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1. Coordinating Centre Account

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. It also creates the
Administrator accounts, a particular type of which manages the Kit Numbers for blinded trial.
The Coordinating Centre also creates the randomization applications for your clinical trials.
Keep in mind that you can create any number of clinical trials and Clinical Sites, and any subset

of the Clinical Sites can be activated to randomize patients on any particular trial.
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3. Clinical Trials

Randomization application for Clinical Trials can be created by the Coordinating Centre or any
Full Administrator. Once the trial is created the Coordinating Centre can edit trial details and
add treatment arms. Optionally, the Coordinating Centre can add inclusion/exclusion criteria,

stratification information, notification emails and set limits on the number of patients

randomized.
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Only Clinical Site accounts can randomize patients. A Clinical Site has a primary user, but
additional users can be added. Any user, including the primary user, can be enabled to randomize
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5. Blinded Trials and Kit Number Management

Kit Numbers can be used to blind (mask) Clinical Site users to the allocated treatment. When the
user logs-in and randomizes a patient, instead of being given the actual allocated treatment, they
are given a Kit Number, confirmed by an email message. The Kit Number, either
I.  corresponds to an actual physical kit containing the allocated treatment, located
somewhere in the Clinical Site, or
Ii.  appears on a list, together with the allocated treatment, most likely held by a pharmacist
located at the Clinical Site.
The Kit Numbers with corresponding treatment are imported to the Randomize.net system by a

Kit Administrator. See Section 2.3 for creating a Kit Administrator.
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7. Patient Recruitment

Only Clinical Site users can randomize patients. All users, including the primary user, can be

enabled to randomize patients.
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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.

.
RANDOMIZENer HOME FEATURES TESTIMONIALS PUBLICATIONS PRICING FAQ CONTACT SIGNIN

A COMPREHENSIVE
INTERNET-BASED
RANDOMIZATION SERVICE
FOR CLINICAL TRIALS

CREATE YOUR RANDOMIZATION APPLICATION IN JUST MINUTES

SIGN UP NOW

ADVANCED ALGORITHMS
Ra ute
bl

sted

Pricing » Details »

Providing internet-based randomization for over 15 years
with hundreds of trials completed

-

User Management

(1
Email Notifications
Fully configurable email notifications

$

Free To Sign Up

na castuntil the trial is
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http://www.randomize.net/

Provide the fOllOWing information: Ideally, this should reflect your organization, rather
Login ID _ - than a specific trial since many trials can be created

by the same Coordination Centre.

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”.

" HOME FEATURES TESTIMONIALS PUBLICATIONS PRICING FAQ CONTACT SIGN IN
RANDOMIZE e

L]
L]

a A A & A A

How did you h

Please indicate if you are interested in
additional services:

ini odolo;
ata an
a e
Create Coordinating Center
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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”.

.
RANDOMIZE et HOME FEATURES TESTIMONIALS PUBLICATIONS PRICING FAQ CONTACT SIGN IN

A COMPREHENSIVE
INTERNET-BASED
RANDOMIZATION SERVICE
FOR CLINICAL TRIALS

CREATE YOUR RANDOMIZATION APPLICATION IN JUST MINUTES

SIGN UP NOW

Contact Us ~
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http://www.randomize.net/

1.2 Edit Coordinating Centre Account Details

To view/edit the Coordinating Centre Account details, from your home page click on “MY
ACCOUNT”.

TRIALS CLINICAL
- SITES
P o ok Creaismansgs
i) shas.

MY ACCOUNT
Viewmoddy my L
‘scocunt detale

ADMINISTRATORS I
Creaismarage
il sniskors
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To edit the Coordinating Centre details, click on “Edit Details”.

WELCOME ceiis cosmtig conve | LogouT

nome | 1t | cumcarsites | ounasrantos | ur accoumr

View Detalls

DOQRDINATING CENTER DETAILS

[E10Y democe

COORDINATING CENTER NAME [auybRetLIg LT Lot d
CONTACT PERSON EULFRUHIE]

[ZTY 2oy @randomizs net
ADDRESS 1 LI HE TR

PN UTSEEY 533 Highland Avenue

STATE/PROVINCE IR

COUNTRY {URLES

ZIPPOSTAL CODE [FL¥XH]

[LleNIY +1.613.878-8356
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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.

View Details = Edit Detalls
EDIT COORDINATING CENTER DETAILS

Loginio: democe
Coorainatng Cener wame: [Demo Coordinating Centre 5
Contact Bersan Andy Willan
E-mail andy@randomize net
hogesty | fiotatrandting: |
Agess 2 (533 Highland Avenue
cu Otaws

e Ontario

ounry. | Canada
zewosiaicode: KA

..... A13.575-8356
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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.

TRIALS CLINICAL .
) ki
s are view reports O

ADMINISTRAT!

ORS MY ACCOUNT
e il -

Cresisimanage
il scniskmiors

dingal sfias.
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Click on “Change Password”.

WELCOME ceiis cosmtig conve | LogouT

nome | 1t | cumcarsites | ounasrantos | ur accoumr

View Detalls

COORDINATING CENTER DETAILS

[E10Y democe

COORDINATING CENTER NAME [auybRetLIg LT Lot d
CONTACT PERSON EULFRUHIE]

[ZTY 2oy @randomizs net
ADDRESS 1 LI HE TR

PN UTSEEY 533 Highland Avenue

STATE/PROVINCE IR

COUNTRY {URLES

ZIPPOSTAL CODE [FL¥XH]
[LleNIY +1.613.878-8356
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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.

View Details » Change Passward
CHANGE PASSWORD

Logn 0 demace
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2.1 Create an Auditor Account

To create an Auditor Account, click on “ADMINISTRATORS” from the Coordinating Centre
home page.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

CLINICAL
SITES

Creata/manage
dlinical sitas.

MY ACCOUNT

Viewfmodtly my
‘sccount detais -

7 7
--;:‘-.
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Click on “CREATE ADMINISTRATOR”.

‘ HOME

TRIALS ‘ CLINICAL SITES ADI.HMSTFAT'JHS| MY ACCOUNT |

Select Administrator

ADMINISTRATORS

Select an administrator to manage:

D NAME E-MAIL ADDRESS ROLE(S) ENABLED
demofa Demo Full Admin demofa@randomize.net Full Admin True
demoka | Damo Kit Administrator andy@randomize.net Kit Administrator True
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Provide “Login ID”, “Name”, “Email” address, and tick “Auditor”, as shown on next page.

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CREATE ADMINISTRATOR
Logni: [ &

Name:
Email;
Enroliment Type:  ® Email . Set Password

(2 Full Admin
Roles: [ Auditor
1 kit Administrator

Roles Help
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.

Auditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites.

Kit i -An i ini that can i igniview kits and can also view all trial and Clinical Site information.

cncar soumernaron || oweet |
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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.

& ANDOMIZENer

‘ HOME ‘ TRIALS I CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUN'I|

CREATE ADMINISTRATOR
g g Selecting “Email”, the default, will send an

Name:  Demo Auditor

st BT __{ email to the Auditor requesting them to set a
EMOIen 86 email T set Pssword password for their account. Selecting “Set
- Password” will require you to set the password

- T Tstator and send it to the Auditor.

Augitor - A read-only administrator that cannot make any changes to the trials or Clinical Sites,

Roles
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.
Kit -An that can kits and can also view all trial and Clinical Site Information.

CREATE ADMINISTRATOR ‘CANCEL
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Details of the Auditor account are shown.

Clicking on “ADMINISTRATORS” takes you to the screen on the next page.

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS

MY ACCOUNT |

Select Administrator » Administrator Details.

‘0 Account successfully created.

ADMINISTRATOR DETAILS

Edit Administrator Details | Send Password Reset Email

(Lol )1 demoauditor

Demo Auditor

demoaud@randomize.net
ENABLED Riiity \

LG Auditor \

AN

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.

Select Administrator

ADMINISTRATORS

Select an administrator to manage:

EMAll ARNBESS

ROLE(S)

ENABLED
‘demoaudfer__Demo Auditor ' demoaud@randomize.net Auditor | True
demofa Demo Full Admin ~ demofa@randomize.net Full Admin True
| demoka | deme Kit Administrator .andy@randomize.net Kit Administrator True
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS - CLINICAL
Cresta/manage clincal SITES

Wik ancviewragars. | Creatamanage
dinical sites.

MY ACCOUNT
account mu:: i -

2022 01 20 Copyright © Interrand Inc.
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Click on “CREATE ADMINISTRATOR”.

‘ HOME

TRIALS ‘ CLINICAL SITES ADI.HMSTFAT'JHS| MY ACCOUNT |

Select Administrator

ADMINISTRATORS

Select an administrator lo manage:

D NAME E-MAIL ADDRESS ROLE(S) ENABLED
demoka | Demo Kit Administrator andy@randomize.net Kit Administrator_ True
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Provide “Login ID”, “Name”, “Email” address, and tick “Full Admin”, as shown in the screen on
the next page.

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CREATE ADMINISTRATOR
Logni: [ &

Name:
Email;
Enroliment Type:  ® gmail . Set Password

(21 Fuil Admin
Roles: [ Auditor
1 kit Administrator

Roles Help
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.

Auditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites,
Kit i -An i ini that can i igniview kits and can also view all trial and Clinical Site information.

CHEITEMWJ CANOI.T|
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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.

RANDOMIZENer

ADMINISTRATORS

MY ACCOUNT

HOME ‘ TRIALS ‘ CLINICAL SITES

HELP |

CREATE ADMINISTRATOR ] ] -
Selecting “Email”, the default, will send an
LoghiD: jemota &

. —— email to the Full Administrator requesting
emai them to set a password for their account.
EnrolmentType: & tmail ® Set Password Selecting “Set Password” will require you to set
m the password and send it to the Full

[ kit Administrator Administrator.

Augditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites.

Roles H
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.
Kit inis -An i that can i kits and can also view all trial and Clinical Site information.

CREATE ADMINISTRATOR CANCEL
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Details of the Full Administrator account are shown.

Clicking on “ADMINISTRATORS” takes you to the screen on the next page.

HOME ‘ TRIALS | CLINICAL SITE s ‘ ADMiN(STﬂAYORS| MY ACCOUNT |

Select Administrator » Administrator Details.

‘D Account successfully created. |

ADMINISTRATOR DETAILS

Edit Administrator Details | Send Password Reset Emall

[Kelc R} demofa

WP =) Demo Full Admin
demofa@randomize.net
ENABLED Rif't) O

FullAdm\
By default, “ENABLED” is set to “True”. To set

it to “False”, click on “Edit Administrator
Details”.

2022 01 20

Copyright © Interrand Inc.
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The new Full Administrator account is now shown.

‘ HOME

TRIALS ‘ CLINICAL SITES ADI.HMSTFAT'JHS| MY ACCOUNT |

Select Administrator

ADMINISTRATORS

Select an administrator to manage:

D NAME E-MAIL ADDRESS

ROLE(S) ENABLED
demo am_o Full Admin demofa@randomize.net Full Admin True
demoka ‘ Demo Kit Administrator ai randomize.ne Kit Administrator True

2022 01 20

Copyright © Interrand Inc.
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN'!|

TRIALS CLINICAL
Cronte/manage cinical | SITES
Wik ancviewragars. | Creataimanage

L clinical stes.
ADMINISTRATORS

MY ACCOUNT

2022 01 20 Copyright © Interrand Inc.
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Click on “CREATE ADMINISTRATOR”.

HOME‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Administrator

‘& No administrators found. |

To create an Administrator, click ‘Create Administrator’ below,

ADMINISTRATORS

2022 01 20 Copyright © Interrand Inc. 27



Provide “Login ID”, “Name”, “Email” address, and tick “Kit Administrator”, as shown in the
screen on the next page.

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CREATE ADMINISTRATOR
Logni: [ &

Name:
Email;
Enroliment Type:  ® gmail . Set Password

(21 Fuil Admin
Roles: [ Auditor
1 kit Administrator

Roles Help
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.

Auditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites,
Kit i -An i ini that can i igniview kits and can also view all trial and Clinical Site information.

CHEITEMWJ CANOI.T|
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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.

®RANDOMIZE NeT

HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT | HELP |
CREATE ADMINISTRATOR
. Selecting “Email”, the default, will send an
oginID: [demoka B
Naine:. [Dormo Kit Adviisrator i email to the Kit Administrator requesting them
el N BNz g to set a password for their account. Selecting

Enrole tType: & Emall : ASSWO H H
i S @ sapii “Set Password” will require you to set the

1 Fuil Admin

Roes: L1 Ao password and send it to the Kit Administrator.

Roles
’VFMII Admin - An full administrator that perform all the same tasks as the Coordinating Center.

Augditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites.
Kit. ini - An inis that can i ir kits and can also view all trial and Clinical Site information.

CREATE ADMINISTRATOR CANCEL
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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.

|
HOME | TRIALS | CLINICAL SITE § ‘ AnwmsTnA‘ans| b.¥ ACCOUNT
| '

Select Administrator » Administrator Details

ADMINISTRATOR DETAILS

Edit Administrator Detalls | Send Password Reset Emall

[Kelcl )1} demoka
LTV Demo Kit Administrator

andy@randomize.net

ENABLED ity N

(LY Kit Adminisator

\ 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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN’?|

Select Administrator

ADMINISTRATORS

Select an administrator lo manage:

E-MAIL ADDRESS

Demo Kit Administrator

ROLE(S)
Kit Administrator

ENABLED

2022 01 20 Copyright © Interrand Inc.

31



2.4 Edit Administrator Account Details

To edit an Administrator Account details, click on “ADMINISTRATORS” from the
Coordinating Centre home page.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS - CLINICAL

Create/manage dincal SITES

Winds aric Viaw regoris L Creata/manage
L clinical stes.

ADMINISTRATORS MY ACCOUNT

Viewfmodtly rmy
account detsis C—
o 7

2022 01 20 Copyright © Interrand Inc.
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Click on the name of the Administrator you want to edit.

Select Administrator
ADMINISTRATORS
Select an administrator to manage:

E-MAIL ADDRESS

ROLE(S) ENABLED

demoauditor Domo Auditor

' demoaud@randomize.net Auditor | True
demofa Demo Ful Admin demofa@randomize.net Full Admin True
demoka Demo Kit Administrator andy@randomize.net Kit Administrator True
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Administrator details are shown. Click on “Edit Administrator Details”.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOIJN1|

Salect Administrator » Administrator Details.

ADMINISTRATOR DETAILS

Edit Administrater Details Jend Password Reset Email

[LIELREE demoauditor
LTV § Demo Auditor

(£ LS demoaud@randomize.net
ENABLED Jii"t3
Auditor
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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”.

HOME | TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

elect Admini: » inis Details » Edit i Details.

EDIT ADMINISTRATOR

Login D' demoauditor
Name: Demo Auditar

Email; lize.net

Enabled: @ Tue O False

1 Fuil Admin
Roles: ¥ Auditor

71 kit Administrator

Roles Help
Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.
Auditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites,
Kit -An that can kits and can also view all trial and Clinical Site information.

SAVE CHANGES =~ CANCEL
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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.

NDOMIZE Ner

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOLIN'!|

Select » Details » Edit Details

EDIT ADMINISTRATOR

Login ID: demoauditor
Name: Demo Auditor

Administrator Email.  demoaud@randomize.net

Enabled. 2 True '® Faise
1 Fuil Admin
Roles: [ auditor
[ Kit Administrator
Roles Help

Full Admin - An full administrator that perform all the same tasks as the Coordinating Center.
Auditor - A read-only administrator that cannot make any changes to the trials or Clinical Sites.
Kit i -An that can kits and can also view all trial and Clinical Site information.

SAVE CHANGES =~ CANCEL
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The changes are now shown. Clicking on “ADMINISTRATORS” takes you to the screen on the
next page.

