you want to use a minimization routine. We will configure 
the minimization routine for you and inform you when it is done. Be sure to include the 
Coordinating Centre login ID and the trial name and number. Once you have been informed that 
the minimization routine has been configured, you can activate the trial. 
For a description of the minimization algorithm, please go to Appendix I. 
 

 
 
  

mailto:info@randomize.net
mailto:info@randomize.net
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Click on the trial for which you want to edit stratification information. 
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Click on “Edit Stratification Information”. 
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When a trial is created “Stratify by Clinical Site” is set to “yes” be default. This can be changed 
on this page. 
 
To add a Blocking Factor, click on the “+” sign just to the left of “Add Blocking Factor”. 
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To save the Blocking Factor, click on the “disk” symbol just to the right. To delete it click on the 
“red cross”. 
 
A Blocking Factor is the number of times a treatment arm appears in a block, so a Blocking 
Factor of two for a two-arm trial results in block sizes of four (i.e. 2x2). A Blocking Factor of 
three for a two-arm trial results in block sizes of six (i.e. 3x2). When more than one Blocking 
Factor is specified, block sizes are chosen at random from the specified sizes. 
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To add a stratification variable, click on the “+” sign just to the left of “Add Stratification 
Variable”. 
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The name of the stratification variable and two levels of the variable can be added. Additional 
levels of the variable can be added by clicking on the “+” symbol just to the left of “Add Level” 
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Clicking on the “disk” symbols just to the right will save the variable name and its levels. 
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Additional stratification variables can be added by repeating the process. 
 
Clicking on “SAVE CHANGES” will save all additions/changes made during the session. 
 
Clicking on “CANCEL” will remove all additions/changes made during the session. 
 
Prior to the trial being activated, additional stratification information can be added and existing 
information can be edited or deleted. 
 
Once the trial is activated, changes to the stratification information CANNOT be made. 
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3.6  Add / Edit / Delete Notification Emails (optional) 
 
By default, when a patient is randomized an email notification is sent to the Coordinating Centre 
and to all enabled users at the Clinical Site where the patient was randomized. The email 
notification includes the treatment allocation for an unblinded trial or the Kit Number for a 
blinded trial. To change the default settings, see page 83. 
 
To add people to receive email notifications of randomizations, click on “TRIALS” from the 
Coordinating Centre home page. 
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Click on the trial for which the additional email notifications are required. 
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Click on “Notification Emails” 
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Click on the “+” sign next to “Add new email”. 
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You can then add the name and email address of the new person to receive the notifications, 
select for which sites they are to receive notifications, and choose to hide the treatment allocation 
from them by ticking the box to the left of “Exclude treatment”. 
 

 
 
  



2022 01 20 Copyright © Interrand Inc. 82 

As an example Mary Smith with email address mary.smith@whatever.com will receive email 
notification of patients randomized from All Sites. When completed click on the disk symbol to 
the right to update. Clicking on the red cross with remove Mary Smith. 
 

 
 
  

mailto:mary.smith@whatever.com
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After clicking on the disk symbol Mary Smith has been added. Additional people can also be 
added by repeating the process. When all the new people have been added click on “SAVE 
CHANGES”. Clicking on “CANCEL” will remove all the new people that were added during 
the session. 
 
It is important to note that for the emergency unblinding of a patient in a blinded trial, all 
recipients of the original confirmation email will receive the unblinding email message and 
therefore will be aware of which treatment the unblinded patients was randomize to. 
 
By unticking the appropriate boxes, you can prevent the Coordinating Centre and Clinical Site 
users from receiving the email notifications. 
 
By ticking the appropriate box, you can prevent all Clinical Sites users from seeing the allocated 
treatment for an unblinded trial or the Kit Number for a blinded trial. 
 

 

Click this box if you want the stratification 
information to appear in the notification email. 
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3.7  Add Stratification Information to Notification Emails (optional) 
 
To add the stratification information to the notification emails, click on “TRIALS” from the 
Coordinating Centre home page. 
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Click on the trial for which the stratification information is to be added to the notification emails. 
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Click on “Notification Emails” 
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Tick this box and then click 
on “SAVE CHANGES” 
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3.8  Add Limits on the Number of Patients (optional) 
 
To set limits on the number patients, click on “TRIALS” from the Coordinating Centre home 
page.  
 
