Randomize.net Kit Manager User Manual

When Clinical Site logs-in and randomizes a patient on a blinded trial they are given a Kit
Number, confirmed by an email message. The Kit Number, cither
i.  corresponds to an actual physical kit containing the allocated treatment, located
somewhere at the Clinical Site, or
1i.  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 of the Coordinating Center User’s Manual for creating a Kit

Administrator.
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1.1 Import Assigned Kit Numbers

Prior to importing “assigned” Kit Numbers, create a comma delimited (*.csv) file as shown on
the next page. 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 primary user of the Clinical Site to which the
Kit Number has been “assigned”. The Login ID is case sensitive. 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 6 for illustration.

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 1.2 for the procedure to indicate that previously imported Kit Numbers are now
available.

202503 17 Copyright © Interrand Inc. 2



B & 9 & & - Demo Kits 51 to 60 Assigned.csv - Excel ? B - &7 X%

HOME INSERT PAGE LAYOUT FORMULAS DATA REVIEW VIEW ACROBAT Andy Willan ~
l:l B ‘ W D} Ruler | Formula Bar Q @ D;I g E] ES'?I“ Em_ E
Normal Page Break Page  Custom (] Gridlines (] Headings Zoom 100% Zoomto  New Amange Freeze pide Switch  Macros
Preview Llayout Views Selection  Window  All Panes ~ Unhide ion  Windows ~ -
Al - fe | democlinsite1 a
A B C D E F G H J =
1 |democlinsitel | 2 A51 1 7]
2 democlinsitel 1 A52 1 Kits AB1 th hABS aned t
.. [ | IS roug are assigned to
3 democlinsitel 1A53 1 democlinsite1 and are available now
4 democlinsitel 2 A54 1
5 democlinsitel 1 A55 1 .
6 democlinsitel 1 A56 0 7]
7 democlinsitel 2 A57 0 Kits A6 th h AGO aned ¢
.. | Its roug are assigned 1o
8 democlinsitel 1 A58 0 democlinsite1 but are NOT available now
9 democlinsitel 2 A59 0
10 democlinsitel 2 A60 0 .
11
12
13
14
15 When patients are randomized Kit Numbers are NOT given out in sequential order.
16 ) -
Assigning treatments to Kit Numbers should be done in an unpredictable way. For Example,

DO NOT assign treatment 1 to the lower Kit Numbers and treatment 2 to the higher Kit Numbers.

Assigning treatments to Kit Numbers is best done randomly.
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Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page.

HOME ‘ TRIALS | CLINICAL SITES ADMINIE\TRATORS‘ MY ACCOUNT [

CLINICAL .
SITES

Creata/manage

dinical sites.
ADMINISTRATORS MY ACCOUNT
rial adminisiraors i TR
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Click on the trial to which you want to import Kit Numbers.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 Wﬁsﬂ False 22-12-2019 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”.

R ANDOMIZENET HEREONE

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

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Detalls | Notification Emails | Edit Inclusion/Exclusion Criteria | Activate Clinical Sites | Limits | Repdfts | Manage Kits

TRIAL ID gb¥F3

PR 3 Demo Blinded Trial 1
ACTIVATED R

) Y (e )Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE L[4
RECORD OTHER VARIABLE { L]

e 1. Active
TREATMEN""S 2. Flace@

STRATIFY BY CLINICAL SITE R£H

BLOCKING FACTORS |4

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.

ANDOMIZE.NET 'WELCOME permo kit acministrator | LogouT

| HOME ‘ TRIALS ‘ CLINICAL SITES | ADI.!INISTRATORS‘ MY ACCOUNT ’ ‘ HELP |

Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

NOTYET AVAILABLE

CLINICAL SITE NAME USED KITS REMAINING KITS

SITE ID

gmoclinsite! | Demo Clinical Site 1
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’ HOME ‘ TRIALS ’ CLINICAL SITES ‘ ADMINISTRATORS’ MY ACCOUNT ’

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

MANAGE KITS tr Demo Clinical Site 1

CLINICAL SITE NAME SITE ID TREATMENT ID TREATMENT  KIT MBER ISUSED AVAILABLE |ASSIGNED
Demo Clinical Site 1 democlinsite1 |1 Active A28 True \
WW 1 Active A30 True \
Demo Clinical Site 1 democlinsite1 |1 Active A40 True \
These 7 Kit Numbers Demo Clinical Site 1 democlinsite1 |1 Active AM |4 False v \ v
have been used. Demo Clinical Site 1 democlinsite |1 Active A50 5 False (] (] i X .

Demo Clinical Site 1 democlinsite1 |1 Active A02 6 False (%} \ (] A tICk In thlS COIU mn

Demo Clinical Site 1 democlinsite1 | 1 Active Ad8 |7 False v \ v means the Kit has been

Demo Clinical Site 1 democlinsite1 |1 Active A2 |8 False (] \Lﬂ assigned to the Clinical

Demo Clinical Site 1 democlinsite1 |1 Active A29 9 False (] N . . . .