RANDOMIZENer

| HOME ‘ TRIALS

CLINICAL SITES ‘ ADMINISTRATORS

MY ACCOUNT ‘ ‘ HELP ‘

Select Administrator » Administrator Details

Io Account delails successiully uptated. ‘

ADMINISTRATOR DETAILS

Edil Adminisirator Details | Send Password Reset Email

(EeI=UE0Y demoauditor

LIV} Demo Auditor

moaud@randomize.net

Full Admin
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The new settings are shown in the list of Administrators.

‘ HOME TRIALS ‘ CLINICAL SITES ADI.HMSTFAT'JHS| MY ACCOUNT |

Select Administrator

ADMINISTRATORS

Select an administrator fo manage:

D NAME E-MAIL ADDRESS ROLE(S) ENABLED
demoauditor Demo Auditor demoaud@randomize.net Full Admin False
demofa Damo Full Admin demofa@randomize.net Full Admin ue
‘demoka - Demo Kit Administrator andy@randomize.net Kit Administrator True
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2.5 Reset Administrator Account Passwords

To reset Administrator Account password, click on “ADMINISTRATORS” from the
Coordinating Centre home page.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS - CLINICAL
Crnta/manage cliical SITES
Wik ancviewragars. | Creataimanage

ADMINISTRATORS MY ACCOUNT

Viewfmodtly rmy
account detsis C—
o 7

2022 01 20 Copyright © Interrand Inc.
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Click on the name of the Administrator for whom you want to reset the password.

HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMNLSTQATORS| ny AC'COUN1|

Select Administrator

ADMINISTRATORS

Select an administrator to manage:

D NAME E-MAIL ADDRESS ROLE(S) ENABLED
‘demoauditor Demo Auditor ' demoaud@randomize.net Auditor | True
demofa i demofa@randomize.net Full Admin | True
demoka Demo Kit Administrator andy@randomize.net Kit Administrator | True
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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.

INICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Administrator » Administrator Details

ADMINISTRATOR DETAILS

Edit Administrator Dete(g | Send Password Reset Emall

[Kelcl [ }1:} demoka
LTV Demo Kit Administrator

andy@randomize.net
ENABLED Riiit

[l By Kit Administrator
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Click on “OK”.

@ Andy Willan X | B My LastPass Voult X % Manage Accounts s RANDOMIZL X = = ] X

€ - C ¢ & randomize.net/Randomize/CoordinatingCenter/Accounts.aspx

www randomize.net says

Are you sure you want to send password reset email to this
administrator?

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ hﬂll!N\STﬁATOHS| MY ACCOUNT

Select Administrator » Administrator Details

ADMINISTRATOR DETAILS

Edit Administrater Detalls| Send Password Reset Email

[Kelcl ]} demoka
LTV} Demo Kit Administrator

(L TV8 andy@randomize.net

ENABLED [ii:3

[{s]N=Y Kit Administrator
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

: CLINICAL
R J SITES
L o

ADMINISTRATORS MY ACCOUNT
riat sdministmiors, mmmu:: - -

/

-
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Then click on “CREATE A NEW TRIAL".

R ANDOMIZE ner DT

HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADM!NLSWATORS| ny AC'COUN1|

Select Trial
TRIALS

Select a trial to manage:

NUMBER OF
TRIALID TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 Demo Trial 1 True 22/12/2019 21:05:23 1
CREATE ATRIAL
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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.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CREATE TRIAL

CREATETRIAL CANCEL
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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 o “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.

%AN Do M I z E.NE" WELCOME bers coordnatng cent | LoGoUT

HOME HELP |

TRIALS ‘ CLINICAL SITES [ ADMINISTRATORS

MY ACCOUNT ‘

Select Trial » Trial Details

1@ Trial successfully created. }

TRIAL D S

Edit Trial Detail

ion Criteria | Edit i Edit Activate Clinical Sites | Limits | Activate Trial |

Emails | Edit

TRIAL 1D [0S
LRIV Y Demo Blinded Trial 1
AcTIVATED [T

NUMBER OF ACTIVE CLINICAL SITES [i]
RECORD PATIENT INITIALS T

RECORD PATIENT BIRTHDATE R}

RECORD OTHER VARIABLE I3

TREATMENTS LT3

STRATIFY BY CLINICAL SITE RS

BLOCKING FACTORS 0713

BLOCK SIZES 72}
STRATIFICATION VARIABLES JICTTS
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

@ : CLINICAL
‘wials A0 View reporis Creata/manage
L o

ADMINISTRATORS MY ACCOUNT
riat sdministmiors, mmmu:: - -

/

-
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Click on the Clinical trial whose details you want to edit.

RANDOMIZE Ner

| HOME ‘ TRIALS CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT ‘ ‘ HELP ‘
Select Trial
TRIALS
Select a trial to manage:

NUMBER OF
TRIALID TRIAL NAME ACTIVE DATE ACTIVATED TR cria
1068 _Demo-Triak+ False 22.12.2019 22:05:23 0 |
1972 (__Demo Blinded Trial 1 ) True 22.01-2020 20:06:43 0 \

CREATEATRIAL |
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Click on “Edit Trial Details”.

RANDOMIZE-NeT WELCOME b sy cone  Losour

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

!0 Trial successfully created. 1

TRIAL DETAILS

Edit Trial Details Emails | Edit

Criteria | Edit i Edit Activate Clinical Sites | Limits | Activate Trial

TRIAL 1D [RAZE3
YRV Demo Blinded Trial 1
AGTIVATED i3

NUMBER OF ACTIVE CLINICAL SITES [i]
RECORD PATIENT INITIALS i

RECORD PATIENT BIRTHDATE [}

RECORD OTHER VARIABLE

TREATMENTS
STRATIFY BY CLINICAL SITE

BLOCKING FACTORS

BLOCK SIZES
STRATIFICATION VARIABLES
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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.

ANDOM'ZENEI‘ If "Yes", the Patients Initials and/or Birthdate will

be recorded when the patient is randomized by the

HOME ‘ TRIALS | CLINICAL SITES Auummamns| my AC'COIJNT| Clinical Site.

Select Trial = Trial Details » Edit Trial Details

EDIT TRIAL DETAILS Other patient-level variables can be recorded at
The length of the Patient ID can Tt Namo: [Bomo Binded Tl randomization. Details given on next page. Since
be restricted. The length does Record Patient Intals: ) Yes / the Patient ID is required elsewhere, it should not
NOT include any pre-set e U R @es. Do be included here as “Other Recorded Variable.”
prefixes. 4 | A Other Recorded Variable

Qe e Oro If "Yes", a Clinical Site can register a patient and
If "Yes", Patient IDs will be ogin: 1 then randomize them in a later session.
automatically incremented and Mes Pl D Lt 112
pre-filled for the Clinical Site o ererent auert 0/ @ves @ 1o If “Yes” then “Auto-Increment Patient ID” must be

Timezone Preference: | (UTC-05:00) Eastern Time (US & Canada)

uNon‘

starting at 001. If Clinical Site S e T —
prefixes are to be used, the Tra Pasent 0 pres (Optona)
numbering will start at 001 at Double Blind Trial:  ® ves

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

If 'Yes', it is important not to
change Patient ID Prefix
settings after the first patient
has been registered or

— Details of the date stamp recorded when the
each Clinical Site. Otherwise, Gontirmation Screen  [Blves o patient is randomized.
Patient IDs will increment
across Clinical Sites. | |NeRREe

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

randomized. . . . )
If "Yes", the Clinical Site will be asked to confirm

the Patient ID and stratification information prior

If “Yes”, leave Minimum and .
to randomization.

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.

WELCOME oerno coortinating Cenre [ LoGOUT

R ANDOMIZENer

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

ME ‘ TRIALS ‘ CLINICAL SITES { AOMINISTPATDRS‘ MY ACCOUNT ‘

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

jer Display Name;

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

Is valug required? @ yes Lo

® Text

Typs Month/Year ' Drop Down List " Multi-Select List

TRecorded Variable

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

Minimum Patient ID Length: |1
Maximum Patient ID Length:

Auto-Increment Patlent ID ‘es ® No

ence: | (UTC-05:00) Eastern Time (US & Canada)

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.

Datetime formal: | MM/ddlyyyy HH:mm:ss v | E.g. 01/19/2020 00:16:49
jp#Patient ID Prefix (Opticnal):
Double Biind Trial: ~ # Yes No

Confirmation Screen  ® yveg ' No

SAVE CHANGES

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

a

'Large Text Area ' Date

~

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.

2022 01 20
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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.

R ANDOMIZENeT

| HOME

TRIALS CLINICAL
Creata/manage diinical ) SITES

TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS MVACCOUNT‘

cinical sites.

ADMINISTRATORS MY ACCOUNT

Crealafmanage View/madty my
trial adminisirsioes account detalls -
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Click on the trial you want to add Treatment arms to.

R ANDOMIZEner

HOME ‘ TRIALS

CLINICAL SITES | ADMINISTRATORS

MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

TRIALID TRIAL NAME

NUMBER OF
DATE ACTIVATED ACTIVE SITES

198 True 2211212019 21:05:23 4
1972 Demo Blinded Trial 1 False |°
| cREATEATRIAL
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Click on “Edit Treatments”.

RANDOMIZE-NeT WELCOME b sy cone  Losour

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

!0 Trial successfully created. 1

TRIAL DETAILS

Edit Trial Details Emails | Edit Criteria | Edit i « Edit bwaie Clinical Sites | Limits | Activate Trial

QR 1972
YRV Demo Blinded Trial 1
ACTIVATED [iT]
NUMBER OF ACTIVE CLINICAL SITES [}

RECORD PATIENT INITIALS i

RECORD PATIENT BIRTHDATE [}

RECORD OTHER VARIABLE 1.}

TREATMENTS LTS
STRATIFY BY CLINICAL SITE B3

BLOCKING FACTORS /LT3

BLOCK SIZES 72}
STRATIFICATION VARIABLES Eil 3
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Click on the “+” sign next to “Add Treatment”.

| HOME TRIALS CLINICAL SITES | ADMINISTRATORS ‘ MY ACCOUNT

Select Trial » Trial Details » Edit Treatments

EDIT TREATMENTS

T add a treatment for Demo Blinded Trial 1, click *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.

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Treatments

EDIT TREATMENTS

To add a treatment for Demo Blinded Trial 1, click *Add Treatment’

@/) o x

1: Add Treatment

javascript_doPostBack( cti00$ContentPlaceHolder18LinkButtonAddTreatment',")
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The process can be repeated to add additional treatment arms.

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Treatments

EDIT TREATMENTS

To add a treatment for Demo Blinded Trial 1, dick ‘Add Treatment’,
1: Active [!‘ B

d Treatment
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Adding a Placebo treatment arm.

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Treatments

EDIT TREATMENTS

To add a treatment for Demo Blinded Trial 1, click ‘Add Treatment’.

I
1: Active in‘ ‘ x

e | mx

-+ | add Treatment

javascript_ doPostBack(' ctl003ContentPlaceHolder 13 LinkButtonAddTreatment',”)
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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.

: ‘:ANDOMIZE.Ner WELCOME cere caoisin cone | L3507

ADMINISTRATORS

MY ACCOUNT | | HELP

HOME ‘ TRIALS | CLINICAL SITES

Select Trial » Trial Details » Edit Treatments

EDIT TREATMENTS

To add a treatment for Demo Blinded Trial 1, ciick 'Add Treatment'
1: Active n x
2: Placebo B x

‘ o | Add Treatment
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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”.

RANDOMIZENer WELCOME ouns o cors Loaour

| HOME ‘ TRIALS ‘ CLINICAL SITES [ ADMINISTRATORS | MY ACCOUNT ‘ HELP |

TRIALS CLINICAL ’.

SITES

Createmanage

clinical sites.
ADMINISTRATORS MY ACCOUNT
sk i £ -

é
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Click on trial for which criteria is to be added. In this case “Demo Blinded Trial 1”.

HOME ‘ TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

NUMBER OF
TRIALID TRIAL NAME DATE ACTIVATED ACTIVE SITES
1968 | True 22/12/2019 21:06:23 1
1972 Demo Blinded Trial 1 False |°
| cREATEATRIAL
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Click on “Edit Inclusion/Exclusion Criteria”.

RANDOMIZE-NeT WELCOME b sy cone  Losour

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

!0 Trial successfully created. 1

TRIAL DETAILS

Em{ls | Edit

Criteria i Edit Activate Clinical Sites | Limits | Activate Trial

_

Edit Trial Details

LN Y 1972

YRV Demo Blinded Trial 1

ACTIVATED BT

NUMBER OF ACTIVE CLINICAL SITES [i]
RECORD PATIENT INITIALS i

RECORD PATIENT BIRTHDATE [}

RECORD OTHER VARIABLE 1.}

TREATMENTS LTS

STRATIFY BY CLINICAL SITE B3
BLOCKING FACTORS /LT3
BLOCK SIZES 72}

STRATIFICATION VARIABLES Eil 3
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Click on the “+” sign next to “Add Inclusion Criteria”.

HDME‘ TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Inclusion/Exclusion Criteria

EDIT INCLUSION/EXCLUSION CRITERIA (optional)

Inclusion Criteria: should be framed as a question, so that the answer must be 'yes' if the patient is eligible,

inc\usiun Criteria

Exclusion Criteria: should be framed as a question, so that the answer must be 'no’ If the patient is eligible.

-+ ‘ Add Exclusion Criteria

SAVE CHANGES || CANCEL
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Type in the first inclusion criterion and then click on the disk symbol just to the right.

‘ HOME TRIALS ‘ CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Inclusion/Exclusion Criteria

EDIT INCLUSION/EXCLUSION CRITERIA (optional)

Inclusion Criteria: should be framed as a question, so that the answer must be 'yes' if the patient is eligible.
+: |Does the patient have the relevant health condition | @ ‘

= | Add Inclusion Criteria

Exclusion Criteria: should be framed as a question, so that the answer must be 'no' if the patient Is eligible.

|| Add Exclusion Criteria

ﬂﬁmrﬂl
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The process can be repeated to add additional inclusion criteria.

HOME

TRIALS ‘ CLINICAL SITES ADMINISTRATORS

MY ACCOUNT
select Trial » Trial Details » Edit Inclusion/Exclusion Criteria

EDIT INCLUSION/EXCLUSION CRITERIA (optional)

Inclusion Criteria: should be framed as a question, so that the answer must be ‘yes' if the patient is eligible.
1: Does the patient have the relevant health condition?

8 x
d Inclusion Criteria

Exclusion Criteria: should be framed as a question, so that the answer must be 'no' if the patient is eligible.

|| Add Exclusion Criteria

2022 01 20
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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.

RANDOMIZE NeT

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trisl » Trial Details » Edit Inclusion/Exclusion Criteris
EDIT INCLUSION/EXCLUSION CRITERIA (optional)

Inclusion Criteria: should be framed as a question, so that the answer must be ‘yes' if the patient is eligible.

1: Does the patient have the relevant health condition? Ll | x

2: Can the patient communicate In English or Spanish? }n ‘ » ‘
i

3: Has the patient signed informed consent? w! x ‘

| o | Add Inclusion Criteria

Exclusion Criteria: should be framed as a question, so that the answer must be 'no’ if the patient i

s sligible.
1: [is the patient less than 18 years for age? ]

o Add Exclusion Criteria

WEMBI CMII'EL‘
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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.

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

SelectTrial » Trial Detafis » Edit Inclusion/Exclusion Criteria
EDIT INCLUSION/EXCLUSION CRITERIA (optional)

Inclusion Criteria: shouid be framed as a question, so that the answer must be ‘yes' if the patient is eligible.