Limits can be set or re-set even after the trial is activated, but the limits cannot be less than the 
number of patients already recruited. 
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Click on the trial you want set limits for. 
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Click on “Limits”. 
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By clicking on “Yes” you will be able to: 
• set a limit on the total number of patients in the trial, 
• set a limit on the number of patients for each activated Clinical Site, 
• set a limit on the number of patients for each level on the stratification variables within 

each Clinical Site. 
 
Clicking on “SAVE CHANGES” will save all actions processed during the session.  
 
Clicking on “CANCEL” will remove all actions processed during the session. 
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3.9  Activate a Clinical Trial to Allow Patient Randomization  
 
To activate a trial, click on “TRIALS”. 
 
NOTE: Once a trial has been activated you will not be able to edit the stratification information 
or add or delete treatment arms. 
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Click on the trial you want to activate. 
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At this point the trial is not activated and there are no active Clinical Sites. 
 
To activate the trial, click on “Activate Trial”. 
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To activate the trial, click on “ACTIVATE TRIAL”. You will be taken to the screen on the next 
page. 
 
If you click on “CANCEL” the trial will not be activated and you will be taken back to the 
screen on the previous page. 
 
NOTE: There is a charge for activating a trial. An invoice will be emailed to you. 
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The trial is now shown as “ACTIVATED” and the time and date of activation is shown. 
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To deactivate the trial, click on “Deactivate Trial” and then on “Ok”. 
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To activate one or more Clinical Sites, allowing them to randomize patients, click on “Activate 
Clinical Sites”.  
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Tick all the Clinical Sites you want to activate. 
 
Clicking on “SAVE CHANGES” will activate the ticked Clinical Sites allowing them to 
randomize patients on “Demo Blinded Trial 1”. You will also be taken to the screen shown on 
the next page. 
 
Clicking on “CANCEL” will take you back to the screen on the previous page and no Clinical 
Sites will be activated. 
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One Clinical Site is now shown as activated. 
 
To deactivate a Clinical Site, click on “Activate Clinical Sites”, untick the Clinical Site and click 
on “SAVE CHANGES”. 
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4.1  Create a Clinical Site 
 
To create a new Clinical Site, click on “CLINICAL SITES” from the Coordinating Centre home 
page. 
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Click on “CREATE CLINICAL SITE”. 
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Complete the fields as appropriate. 
 
When completed, click on “CREATE SITE” and the new Clinical Site will be created. You will 
then be sent to the screen on the next page. 
 
Clicking on “CANCEL” will take you the screen on the previous page without creating the 
Clinical Site. 
 

 
 
  

Selecting “Email”, the default, will send an 
email to the Primary User requesting them to 
set a password for their account. Selecting “Set 
Password” will require you to set the password 
and send it to the Primary User. 

You can provide a Paitent ID prefix that will be 
added to the ID for all patients from this Clinical 
Site. This is an optional feature. 

Provide a name for the Clinical Site. 

Provide the Login ID, name, and 
email address for the Primary User 
account. 
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The new Clinical Site “Demo Clinical Site 1” is now listed. Clicking on the new Clinical Site 
name will show the details in the screen on the next page. 
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Clinical Site details are shown. 
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4.2  Edit Clinical Site Details 
 
To edit Clinical Site details, click on “CLINICAL SITES” from the Coordinating Centre home 
page. 
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Click on the Clinical Site whose details you wish to edit. 
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Click on “Edit Clinical Site Details”. 
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You can then edit the Clinical Site name and/or the optional “Patient ID Prefix”. 
 
Clicking on “SAVE CHANGES” will take you to the screen on the previous page and save all 
changes made during the session. 
 