Demo Clinical Site 1 democlinsite1 |1 Active A19 10 False (] M\ Slte Identlfled n the

Demo Clinical Site 1 democlinsite1 |1 Active A47 |11 False v v \ first two columns.

0 Clinical Site 1 democlinsite1 |1 Active A49 |12 False (%] %] \

democlinsite1 |1 Active A39 13 False (] (] A t| C k | n th iS co | umn
democlinsite1 |1 Active A22 (14 False (5} 5} . . L
democlinsite1 |1 Active A33 |15 False (] (] lnd icates that the Klt 15

Demo Clinical Site 1 \_| democlinsite1 1 Active A18 |16 False © © available in the Clinical

Demo Clinical Site 1 Nﬂoclinsitﬂ 1 Active A03 17 False (] (] Slte Nnow.

Demo Clinical Site 1 demN'QsitM 1 Active A09 |18 False (] (]

Demo Clinical Site 1 democlin}\ 1 Active A14 |19 False (] @

Demo Clinical Site 1 democlinsite1\{ Active A26 20 False (] (]

Demo Clinical Site 1 democlinsite1 1\ Active A27 |21 False (] (]

Demo Clinical Site 1 democlinsite1 |1 \ Active A07 |22 False (%7} (7]

Demo Clinical Site 1 democlinsite1 |1 \ Active A37 23 False (] (]

Demo Clinical Site 1 democlinsite1 |1 \Qﬁve A01 |24 False (] (]

Demo Clinical Site 1 democlinsite1 |1 A(h\ A12 |25 False (57} (7] i

Demo Clinical Site 1 democlinsite1 |2 Placebo A23 True

Demo Clinical Site 1 democlinsite1 |2 Placebo A45 True

Demo Clinical Site 1 democlinsite1 |2 Placebo A15 True

Demo Clinical Site 1 democlinsite1 |2 Placebo A16 # True

Demo Clinical Site 1 democlinsite1 |2 Placebo A34 5 False T} (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A04 |6 False (%] (%)

Demo Clinical Site 1 democlinsite1 |2 Placebo A06 (7 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A10 |8 False (%] (57}

Demo Clinical Site 1 democlinsite1 |2 Placebo A1 9 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A25 |10 False ] (7]

Demo Clinical Site 1 democlinsite1 |2 Placebo A3 1 False (] )

Demo Clinical Site 1 democlinsite1 |2 Placebo A38 |12 False v (7]

Demo Clinical Site 1 democlinsite1 |2 Placebo A20 13 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A43 14 False v (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A08 15 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A46 16 False i} (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A24 17 False (] (]

Demo Clinical Site 1 democlinsite1 |2 Placebo A13 18 False T} (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A44 19 False (3} (]

Demo Clinical Site 1 democlinsite1 |2 Placebo A17 20 False T} (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A31 |21 False (€] (57}

Demo Clinical Site 1 democlinsite1 |2 Placebo A36 22 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A05 |23 False (%] (57}

Demo Clinical Site 1 democlinsite1 |2 Placebo A21 24 False (] (%]

Demo Clinical Site 1 democlinsite1 |2 Placebo A32 |25 False ] (7]

SAVE CHANGES

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 Preferen: @ sign Kits

SITE ID CLINICAL SITE NAME
View/Edit ldenmclinsile‘l Demo Clinical Site 1

USED KITS REMAINING KITS

NOT YET AVAILABLE
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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 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
- KitiD

SAVE CHANGES =~ CANCEL
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Navigate to the file contain the list of Kit Numbers, click on it, and click on “Open”.

@ Open X

« v 4 | « SOPs > 5Kit Management > Kits v U P Ssearchkits

Organize > New folder - m @
_ Collaborations A Date modified Type

Australia 2020 »
< Australa ) Demo Kits 51 to 60 Assigne 2020-02-12 12:36 PM Microsoft Demo Kit Administrator | LOGOUT
-~ News Letters » Br-Bemanki 0 60 Ascig 2020-02-12 12:34 PM Microsoft
s »
Ju »
J aalravel »
_ RANDOMIZENET »
_ Feasibility Studies Bayesia #
_ AGood Life »
_ SOPs *
_ Improvements for Rnet  #
_ Active Lives v < >
File name: |Demo Kits 51 to 60 Assigned.csv brder:

« KitID
« Available at Clinical Site Now (1=yes, 0=no)

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

« Treatment ID
« KitID

SAVEQ'IAMESV‘ VCANV(EL ‘
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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 o Placebo A51 True
Demo Clinical Site 1 democlinsite1 1 Active A52 True
Demo Clinical Site 1 democlinsited 1 Active A53 True
Demo Clinical Site 1 democlinsitel 2 Placebo A54 True
Demo Clinical Site 1 democlinsite1 1 Active A55 True
Demo Clinical Site 1 democlinsite1 1 Active A58 False
Demo Clinical Site 1 democlinsited 2 Placebo AS7 False
Demo Clinical Site 1 democlinsite1 ;] Active A58 False
‘ Demo Clinical Site 1 democlinsite1 2 Placebo A58 | False
Demo Clinical Site 1 democlinsite1 2 Placebo AB0 False