1: Doss the patient have the relevant health condition? l x
2: Can the patient communicate in English or Spanish? B ‘ x ‘
3: Has the patient signed informed consent? l ‘ x|

o Add Inclusion Criteria

Exclusion Criteria: should be framed as a question, so that the answer must be 'no’ if the patient is eligible.
1: Is the patient less than 18 years for age? ;n ‘ ® ‘

2:Is the patient greater than 65 years of age? ‘B ‘ x

+ Add Exelusion Criteria
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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.

QQ ANDOMIZE.NET WELCONE tovo Cowinats covre | 50007

| HOME | TRIALS ‘ CLINICAL SITES I ADHINISTF?A‘I’DFTS‘ MY ACCOUNT ‘

CLINICAL
) SITES
o Create/manage
(‘ clinical stes.

‘ HELP |

TRIALS

Create/manage dinics
lals and view

ADMINISTRATORS MY ACCOUNT

e
retoes

-,

/™

View/madty my
ount details
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Click on the trial for which you want to edit stratification information.

HOME ‘ TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

NUMBER OF
TRIALID TRIAL NAME DATE ACTIVATED ACTIVE SITES
1968 i True 22/12/2019 21:06:23 1
1972 Demo Blinded Trial 1 False |°
| cREATEATRIAL
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Click on “Edit Stratification Information”.

RANDOMIZE Ne

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS

WELC’OHE Demo Coordinating Centre | LOGOUT

MY ACCOUNT

Select Trial » Trial Details

!0 Trial successfully created.

TRIAL DETAILS

Edit Trial Details

Emails | Edit

TRIAL ID

TRIAL NAME

ACTIVATED

NUMBER OF ACTIVE CLINICAL SITES
RECORD PATIENT INITIALS

RECORD PATIENT BIRTHDATE
RECORD OTHER VARIABLE
TREATMENTS

STRATIFY BY CLINICAL SITE

BLOCKING FACTORS

BLOCK SIZES

STRATIFICATION VARIABLES

Activate Clinical Sites | Limits | Activate Trial

1972

Demo Blinded Trial 1

No

]
No

No

No

None

Yes.

None

N/A

2022 01 20
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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”.

R ANDOMIZENeT

HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Stratification Information

EDIT STRATIFICATION INFORMATION

Stratify By Clinical Sites

II || | aigm will stratify based on the Clinical Site that is randomizing the patient.

Blocking Factors: The blocking factor is the number of times each treatment appears in a block. Therefore, the block size is tha number of
treatments multiplied by the biocking factor. For example, a two arm frial with a blocking factor of 3 yields a block size of 6. If more than one blocking
factor is configured, the system will randomly choose between the blocking factors when a new block is created.

dd Blocking Factor

Stratification Variables (Optional):For each stratification variable, provide a stratification name and at least twa levels.

|4 Add Stratiication Variable

SAVE CHANGES =~ CANCEL
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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.

RANDOMIZE.Ner WELCOME ot ety o oy

| HOME

TRIALS

CLINICAL SITES

ADMINISTRATORS

MY ACCOUNT

HELP '

select Trial » Trial Details » Edit Stratification information

EDIT STRATIFICATION INFORMATION

Stratify By Clinical Site:if 'Yes', system will stratify based on the Clinical Site that is randomizing the patient.

®iYes \“No

Blocking Factors: The biocking factor is the number of times sach treatment appears in a block. Therefore, the block size is tha number of
treatments multiplied by the blocking factor. For example, a two arm trial with a blocking factor of 3 yields a block size of 6. If more than one blocking
factor Is configured, the system will randomly choose between the blocking factors when a new block is created.

C

| o | Add Blocking Factor

Stratification Variables (Optional):For each stratification variable, pravide a stratification name and at least two levels.

‘ 4 Add Suatification Variable

SAVE CHANGES == CANCEL
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To add a stratification variable, click on the “+” sign just to the left of “Add Stratification
Variable”.

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Detafls » Edit Stratification information

EDIT STRATIFICATION INFORMATION

Stratify By Clinical Site:ir'ves', system will stratify based on the Clinical Site that is randomizing the patient.

@ Yes No

Blocking Factors: The blocking factor is the number of times each treatment appears in a block. Therefore, the block size is the number of
treatments multiplied by the blocking factor. For example, a two arm trial with a blocking factor of 3 yields a block size of 6. If more than one blocking
factor Is configured, the system will randomly choose between the blocking factors when a new block Is created.

2 B x

i,+,| Add Blocking Factor

Stratification Variables (Optional):For each stratification variable, pravide a stratification name and at least two levels.

Stratification Variable

uvseumuss| GANEL‘

javasciipt._doPostBack{'cll00§ContentPlaceHolder 1§LinkButtonAddStratificationVariable'”)
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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”

| HOME ‘ TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Edit Stratification Information

T
EDIT STRATIFICATION INFORMATION

Stratify By Clinical Site:if 'ves', system will stratity based on the Clinical Site that is randomizing the patient.

# Yes No

Blocking Factors: The biocking factor is the number of times each treatment appears in a block. Therefore, the block size is the number of
treatments multiplied by the blocking factor. For example, a two arm trial with a blocking factor of 3 yields a block size of 6. If more than one blocking
factor is configured, the system will randomly choose between the blocking factors when a new block s created.

2 & x

|4 | Add Blocking Factor

Stratification Variables (Opti

Vari

=} Add Stratification Variable

SAVE CHANGES =~ CANCEL
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Clicking on the “disk” symbols just to the right will save the variable name and its levels.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details > Edit Stratification information

EDIT STRATIFICATION INFORMATION

Stratify By Clinical Site:ir Yes', system will stratify based on the Clinical Site that is randomizing the patient.

‘®iYes \'No

Blocking Factors: e

is the number of times each treatment appears in a block. Therefore, the block size is the number of
treatments multiplied by the blocking factor. For example, a two arm trial with a blecking factor of 3 yields a block size of 8, If more than one blocking
factor is configured, the system will randomly choose between the blocking factors when a new block is created.

: &x
|4 | Add Blocting Fsctor

Stratification Variables (0

or each varlable, provide a stratification name and at least two levels.

Varlable 1: [Duration since injury

Levela: [Less than 2 years

Levelb:  [2 years or more] |

< Add Level

t + Add Stratification Variable

SAVE CHANGES | CANCEL |
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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.

L ANDOMIZE-NH 'WELCOME e coorcinsting Cente | LoGOUT

| HOME ‘ TRIALS ‘ CLINICAL SITES ADMINISTRATORS‘ MY ACCOUNT ‘ ‘ HELP ‘

Select Trial » Trial Details » Edit Stratification Information

EDIT STRATIFICATION INFORMATION

Stratify By Clinical Site:if ves', system will stratity based on the Clinical Site that is randomizing the patient.

®Yes No

Blocking Factors: The blocking factor is the number of times each treatmant appears in a block. Therefors, the block size is the number of
treatments multiplied by the blocking factor. For example, a two arm trial with a blocking factor of 3 yields a block size of 6, If more than one blocking
factor Is configured, the system will randomly choose between the blocking factors when a new block Is created.

2 & x

o | Add Blocking Factor

Stratificati (Optional):For each variable, provide a stratification name and at least two levels,
Variable 1: Duration since injury E X

Levela: Less than 2 years B x

Levelb: 2 years or more x

o Add Level

dd Stratification Variable

SAVE CHANGES =~ CANCEL
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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.

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADIIINISTRATORS‘ My ACCOUNT‘

CLINICAL '.

SITES

Create/manage

dinical sitss.
ADMINISTRATORS MY ACCOUNT
e Mrmib i ~-

e A
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Click on the trial for which the additional email notifications are required.

HOME ‘ TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

NUMBER OF
TRIALID TRIAL NAME DATE ACTIVATED ACTIVE SITES
1968 Del True 22/12/2019 21:06:23 1
1972 Demo Blinded Trial 1 False |°
| cREATEATRIAL
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Click on “Notification Emails”

RANDOMIZE Ne

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS

MY ACCOUNT

WELC’OHE Demo Coordinating Centre | LOGOUT

Select Trial » Trial Details

!0 Trial successfully created.

TRIAL DE

Edit Trial Detail

TRIAL ID

TRIAL NAME

ACTIVATED

NUMBER OF ACTIVE CLINICAL SITES
RECORD PATIENT INITIALS

RECORD PATIENT BIRTHDATE
RECORD OTHER VARIABLE
TREATMENTS

STRATIFY BY CLINICAL SITE
BLOCKING FACTORS

BLOCK SIZES

STRATIFICATION VARIABLES

Criteria | Edit

Edit Activate Clinical Sites | Limits | Activate Trial

1972

Demo Blinded Trial 1

No

]
No

No

No

None

Yes.

None

2022 01 20
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Click on the “+” sign next to “Add new email”.

‘ HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Notification Emails
NOTIFICATION EMAILS (optional)
If you want randomization email notifications for Demo Blinded Trial 1. add them here.

Send Email to Coordinating center.

Send Email to Clinical Sites:
Exclude Treatment for Clinical Sites: 7]
Include Stratification Detalls:
Name Email Address For Site(s)
1: Andy Willan andy+100@randomize.net All Sites
2: Demo Clin Site 1 democlinsite 1@randomize.net Demo Clinical Site

Exclude treatment

d new email

;&

Vuvsuwmss"'mu;J
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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”.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Detafls = Notification Emails
NOTIFICATION EMAILS (optional)
If you want randomization email notifications for Demo Blinded Trial 1, add them here

Send Email to Coordinating center

<]

Send Email to Clinical Sites:

a

Exclude Treatment for Clinical Sites:

O

Include Stratification Details

<]

Name Email Address For Site(s)
1: Andy Willan andy+100@randomize.net Al Sites

2: Dema Clin Site 1 demociinsite i @randomize.net Demo Ciinical Site 1 Exciude treatment
[ | All Sites v | D Exclude treatment W x

| | Add new email

SAVE CHANGES = CANCEL
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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.

HOME

TRIALS

CLINICAL SITES

ADMINISTRATORS

Select Trial = Trial Details = Notification Emails
NOTIFICATION EMAILS (optional)

for Demo Blinded Trial 1. add them here

If you want email

Send Email to Coordinating center:
Send Email to Clinical Sites:
Exclude Treatment for Clinical Sites:

Inciude Stratification Details:

Name
1 Andy Willan

2: Demo Clin Site 1

3

1

O
]

Email Address
andy+100@randomize. net

democlinsite 1@ randomize. net

MY ACCOUNT

HELP

For Site(s)
All Sites

Demo Clinical Site 1 Exclude treatment

3 [Mary Smith

| mary.smith@whatever.com

| [Alsites ~ | Dexciude weatment

SAVE CHANGES CANCEL

2022 01 20
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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 appropriateyou can prevent the Coordinating Centre and Clinical Site
users from receiving the email notifications.

By ticking the appropriate you can prevent all Clinical Sites users from seeing the allocated
treatment for an unblinded trial or the Kit Number for a blinded trial.

AN Do M l Z E.NEl' WELCOME sermo coordinsting Centee | LoGoUT

HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS‘ My ACCOUNT‘ l HELP ‘

Select Trial » Trial Details » Notification Emails
NOTIFICATION EMAILS (optional)

If you want randomization email netifications for Demo Blinded Trial 1. add them here.

Send Email to Coordinating center:
Send Emailto Ciinical Shes Click this box if you want the stratification

Excuude Traatment for Cinical Stes L) / information to appear in the notification email.
Include Stratification Details:

Name Email Address For Site(s)
1. Andy Willan andy+100@randomize. net Al Sites

2: Demo Clin Site 1 demaglinsite | @randomize.net Demo Clinical Site Excluds treatment
7

3: Mary Smith mary smith@whatever.com Al Sites Exchide roatient ‘ %
=

< Add new email

SAVE CHANGES =) CANCEL
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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.

RANDOMIZEner WELCOME s oo s

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CLINICAL

SITES

dinical sites.
ADMINISTRATORS MY ACCOUNT
S s Mgt -
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Click on the trial for which the stratification information is to be added to the notification emails.

HOME ‘ TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

NUMBER OF
TRIALID TRIAL NAME DATE ACTIVATED ACTIVE SITES
1968 Del True 22/12/2019 21:06:23 1
1972 Demo Blinded Trial 1 False |°
| cREATEATRIAL

2022 01 20 Copyright © Interrand Inc. 85



Click on “Notification Emails”

RANDOMIZE Ne

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS

MY ACCOUNT

WELC’OHE Demo Coordinating Centre | LOGOUT

Select Trial » Trial Details

!0 Trial successfully created.

TRIAL DE

Edit Trial Detail

TRIAL ID

TRIAL NAME

ACTIVATED

NUMBER OF ACTIVE CLINICAL SITES
RECORD PATIENT INITIALS

RECORD PATIENT BIRTHDATE
RECORD OTHER VARIABLE
TREATMENTS

STRATIFY BY CLINICAL SITE
BLOCKING FACTORS

BLOCK SIZES

STRATIFICATION VARIABLES

Criteria | Edit

Edit Activate Clinical Sites | Limits | Activate Trial

1972

Demo Blinded Trial 1

No

]
No

No

No

None

Yes.

None

2022 01 20
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‘ HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Notification Emails
NOTIFICATION EMAILS (optional)

If you want randomization email notifications for Demo Blinded Trial 1. add them here.

8end Email to Coordinating center:

Send Emall to Clinical Sites:

Exclude Treatment for Clinical Sites:

Include Stratification Details:

Name
1: Andy Willan

2: Demo Clin Site 1

Tick this box and then click
on “SAVE CHANGES”

Email Address For Site(s)

andy+100@randomize.net All Sites

democlinsite 1@randomize.net Demo Clinical Site Exclude treatment

: &

A+ |Ar.m new email

Copyright © Interrand Inc.
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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.

R ANDOMIZENeT

| HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS MVACCOUNT‘

TRIALS CLINICAL
Creata/manage diniog SITES

«_ o
ADMINISTRATORS MY ACCOUNT
:suﬂmrusrama a:m"?muz -
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Click on the trial you want set limits for.

HOME‘ TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS
Select a frial 1o manage:

TRIALID TRIAL NAME

DATE ACTIVATED EmEEROF

ACTIVE SITES
198  De True 2211212019 21:05:23 [4
1972 Demo Blinded Trial 1 False |o
| cREATEATRIAL
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Click on “Limits”.

RANDOMIZE-NeT WELCOME b sy cone  Losour

| HOME ‘ TRIALS ‘ CLINICAL SITES MINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

!0 Trial successfully created. 1

TRIAL DETAILS

Edit Trial Details Emails | Edit Criteria | Edit i Edit Activate Clinical Site!

QR 1972
YRV Demo Blinded Trial 1
ACTIVATED [iT]

NUMBER OF ACTIVE CLINICAL SITES [i]
RECORD PATIENT INITIALS i

RECORD PATIENT BIRTHDATE [}

RECORD OTHER VARIABLE 1.}

TREATMENTS LTS

STRATIFY BY CLINICAL SITE B3
BLOCKING FACTORS /LT3

BLOCK SIZES 72}

STRATIFICATION VARIABLES Eil 3
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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.

'WELCOME oeno coorainaing cente  LogouT

TRIALS C LINICAL SITES [ ADMINISTRATORS | MY ACCOUNT

Overall Trial Limit (o=unimiteq)

B —
Limit number of patients I trial 1

Overall Site Limit (o=uniimitedy

Demo Clinical Site 1

Stratification Level Limit (per site) (o=uniimited)
Duration since injury

Less than 2 years

2 years or more

SAVE CHANGES == CANCEL
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOLIN'!|

TRIALS CLINICAL
Crataarage i _, SITES
« -

ADMINISTRATORS MY ACCOUNT
riat administmiors, account mu:: - :
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Click on the trial you want to activate.

HOME‘ TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS
Select a frial 1o manage:

TRIALID TRIAL NAME

DATE ACTIVATED EmEEROF

ACTIVE SITES
198  Dem True 2211212019 21:05:23 [4
1972 Demo Blinded Trial 1 False |o
| cREATEATRIAL
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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”.