Clicking on “CANCEL” will take you to the screen on the previous page without saving any of 
the changes. 
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4.3  Add Clinical Site Users 
 
To add an additional Clinical Site user, click on “CLINICAL SITES” from the Coordinating 
Centre home page. The additional Clinical Site user will be able to randomize patients for that 
Clinical Site. 
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Click on the Clinical Site to which you want to add an additional user. 
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Click on “Manage Clinical Site Users”. 
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Click on “CREATE USER”. 
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Entre the “Login ID”, “Name” and “Email” address of the additional user. The “Login ID” 
cannot be changed once the user has been created. 
 
Clicking on “CREATE USER” will create the user and take you to the screen on the next page. 
 
Clicking on “CANCEL” will not create the user and take you to the screen on the previous page. 
 

 
  

Selecting “Email”, the default, will send an 
email to the new user requesting them to set a 
password for their account. Selecting “Set 
Password” will require you to set the password 
and send it to the new user. 

Provide the Login ID, name, and 
email address for the new user 
account. 
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The additional user (democsuser2) is now listed. 
 
The additional user is set to the default "ENABLED" which means they will be able to 
register/randomize patients on any trial for which this Clinical Site is activated. 
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4.4  Edit Clinical Site Users’ Details 
 
To edit Clinical Site users’ details, click on “CLINICAL SITES” from the Coordinating Centre 
home page. 
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Click on the Clinical Site whose users’ details you want to edit. 
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Click on “Manage Clinical Site Users”. 
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Click on the user whose details you want to edit. 
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Click on “Edit User Details”. 
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You will be able to change the user’s “Name” and “Email” address. You can also set “Enable” to 
“False” to prevent the user from registering/randomizing patients on all trials. 
 
Clicking on “SAVE CHANGES” will save all the changes. 
 
Clicking on “CANCEL” will not save the changes. 
 

 
  

By default, “Enabled” is set to “True” allowing 
the user to register/randomize patients. To 
prevent the user from registering/randomizing 
patients, set to “False”. 
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4.5  Reset Clinical Site Users’ Password 
 
To reset Clinical Site users’ passwords, click on “CLINICAL SITES” from the Coordinating 
Centre home page. 
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Click on the Clinical Site whose users’ password you want to change. 
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Click on “Manage Clinical Site Users”. 
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Click on the user whose password you want to change. 
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You can change the user’s password in two ways. 
 
The first is to click on “Send Password Reset Email” and then “OK”. This will send an email 
message to the user requesting that they reset their password. 
 
The second is to click on “Change Password” which will take you to the screen on the next page. 
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Entre and confirm the new password. You will need to notify the user about the new password. 
 
Clicking on “SAVE CHANGES” will reset the password and take you back to the screen on the 
previous page. 
 
Clicking on “CANCEL” will not reset the password and take you back to the screen on the 
previous page. 
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4.6  Activate / Deactivate a Clinical Site for a Clinical Trial 
 
To activate a Clinical Site to allow them to randomize patients on a trial, click on “TRIALS” 
from the Coordinating Centre home page. 
 
Clinical Sites can be activated or deactivated at anytime. 
 
To deactivate a Clinical Site, see page 128. 
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Click on the trial for which you want to activate a Clinical Site. 
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There currently no active Clinical Sites. To activate one or more Clinical Sites, allowing them to 
randomize patients, click on “Activate Clinical Sites” 
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Tick all the Clinical Sites you want to activate. 
 
Clicking on “SAVE CHANGES” will activate the ticked Clinical Sites allowing them to 
randomize patients on “Demo Blinded Trial 1”. You will also be taken to the screen shown on 
the next page. 
 
Clicking on “CANCEL” will take you back to the screen on the previous page and no Clinical 
Sites will be activated. 
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One Clinical Site is now shown as activated. 
 
To deactivate a Clinical Site, click on “Activate Clinical Sites”, untick the Clinical Site and click 
on “SAVE CHANGES”.  
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5.1  Import Assigned Kit Numbers  
 
Prior to importing “assigned” Kit Numbers, create a comma delimited (*.csv) file as shown 
below. The term “assigned” in this context means the Kits Numbers have been assigned to a 
specific Clinical Site. 
 