'SAVE CHANGES CEI
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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 ’ emoclinsite1 | Demo Clinical Site 1 7 48 [ 5
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Demo Clinical Site 1 democlinsite1 | 1 Active A42 |8 False v v
Demo Clinical Site 1 democlinsite1 | 1 Active A29 |9 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A19 (10 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A47 11 False (% %
Demo Clinical Site 1 democlinsite1 | 1 Active A49 12 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A39 13 False (% v
Demo Clinical Site 1 democlinsite1 1 Active A22 14 False [ %
Demo Clinical Site 1 democlinsite1 | 1 Active A33 |15 False (% v
Demo Clinical Site 1 democlinsite1 1 Active A18 16 False % v
Demo Clinical Site 1 democlinsite1 | 1 Active A03 |17 False v v
Demo Clinical Site 1 democlinsite1 | 1 Active A09 18 False (% %
Demo Clinical Site 1 democlinsite1 | 1 Active A14 19 False v v
Demo Clinical Site 1 democlinsite1 | 1 Active A26 |20 False (% %
Demo Clinical Site 1 democlinsite1 | 1 Active A27 |21 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A07 |22 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A37 |23 False (% v
Demo Clinical Site 1 democlinsite1 | 1 Active A01 |24 False (% %
Demo Clinical Site 1 democlinsite1 1 Active A12 |25 False [ v
Demo Clinical Site 1 democlinsite1 | 1 Active A52 |26 False v v
Demo Clinical Site 1 democlinsite1 | 1 Active A53 |27 False (% %
Demo Clinical Site 1 democlinsite1 | 1 Active A55 |28 False A v
Demo Clinical Site 1 democlinsite1 | 1 Active A56 |29 False { ( \ v
Demo Clinical Site 1 | democlinsite1 |1 Active A58 |30 Fase |\ ) v
Demo Clinical Site 1 democlinsite1 2 Placebo A23 1 True \
Demo Clinical Site 1 democlinsite1 | 2 Placebo A45 |2 True
Demo Clinical Site 1 democlinsite1 2 Placebo A15 |3 True \
Demo Clinical Site 1 democlinsite1 2 Placebo A16 4 True
Demo Clinical Site 1 democlinsite1 | 2 Placebo A34 |5 False (% v
Demo Clinical Site 1 democlinsite1 2 Placebo A04 |6 False (57 v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A06 |7 False v v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A10 |8 False (% %
/ N
i i Demo Clinical Site 1 democlinsite1 | 2 Placebo A34 |5 False (% v . o
N ery m ported K,t Demo Clinical Site 1 democlinsite1 2 Placebo A04 6 False % v Klts nOt yEt ava Ila ble
Numbers Demo Clinical Site 1 democlinsite1 | 2 Placebo A06 |7 False (% v at the C”nical Slte
Demo Clinical Site 1 democlinsite1 2 Placebo A10 |8 False % %
Demo Clinical Site 1 democlinsite1 | 2 Placebo A1 |9 False v v
Demo Clinical Site 1 democlinsite1 2 Placebo A25 (10 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A35 11 False (% v
Demo Clinical Site 1 democlinsite1 2 Placebo A38 12 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A20 13 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A43 (14 False (% v
Demo Clinical Site 1 democlinsite1 2 Placebo A08 |15 False % v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A46 |16 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A24 |17 False % %
Demo Clinical Site 1 democlinsite1 | 2 Placebo A13 18 False v v
Demo Clinical Site 1 democlinsite1 2 Placebo A44 (19 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A17 |20 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A3 |21 False (% v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A36 |22 False (% /
Demo Clinical Site 1 democlinsite1 | 2 Placebo A05 |23 False (% /
Demo Clinical Site 1 democlinsite1 2 Placebo A21 24 False % v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A32 |25 False (5 v
Demo Clinical Site 1 democlinsite1 2 Placebo A51 |26 False % %
Demo Clinical Site 1 democlinsite1 | 2 Placebo A54 |27 False A / v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A57 |28 False / ( \ v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A59 |29 False ( v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A60 | 30 False ( v
N

SAVE CHANGES

CANGEE\

Click “CANCEL” to return to the

screen on the next page.
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1.2 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 ‘ ADMINISTHATORS‘ MY ACCOUNT

CLINICAL
SITES

Create/manage
clinical sttes.

¢

ADMINISTRATORS MY ACCOUNT

Create/manage View/modify rmy
trial administraors account dotalls -
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Click on the appropriate trial.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF

TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 Di T False 22-12-2019 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.