$ ANDOMIZE Ner

HOME

Select Trial » Trial Details

%o Stratification Information successfully updated

TRIALS ‘ CLINICAL SITES I ADMI'MS'IRATOFTS‘ MY ACCOUNT ’

WELCOME Demo Caordinating Centre | LOGOUT

’ HELP ‘

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclu Criteria| Edit

Edit Treatments | Activate Clinical Sites le@

TRIAL ID gl

R LIRS Demo Blinded Trial 1

ACTIVATED

NUMBER OF ACTIVE CLINICAL SITES
RECORD PATIENT INITIALS |

RECORD PATIENT BIRTHDATE
RECORD OTHER VARIABLE

1. Active

TREATMENTS 2. Placebo

STRATIFY BY CLINICAL SITE

BLOCKING FACTORS ¥}

BLOCK SIZES &3

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more

2022 01 20
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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.

| HOME | TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT‘

Select Trial » Trial Details » Activate Trial

ACTIVATE TRIAL

|a Please note: There is a charge for activating this trial. An inveice will be emailed ta you upon activation. Click here for pricing information.

To active Demo Blinded Trial 1 ciick ‘Activate Trial',

Note: Once the trial is activated, you cannot change treatment or stratification information.
N

ACTIVATETRIAL ) CANCEL
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The trial is now shown as “ACTIVATED” and the time and date of activation is shown.

ANDOMIZENET WELCOME s s e 000t

TRIALS ‘ HELP |

Select Trial » Trial Details

T
1@ Trial successfully activated. 1

TRIAL DETAILS

Edit Trial Details Emails | Edit Criteria | Activate Clinical Sites | Limits | Reports | Deaclivate Trial

TRIAL ID

TRIAL NAME

ACTIVATZD
DATE ACTIVATSD

NUMBER OF ACTIVE CLINICAL SITES

RECORD PATIENT INITIALS
RECORD PATIENT BIRTHDATE
RECORD OTHER VARIABLE

1. Active
TREATMENTS
E 2. Placebo

STRATIFY BY CLINICAL SITE RS
BLOCKING FACTORS |

BLOCK SIZES ]

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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To deactivate the trial, click on “Deactivate Trial” and then on “Ok”.

www.randomize.net says

Are you sure you want to deactivate this trial?

IME Do Coordinating Centre | LOGOUT [m‘

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINIE-TDATODS| MY ACCOUNT |

Select Trial » Trial Details

TRIAL DETAILS
Edit Trial Details Emalls | Edit ol Criteria | Activate Clinical Sites | Limits. Rapn-

TRIAL ID K-k
W LYR TV Demo Blinded Trial 1
ACTIVATED R4
[sLyy=F Xea 12Ny =08 22/01/2020 19:06:43

NUMBER OF ACTIVE CLINICAL SITES

RECORD PATIENT INITIALS 1]

RECORD PATIENT BIRTHDATE R}

RECORD OTHER VARIABLE i1

1. Active

TREATHENTS 2. Placebo

STRATIFY BY CLINICAL SITE RS

BLOCKING FACTORS i

BLOCK SIZEs [}

1. Duration since injury
STRATIFICATION VARIABLES ERIE-S] ELPAT-ETE
b. 2 years or more
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To activate one or more Clinical Sites, allowing them to randomize patients, click on “Activate
Clinical Sites”.

& ANDOMIZENET WELCOME s s e 0001

| HOME ‘ TRIALS ‘ CLINICAL SITES [ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

;o Trial successfully activated. 1

TRIAL DETAILS
Edit Trial Details Emails | Edit Cmc@mls Reports | Deaclivate Trial

TRIAL ID jiied
YRV Demo Blinded Trial 1
AGTIVATED B2
Ny =0ed VN 00 22/01/2020 19:06:43

NUMBER OF ACTIVE CLINICAL SITES [}

RECORD PATIENT INITIALS T
RECORD PATIENT BIRTHDATE R1:3

RECORD OTHER VARIABLE ET.3

1. Active
2. Placebo

TREATMENTS

STRATIFY BY CLINICAL SITE RS
BLOCKING FACTORS |

BLOCK SIZES ]

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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.

RANDOMIZENer O e

HOME ‘ TRIALS | CLINICAL SITES ‘ ADM!MSTRATORS| MY ACCOUNT | | HELP |

Select Trial » Trial Details » Activate Clinical Sites

ACTIVATE CLINICAL SITES

To activate clinical sites for Demo Blinded Trial 1, check the ‘activate’ check box.
ACTIVATE | CLINICAL SITE NAME

/.\ Concept Medical, Demo 1

@ | Demo Clinical Site 1

SAVE CHANGES ) CANCEL
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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”.

®

& ANDOMIZENer

HOME | TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCUUNT|

Select Trial » Trial Details

WELCOME Demo Coordinating Centre | LOGOUT

:o Clinical Sites successfully activated/deactivated.

TRIAL DETAILS

Edit Trial Details i Emails | Edit

ion Criteria | Activate Clinical Sites | Limits | Reports | Deactivate Trial

TRIAL ID EET#3

R RYRLEY Y Demo Blinded Trial 1

ACTIVATED R{H

[N WX VN =0 ) 2201/2020 19:06:43

NUMBER OF ACTIVE CLINICAL SITE:S &I
RECORD PATIENT INITIALS LT

RECORD PATIENT BIRTHDATE BT}
RECORD OTHER VARIABLE LT}

1. Active
2. Placebo

STRATIFY BY CLINICAL SITE RES
BLOCKING FACTORS [}

BLOCK SIZES [

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more

2022 01 20
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN!

TRIALS
mmmm J

ADMINISTRATORS MY ACCOUNT
riat sdministmiors, mmmu:: - -

/

-
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Click on “CREATE CLINICAL SITE”.

HOME ‘ TRIALS ‘ CLINICAL SITES

ADMINISTRATORS | MY ACCOUNT

Select Clinical Site

CLINICAL SITES

Select a clinical site to manage:

CLINICAL SITE NAME PATIENT ID PREFIX
Concept Medical, Dema 1

2022 01 20 Copyright © Interrand Inc.
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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.

RANDOMIZENET 0

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADM!NLSTHATORS| My AE'COUNT|

CREATE CLINICAL SITE

Site Details: —— | Provide a name for the Clinical Site.

Clinical Site Mame: F )emo Clinical Site 1 E

Patlent D Prefix (Optional): i i The prefix will be added to the patient ID entered by the clinical site.

Primary User: \
P T — : : . .
Provide the Login ID, name, and | BrdyWilan You can provide a Paitent ID prefix that will be

email address for the Primary User | added to the ID for all patients from this Clinical
Enralment Tyoe: @ Email ® st Password Site. This is an optional feature.

account.
CREATERITE | |icanest: \ 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.
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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.

RANDOMIZEner

HOME ‘ TRIALS ' CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT
|

Select Clinical Site

CLINICAL SITES
Select a clinical site to manage:

Concept Medical, Dema 1
( Demo Ciinical Site 1)
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Clinical Site details are shown.

HOME TRIALS ‘ CLINICAL SITES ADMINISTRATORS M\'QCCOUNT‘

select Clinical Site » Clinical Site Details

CLINICAL SITE DETAILS

Edit Clinical Site Details | Manage Clinical Site Users.

LLU 4 Demo Clinical Site 1

PATIENT ID PREFIX

NUMBER OF USERS §I

(lea 1R UL\RY None (You must activate sites from the Trials menu)

2022 01 20
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS -
inks arid view roports

ADMINISTRATORS MY ACCOUNT

my
‘sccount detais -
7~ 7
ray -

Craata/manage
il saministrators.
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Click on the Clinical Site whose details you wish to edit.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site
CLINICAL SITES

Select a clinical site ta manage:

CLINICAL SITE NAME PATIENT ID PREFIX

5 s i |
Deme Clinical Site 1 )
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Click on “Edit Clinical Site Details”.

HOME TRIALS ‘ CLINICAL SITES INISTRATORS M\'QCCOUNT‘

select Clinical Site » Clinical Site Details

SITE DETAILS

Edit Clinical Site Details | Mnage Clinical Site Users.

LLU 4 Demo Clinical Site 1

PATIENT ID PREFIX

NUMBER OF USERS §I

(lea 1R UL\RY None (You must activate sites from the Trials menu)
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You can then edit the Clinical Site name and/or the optional “Patient 1D 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.

‘ HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT |

Select Clinical Site » Clinical Site Details » Edit Clinical Site Details

EDIT CLINICAL SITE

Clinical Site Mame: | Demo Clinical Site 1

Patient 1D Prefix (Optional): The prefix will be added to the patient ID entered by the clinical site.

SAVE CHANGES == CANCEL |
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOLIN'!|

TRIALS
Craale/manage dinical -)
iafs arid View roports !

ADMINISTRATORS MY ACCOUNT
riat administmiors, account mu:: - :
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Click on the Clinical Site to which you want to add an additional user.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site
CLINICAL SITES

Select a clinlcal site to manage:
CLINICAL SITE NAME PATIENT ID PREFIX

: i |
Demo Clinical Site 1 )
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Click on “Manage Clinical Site Users”.

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADWNISWATORS| MY ACCOUNT |

Select Clinical Site = Clinical Site Details

CLINICAL SITE DETAILS

Edit Clinical Site Detallg | Manage Clinical Site Users.

LV Demo Clinical Site 1

PATIENT ID PREFIX

NUMBER OF USERS E}

{1021\ =8 2/ N B} Demo Blinded Trial 1
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Click on “CREATE USER”.

HOME TRIALS ‘ CLINICAL SITES ADMINISTRATORS M\'QCCOUNT‘

select Clinical Site » Clinical Site Details » Select User

CLINICAL SITE USERS
Select user to manage:

LOGIN ID NAME EMAIL ADDRESS ENABLED
| democlinsite1 Demo Clin Site 1 andy@andywillan.com True
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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.

RANDOMIZENeT

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ MJM!MSTWATORS| MY ACCOUNT |

CREATE USER

Provide the Login ID, name, and
email address for the new user
account.

Login ID: [demoesuser? )

Name:  Mary Smith
L s mary.smith@myco. corl

Enrolment Type:  ® Email © Set Passward

eneien | m\

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.

2022 01 20
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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.

R ANDOMIZEner

|
HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT
|

Select Clinical Site » Clinical Site Details » Select User
CLINICAL SITE USERS

Select user to manage:

LOGIN ID NAME EMAIL ADDRESS ENABLED
democlinsita Demo Clin Site 1 andy@andywillan.com True
@ Mary Smith \ mary.smith@myco.com True
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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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS CLINICAL

Crealwmanage cincal SITES

iels and view roports

ADMINISTRATORS MY ACCOUNT

rial naministators e el P S

-
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Click on the Clinical Site whose users’ details you want to edit.

HOME

TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS

MY ACCOUNT
Select Clinical Site

CLINICAL SITES

Select a clinlcal site to manage:

Concept Medical, Dema 1 |
C Demo Ciinical Site: 13
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Click on “Manage Clinical Site Users”.

HOME ‘ TRIAL LINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site » Clinical Site Details

CLINICAL SITE DETAILS

Edit Clinical Site Detalg| Manage Clinical Site Users

ULV Demo Clinical Site 1

PATIENT ID PREFIX

NUMBER OF USERS [

Llsa YRy M-} Demo Blinded Trial 1
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Click on the user whose details you want to edit.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site » Clinical Site Details » Select User

CLINICAL SITE USERS

Select user ta manage:

LOGIN ID NAME EMAIL ADDRESS ENABLED
de ted Demo Clin Site 1 andy@andywillan.com True
democsuser2 ) Mary Smith mary.smith@myco.com True
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Click on “Edit User Details”.

MY ACCOUNT

Select Clinical Site » Clinfcal Site Details #» Select User » User Details

R DETAILS

Edit User Detalls | Ghange Password | Send Password Reset Email

[Relc DN democsuser2

LTV f Mary Smith

mary.smith@myco.com
ENABLED Rifity
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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.

NDOMIZE Ner

‘ HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

» Select User » User Details » Edit User Detalls

Select Clinical Site » Clinical Site Details
EDIT USER

Login ID: democsuser2
Name:  Mary Smith
Email; mary.smith@myco.com

Enabled: ® Trye © Faise

Gy | fonen 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.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUN1|

TRIALS -
inks arid view roports

ADMINISTRATORS MY ACCOUNT

my
‘sccount detais -
7~ 7
ray -

CLINICAL
SITES

Craata/manage
il saministrators.
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Click on the Clinical Site whose users’ password you want to change.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site
CLINICAL SITES

Select a clinical site ta manage:

CLINICAL SITE NAME PATIENT ID PREFIX

ConosatMadical Dema 1 |

@cmm! Site 1 )
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Click on “Manage Clinical Site Users”.

HOME‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Clinical Site » Clinical Site Details

CLINICAL SIT

Edit Clinical Site Detal§ | Manage Clinical Site Users

ULV Demo Clinical Site 1
PATIENT ID PREFIX

NUMBER OF USERS [

Llsa YRy M-} Demo Blinded Trial 1
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Click on the user whose password you want to change.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

Select Clinical Site » Clinical Site Details » Select User

CLINICAL SITE USERS

Select user ta manage:
LOGIN ID NAME EMAIL ADDRESS ENABLED
democlinsited Demo Clin Site 1 andy@andywillan.com True

Qw&us&rﬁ ) Mary Smith mary.smith@myco.com True
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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 oq_“Change Password which will take you to the screen on the next page.

RANDOMIZE NeT

HOME | TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT | HELP |

Select Clinical Site » Clinical Site Details » Select User » User Details

USER DETA

Edit User Detallf| Change Password e d Password Reset Emall

[Kelcl )1} democsuser2
LEL 1§ Mary Smith

mary.smith@myco.com

ENABLED [iiTt3
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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.

RANDOMIZE~er

‘ HOME TRIALS ‘ CLINICAL SITES ‘ ADM!NISTHATORS| MY ACCOUNT | i HELP |

Select Clinfcal Site = Clinical Site Details » Select User » User Details » Change Password
CHANGE PASSWORD

Login ID: democsuser2
Password: ®
Gonfirm Password ®

SAVE CHANGES =~ CANCEL
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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.

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOLIN'I|

CLINICAL .
SITES

Creata/manage
dinical sites.

ADMINISTRATORS MY ACCOUNT

Creata/manage Viewmoatty rmy
riat administmiors, account detais -

2022 01 20 Copyright © Interrand Inc. 128



Click on the trial for which you want to activate a Clinical Site.

R ANDOMIZEner

HOME ‘ TRIALS

CLINICAL SITES | ADMINISTRATORS

MY ACCOUNT

Select Trial
TRIALS

Select a frial 1o manage:

TRIALID TRIAL NAME

NUMBER OF
DATE ACTIVATED ACTIVE SITES

198 True 2211212019 21:05:23 4
1972 Demo Blinded Trial 1 True |°
| cREATEATRIAL
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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”

& ANDOMIZENET WELCOME s s e 0001

| HOME | TRIALS ‘ CLINICAL SITES [ ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details

;o Trial successfully activated. 1

TRIAL DETAILS

Edit Trial Details Emails | Edit Critgria | Activate Clinical Sites | Lin)ts | Reports | Deaclivate Trial

TRIAL ID jiied

YRV Demo Blinded Trial 1
AGTIVATED B2

DATE ACTIVATED S=TIPIPT RER LS

NUMBER OF ACTIVE CLINICAL SITES [}

RECORD PATIENT INITIALS T
RECORD PATIENT BIRTHDATE R1:3

RECORD OTHER VARIABLE ET.3

1. Active

TREATMENTS
N 2. Placebo

STRATIFY BY CLINICAL SITE RS
BLOCKING FACTORS |

BLOCK SIZES ]

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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.