The file has four columns. 
 
The first column (A) contains the Login ID of the Clinical Site to which the Kit Number has been 
“assigned”. Kit Numbers for several Clinical Sites can be in the same *.csv file. 
 
The second column (B) contains the Treatment ID. In this case “1” is Active and “2” is Control. 
The Treatment IDs are displayed under “TRIAL DETAILS”, see page 132. 
 
The third column (C) is the actual Kit Number. 
 
The fourth column (D) is an indicator variable. “1” indicates that the corresponding Kit is 
available in the Clinical Site now. “0” indicates that it can be made available at a later date. See 
Section 5.2 for the procedure to indicate that previously imported Kit Numbers are now 
available. 
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Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page. 
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Click on the trial to which you want to import Kit Numbers. 
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The “TRIAL DETAILS” are shown. 
 
Note the Treatment IDs are displayed “1” for active and “2” for Placebo. 
 
Click on “Manage Kits”. 
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Fifty Kit Numbers have already been imported and assigned to “Demo Clinical Site 1”. Seven 
have been used (i.e. already assigned to patients) and 43 “REMAINING KITS” are available for 
patients. No Kit Numbers are “NOT YET AVAILABLE”. 
 
Clicking on “View/Edit” will display the list of the 50 Kits, although this is not necessary for 
importing new Kit numbers. The list of the 50 Kits is shown on the next page. 
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These 7 Kit Numbers 
have been used. A tick in this column 

means the Kit has been 
assigned to the Clinical 
Site identified in the 
first two columns. 

A tick in this column 
indicates that the Kit is 
available in the Clinical 
Site now. 

Click on "CANCEL" to return to the screen on the next page. 
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To import more Kit Numbers, click on “Import Kits”. 
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Click on “Choose file”. 
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Navigate to the file contain the list of Kit Numbers, click on it, and click on “Open”. 
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The newly important Kit Numbers will be displayed. 
 
Clicking on “SAVE CHANGES” will complete the importation and take you to the screen on the 
next page. 
 
Clicking on “CANCEL” will cancel the importation procedure. 
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You can click on “View/Edit” to verify the importation procedure. 
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Kits not yet available 
at the Clinical Site 

Newly imported Kit 
Numbers  

Click “CANCEL” to return to the 
screen on the next page. 
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5.2  Indicate Kit Numbers are Available 
 
To indicate that previously imported Kit Numbers are now available at the Clinical Site, click on 
“TRIALS” from the Kit Administrator home page. 
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Click on the appropriate trial. 
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The “TRIAL DETAILS” are shown. 
 
Click on “Manage Kits”. 
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Sixty Kit Numbers have already been imported and assigned to “Demo Clinical Site 1”. Seven 
have been used (i.e. already assigned to patients), 48 “REMAINING KITS” are available for 
future patients, and 5 are “NOT YET AVAILABLE”. 
 
Clicking on “View/Edit” and the list of the 60 Kits is displayed as on the next page. 
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Ticking the boxes in 
the "Available" 
column indicates that 
the Kits are now 
available at the 
Clinical Site identified 
in the first two 
columns. See the 
screen on the next 
page. 
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Click "SAVE CHANGES" 
to indicate that the 
Kits are now available 
and return to the 
screen on the next 
page. Click "CANCEL" to return to the screen on the previous 

page without indicating that the Kits are now available. 
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With the changes, 60 Kit Numbers have been imported and assigned to “Demo Clinical Site 1”. 
Seven have been used (i.e. already assigned to patients), 53 “REMAINING KITS” are available 
for future patients, and 5 are “NOT YET AVAILABLE”. 
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5.3  Import Unassigned Kit Numbers 
 
Prior to importing “Unassigned” Kit Numbers, create a comma delimited (*.csv) file as shown 
below. The term “unassigned” in this context means the Kits Numbers have not yet been 
assigned to a specific Clinical Site. 
 
The file has two columns. 
 
The first column (A) contains the Treatment ID. In this case “1” is Active and “2” is Control. 
The Treatment IDs are displayed under “TRIAL DETAILS”, see page 151. 
 