Click on “Manage Kits”.

*AN DOM IZE'NEr WELCOME Demo Kit Administrator | LOGOUT

‘ HOME ‘ TRIALS ’ CLINICAL SITES ‘ ADHINISTHATORS‘ My ACCOUNT‘

Select Trial » Trial Details

TRIAL DETAILS

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

TRIAL ID gEYF3

LRV Demo Blinded Trial 1
ACTIVATED RS

vy ¥ Lo § 1Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES §

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 4]
RECORD OTHER VARIABLE §{[]

1. Active
2. Placebo

TREATMENTS

STRATIFY BY CLINICAL SITE REH

BLOCKING FACTORS |4

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.

ANDOMIZENET T O

| HOME TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USED KITS

i NOT YET AVAILABLE
View/Edit dpmoclinsite1 | Demo Clinical Site 1 |7 48 5

202503 17 Copyright © Interrand Inc. 18



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.

Demo Clinical Site 1 democlinsite1 1 Active A33 |15 False % v
Demo Clinical Site 1 democlinsitel | 1 Active A18 |16 False v v
Demo Clinical Site 1 democlinsite1l | 1 Active A03 |17 False % v
Demo Clinical Site 1 democlinsite1 [ 1 Active A09 18 False % v
Demo Clinical Site 1 democlinsite1 | 1 Active A14 19 False ) “
Demo Clinical Site 1 democlinsite1 |1 Active A26 |20 False v v
Demo Clinical Site 1 democlinsite1 |1 Active A27 |21 False v 7
Demo Clinical Site 1 democlinsite1 1 Active A07 |22 False v )
Demo Clinical Site 1 democlinsite1 1 Active A37 |23 False v )
Demo Clinical Site 1 democlinsite1 1 Active A01 |24 False v v
Demo Clinical Site 1 democlinsite1 1 Active A12 |25 % v
Demo Clinical Site 1 democlinsitel | 1 Active A52 |26 v v
Demo Clinical Site 1 democlinsite1 | 1 Active AS3 |27 % v
Demo Clinical Site 1 democlinsite1 [ 1 Active AS5 |28 /‘\ v
Demo Clinical Site 1 democlinsite1 | 1 Active AS56 | 29 { O \ v
Demo Clinical Site 1 democlinsite1 |1 Active A58 |30 \ O / v
Demo Clinical Site 1 democlinsite1 | 2 Placebo 275 1 True
Demo Clinical Site 1 democlinsite1 | 2 ?ﬂm A45 |2 True
Demo Clinical Site 1 democlinsite1/ Placebo A15 |3 True
Demo Clinical Site 1 de! sitel | 2 Placebo A16 |4 True
Demo Clinical democlinsite1 | 2 Placebo A34 |5 False v
Mical Site 1 democlinsite1 | 2 Placebo A04 |6 False v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A06 |7 False v
Demo Clinical Site 1 democlinsite1 [ 2 Placebo A10 |8 False v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A11 |9 False “
Demo Clinical Site 1 democlinsite1 | 2 Placebo A25 |10 False v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A35 |11 False 7
Demo Clinical Site 1 democlinsite1 | 2 Placebo A38 (12 False )
Demo Clinical Site 1 democlinsite1 | 2 Placebo A20 |13 False )
Demo Clinical Site 1 democlinsite1 | 2 Placebo A43 |14 False v
Demo Clinical Site 1 democlinsite1 | 2 Placebo A08 |15 False v
Demo Clinical Site 1 democlinsite1 2 Placebo A34 |5 False (%
Demo Clinical Site 1 democlinsite1 |2 Placebo A04 |6 False (%
\~Qemo Clinical Site 1 democlinsite1 2 Placebo A06 |7 False (%
D&i\tlinical Site 1 democlinsite1 |2 Placebo A10 8 False (%
ite 1 democlinsite1 2 Placebo A11 |9 False (%
Demo ClinlcN democlinsite1 |2 Placebo A25 (10 False (%
Demo Clinical Site 1 democlinsite1 2 Placebo A35 11 False (%
Demo Clinical Site 1 V,qnoclinsi!ﬁ 2 Placebo A38 |12 False [
Demo Clinical Site 1 demoelinsite! |2 Placebo A20 (13 False (57
Demo Clinical Site 1 democlinsite! | 2 Placebo A43 |14 False [
Demo Clinical Site 1 democlinsite1\ Placebo A08 |15 False (%
Demo Clinical Site 1 democlinsite1 X Placebo Ad6 |16 False @
Demo Clinical Site 1 democlinsite1 |2 \ Placebo A24 |17 False (%
Demo Clinical Site 1 democlinsite1 | 2 Placebo A13 |18 False (%}
Demo Clinical Site 1 democlinsite1 |2 cebo A44 |19 False (%
Demo Clinical Site 1 democlinsite1 | 2 Plac% A17 |20 False (%}
Demo Clinical Site 1 democlinsite1 |2 Placebo \A31 21 False (%
Demo Clinical Site 1 democlinsite1 | 2 Placebo 22 False (%}
Demo Clinical Site 1 democlinsite1 |2 Placebo A05 False (%
Demo Clinical Site 1 democlinsite1 2 Placebo A21 |24 \ False (]
Demo Clinical Site 1 democlinsite1 |2 Placebo A32 |25 \Y{Ise (%
Demo Clinical Site 1 democlinsite1 2 Placebo A51 |26 False" (]
Demo Clinical Site 1 democlinsite1 |2 Placebo A54 |27 False (%
Demo Clinical Site 1 democlinsite1 2 Placebo A57 |28 False / \ (%]
Demo Clinical Site 1 | democlinsitel 2 Placebo A59 29 Fase || I
Demo Clinical Site 1 democlinsite1 2 Placebo A60 |30 False \ / (]