RANDOMIZENer O e

HOME ‘ TRIALS | CLINICAL SITES ‘ nDM!N‘éSTRATORS| MY ACCOUNT | | HELP |

Select Trial

ACTIVATE CLINICAL SITES

To activate clinical sites for Demo Blinded Trial 1, check the ‘activate’ check box.

ACTIVATE CLINICAL SITE NAME
P Concept Medical, Demo 1
Q@)‘ Demo Clinical Site 1

SAVE CHANGES =~ CANCEL

» Trial Details » Activate Clinical Sites
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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”.

R ANDOMIZE-Ner

HOME

Select Trial » Trial Details

TRIALS | CLINICAL SITES ‘ ADMINISTRATORS

WELCOME Demo Coordinating Centre | LOGOUT

| HELP

MY ACCOUNT |

:o Clinical Sites successfully activated/deactivated.

TRIAL DETAILS

Emails | Edit

Edit Trial Details

ion Criterig Activate Clinical Sites )imits | Reports | Deactivate Trial

TRIAL ID EET#3

R RYRLEY Y Demo Blinded Trial 1

ACTIVATED R{H

[EL RN VAN S0 22/01/2020 19:06:43

NUMBER OF ACTIVE CLINICAL SIT=S I
RECORD PATIENT INITIALS (]

RECORD PATIENT BIRTHDATE BT}
RECORD OTHER VARIABLE LT}

1. Active

2. Placebo

STRATIFY BY CLINICAL SITE RES
BLOCKING FACTORS [}

BLOCK SIZES [

STRATIFICATION VARIABLES

1. Duration since injury
a. Less than 2 years
b. 2 years or more

2022 01 20
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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.

EH 5 PR Demo Kits 511 60 Assigred.csy - Exce ? £ =

FILE HOME INSERT PAGE LAYOUT FORMULAS DATA REVIEW VIEW ACROBAT Andy Willan -

Momal Pags Break  Pag
Pravion

A B C D E F G H J
1 democlinsitel | 2 A51 1
2 democlinsitel 1 A52 1
3 democlinsitel 1 A53 1
4  democlinsitel 2 A54 1
5 democlinsitel 1 A55 1
6 democlinsitel 1 AS6 0
7 democlinsitel 2 A57 0
8 democlinsitel 1 A58 0
9 democlinsitel 2 A59 0
10 democlinsitel 2 A60 0
11
12
13
14
15
16

Demao Kits 51 to 60 Assigned
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Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page.

HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

CLINICAL ’
SITES

clinical sites.
ADMINISTRATORS MY ACCOUNT
Iriat adminisirators socourd et L —
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Click on the trial to which you want to import Kit Numbers.

‘ HOME | TRIALS | CLINICAL SITES

ADMINISTRATORS ‘ MY ACCOUNT
Select Trial

TRIALS

Select a trial to manage:

TRIALID | TRIAL NAME

NUMBER OF
ACTIVE DATE ACTIVATED R
1968 | Demo Trial4 False 22122019 22:05:23 0
1972 Demo Blinded Trial 1) True 01-09-2020 23:02:39 1
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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”.

& ANDOMIZENET HELCOME s

HOME ‘ TRIALS | CLINICAL SITES ‘ AD“iNISTHAYORS‘ MY ACCOUNT ‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exciusion Criteria | Activate Clinical Sites | Limits | Repdfis | Manage Kits

TRIAL ID EEY#3

PR T8 Demo Blinded Trial 1
ACTIVATED R

L) 9 Lo §\'Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES [k

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 1)
RECORD OTHER VARIABLE QL]

e 1. Active
TREATMEN''S iy Pme@

STRATIFY BY CLINICAL SITE R£H

BLOCKING FACTORS FJ

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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.

RANDOMIZE NeT AR R
.

| HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTFMTORS‘ MY ACCOUNT l ‘ HELP |
Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

NAOTYET AVAILABLE

USED KITS REMAINING KITS

CLINICAL SITE NAME

SITE ID

|View!Edit ' dgmoclinsite1 | Demo Clinical Site 1
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‘ HOME \ TRIALS I CLMNICAL SITES ADHNS‘!‘R&‘IDRS. MY ACCOUNT I

These 7 Kit Numbers
have been used.

2022 01 20

Select Trial = Trial Details = Manage Kits » Manage Kits For Site

MANAGE KITS i bemo clinical Site 1

CLINICAL SITE NAME

Demo Clinical Site 1
I Dem:
| Demo Clinical Site 1
| Demo Clinical Site 1
| Dema Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
| Dema Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
| Dema Clinical Site 1

Dema Clinical Site 1
Demo Clinical Site 1
D Clinical Site 1

| Demo Clinical Site 1
Demo Clinical SM 1
| Dema Ciinical Site 1
| Demo Clinical Site 1
Demo Clinical SM 1
| Dema Clinical Site 1
| Demo Clinical Site 1
-Dcmo Clinical Site 1
| Demo Clinical Site 1
| Demo l\'-.‘l.ir-pi.cal. Sinei
"Demo Clinical Site 1
| Dema Clinical ite 1
| Demo Clinical Site 1
"Demo Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
"Demo Clinical Site 1
"Demo Clinical Site 1
| Dema Clinical Site 1
| Demo Clinical Site 1
"Demo Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
| Demo Cl‘i;ﬂéli Site 1
| Dema Clinical Site 1
| Demo Clinical Site 1
| Demo Cl‘i;ﬂéli Site 1
"Dnmo Clinical Site 1
| Demo Clinical Site 1
| Demo Clinical Site 1
"Dnmo Clinical Site 1

SAVE CHANGES

SITEID TREATMENTID  TREATMENT
democlinsite1 1 Active
e LI K] Active
[ democlinsitel ] 1 | Active
I democlinsitel 1 | Active
| democtinsitet |1 | Active
[ democlinsited | 1 | Active
I democlinsitel 1 | Active
| democtinsitet |1 | Active
[ democlinsited | 1 | Active
' democlinsited ' 1 'ncm
| democtinsitet |1 | Active
[ democlinsited | 1 | Active
-dm““ ited I| Iﬂcti\n
| democlinsitet 1 | Active
[ democlinsited | 1 | Active
I democlinsite1 | 1 .th
Yepoclinsitet 1 | Active
1 :1 Innt'nra
Idermclins 1 I| .th
| demociinsitet "\ | Active
I democlinsited | 1 I Active
| democtinsitet |1  Active
democll ite I1 -J\éﬂve-

democlinsite1 1 ctive

democlinsite1l 1

-democllnsi'm 2

I democlinsitel 2 ' Placebo
| demociinsitet | 2 | Placeto
[ democlinsitel 2 | Placebo
I democlinsitel 2 ' Placebo
' democlinsitel | 2 ' Placebo
[ democlinsitel 2 | Placebo
I democlinsitel 2 I Placebo
' democlinsitel | 2 ' Placebo
[ democlinsitel | 2 | Placebo
I democlinsitel 2 | Placebo
I demaoclinsitel 2 I Placeho
I democlinsitel I 2 '?laceho
[ democlinsitel I 2 | Placebo
| democlinsitet 2 ' Placebo
I democlinsitel | 2 ' Placebo
|democlinsitel 2 Placeto
| democlinsitet 2 ' Placebo
I democlinsitel 2 I Placebo
I democlinsitel | 2 I Placebo
| democlinsitet 2 ' Placebo
[ democlinsitel 2 | Placebo
I democlinsitel | 2 I Placebo
|democlinsitet 2 Placebo
[ democlinsitel 2 | Placebo

WIT

HEH

a9

a3 |
=
-.“33:
‘a8 |
A03 |

Al

NUMBER

ISUSED AVAILABLE

True
| True
[ True
I False

False

False

False

False

False

False

False

False

False

Fal‘u o)

False v

False Lt

Faliu o+

False .

False Lt

Faliu o+

False v

False o

Faliu o+
I False v
1 False o
-Th.ln
True
' True
] True
:False I o
iFalse ' £
] False | L
False | .
iFalse ' £l
False | @
-_ False | L
jFalse I £s
iFaIee ' £
] False | L
False | v
iFaIee ' £
| False | o]
:False | o+
Il‘alse I +
| False I i
:False | o+
-Fake | L
| False I o
| False | ol
-Fake | L

ASSIGNED

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.

CANCEL — |

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”.

| HOME TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial = Trial Details » Manage Kits

MANAGE KITS
Edit Kit Preferenc| @ ssign Kits

SITEID CLINICAL SITE NAME USED KITS REMAINING KITS

NOT YET AVAILABLE
View/Edit ‘ democlinsite1 | Demo Clinical Site 1 i 43 0
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Click on “Choose file”.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Manage Kits For Site

IMPORT KITS

Choose file
~——

— Kit Upload Help

Importing assigned Kits:
Please upload a CSV (comma-seperated values) file with four columns with the follawing order:

« Clinical Site Primary User Login ID

+ Treatment ID

+ KitID

» Available at Glinical Site Now (1=yes, 0=no)

Importing unassigned kits:
Please upload a CSV (comma-separated values) file with two calumns with the following order:

= Treatment ID
- KitiD

:savsu{m“cmm..

2022 01 20 Copyright © Interrand Inc. 140



Navigate to the file contain the list of Kit Numbers, click on it, and click on “Open”.

& Open
« o = 50Ps » 516t Management > Kits ~ b £ search Kits
Organize = MNew folder
-+ Collaborations + Date modified
* Aot 20e % 2020-02:12 12:36 P
o News Letters * i 2020-02-12 12:34 PM
>3 td
Fu -3
.~ aafravel +
-+ RANDOMIZENET -
o Feasability Studies Bayesian &
3 AGood life +
- 50Ps -
~ Improvements for Rnet &
~ Active Lives w2 >
File name: | Dema Kits 51 to 60 Assigned.csv | A B B
[ o ]) cone
« KItID
« Avallable at Clnical Site Now [1=yes, 0=na)
Importing unassigned kits:
Please upload a CSV (comma-separated values) fie with two columns with the folowing order:
» Treatment ID
« Kit I
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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.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Manage Kits For Site
IMPORT KITS
Choose file |

For Clinical Sites:

CLINICAL SITE NAME SITE ID TREATMENT ID TREATMENT KIT AVAILABLE
Demo Clinical Site 1 democlinsite1 2 Placebo A51 True
Demo Clinical Site 1 democlinsite1 1 Active A52 True
Demo Clinical Site 1 democlinsite1 1 Active AS53 True
Demo Clinical Site 1 democlinsite1 2 Placebo A54 True
Demo Clinical Site 1 democlinsite1 1 Active AS55 True
Demo Clinical Site 1 democlinsite1 1 Active A56 False
Demo Clinical Site 1 democlinsite1 2 Placebo AST False
Demo Clinical Site 1 democlinsite1 ;| Active A58 False
Demo Clinical Site 1 democlinsite1 2 . Placebo .A59 1 False
Demo Clinical Site 1 democlinsite1 2 Placebo ABO False

‘SAVE CHANGES Cl
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You can click on “View/Edit” to verify the importation procedure.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits

© Kits imported successfully. |

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USED KITS REMAINING KITS NOT YET AVAILABLE
View/Edit ’ moclinsite1 | Demo Clinical Site 1 |7 .48 5
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Newly imported Kit
Numbers

2022 01 20

Kits not yet available
at the Clinical Site

Demo Clinical Site 1 democlinsite! 1 | Active Ad2 B False <
.Demo Clinical Site 1 .demuclinsilﬂ 1 .nc!ive .MG :8 : False | <
Demo Clinical Site 1 Idemaclinsilu I1 Innﬁve I.MB I 10 I False I s
Demo Clinical Site 1 Iuemo:lmsm'l I 1 Active IM? I " I Faise I Cx
Demo Clinical Site 1 Idemoclinsilﬂ I 1 Ihl:!iw IMB I 12 I False I s
Demo Clinical Site 1 | democlinsitel | 1 | Aclive -Aas | 13 [ False | L
Demo Clinical Site 1 |democlinsitel 1 | Active a2z |14 |False | *
Demeo Clinical Site 1 Idemoclimilﬂ I1 Inclive IRGS I 15 I False I b
Demo Clinical Site 1 Idemo:linsi‘M I 1 Active IMS | 16 . False I o
Demo ClinicalSite 1 democlinsitel 1 | Active a3 17 [Faise | =
. Demo Clinical Site 1 | democlinsite1 | 1 .ncli\ne -ADQ | 18 f False | E
Demo Clinical Site 1 Idemuclinsilﬂ I1 . Active I.ﬂ14 I‘ID .Fahe [ o
Demo Clinkcal Site 1 Iuemo:llnsm1 I 1 In:dn I.ﬂﬁ 'zn I Faise I e
Demo Clinical Site 1 Idemo:linsi‘M I 1 Active IM? I21 . False I o
Demo ClinicalSile1 | democtinsite1 |1 | active (a7 22 [Fase | =
. Demo Clinical Site 1 | democlinsite1 | 1 .ncli\ne -A:!f .23 f False | £
Deme Clinical Site 1 Idcmcclimitﬂ I 1 .ﬁctiw: I.ﬂﬂ‘! IM .False I s
Demo Clinical Site 1 Idemoclinsiu1 | 1 IA:liw I.MZ I25 | False I =
Demo Clinical Site 4 | insited |1 | Active a2 28 |Fase | =
Demo Clinical Site 1 | democlinsitet 1 Active |as3 27 [False | o
Demo Clinical Site 1 democlinsitel |1 Active AS5 28 | False

Demeo Clinical Site 1 Idemo:llnsnﬂ [ 1 i.m:nve 'nse 'zo IT-‘aIse

Demo Clinical Site 1 Idemoclinsiu1 I 1 IA:liw IABB :30 I False

bemo c‘lini;a.l Site 1 .delllocl.hui.lri .2 I P‘I-v;ebn AZS 1 ! True

Demo Clinical Site 1 | democlinsitet 2 Placebo lad5 |2 True

Demo Clinical Site 1 Idemeclinsilﬂ -2 I Placebo 'ms 3 ITme

Demeo Clinical Site 1 Idemo:linsilﬂ I2 Placebo IA15 I‘ I True
|DemoClinicalSite 1 democlinsitet 2 ' Placebo lau s lrae | ®
Demo Clinical Site 1 |democlinsitel 2  Placebo (a0 |6 False | o
Demo Clinical Site 1 democlinsitel |2 Placebo ADE T False . o
Demo Clinical Site 1 I democlinsitel I 2 : Placebo I AlD I L Faise I o
Demo Clinical Site 1 democlinsitel |2 Placebo Al 5 False s
Demo Clinical Site 1 | democlinsited | 2 Placebo -AM '-G [ False | <
Demo Clinical Site 1 |democlinsitel 2  Placebo lao6 |7 |False | *
Demo Clinical Site 1 Idemaclinsilu I? | Placebo IMD 'a I False I

Demo Clinical Site 1 Iuemo:lmsm'l Iz | Placebo Im1 IU I Faise

Demo Clinical Site 1 Idemoclinsilﬂ I2 I Placebo IAZS I 10 I False

Demo Clinical Site 1 | democlinsite1 | 2 | Placebo -ASS [ 1 | False

Demo Clinical Site 1 |democlinsitel 2  Placebo a8 |12 |False

Demo Clinical Site 1 Idemoclinsilﬂ I:l | Placebo IMD I 13 I False

Demo Clinical Site 1 Idemo:linsi‘M I2 . Placebo IMS | 14 . False

Demo Clinical Site 1 | democlinsitel | 2 . Placebo -AOE | 15 [ False

Demo Clinical Site 1 | democlinsite1 | 2 | Placebo -Mﬁ -10 | False

Demo Clinical Site 1 |democlinsitel 2  Placebo la2e |17 |False

Demeo Clinical Site 1 Idemoclimilﬂ I2 | Placebo Ih‘ﬂ I 18 I False

Demo Clinical Site 1 Idemo:linsi‘M I2 . Placebo IMti | 19 . False

Demo Clinical Site 1 | democlinsited | 2 Placebo -Aﬂ' _‘20 False
. Demo Clinical Site 1 | democlinsite1 | 2 | Placebo -n31 | 21 | False