The second column (B) is the actual Kit Number. 
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Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page. 
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Click on the trial to which you want to import unassigned Kit Numbers. 
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The “TRIAL DETAILS” are shown. 
 
Note the Treatment IDs are displayed “1” for active and “2” for Placebo. 
 
Click on “Manage Kits”. 
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Sixty Kits have been imported and assigned to “Demo Clinical Site 1”. Seven have been used 
and 53 “REMAINING KITS” are available for future patients. No Kits have been imported and 
assigned to “Demo Clinical Site 2”.  
 
Click on “Import Kits”. 
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Click on “Choose file”. 
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Navigate to the file containing the Kit Numbers you want to import. Click on it and then click on 
“Open”. 
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The 10 Unassigned Kits are displayed. 
 
Clicking on “SAVE CHANGES” will import the Kits and take you to the screen on the next 
page. 
 
Clicking on “CANCEL” will not import the Kits. 
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There are now 10 Unassigned Kits that can be assigned to Clinical Sites when appropriate. 
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5.4  Assign Kit Numbers to Clinical Sites 
 
To indicate that previously imported Kit Numbers are now available at specific Clinical Sites, 
click on “TRIALS” from the Kit Administrator home page. 
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Click on the appropriate trial. 
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The “TRIAL DETAILS” are shown. 
 
Click on “Manage Kits”. 
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Sixty Kits have been imported and assigned to “Demo Clinical Site 1”. Seven have been used 
and there are 53 “REMAINING KITS” for future patients. No Kits have been imported and 
assigned to “Demo Clinical Site 2”. 
 
Ten Kits have been imported but not yet assigned to a Clinical Site. 
 
Click on “Assign Kits”. 
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Click on the drop-down menus under “CLINICAL SITE” to select the Clinical Site you want to 
assign each Kit to. See the screen on the next page. 
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Kit Numbers A61 to A64 are to be assigned to “Demo Clinical Site 1” and A65 to A68 are to be 
assigned to “Demo Clinical Site 2”. 
 
Clicking on “SAVE CHANGES” will assign the Kits and take you to the screen on the next 
page. 
 
Clicking on “CANCEL” will not assign the Kits and take you back to the screen on the previous 
page. 
 

 
  

Ticking the boxes under 
"DELETE" will delete 
the Kit Number and 
remove it from the 
database. 

Ticking the boxes under 
"AVAILABLE" will 
indicate that the Kits 
are physically available 
at the Clinical Site now. 
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Four “NOT YET AVAILABLE” Kits have been added to each Clinical Site. This means the Kits 
have been assigned to these Clinical Sites but are not yet physically available. Two Kits are still 
unassigned. 
 
The Kits can be made available once they are assigned to the Clinical Sites (see screen on 
previous page) or at a later date, see the next section, entitled “Make Assigned Kits available”. 
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5.5  Make Assigned Kits available 
 
To indicate that Kits are available for future patients at the Clinical Site to which they have been 
previously assigned, click on “TRIALS” from the Kit Administrator home page. 
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Click on the appropriate trial. 
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The “TRIAL DETAILS” are shown. 
 
Click on “Manage Kits”. 
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Sixty-four Kits have been imported and assigned to “Demo Clinical Site 1”. Seven have been 
used, 53 “REMAINING KITS” are available for future patients, and 4 are “NOT YET 
AVAILABLE”. 
 
Four Kits have been imported and assigned to “Demo Clinical Site 2” but are “NOT YET 
AVAILABLE”. 
 
Two Kits have been imported but not yet assigned to a Clinical Site. 
 
To indicate that 2 Kits (A65 and A66) at “Demo Clinical Site 2” are now available, click on 
“View/Edit” on the line entry for “Demo Clinical Site 2”. 
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The 4 Kits are listed. They have been “ASSIGNED” to “Demo Clinical Site 2” but not yet 
indicated as “AVAILABLE”. 
 