SAVE CHANGES

CANCEL

202503 17

Copyright © Interrand Inc.

19



Demo Clinical Site 1 democlinsite1 |1 Active A09 18 False v v
Demo Clinical Site 1 democlinsite1 1 Active A14 |19 False v «
Demo Clinical Site 1 democlinsite1 |1 Active A26 | 20 False v v
Demo Clinical Site 1 democlinsite1 1 Active A27 |21 False v v
Demo Clinical Site 1 democlinsite1 1 Active A07 |22 False © ©
Demo Clinical Site 1 democlinsite1 |1 Active A37 |23 False v v
Demo Clinical Site 1 democlinsite1 1 Active A01 24 False v v
Demo Clinical Site 1 democlinsite1 |1 Active A12 |25 False v v
Demo Clinical Site 1 democlinsite1 1 Active A52 |26 False v v
Demo Clinical Site 1 democlinsite1 1 Active A53 |27 False © ©
Demo Clinical Site 1 democlinsite1 |1 Active AS55 |28 False % ¥
Demo Clinical Site 1 democlinsite1 1 Active A56 |29 False / v \ v
Demo Clinical Site 1 democlinsite1 |1 Active A58 |30 False \ % / %
Demo Clinical Site 1 democlinsite1 |2 Placebo A23 (1 True
Demo Clinical Site 1 democlinsite1 |2 Placebo A45 |2 True
Demo Clinical Site 1 democlinsite1 |2 Placebo A15 |3 True
Demo Clinical Site 1 democlinsite1 |2 Placebo A16 |4 True
Demo Clinical Site 1 democlinsite! |2 Placebo A34 |5 False % %
Demo Clinical Site 1 democlinsite1 |2 Placebo A04 |6 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A06 |7 False © ©
Demo Clinical Site 1 democlinsite1 |2 Placebo A10 |8 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A1 |9 False v v
Demo Clinical Site 1 democlinsite! |2 Placebo A25 |10 False % %
Demo Clinical Site 1 democlinsite1 |2 Placebo A35 |11 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A38 |12 False © “
Demo Clinical Site 1 democlinsite1 |2 Placebo A20 13 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A43 14 False v v
Demo Clinical Site 1 democlinsite! |2 Placebo A08 |15 False % %
Demo Clinical Site 1 democlinsite1 |2 Placebo A46 |16 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A24 |17 False v ©
Dema Clinical Site 1 1 12 Placeho A13 118 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A3 |5 False ] ]
Demo Clinical Site 1 democlinsite1 |2 Placebo A04 |6 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A06 |7 False ) )
Demo Clinical Site 1 democlinsite1 |2 Placebo A10 |8 False ] v
Demo Clinical Site 1 democlinsite1 |2 Placebo A1 |9 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A25 |10 False ) )
Demo Clinical Site 1 democlinsite1 |2 Placebo A3 11 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A38 12 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A20 13 False ) )
Demo Clinical Site 1 democlinsite1 |2 Placebo A43 14 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A08 |15 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A46 |16 False ) (7]
Demo Clinical Site 1 democlinsite1 |2 Placebo A24 17 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A13 |18 False v v
Demo Clinical Site 1 democlinsite1 |2 Placebo A44 19 False ) (7]
Demo Clinical Site 1 democlinsite1 |2 Placebo A17 |20 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A3 |21 False v )
Demo Clinical Site 1 democlinsite1 |2 Placebo A36 |22 False ) )
Demo Clinical Site 1 democlinsite1 |2 Placebo A05 |23 False v v
Demo Clinical Site 1 democlinsitel |2 Placebo A21 |24 False ) )
C | |Ck ”SAVE CH A N G ES " Demo Clinical Site 1 democlinsite1 |2 Placebo A32 25 False ) )
. . Demo Clinical Site 1 democlinsite1 |2 Placebo A51 |26 False v v
to In d Icate th at th e Demo Clinical Site 1 democlinsitel |2 Placebo A54 |27 False )
Kits are now available Demo Clinical Site 1 democlinsite1 | 2 Placebo A57 |28 False / v \ v
an d returntot h e Demo Clinical Site 1 democlinsite1 |2 Placebo A59 |29 False v , v
Demo Clinical Site 1 democlinsitel |2 Placebo A60 |30 False \ ) / )

screen on the next
page.