Demo Clinical Site 1 |democlinsitel 2 Placebo a3 2 | False

Demo Clinical Site 1 Idemu:linsim I2 I Placebo 'nus I23 I False

Demo Clinical Site 1 Idemo:linsi‘M I2 . Placebo IM1 I24 . False

Demo Clinical Site 1 | demaclinsited | 2 | Placebo -A!!Z -25 | False
. Demo Clinical Site 1 | democlinsite1 l2 : Placebo | ast '25 { False

Demo Clinical Site 1 Idemuclinsilﬁ I2 . Placebo IﬂS& IZ? .False

Demo Clinkcal Site 1 Iuemo:llnsm1 -2 I Flacebo IAS? 'zs I Faise

Demo Clinical Site 1 Idemo:linsi‘M I2 . Placebo IJ\EQ '29 . False

Demo ClinicalSite 1 | demaclinsitel |2 | Placebo lag0 30 | Faise

SAVE CHANGES

CANOEE-\

~~~~

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.

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUMI’[

CLINICAL
SITES

clinical sifes.

ADMINISTRATORS MY ACCOUNT

Creataimanage
frial administrators.
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Click on the appropriate trial.

2022 01 20

‘ HOME ‘ TRIALS ‘ CLINICAL SITES

R ANDOMIZE Ner

ADMINISTRATORS ‘ MY ACCOUNT

Demo kit Administrator | LOGOUT

Select Trial
TRIALS
Select a trial to manage:
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 | D False 22122019 22:05:23
1972 ((Demo Blinded Trial 1) True 01-09-2020 23:02:39 1

__—
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The “TRIAL DETAILS” are shown.

Click on “Manage Kits”.

WELCOME cero ki adminisrator | LosouT

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADIHNISTHATOHS‘ MY ACCDUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exciusion Criteria | Activate Clinical Sites | Limits | Repor§ | Manage Kits

TRIAL ID EEYF3

LRV Demo Blinded Trial 1
ACTIVATED R

DATE ACTIVATED [uiEhEE-Drlfrk Hir2e ]

NUMBER OF ACTIVE CLINICAL SITES [l

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE T3]
RECORD OTHER VARIABLE QL]

TREATMENTS

STRATIFY BY CLINICAL SITE RLH

BLOCKING FACTORS |

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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.

RANDOMIZENer R—

| HOME TRIALS

CLINICAL SITES | ADMINISTRATORS ‘ MY ACCOUNT

HELP |

Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME REMANINC KITS NOTYET AVAILABLE

|ViewiEdit ‘d moclinsite1 | Demo Clinical Site 1 ‘ 7 48 5
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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.

2022 01 20
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Demo Clinical Site 1 democlinsite 1 Active A33 15 False
.democlinsilﬂ | 1 -nclhm .ME | 16 .Fulse
| democlinsitel 1 | Active a3 |17 Faise
| democtinsite |1 Active a0 18 | False
[domecineitet. |1 [nstiv A4 10 [ Fatsa
| democtinsite |1 | Active a2 20 | False

|Demo ClinicalSite 1 democlinsited |1 | nctive P | Fatse

Demo Clinical Site 1 democlinsite1 1 Active AOT 22 False

DemoClinical Site 1 democlinsite 1 | Active POaES Faise

DemoClinicalSite1 | demociinsite |1 | Active o1 24 Faise

Demo Clinical Site 1 democlinsitel 1  Active la12 |25 Faise

DemoClinical Site1 | democlinsited |1 [ Active |as2 |28 | Falsa

Demo Clinical Site 1 .dnmoclin!iwl 1 IA:ﬁw .153 IZT IFahl

DemoClinicalSite1 | democlinsite |1 | Active |a5s |78 | Fase

|DemoClinicalSite1  democlinsite1 1 Active as6 29

DemoClinicalSite 1 | demociinsitel |1 | Active |ase |20

.I.Jemocli.nlca.!.sne il .demcul.inslln :2 | Placebo I 1
.demcl'nsild ! ! cebo .Ms -1
.demnc.lirui.lzﬂ- -Flur.-aho :.Ms. .3
| l2 | Placebo 16 |4
dnmnc.lhni.lﬂ- :2 | Placebo .A.M .5
:d!mclhsim :? -Flacebn 'am 'e

DemoClinicalSite1 | democlinsitel 2 | Placebo A6 7

DemoClinicalSite 1 democlinsite1 2 \Placebo  A10 8 Faise

Demo Clinical Site 1 idumﬂclinsim 2 IPIauI:o .Aﬂ .9 IFalse

Demo Clinical Site 1 iﬂemcliﬂsi‘ﬂ :2 I Placebo IAZS I1l) IFaIae

DemoClinical Site 1 democlinsitel 2 |Placebs A3 1 | False

Demo Clinical Site 1 Idimclimlta’l I2 | Placebo IA!!G I12 IFuI:a

DemoClinicalSite1 | democlinsited 2 Placebo A2 13 Faise

Demao Clinical Site 1 Id:m:lmsllﬁ I? IPIacebo 'm I14 IFaIse

| Demo Clinical Site 1 .nemcllmmn P .Pla:ebo .ADE .15 .False
Demo Clinical Site 1 democlinsitet 2 Placebo A3 5 False
Demo Clinical Site 1 democlinsitel 2 Placebo A4 B False
mo Clinical Site 1 Idemimim IZ Placebo Al Ii" Iqu
Clinical Site 1 | democknsiter |2 ' Placebo a0 8 | Fatse

Demo CRNGalSite1  democlinsitel 2 Placsbo A1 8 False

Demo Clinical Iﬂnmimih'l IZ Placebo A25 ! 10 | False

Demo Clinical Site 1 I 'z Placebo A35 I|| IFﬂu

| Demo Chinical Site 1 2 ‘Placebo A3 12 | False

Demo Clinical Site 1 2 Placebo A20 13 False

Demo Clinical Site 1 I? Placebo Ad3 ." IFalse

.Demo Clinical sm 1 .democimlt‘i \ 'm | |
|Demo Chinical Site 1 | democlinsitet |2
Demo Clinical Site 1 [ demochinsited I 2
Demo Clinical Site 1 I demochinsitel I 2
| Demo Clinical Site 1 | democtnsitet |2

Bemo Clinical Site 1 democlinsitet 2
| Demao Clinical Site 1 I democlinsitet I 2
| Demo Clinical Site 1 | democlinsite? | 2
|Demo ClinicalSite 1 | democlinsitel |2

Demo Clinical Site 1 [ democlinsitet [ 2

Demo Clinical Site 1 I demociinsitel I 2

|Demo Chinical Site 1 | democtinsited |2

Demo Clinical Site 1 [ democlinsite! [ 2

|Demo Clinical Site 1 | democlinsitet 2

| Demo Clinical Site 1 [ democlinsitel [ 2

|Demo Clinical Site 1 democknsitet 2
SAVE CHANGES CANCEL
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Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Dema Clinical Site 1
.DEIIDDCIInlc.!I snie 1
Demo Clinical Site 1
Demo Clinical Site 1

Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1

Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Dema Clinical Site 1
Demo Clinical Site 1

Demo Clinical Site 1
Demo C
Demo Clinical Site 1

al Site 1

Demo Clinical Site 1
Demo C I Site 1
| Dema Clinieal Site 1

Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1

Demo Clinical Site 1

Demo Clinical Site 1
Demao Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Chinical Site 1

Click "SAVE CHANGES"
to indicate that the
Kits are now available
and return to the
screen on the next
page.

Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Clinical Site 1
Demo Chnical Site 1
Demo Clinical Site 1

T~ savecianees

2022 01 20

democlinsitel
| democlinsitel
I democlinsited
I democlinsitet
| democlinsitet
| damélmmﬂ
I demaoclinsited
| democlinsite?
| democlinsitel
| demociinsite!
| democlinsite1
| democlinsited
-demcllnslm
I democlinsited
| democlinsite!
-chmoclimik1
| democlinsited
I democlinsited
 democlinsited
| democlinsitel
I democlinsited
| democlinsite1
| demaclinsite1.
| democlinsitel
I demaoclinsite]
I democlinsite!
democlinsite!
democlinsite!
I democlinsite1
| democlinsite!

damaclinzited

democlinsitel
| iemo:ll.nlm.n
demaoclinsitet
| democlinsited
I democlinsite1
democlinsite!
-democnnaim
| ﬂuﬁn:lln:ﬂe‘t
demaclinsited
I democlinsited
| democlinsite1
democlinsitel
-demuclinaim
-democlln:ne‘r
democlinsited
| democlinsite!
| democlinsitel
democlinsitel
-demuclinaile‘!
-uemo:lln:m‘r
democlinsitet
| democlinsited
I demaociinsitel
democlinsitel
| éemucll.nailﬂ

demociinsitel

CANCEL ————n—

1 Active A09 18 False + -
1 | Active a4 18 |Faise | 2 | ’
7 | Active |26 |20 frass. | & | @
1 | Active PrarT False | ’ | .
& | Active a07 |22 [Fame. | = | =
o P P P} 5 | =
I1 | Active 'Mf '2-1 IFaIse ' i ' -
1 | active a2 2 False I * | .
& | Active a5z |26 [Fase | = | =
7 | Active |as3 27 False |« I @
B | Actve |55 |28 \Faise | 4 | L2
1 | Active |ass |20 [False | | @
1 | Active |ase 30 (False | | =
!2 Iﬁlceho IAZG ! 1 | True | I
2 | Placebo nas 2 e
-2 .Plnebo .Ms -:l :'frue
-2 .PIa:sho ate 4 .T:ue
IZ IPl:ceho IAM I5 IFaIse I L2 I Z
2 .Placebo .NM 's False | * | *
.2 .Plal:ebu '.woo '7 .False [ ” | i
7] \Placebe A0 B [False | =2 | @
2 | Placebo an e [Faise | - | 2
2 [Placebo | AZ5 10 Fase | ¢ |«
.2 .Ha:sbu .a35 | " | False | * | ’
2 ' Placebo a3 12 e | 2 | &
2 | Placebo A20 13 [Pae | * | ‘
:2 .Plau:ubu Ad3 -ld EFalae | - | o
12 Placebe AD8 15 Falge o S
I2 IPlic!bn IM Iiﬁ IFaIse | L4 | ’
.2 .Placcbo A2 -1? .False | # | *
Iz | Btarenn an 1m frama | o &

z Placebo Ads 5 False * =
.! .I;mebo .M.M .ﬂ -Fsise | o | .
2 Placebo ADE (T False o o
2 [Placebo  At0 8 [patse | & | =
[2 | Placebo At e [Faise | ® [ =
2 Placebo AZ5 .10 .Falt! | o [ o+
.2 -Flltdbb -.us .11 -Falu | = | 4
.:! .Fl.a:ebo ;Ja .12. -Fa.lu | o [ “
2 Placebo A20 |13 False | o o
[2 \Placebo A3 14 [Patse | w | e
| 2 IFIac!hn I.loﬂ I15 | False [ Ta [ o
|2 Placsbo  |AM6 |16 lratse | ® | R
-2 -Flnccbo -A24 -1? -Falic | 2 | ]
.2 -Pla:ebo -Ma .18 -False | e | W
2 Placebo Ads |10 False - Cd
|2 [Placebo AT 20 [Fane | & | @
2 Placebo AN 21 [Pase | = | =
.2 .Flacabo 'm .22 .False | W [ o+
.2 .Fllcebo -.M)i .23 -Fnlae | o] | o
-2 -Flacebo -.111 -‘.M -False | - | ol
2 Placebo A32 |25 False o o
IZ IFlnc!ho IAM IZB IFalse | 4] [ s
IZ | Placebo I.lu IZT IFals: | I -
.:i Placebo ..ﬂs‘.' .28 .False | [ bl
.Z .Fllcebo .4\50 .29 -FiI“ | o
.2 -Pla:ebo -Mo :30 -False | =

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".

L ANDOM'ZE‘-NET NELCOME oot s  LogouT

MY ACCOUNT

HOME ‘ TRIALS

CLINICAL SITES ‘ ADMINISTRATORS

Select Trial » Trial Details » Manage Kits

‘o Kits saved successfully.

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USED KITS REMAINING KITS NOT YET AVAILABLE

View/Edit | democlinsite1 | Demo Clinical Site 1 7 53 0
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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.

MW EH e L S Dema Kits 61 to 70 Unassigned.csv - Excel ? (3 - B »

“ HOME INSERT PAGE LAYOUT FORMULAS
— [ e Osplit o el
e Q [3 B B B = 0
mula Bar m | e
. 1

Zoom 1004

DATA REVIEW VIEW ACROBAT Andy Willan - §

New Amange Froeze Switch  Macros
Window Al Panes - t tion Windows +

Al . fr 2 P

A B & D E F G H I J K
1 2|A61
2 1 A62
3 2 A63
4 1 A64
5 1 A65
6 1 A66
7 2 A67
8 2 A68
9 2 A9
10 1 A70
11
12
13
14
15
16

Demo Kits 61 to 70 Unassigned 1
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Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page.

HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

CLINICAL ’
SITES

clinical sites.
ADMINISTRATORS MY ACCOUNT
Iriat adminisirators socourd et L —
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Click on the trial to which you want to import unassigned Kit Numbers.

‘ HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS ‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage:
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED Pl
1968 | Dema Triakd False 22122019 22:05:23 0
1972 Demo Blinded Trial 1 ) True 01-09-2020 23:02:38 1
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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”.

& ANDOMIZENET HELCOME s

HOME ‘ TRIALS | CLINICAL SITES ‘ AD“iNISTHAYORS‘ MY ACCOUNT ‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exclusion Criteria | Activate Clinical Sites | Limits | Repol Manage Kits

TRIAL ID EEY#3

PR T8 Demo Blinded Trial 1
ACTIVATED R

L) 9 Lo §\'Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES [k

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 1)
RECORD OTHER VARIABLE L[]

1. Active
2. Placebo

STRATIFY BY CLINICAL SITE R el
BLOCKING FACTORS |3

TREATMENT

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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”.

AN Do MI ZENET WELCOME oero kit dministrator | LogouT

‘ HOME ‘ TRIALS

CLINICAL SITES ‘ ADLIIN!STRATORS‘ MY ACCOUNT ‘ \ HELP \

Select Trial » Trial Details » Manage Kits

Edit Kit ?mf&rencssign Kits

SITE ID CLINICAL SITE NAME USED ¥!TS REMAINING RiTS NOT YET AVAILABLE
View/Edit demoglinsite1 | Demo Clinical Site 1 7 53 0
View/Edit | democlinsite2 | Demo Clinical Site 2 \ 0 0 0 /
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Click on “Choose file”.

‘ HOME ‘ TRIALS | CLINICAL SITES ﬂ[!f.l]NISTRATORS| MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Manage Kits For Site

IMPORT KITS

Choose file |
—Kit Upload Help
Importing assigned kits:

Please upload a CSV (comma-seperated values) file with four columns with the following order:

« Clinical Site Primary User Login ID
= Treatment ID
- KitID
« Available at Clinical Site Now (1=yes, 0=na)
Importing unassigned Kits:
Please upload a CSV (comma-separated values) file with two columns with the following order.

« Treatment ID
« KitlD
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Navigate to the file containing the Kit Numbers you want to import. Click on it and then click on

“Open”'

& open
t

# Quick access
I Deskiop
4 Downloads
4 Documents
& Google Drive
&= Pictures

-~ News Latters
Bs
Au

4 Collaborations
o Awstralia 2020

= User Manual » 5 Kit Managerment > Kits w

Organize = New folder

MName

B Demo Kits 51 to 60 Assigned.csv

Unassigned.csv

Kits 61 to 70

S I T

Lo

Filo name: |Dermo Kits 61 to 70 Unassigned csv

x
L4 £ search Kits
- m @
Date modified Type

H030-02-12 17236 PM Microsoft
2030-02-12 1234 PM Microsoft
2020-02-14 336 PM Microsaft
2020-02-14 3:35 PM Microsaft
>

proer:

2022 01 20

« KitID

Importing unassigned kits:

= Treatment ID
- KD

« Avallable at Clinical Site Now (1=yes, D=no}

Please upload a CSV {comma-separated values) file with two columns with the foiowing ceder:

SAVECHANGES =~ CANCEL |
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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.

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » ManageKits » Manage Kits For Site
IMPORT KITS

Choose file |

Unassighed (No Clinical Site):

TREATMENT ID TREATMENT KIT
2 Placebo AB1
1 Active A62
2 Placebo AB3
1 Active AB4
1 Active | ABS
1 Active AGG
2 Placebo AB7
2 Placebo AB8
2 Placebo AB9
1 Active AT0

=
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There are now 10 Unassigned Kits that can be assigned to Clinical Sites when appropriate.

.

RANDOMIZE NeT

HOME TRIALS ‘ CLINICAL SITES ADMINISTRATORS | MY ACCOUNT ‘

Select Trial » Trial Details » Manage Kits

|0 Kits imparted successfully.

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits.

SITE ID CLINICAL SITE NAME USED KITS

REMAINING KITS NOT YET AVAILABLE
View/Edit democlinsite1 | Demo Clinical Site 1 T 53 ‘ 0
View/Edit democlinsite2 | Demo Clinical Site 2 0 (] J 0

UNASSIGNED KIT COUNT
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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.

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUMI’[

CLINICAL
SITES

clinical sifes.