To indicate that Kits A65 and A66 are now available at the Clinical Site tick the boxes under 
“AVAILABLE”. See the screen on the next page. 
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Click on the boxes under “AVAILABLE” for Kit Numbers A65 and A66. 
 
Clicking on “SAVE CHANGES” will make the Kits available for future patients and take you to 
the screen on the next page.  
 
Clicking on “CANCEL” will take you back to the screen on page 167 and the Kits will not be 
available for future patients. 
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Sixty-four Kits have been imported and assigned to “Demo Clinical Site 1”. Seven have been 
used, 53 are “REMAINING KITS” and are available for future patients, and 4 are “NOT YET 
AVAILABLE”. 
 
Four Kits have been imported and assigned to “Demo Clinical Site 2”. Two (A65 and A66) are 
“REMAINING KITS” and are available for future patients and 2 are “NOT YET 
AVAILABLE”. 
 
Two Kits have been imported but not yet assigned to a Clinical Site. 
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5.6  Kit Preferences 
 
To View/Edit the Kit Preferences for a specific trial, click on “TRIALS” from the Kit 
Administrator home page. 
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Click on the trial for which you want to View/Edit the Kit Preferences. 
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The “TRIAL DETAILS” are shown. 
 
Click on “Manage Kits”. 
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Click on “Edit Kit Preferences”. 
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An explanation of Kit Preference is given below. 
 
Clicking on “SAVE CHANGES” saves all changes made during the session and takes you to 
screen on the previous page. 
 
Clicking on “CANCEL” removes all changes made during the session and takes you to screen on 
the previous page. 
 

 
  

If "No", all Kit Numbers must be available 
at all Clinical Sites. If "Yes", Kit Numbers 
must be assigned to one Clinical Site only. 
The default is "Yes" and cannot be reset 
after trial is activated. 

If "Yes", a Clinical Site can request another 
Kit Number containing the same treatment 
for a previously randomized patient. The 
default is "No" and can be reset anytime. 

Low Kit alert settings. These are explained 
in the next 2 pages. 
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Click on the desired Low Kit Alert value. For example, if “5” is chosen, when there are only 5 
available Kits left for a treatment arm at a Clinical Site, the alert email will be sent. 
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The alert level is now set to "5". When there are only 5 available Kits left for a treatment arm at a 
Clinical Site, the alert email will be sent. You can choose to whom the alert emails are sent. In 
this example, it is “All Kit Administrators” and the “Clinical Site”. 
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6. Blinded Trials Without Using Kit Numbers 
 
A trial can be blinded without using Kit Numbers. There must be an unblinded person (often a 
pharmacist) at each Clinical Site. The unblinded person receives an email confirmation, sent at 
the time of randomization, that includes the unblinded treatment allocation. The treatment 
allocation is excluded from the email confirmations sent to the Clinical Site users and is not 
shown on the screen at the time of randomization. The unblinded person is responsible for the 
patient receiving the allocated treatment while maintaining blinding for everyone else. 
 
To accomplish this, please follow these steps. 
 

1. From “Edit Trial Details”, see page 50, make sure “Double Blind Trial” is set to “No”, 
even though the trial is blinded. By setting this to “No”, Kit Numbers will not be 
required. 

 
2. From “Notification Emails”, see page 80, tick the box next to “Exclude Treatment for 

Clinical Sites”. If you want the Coordination Centre to remain blinded, untick the box 
next to “Send Email to Coordinating Centre”. A blinded email notification can be sent to 
the Coordinating Centre by adding them under “Add new email”, see step 4. 

 
3. “Add new email” for the unblinded person at each Clinical Site. There can be more than 

one at each Clinical Site. Be sure that the box next to “Exclude treatment” is not ticked. 
You can choose which Clinical Site (or “All Sites”) you want the unblinded person to 
receive the email confirmation for. 

 
4. To send a blinded email confirmation to the Coordinating Centre, add them as in step 3 

and choose “All Sites”, but be sure the box next to “Exclude treatment” is ticked to keep 
them blinded. 
 