[T~ savE cHANGES

CANCEL ———nu

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”.

CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

HOME ‘ TRIALS

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 AVAILABELE

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

202503 17 Copyright © Interrand Inc. 21



1.3 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 25.

The second column (B) is the actual Kit Number.

E & © $- - Demo Kits 61 to 70 Unassigned.csv - Excel ?2 m - &8 X
HOME  INSERT  PAGELAYOUT ~ FORMULAS ~ DATA  REVIEW  VIEW  ACROBAT Andy Willan =
= B= E ]DJ Ruler V| Formula Bar q L2 ﬂ ’_‘;I E = EZ‘:‘: ‘m“ ,,\‘\ - EE E
R e o o | EDGHines DHeadngs | Zoom 100% 2R Be AT e DU Reset Window Posion Windows« <
‘Workbook Views Show Zoom Window Macros ~
Al - Sl 2 -
A B C D E F G H 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 A69
10 1 A70
11
12
13
14
15
16 -
Demo Kits 61 to 70 Unassigned | @ < 5

READY e W] -————4—+ 200%

202503 17 Copyright © Interrand Inc. 22



Once the *csv file is ready, click on “TRIALS” from the Kit Administrator home page.

HOME ‘ TRIALS | CLINICAL SITES ADMINIE\TRATORS‘ MY ACCOUNT [

CLINICAL .
SITES

Creata/manage

dinical sites.
ADMINISTRATORS MY ACCOUNT
rial adminisiraors i TR

202503 17 Copyright © Interrand Inc. 23



Click on the trial to which you want to import unassigned Kit Numbers.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 Demao Triald- False 22-12-2019 22:05:23 0
1972 Demo Blinded Trial 1 ) True 01-09-2020 23:02:39 1

202503 17 Copyright © Interrand Inc. 24



The “TRIAL DETAILS” are shown.
Note the Treatment IDs are displayed “1” for active and “2” for Placebo.

Click on “Manage Kits”.

R ANDOMIZENET HEREONE

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

Select Trial » Trial Details

TRIAL DETAILS

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

TRIAL ID gb¥F3

PR 3 Demo Blinded Trial 1
ACTIVATED R

) Y (e )Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE L[4
RECORD OTHER VARIABLE [}

TREATMENT: [N )

STRATIFY BY CLINICAL SITE R el

BLOCKING FACTORS |4

BLOCK SIZES [}

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

202503 17 Copyright © Interrand Inc. 25



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™.

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

Select Trial » Trial Details » Manage Kits

Edit Kit F‘refirencesign Kits

SITE ID CLINICAL SITE NAME USED ¥!TS REMAINING RiTS NOT YET AVAILABLE
View/Edit | democlinsite1 | Demo Clinical Site 1 T | 53 ‘ 0
View/Edit | democlinsite2 | Demo Clinical Site 2 \ 0 0 0 /
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Click on “Choose file”.

ME ‘ 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 following order:

« Clinical Site Primary User Login ID

= Treatment ID

- KitiD

« Available at Clinical Site Now (1=yes, 0=no)

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

« Treatment ID
- KitiID

| SAVE CHANGES = CANCEL

202503 17 Copyright © Interrand Inc. 27



Navigate to the file containing the Kit Numbers you want to import. Click on it and then click on
G(Open’7.

@ Open
1 « User Manual » 5 Kit Management > Kits v U P Search Kits
Organize ~ New folder -
2 Name Date modified
>t Quick access
B Desktop » 8] Demo Kits 51 to 60 Assigned.csv 2020-02-12 12:36 PM Demo Kit Administrator | LOGOUT
34 D load: P R rgred 2020-02-12 12:34 PM
ownloads
= 2020-02-14 3:36 PM
é Documents * 2020-02-14 3:35 PM
4 Google Drive *
&= Pictures »
_ Collaborations »
_ Australia 2020 *
~ News Letters *
s S »
s U »

File name: | Demo Kits 61 to 70 Unassigned.csv v uﬂ"ﬂﬂﬂ"ﬁ\ v ‘ brder:

+ Available at Clinical Site Now (1=yes, 0=no)

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

« Treatment ID
« KitID

| SAVE CHANGES ‘ CAN;L‘
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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.

E temo kit Administratar | LOGOUT

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

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

 Choose file

Unassigned (No Clinical Site):

TREATMENT ID TREATMENT KIT
2 Placebo AB1
1 Active A62
2 Placebo AB3
1 Active AB4
1 Active AB5
1 Active AB6
2 Placebo AB7
7 Placebo A68
7 Placebo AB9
1 Active AT0

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

HOME | TRIALS | CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT ‘ ‘ HELP |
Select THal » Trial Details » Manage Kits
|ﬂ Kits imported successfully. |
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
View/Edit democlinsite2 Demo Clinical Site 2 0 0 0

UNASSIGNED KIT COUNT
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1.4 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 ‘ ADMINISTHATORS‘ MY ACCOUNT

CLINICAL
SITES

Create/manage
clinical sttes.