ADMINISTRATORS MY ACCOUNT

Creataimanage
frial administrators.
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Click on the appropriate trial.

SR ANDOMIZENeT L —

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ADMJNISTRA!ORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage:
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 | Demo Frieti- False 22122019 22:05:23
1972 (| Demo Blinded Trial 1 ) True 01-09-2020 23:02:39 1
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The “TRIAL DETAILS” are shown.

Click on “Manage Kits”.

WELCOME cero ki adminisrator | LosouT

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADIHNISTHATOHS‘ MY ACCDUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exciusion Criteria | Activate Clinical Sites | Limits | Replrts | Manage Kits

TRIAL ID EEYF3

LRV Demo Blinded Trial 1
ACTIVATED R

DATE ACTIVATED [uiEhEE-Drlfrk Hir2e ]

NUMBER OF ACTIVE CLINICAL SITES [l

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE T3]
RECORD OTHER VARIABLE QL]

TREATMENTS

STRATIFY BY CLINICAL SITE RLH

BLOCKING FACTORS |

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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Sixty Kits have been imported and assigned to “Demao 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”.

RANDOMIZENeT T

| HOME TRIALS CLINICAL SITES | ADMINIST‘P&TDRS‘ MY ACCOUNT

Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kig

I —
SITE ID CLINICAL SITE NAME USED KITS REMAINING KITS NOTYET AVAILABLE
| View/Edit ‘ democlinsite1 | Demo Clinical Site 1 53
| ViewlEdit | democinsite2 | Demo Clinical Site 2 ‘ 0 \ 0 ‘
UNASSIGNED KIT COUNT L]
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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.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Tral » Trial Detalls » Manage Kits » Assign Kits

ASSIGN KITS

TREATMENT ID TREATMENT T CLINICAL SITE AVAILABLE DELETE
2 Placebo AB1 | Pick One v ] =] m}
1 Active AB2 | Pick One 7 | (]

2 Placebo A3 | Pick one ] 5] o
1 Active AB4 | Pick One v] (=] [ a
1 Active AB5 | Pick one v (] 0
1 Active A66 [ Pick one v] O w}
-2 Placebo ABT | Pick One v | [m] ]
2 Placebo A68 | Pick One v] [N} 5]
2 Placebo AB9 | Pick One v o &
1 Active ATO | Pick One v £l O

SAVECHANGES = CANCEL
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Kit Numbers A61 to A64 are to be assigned to “Demao 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.

HOME TRIALS ‘ CLINICAL SITES

Select Trial » Trial Details » Manage Kits

ASSIGN KITS

ADMINISTRATORS ‘ MY ACCOUNT '

» Assign Kits

WELCOME o s 1 oscur

TREATMENT ID TREATMENT KIT CLINICAL SITE AVAILABLE DELETE
2 Placebo AB1 | Dema Ciinical Stte 1 v | w]
1 Active A62 | Dema Clinical Site 1 v/ o0 )
2 Placebo AB3 | Demo Giinical Site 1 v (m} 0
1 Active AB4 | Demo Ciinical Stte 1 v] o
1 Active AB5 | Demo Clinical Site 2 v} (m] (]
1 Active AB6 | Demo Giinical Site 2 v| () B}
2 Placebo ABT [ Demo Clinical Site 2 v] il
2 Placebo Ass [ Dema Clinical Site 2 ] (51 @)
2 Placebo AB9 TFick One v o m}
1 Active ATO | Pick One v | i

GANGEL

Ticking the boxes under
"AVAILABLE" will
indicate that the Kits
are physically available
at the Clinical Site now.

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

RANDOMIZENeT ELCOME et s

TRIALS

| HOME

CLINICAL SITES | ADMINISTRATORS ‘ MY ACCOUNT

Select Trial » Trial Details » Manage Kits

|0 Kits allocated successfully. |

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USED KITS REMAINING KITS NOT YET AVAILABLE
View/Edit democlinsite1 | Demo Clinical Site 1 i 53 4
£ | : !
| View/Edit democlinsite2 | Demo Clinical Site 2 0 0 4
UNASSIGNED KIT couua
N
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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.

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUMI’[

TRIALS CLINICAL
. . SITES
trials and view reports Create/manage

clinical sites.
ADMINISTRATORS MY ACCOUNT

Creataimanage
frial administrators.
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Click on the appropriate trial.

R ANDOMIZE Ner

‘ HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage:
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 | Dome-Friat+ False 2212:2019 22:05:23
1972 (| Demo Blinded Trial 1 ) True 01-09-2020 23:02:39 1
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The “TRIAL DETAILS” are shown.

Click on “Manage Kits”.

WELCOME cero ki adminisrator | LosouT

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADIHNISTHATOHS‘ MY ACCDUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exciusion Criteria | Activate Clinical Sites | Limits | Repols | Manage Kits

TRIAL ID EEYF3

LRV Demo Blinded Trial 1
ACTIVATED R

DATE ACTIVATED [uiEhEE-Drlfrk Hir2e ]

NUMBER OF ACTIVE CLINICAL SITES [l

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE T3]
RECORD OTHER VARIABLE QL]

TREATMENTS

STRATIFY BY CLINICAL SITE RLH

BLOCKING FACTORS |

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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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”.

ANDOMIZENET WELCOME bermo kit administator | LogouT

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits

|o Kits allocated successfully. |

MANAGE KITS

Edit Kit Preferences | Import Kits| Assign Kits

SITE ID CLINICAL SITE NAME USEC TS REMAINING KITS NOT YET AVAILABLE

Vi it democlinsite1 | Demo Clinical Site 1 7 53 4
| View/Edit Memoclinsite2 | Demo Clinical Site 2 0 0 4

UNASSIGNED KIT COUNTB
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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.

HOME TRIALS ‘ CLINICAL SITES ADMINISTRATORS | MY ACCOUNT‘

Select THal » Trial Detalls » Manage Kits » Manage Kits For Site

MANAGE KITS rr Demo Clinical Site 2

CLINICAL SITE NAME SITEID TREATMENTID  TREATMENT | KIT NUMBER ISUSEC AVAILABLE | ASSIGNED
Demo Clinical Site 2 democlinsite2 | 1 - Active ABS 1 False =) ]
Demo Clinical Site 2 democlinsite2 | 1  Active AB6 2 False (] k4
Demo Clinical Site 2 democlinsite2 |2 Placebo A67 1 False (] ]
Demo Clinical Site 2 democlinsite2 | 2 Placebo A68 2 False =) 7]

SAVE CHANGES CANCEL
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Click on the boxes under “AVAILABLE” for Kit Numbers A65 and AG6.

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.

RANDOMIZE et .

HOME ‘ TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Manage Kits For Site

MANAGE KITS o Demo Clinical Site 2

CLINICAL SITE NAME SITE ID TREATMENT ID TREATMENT NUMBER

Demo Clinical Site 2 democlinsite2 |1 Active AB5 1 False 4 I}
Demo Clinical Site2  democlinsite2 |4 Active AG6 2 Fase \ )«
Demo Clinical Site 2 democlinsite2 |2 Placebo AGT 1 False Y 4
Demo Clinical Site 2 democlinsite2 |2 Placebo A68 2 False ) ]

SAVE CHANGES ~ CANCEL
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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.

R AN Do M IZE-NET WELCOME permo kit admiristrator | LogouT

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits

1p Kits saved successfully. |

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USED KITS REMAINING KITS NOT YET AVAILABLE
View/Edit | democlinsite1 | Demo Clinical Site 1 |7 53 4 |
View/Edit ‘ democlinsite2 | Demo Clinical Site 2 io 2 2 |
;
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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.

HOME ‘ TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

CLINICAL
SITES

dlinical sites.

ADMINISTRATORS MY ACCOUNT

Creataimanage
frial administrators
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Click on the trial for which you want to View/Edit the Kit Preferences.

‘ HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS ‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage:
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED R
1968 DemoTrall False 22122019 22:05:23 0
1972 Demo Blinded Trial 15 True 01-09-2020 23:02:39 1
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The “TRIAL DETAILS” are shown.

Click on “Manage Kits”.

WELCOME cero ki adminisrator | LosouT

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADIHNISTHATOHS‘ MY ACCDUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inclusion/Exciusion Criteria | Activate Clinical Sites | Limits | Repoifs | Manage Kits

TRIAL ID EEYF3

LRV Demo Blinded Trial 1
ACTIVATED R

DATE ACTIVATED [uiEhEE-Drlfrk Hir2e ]

NUMBER OF ACTIVE CLINICAL SITES [l

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE T3]
RECORD OTHER VARIABLE QL]

TREATMENTS

STRATIFY BY CLINICAL SITE RLH

BLOCKING FACTORS |

BLOCK SIZES [}

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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Click on “Edit Kit Preferences”.

| HOME

TRIALS ‘ CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT ‘
Select Trial » Trial Details » Manage Kits

|ﬂ Kits allocated successfully.

|
MANAGE KITS

Edit Kit Preferences Jmport Kits | Assign Kits

SITE ID

CLINICAL SITE NAME USED KITS REMAINING KITS NOT YET AVAILABLE
View/Edit democlinsite1 | Demo Clinical Site 1 i 53 4
View/Edit democlinsite2 | Demo Clinical Site 2 0 0 4
UNASSIGNED KIT COUNT 4
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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.

RANDOMIZE NeT L
If "No", all Kit Numbers must be available
at all Clinical Sites. If "Yes", Kit Numbers

must be assigned to one Clinical Site only.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Kits Preferences
KITS PREFERENCES The default is "Yes" and cannot be reset
after trial is activated.
Kit List Per Clinical Site: * Yes No
Allow Refil/Replacement Of Kits: () yes ® No
Low Kt Emad e Leveper Tesment \ If "Yes", a Clinical Site can request another
L Kit Number containing the same treatment
Sond Emattto: B ii:ﬁ:fngcﬁmﬁm for a previously randomized patient. The
e 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.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Kits Preferences

KITS PREFERENCES

Kit List Per Clinical Site: ® Yes No

Allow RefiliReplacement OF Kits: ) Yes ®/No

Low Kit Email Alert Level per Treatment
ey 007
oft

Kit Adminsistrators

Send Email Alert to ordinating Center

2 vcal Site

3

| —
snve%4 CANCEL |

B

T

8

a8

10
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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”.

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Kits Preferences

KITS PREFERENCES

Kit List Per Clinical Site: ® Yes No

Allow RefiliReplacement OF Kits: ) Yes ®/No

Low Kit Email Alert Level per Trealmgs

¥ Al Kit Adminsistrators

Send Email ARrtto: L) Coordinating Center
 ciinical 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.

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.

“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.

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.

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 1D number.
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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.

CLINICAL SITE
DETAILS

Viewlmodity clinical
sita details

EMERGENCY
UNBLINDING

Troatment unblinding
In case of emergancy

https:woww.randl linicalSite/EnrollPatient.aspx
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Click on the trial.

‘ HOME

ENROLL A PATIENT I CLINICAL SITE DETAILS

STEP 1: SELECT A TRIAL

1972 ! Demo Blinded Trial 1 !
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Provide the Patient ID number, in this case “104”.

Click on “NEXT”.

HOME ‘ ENROLL A PATIENT | CLINICAL SITE DETAILS

STEP 2: ENTER PATIENT ID

Demo Blinded Trial 1

Trial

Patient ID)|

|BACK | NE)
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Entre any required fields, in this case the “Patient Initials”, given by “der”.

Click on “NEXT”.

HOME ‘ ENROLL A PATIENT | CLINICAL SITE DETAILS ‘

STEP 3: ENTER PATIENT INFORMATION

Trial: Demo Blinded Trial 1

Patient ID; 104
bt .mua
'BACK | 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”.

ANDOMIZENeT WELCOME o s ocor

‘ HOME

ENROLL A PATIENT | CLINICAL SITE DETAILS ‘

STEP 4: ANSWER INCLUSION/EXCLUSION CRITERIA

Tria: Demo Blinded Trial 1
Patient ID: 104
Inclusion Criteria (Al answers must be YES for on) N\
1. Does the patient have a traumatic spinal cord injury that occurred 2 1 year ago? / B \rgs\,- No

2. Does the patient have chronic SCI (persistent spinal cord lesion) confirmed by &V, N
“!‘-]? * Yes J No
N

1. Does the patient have a history of stroke, cerebrovascular injury, or elevated
lintracranial pressure?

2. Does the patient have a body mass index (BMI) = 35 kg/m2 or body weight <50 kg? | Ye\ =INo )
A4

Exclusion Criteria (All answers must be NO for i N\
* No \

'BACK | 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”.

‘ HOME ‘ ENROLL A PATIENT | CLINICAL SITE DETAILS

STEP 5: ENTER STRATIFICATION LEVEL(S)

Tral: Demo Blinded Trial 1
Patient I: 104

Duration since injury

et s =
2 years or more 0]

|BACK | 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”.

‘ HOME ‘ ENROLL A PATIENT I CLINICAL SITE DETAILS

CONFIRM RANDOMIZATION

Trial: Demo Blinded Trial 1
Patient 1D: 104
Initials  der
Duration since injury 2 years or more

above information Is correct, proceed with randomization.

'BACK | 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.

RANDOMIZENeT WELCOME s v

I HOME ‘ ENROLL A PATIENT CLINICAL SITE DETAILS |

/@ The patient has been successfully randomized. |

PATIENT RANDOMIZATION DETAILS

Tria: Demo Blinded Trial 1
Patient ID: 104

Randomized To: A40

Return Home
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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.

Randomize.NET - Patient Randomization Confirmation inbex x

Randomize.Net Notifications <notify@randomize.net>

PATIENT RANDOMIZATION CONFIRMATION

Coordinating Center: Demo Coordinating Centre
Trial: Demo Blinded Trial 1

Clinical Site: Demo Clinical Site 1 (democlinsite1)

Patient ID:

Randomized To:

Date Randomized: 02/05/2020 23:24:49

& Reply 4 Reply all ®» Forward
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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.

HOME

ENROLL A PATIENT | CLINICAL SITE DETAILS ‘

CLINICAL SITE
DETAILS

Viewhmedity clinieal
site detalls

EMERGENCY
UNBLINDING

Treatment unblinding