5. Prior to activating the trial, notify us at info@randomize.net from the Coordinating 
Centre’s email account that the trial is to be blinded without the use of Kit Numbers, and 
we will activate a setting to prevent the allocated treatment from being shown on the 
screen at the time of randomization. Be sure to include the Coordinating Centre login ID 
and the trial name and ID number. 

  

mailto:info@randomize.net
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7.1  Randomize a Patient 
 
To randomize a patient at a Clinical Site, click on “ENROL A PATIENT” from the home page 
of any enabled user for that Clinical Site. 
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Click on the trial. 
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Provide the Patient ID number, in this case “104”. 
 
Click on “NEXT”. 
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Entre any required fields, in this case the “Patient Initials”, given by “der”.  
 
Click on “NEXT”. 
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If requested, answer the inclusion and exclusion criteria questions. 
 
The answer to the inclusion criteria questions must be “Yes” and the answer to the exclusion 
criteria questions must be “No”.  
 
Click on “NEXT”. 
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If required, select the appropriate stratification levels. In this case the “Duration of Injury” 
is “2 years or more”.  
 
Click on “NEXT”. 
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If required, and if it is true, tick “The above information is correct, proceed with randomization.” 
This is an optional setting and may not be required for a particular trial.  
 
Click on “RANDOMIZE”. 
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The user will be shown the following screen. Since this is a blinded trial, the patient has been 
randomized to a Kit Number. 
 
Patient 104 has now been randomized to Kit Number A40. 
The Kit Number, either  

iii. corresponds to an actual physical kit containing the allocated treatment, located 

somewhere in the Clinical Site, or 

iv. appears on a list, together with the allocated treatment, most likely held by a pharmacist 

located at the Clinical Site.  
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The following email message will be sent. 
 
By default, the email message is sent to the Coordinating Centre, the primary user at the Clinical 
Site and to the user who randomized the patient, if it is other than the primary user. 
 
The recipients of the confirmation email message can be modified, see Section 3.6.  
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7.2  Resend Confirmation Email Message 
 
To resend the confirmation email message of a previously randomized patient, click on 
“ENROLL A PATIENT” from the home page of any user from the Clinical Site that randomized 
the patient. 
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Click on the trial. 
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Provide the Patient ID number, in this case “104”. 
 
Click on “NEXT”. 
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The screen below will appear. Click on “Re-send Email Confirmation” and the confirmation 
email message will be resent to all email addresses that received the original. 
 
You will then be taken to the screen on the next page. 
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You will receive the message “Email confirmation sent”. 
 
Click on “HOME”. 
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7.3  Get New a Kit Number with Same Treatment 
 
In some circumstances it is necessary to get an additional Kit Number that contains the same 
treatment for a previously randomized patient. The Kit may have been defective or accidentally 
destroyed. Also, in some trials, patients can receive repeat doses and therefore need a series of 
Kits containing the same treatment.  
 
To get an additional Kit Number that contains the same treatment for a previously randomized 
patient, click on “KIT/BOTTLE REPLACEMENT” from an enabled Clinical Site user home 
page. 
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Click on the trial. 
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Provide the Patient ID number, in this case “104”. 
 
Click on “NEXT”. 
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The replacement Kit Number is A41. It will contain the same treatment as the Kit that was 
originally assigned to patient 104. To return to the home page click on "Return Home". 
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A confirmation email message is sent to all individuals who are authorized to received email 
notifications, see Section 3.6. 
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7.4  Unblind a Patient in an Emergency 
 
To unblind a previously randomized patient, click on “EMERGENCY UNBLINDING” from the 
home page of any enabled user from the Clinical Site that randomized the patient. 
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Select the trial. Entre Patient ID. Click on “NEXT”. 
 

 
 
  

Note warning. 



2022 01 20 Copyright © Interrand Inc. 204 

Then click “OK”. 
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You will be shown a screen indicating that Patient ID “104” was randomized to Kit Number 
“A40” containing the treatment “Active”. 
 
An email message will be sent to all individuals who are authorized to received email 
notifications, see Section 3.6. An example of the email message is given on the next page. 
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2022 01 20 Copyright © Interrand Inc. 207 

Unblinding a patient will alter the “Treatment Allocation” report. 
 