¢

ADMINISTRATORS MY ACCOUNT

Create/manage View/modify rmy
trial administraors account dotalls -
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Click on the appropriate trial.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
198 | Demo el False 22-12.2010 22:05:23 0
11972 (| 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”.

*AN DOM IZE'NEr WELCOME Demo Kit Administrator | LOGOUT

‘ HOME ‘ TRIALS ’ CLINICAL SITES ‘ ADHINISTHATORS‘ My ACCOUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inciusion/Exclusion Criteria| Activate Clinical Sites | Limits | Replrts | Manage Kits

TRIAL ID gEYF3

LRV Demo Blinded Trial 1
ACTIVATED RS

vy ¥ Lo § 1Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES §

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 4]
RECORD OTHER VARIABLE §{[]

1. Active
2. Placebo

TREATMENTS

STRATIFY BY CLINICAL SITE REH

BLOCKING FACTORS |4

BLOCK SIZES [

1. Duration since injury
STRATIFICATION VARIABLES a. Less than 2 years
b. 2 years or more
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ave been imported and assigned to “Demo Clinical Site 1”. Seven have been used
ana-tIc

¢ are 53 “REMAINING KITS” for future patients. No Kits have been imported and
assigned to “Demo Clinical Site 2”.

ave been imported but not yet assigned to a Clinical Site.

Click on “Assign Kits”.

RANDOMIZE ner ——

| HOME TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT’

Select Trial » Trial Details » Manage Kits

MANAGE KITS

Edit Kit Preferences | Import Kis

—
SITEID CLINICAL SITE NAME USED KITS REMAINING KITS NOTYET AVAILABLE
View/Edit i democlinsited | Demo Clinical Site 1 7 53 0
ViewEdit_ democlinsite2 | Demo Clinical Site 2 0 o 0 \
N

UNASSIGNED m'r@
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Click on the drop-down menus under “CLINICAL SITE” to select the Clinical Site you want to
assign each Kif 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 o a
1 Active A2 | Pick One v (W] o
2 Placebo A3 [ Pick One 2 = o
1 Active a6a | | | Pick One v o (]
1 Active AB5 | Pick One v [w] W]
1 Active AB6 | Pick One v o m)
2 Placebo ABT | Pick One v| [m] a
2 Placebo A68 | Pick One v| (] (]
2 Placebo AB9 | Pick One v o o
-1 Active AT0 | Pick One v o

SAVE CHANGES ~ CANCEL
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Kit Numbers A61 to A64 are to be assigned to “Demo Clinical Site 1” and A65 to A68 are to be
assigned to “Demo Clinical Site 2”.

Clicking on “SAVE CHANGES” will assign the Kits and take you to the screen on the next

page.

Clicking on “CANCEL” will not assign the Kits and take you back to the screen on the previous

page.

| HOME | TRIALS ‘ CLINICAL SITES

ADMINISTRATORS ‘ MY ACCOUNT ‘

WELCOME ouro s snmsrsor Losour

Select Tral » Trial Details » Manage Kits

ASSIGN KITS

» Assign Kits

TREATMENT ID TREATMENT KIT CLINICAL SITE AVAILABLE DELETE
2 | Placebo Ag1 | Demo Ciinical Site 1 v o g
1 Active Ab2 | Demo Clinical Ste 1 v| (] o
2 Placebo AB3 | Dema Clinical Site 1 v| o m]
1  Active A4 | Demo Ciinical Site 1 v (] =]
1  Active AB5 | Demo Clinical Site 2 v =] ]
1 Active ABB | Demo Ciinical Site 2 v] (] a
2 ' Placebo ABT | Dema Ciinical Site 2 v] (8]

2 | Placebo A68 [Dema Giinical Stie 2 v O @]
2 . Placebo ABY TEER e a o @)
1 Active ATO | Pick One v (] ]

m

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.

202503 17
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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”.

RANDOMIZE ner ——

| HOME TRIALS CLINICAL SITES | ADMINISTRATORS | MY ACCOUNT’

Select Trial » Trial Details » Manage Kits

|0 Kits allocated successfully.

MANAGE KITS

Edit Kit Preferences | Import Kits | Assign Kits

SITEID 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 0 0 N,
‘
N\
UNASSIGNED KIT COUNT E_
N
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1.5 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 ‘ ADMINISTHATORS‘ MY ACCOUNT

TRIALS CLINICAL

Create/manage clinical J SITES

Wials and View reporia Create/manage
« o

ADMINISTRATORS MY ACCOUNT
trial administraors ik e -
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Click on the appropriate trial.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 | Dome-Friatt False 22122019 22:05:23 0
11972 ((|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”.