in casa of emergancy

hitps:/ Awww.rand linicalsite/Enroll
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Click on the trial.

‘ HOME

ENROLL A PATIENT I CLINICAL SITE DETAILS

STEP 1: SELECT A TRIAL

1972 ! Demo Blinded Trial 1 !
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Provide the Patient ID number, in this case “104”.

Click on “NEXT”.

HOME ‘ ENROLL A PATIENT | CLINICAL SITE DETAILS

STEP 2: ENTER PATIENT ID
Demo Blinded Trial 1
|BACK | NEXT

Trial
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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.

HOME | ENROLL APATIENT | CLINICAL SITE DETAILS

‘& This patient has already been randomizel| Re-send Email Confirmation ) ‘

STEP 2: ENTER PATIENT ID

Tz Demo Blinded Trial 1

Patient ID: 104 ‘

|BACK | NEXT |
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You will receive the message “Email confirmation sent”.

Click on “HOME".

‘ HOME | ZNROLL APATIENT | CLINICAL SITE DETAILS

@ Email confirmationsent. )

STEP 2: ENTER PATIENT ID

Tria: Demo Blinded Trial 1
Patient 10: b
BACK NEXT
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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.

’!‘ ‘ANDOMIZE-NE'- WELCOMEMCIMSM‘HLMT

‘ HOME | ENROLL A PATIENT | CLINICAL SITE DETAILS |

ENROLL A
PATIENT

Randomizafragister
apatient

CLINICAL SITE
DETAILS
i View/modity clinical ~—
) sita delalls

KIT/BOTTLE
REPLACEMENT /8

lssue replacemant
kivbottle for patiem

EMERGENCY
UNBLINDING

Treatment unbinding
n casa of smergency

[ £22

2022 01 20 Copyright © Interrand Inc. 197



Click on the trial.

‘ HOME

ENROLL A PATIENT I CLINICAL SITE DETAILS

STEP 1: SELECT A TRIAL

1972 ! Demo Blinded Trial 1 !
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Provide the Patient ID number, in this case “104”.

Click on “NEXT”.

HOME ENROLL A PATIENT CLINICAL SITE DETAILS

STEP 2: KIT/BOTTLE REPLACEMENT

Trial: Brem@ Blinded Trial 1
Patient »‘ L

[BACK  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".

ENROLL A PATIENT | CLINICAL SITE DETAILS

BOTTLE REPLACEMENT RESULT

Triai: Demo Blinded Trial 1

Patient 1D:_104
Replacement Bottle Num @
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A confirmation email message is sent to all individuals who are authorized to received email

notifications, see Section 3.6.

€« B8 0 § ©

o [+

Kit Replacement Notification nbox x

Randomize.Net Notifications <notify@randomize.net>

to Andy, me, Mary ~

KIT REPLACEMENT

Coordinating Center:
Trial:

Clinical Site:

Patient ID:

Date

Replacement Randomized To:

Demo Coordinating Centre
Demo Blinded Trial 1

democlinsite1 - Demo Clinical Site 1

104
02-18-2020 00:11:31
Adl

4 Reply = Reply all ®» Forward

2022 01 20
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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.

ENROLL A CLINICAL SITE

PATIENT DETAILS
Randomizaregister Viewlmodity clinical
a patent sita details

EMERGENCY
UNBLINDING

Treatmant unbiinding
in casa of emergancy

https:woww.randl / linicalSite/EnrollPatient.aspx
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Select the trial. Entre Patient ID. Click on “NEXT”.

HOME | ENROLL APATIENT | CLINICAL SITE DETAILS

‘& inding will display the This should anly be done in case of emergency. [

EMERGENCY TREATMENT UNBLINDING \

Tral: 1972 - Demo Blinded Trial 1 v |
Patientio: 104 |

Note warning.

Randormized To: |

[BACK  NEXT|
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Then click “OK”.

www.randomize.net says

Are you sure you want to unblind the treatment for this patient or kit

number?

‘ HOME ‘ ENROLL A PATIENT CLINICAL SITE DETAILS

4 Emergency treatment unblinding will display the <%# GetTr i %>'s This should only be done in case of emergency.

EMERGENCY TREATMENT UNBLINDING

Triat [1972 - Demo Blinded Trial 1 7|
Patient ID: [104 |
OR

Randomized To: | |

|BACK | NEXT |
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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.

RANDOMIZENer

‘ HOME ‘ ENROLL A PATIENT I CLINICAL SITE DETAILS ‘

© The inding has b ‘An‘emnail alerting the coordinating center has been sent. ‘

EMERGENCY TREATMENT UNBLINDING DETAILS

972 - Demo Blinded Trial 1
Patient ID: 104

Treaiment: Active

Randomized To: A40
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Emergency Treatment Unblinding: 1972 - Demo Blinded Trial 1 inbox
Randomize.Net Notifications <notify@randomize.net>

Emergency treatment unblinding has occurred.

Clinical Site Login ID: democlinsite1
Clinical Site Name: Demo Clinical Site 1
Contact Person: Demo Clin Site 1

Trial: 1972 - Demo Blinded Trial 1
Patient ID: 104

Randomized To: Active

4+ Reply 4~ Reply all ®» Forward
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Unblinding a patient will alter the “Treatment Allocation” report.

To view the “Treatment Allocation” report, click on “TRIALS” from the Coordinating Centre
home page.

HOME | TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT

CLINICAL
SITES
Craatatmanags
Siical st
ADMINISTRATORS MY ACCOUNT
Crastamanags
el adminisraiors

Viewmodty my
‘acoount catalls -

https://wwiw.randomize net/Randomize/CoardinatingCenter/Trials.aspx
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Click on the name of the trial.

RANDOMIZE Ner

HOME ‘ TRIALS CLINICAL SITES ADMINISTRATORS i.IVACCCIUNT‘

Select Trial
TRIALS
Select a frial 1o manage:

TRIALID TRIAL NAME

NUMBER OF
DATE ACTIVATED ACTIVE SITES
1968 True 2211212019 21:05:23 [4
1972 Demo Blinded Trial 1 False |o
| cREATEATRIAL

2022 01 20
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Click on “Reports”.

’qQ.AN DOMIZE-NeT WELCOME cee cocrsnaes cenve | Locout

| HOME } TRIALS ‘ CLINICAL SITES \ ADHINISTRATOFIS‘ MY ACCOUNT ‘

Select » Trial Details

TRIAL DETAILS

Edit Trial Details Emails = Edit ion Criteria | Activate Clinical Sites | Lim{ts | Reports | Degclivate Trial

TRIAL ID REI#3

QLR EU TS Demo Blinded Trial 1

ACTIVATED RIS
LY Uiy =) 01-09-2020 23:02:39

NUMEBER OF ACTIVE CLINICAL SITES il
RECORD PATIENT INITIALS R(HS

RECORD PATIENT BIRTHDATE R'I33

RECORD OTHER VARIABLE I}

1. Active

TREATMENTS 2. Placebo

STRATIFY BY CLINICAL SITE R{13
BLOCKING FACTORS i

BLOCK SIZES

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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Click on “Treatment Allocation”.

‘ HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRATORS | MY ACCDUN?|

Select Trial » Trial Details » Reports

REPORTS

Ta view reports for Demo Blinded Trial 1, select a report type,

Accrual Report Accrual By strg atment Allocation

DEMO CLINICAL SITE 1

FEB-2020 K8 1

TOTAL 1 1

Download report

BACK
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Top panel is prior to unblinding.

Bottom is after unblinding.

wowe | Tans | cumcausres | aounestearons | w aces

Select Trial » Trial Datalls » Reports

REPORTS

To view reparts e Dema Blinded Trial 1, seieet a eport ype

Accrust Report Accnial By Strata | Treatment Allocation

PATIENTID CLINICAL SITE USER ID DATE RANDOMIZED | INITIALS DURATION SINCE INJURY TREATMENT UNBLINDED TREATMENT

104 Dema 1 ! der 2 years or more Ad0

Download report

BACK

This blank prior
to unblinding.

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Triai Details » Reports.

REPORTS

Torvew teports or Demo Blinded Trial 1. select a repert fype

cerusi Repart| Accrusl By siars | Treatment Allocation

PATIENTID CLINICAL SITE USER ID DATE RANDOMIZED INITIALS | DURATICN SINCE INJURY TREATMENT UNBLINDED TREATMENT

104 i 02-05 der 2 years or more ALl Active

Download report

[Back]

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.

HOME ‘ TRIALS ‘ CLINICAL SITES | ADMINISTRATORS M\'ACCOUNY‘

ADMINISTRATORS MY ACCOUNT
rial aciminisiraiots bhoasisiiicing -
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Click on the trial whose reports you want to view.

""ANDOMIZE:"E

‘ HOME ‘ TRIALS | CLINICAL SITES ‘ ADMINISTRATORS | MY ACCOUNT | ‘ HELP \
Select Trial
Select a trial to manage:
NUMBER OF
TRIALID TRIAL NAME ACTIVE DATE ACTIVATED FEAERE
1968 Demo Trial 1 False 22-12-2019 22:05:23 0
1972 Demo Blinded Trial 1 True 01.09-2020 23:02:39 1
1974 Dem: i ial 2 True 22-01-2020 20:06:43 0
2131 ( Home-based E)@ True 01-09-2021 10:18:59 2
2151 MM Demo True 31-10-2021 13:11:19 2

‘ CREATE ATRIAL
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Click on “Reports”.

%A N DO M I z E.NET WELCQME Demo Coordinating Centre | LOGOUT

| HOME ‘ TRIALS CLINICAL SITES ‘ ADI.IINIS'IFM‘OHS' MY ACCOUNT |

Select Trial = Trial Details

TRIAL DETAILS

Edit Trial Details i Emails | Edit ion Criteria | Activate Clinical Sites | Lim eactivate Trial

TRIAL ID FrREd|

LGSRV Home-based Exercise

ACTIVATED R{3

LY AN =0 01-09-2021 10:18:59

NUMBER OF ACTIVE CLINICAL SITES §¥i

RECORD FATIENT INITIALS L\[4]

RECORD PATIENT BIRTHDATE L]

RECORD OTHER VARIABLE {1}

1. Home-based exercise program

EREATMER S, 2. Usual care

STRATIFY BY CLINICAL SITE B3

BLOCKING FACTORS i)

BLOCK SIZES N3

1. Sex

a. male
b. female
STRATIFICATION VARIABLES

2. Age

~ TN bn0R
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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.

‘ ANDOMIZE.NeT 'WELCOME oo coorainating centre | LocouT

TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

HELP

HOME

Select Tial = Trial Details = Reports

REPORTS

To view reports for Home-based Exercise. select a report type

Accrual Report Juccrual By Strata| Treatment Allocation | User Repart

DEMO CLINICAL SITE 1 DEMO CLINICAL SITE 2
SEPT-2021 §i 0 il
OCT-2021 0 1 1
NOV-2021 L] 0 0
TOTAL 1 1 2

Download report

BACK.
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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.

* A N Do M I z E NET WELCOME 0erro coorcinating centre | LogouT

‘ HOME

TRIALS

CLINICAL SITES

ADMINISTRATORS

MY ACCOUNT l ‘ HELP ‘

Select Trial » Trial Details » Reports

REPORTS

To view reports for Home-based Exercise, select a report type.

Accrual Report(Accrual By Strata Jireatment Allocation | User Report

DEMO CLINICAL SITE 1 DEMO CLINICAL SITE 2 TOTAL

HOME-BASED HOME-BASED HOME-BASED
EXERCISE PROGRAM EXERCISE PROGRAM EXERCISE PROGRAM

MALE

FEMALE

70 TO 85

86 OR OLDER

|BACK |
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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.

ANDOMIZE-NeT i

| HOME ‘ TRIALS

CLINICAL SITES | ADMIN!STPAYORS! MY ACCOUNT ‘ I HELP ‘

Select Trlal = Trial Detalls = Reports

REPORTS

To view reports for Home-based Exercise, select a report type.

Acerual Report | Acerual By Stratf Treatment Allocation Duser Report

PATIENTID | CLINICAL SITE USERID DATE RANDOMIZED SEX AGE TREATMENT
778 Demo Clinical Site 1 democlinsitel | 01-09-2021 10:21:22 female | 86 or older |Usual care
456 Demo Clinical Site 2 democlinsite2 | 31-10-2021 12:35:24 male 86 or older | Home-based exercise program

Download report

[BACK
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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.

ANDOMIZENeT

HOME TRIALS

CLINICAL SITES

ADMINISTRATORS

WE LCOME Demo Coordinating Centre | LOGOUT

MY ACCOUNT |

Select Trial » Trial Details » Reports

REPORTS

To view reports for Home-based Exercise, select a report type.

Acorual Report | Acorual By Strata | Treatment Allocatio( User Report

USER ID SITE NAME NAME EMAIL ENABLED ROLE

democc Andy Willan andy+100@randomize.net True Coordinating Center
demoauditor Demo Auditor demoaud@randomize.net True Auditor

demofa Demo Full Admin demofa@randomize.net True Full Admin

demoka Demo Kit A andy@ net True Kit Administrator
democlinsitel | Demo Clinical Site 1 | Demo Clin Site 1 democlinsitel@randomize.net True Clinical Site
democsuser2 | Demo Clinical Site 1 | Mary Smith andywillan.phd@gmail.com False Clinical Site
democlinsite2 | Demo Clinical Site2 | Demo Clin Site 2 andy+2@randomize.net True Clinical Site
democs2user2 | Demo Clinical Site 2 | Andy Willan andy@andywillan.com False Clinical Site

Download report

BACK
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%A N DO M I z E.NET WELCQME Demo Coordinating Centre | LOGOUT

| HOME ‘ TRIALS ‘ CLINICAL SITES ‘ ADMINISTRM’OHS' My ACCOUM|

Select Trial = Trial Details

TRIAL DETAILS

Edit Trial Details i Emails | Edit ion Criteria  Activate Clinical Sites ' Limits | Reports | Deactivate Trial

TRIAL ID Frkkil

QUCTSLEV Y Home-based Exercise

ACTIVATED R{3

LY VAN =0 01-09-2021 10:18:59

NUMBER OF ACTIVE CLINICAL SITES §¥J

RECORD PATIENT INITIALS T

RECORD PATIENT BIRTHDATE L]

RECORD OTHER VARIABLE {1}

1. Home-based exercise program

EREATMER TS 2. Usual care

STRATIFY BY CLINICAL SITE RS

BLOCKING FACTORS i)

BLOCK SIZES £H3

1. Sex

a. male
b. female
STRATIFICATION VARIABLES

2. Age

~ TN 4n0R
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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 n; 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
1 My Ny, N3 Ny
2 Ny Ny, Ny3 Ny
Treatments
(indexed by r) 3 N3y N3y N33 N
t Ny N2 N3 e N

Suppose the “next” patient is allocated to treatment j thenm;; =n; +1(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.

q=1

t
Let a,; ==, {1+z Ny }
where T, is the overall desired proportion of patients to be allocated to treatment r. Their sum
must equal 1. For equal allocation r, =1/t.

Following the allocation of the “next” patient, a; 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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t
r=1

patient is allocated to treatment j.

is a measure of the deviation from perfect balance for stratification variable i, if the “next”

i i

S
Let D; =Y wd, k>0.
i=1

D;

to treatment j.

is the overall measure of the deviation from perfect balance, if the “next” patient is allocated

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 w; are user specified and allow for placing different weights on the stratification
variables. Their sum does not have to equal 1.

S
For equal weighting (e.g., w, =1): D; =Y dl.
i=1

If D; >0 forallj,let C; =m; /D,

t
The “next” patient is allocated to treatment j with probability P; =C; /C+ , Where C, = ZCJ- .
j=1

If D; =0, 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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