To view the “Treatment Allocation” report, click on “TRIALS” from the Coordinating Centre 
home page. 
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Click on the name of the trial. 
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Click on “Reports”. 
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Click on “Treatment Allocation”. 
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Top panel is prior to unblinding. 
 
Bottom is after unblinding. 
 

 
 

 
 
 
  

This blank prior 
to unblinding. 

Patient with ID 104 
was randomized to 
“Active”. 
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8.  Reports 
 
To view the Reports, click on “TRIALS” from the Coordinating Centre home page. 
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Click on the trial whose reports you want to view. 
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Click on “Reports”. 
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The “Accrual Report” is shown first. It is a cross-tabulation of month of accrual by Clinical Site. 
 
Clicking on “Accrual By Strata” takes you to the screen on the next page. 
 
“Accrual By Strata” is not available for blinded studies as it could lead to unblinding. 
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This report is a cross-tabulation defined by the stratification variables, in this case “SEX”, 
“AGE” and Clinical Site. 
 
This table is not available for blinded studies as it could lead to unblinding. 
 
Clicking on “Treatment Allocation” takes you to the screen on the next page. 
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This report contains a complete listing of all patients randomized. 
 
Clicking of “User Report” takes you to the screen on the next page. 
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This report provides the details for all of the Users associated with the trial. 
 
Clicking on “BACK” at any time takes you to the screen on the next page. 
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Appendix I: Algorithm for treatment allocation using minimization 
 
Prepared by 
Andrew R. Willan, PhD 
Professor of Biostatistics, University of Toronto 
 
Consider a trial with t treatment arms and s stratification variables for which balance in treatment 
allocation is desired. Consider the allocation of the “next” patient. Let rin be the number of 
patients currently in the trial with the same level of stratification variable i (i = 1 to s) as the 
“next” patient that have been allocated to treatment r (r = 1 to t).  
 

 
Stratification Variable (indexed by i) 

1 2 3 . . . s 

Treatments 
(indexed by r) 

1 11n  12n  13n  . . . 1sn  

2 21n  22n  23n  . . . 2sn  

3 31n  32n  33n  . . . 3sn  

. . . . . . . . . . . . . . . . . . 

t 1tn  2tn  3tn  . . . tsn  

 
Suppose the “next” patient is allocated to treatment j then ( )jri rim n I j r= + =  would be the 
number of patients in the trial with the same level of stratification variable i as the “next” patient, 
that are allocated to treatment r.  

 

Let 
1

1
t

ri r qi
q

a n
=

  = π + 
  

∑ , 

where rπ  is the overall desired proportion of patients to be allocated to treatment r. Their sum 
must equal 1. For equal allocation 1r tπ = . 

Following the allocation of the “next” patient, ria  is the “expected” number of patients per 
treatment, assuming perfect balance, that have the same level of stratification variable i as the 
“next” patient.  
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Let 
1

t

ji jri ri
r

d m a
=

= −∑ . 

jid  is a measure of the deviation from perfect balance for stratification variable i, if the “next” 
patient is allocated to treatment j. 

Let 
1

, 0
s

k
j i ji

i
D w d k

=

= >∑ . 

jD  is the overall measure of the deviation from perfect balance, if the “next” patient is allocated 
to treatment j. 

The larger the value of k, the more the balanced is forced. The value of k is user specified but is 
usually set to 2. 

The values of iw  are user specified and allow for placing different weights on the stratification 
variables. Their sum does not have to equal 1. 

For equal weighting (e.g., 1)iw = : 
1

s
k

j ji
i

D d
=

=∑ . 

 

If 0jD >  for all j, let j j jC D= π  

The “next” patient is allocated to treatment j with probability j jP C C+= , where 
1

t

j
j

C C+
=

=∑ . 

If 0jD = , then allocating the “next” patient to treatment j results in perfect balance. (This is 
only possible for one treatment.) In this situation the “next” patient is allocated to treatment j 
with probability 1. 
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