*AN DOM IZE'NEr WELCOME Demo Kit Administrator | LOGOUT

‘ HOME ‘ TRIALS ’ CLINICAL SITES ‘ ADHINISTHATORS‘ My ACCOUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inciusion/Exclusion Criteria| Activate Clinical Sites | Limits | Repols | Manage Kits

TRIAL ID gEYF3

LRV Demo Blinded Trial 1
ACTIVATED RS

vy ¥ Lo § 1Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES §

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 4]
RECORD OTHER VARIABLE §{[]

1. Active
2. Placebo

TREATMENTS

STRATIFY BY CLINICAL SITE REH

BLOCKING FACTORS |4

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”.

WELC OME Demo Kit Administrator | LOGOUT

| HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits

|0 Kits allocated successfully. |

Edit Kit Preferences | Import Kits | Assign Kits

SITE ID CLINICAL SITE NAME USET /uTS REMAINING KITS NOT YET AVAILABLE
Vigw/Edit democlinsite1 | Demo Clinical Site 1 7 53 4
View/Edit Jdemoclinsite2 | Demo Clinical Site 2 o 0 4

UNASSIGNED KIT COUNT n_

202503 17 Copyright © Interrand Inc. 41



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.

ANDOMIZENer | SRR

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT ‘

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

MANAGE KITS o Demo Clinical Site 2

CLINICAL SITE NAME SITEID TREATMENTID  TREATMENT |KIT NUMBER ISUSEC AVAILABLE | ASSIGNED
Dema Clinical Site 2 democlinsite2 |1 Active A65 1 False o L]
Demo Clinical Site 2 democlinsite2 |1 Active A6 2 False (=] Ed
Demo Clinical Site 2 democlinsite2 |2 Placebo AB7 1 False (] £4
Demo Clinical Site 2 democlinsite2 | 2 Placebo AB8 2 False =] "]

SAVE CHANGES CANCEL
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Click on the boxes under “AVAILABLE” for Kit Numbers A65 and A66.

Clicking on “SAVE CHANGES” will make the Kits available for future patients and take you to

the screen on the next page.

Clicking on “CANCEL” will take you back to the screen on page 167 and the Kits will not be
available for future patients.

HOME

TRIALS

CLINICAL SITES

RANDOMIZENeT

ADMINISTRATORS

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

MANAGE KITS tor Demo Clinical Site 2

MY ACCOUNT

WELCOME oemo kit Administrator | LogouT

- |

CLINICAL SITE NAME SITEID TREATMENT ID TREATMENT NUMBER | ISUSED AVAILARLE ASSIGNED
Demo Clinical Site 2 democlinsite2 |1 Active AB5 1 False 1] @
Demo Clinical Site2  democlinsite2 |1 Active 86 | 2 Fase  \ v ) ®
Demo Clinical Site 2 democlinsite2 |2 Placebo AGT 1 False \D/ [
Demo Clinical Site 2 democlinsite2 |2 Placebo A68 2 False (=] (/]

SAVE CHANGES

CANCEL

202503 17
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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.

!- AN Do M ' ZE'NET WELCOME oemo kit administrator | LogouT

HOME

TRIALS

CLINICAL SITES

ADMINISTRATORS

MY ACCOUNT ‘ HELP

Select Trial » Trial Details » Manage Kits

@ Kits saved successfully. |

MANAGE KITS

Edit Kit Preferences | Impart Kits | Assign Kits

e —r ..}
SITE ID CLINICAL SITE NAME LUSED KITS REMAINING KITS 0T YET AVAILABLE
View/Edit | democlinsite1 | Demo Clinical Site 1 7 53 4 |
View/Edit ‘ democlinsite2 | Demo Clinical Site 2 0 2 2 |
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1.6 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

Create/manage

dinical sitos.
ADMINISTRATORS MY ACCOUNT
trial administraors ik e o —
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Click on the trial for which you want to View/Edit the Kit Preferences.

RANDOMIZENer (L —

‘ HOME | TRIALS ‘ CLINICAL SITES ‘ ADM]NISTRATORS‘ MY ACCOUNT

Select Trial
TRIALS
Select a trial to manage
NUMBER OF
TRIALID | TRIAL NAME ACTIVE DATE ACTIVATED ACTIVE SITES
1968 W\ False 22-12-2019 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”.

*AN DOM IZE'NEr WELCOME Demo Kit Administrator | LOGOUT

‘ HOME ‘ TRIALS ’ CLINICAL SITES ‘ ADHINISTHATORS‘ My ACCOUNT‘

Select Trial » Trial Details

TRIAL DETAILS

Edit Trial Details | Notification Emails | Edit Inciusion/Exclusion Criteria| Activate Clinical Sites | Limits | Repoifs | Manage Kits

TRIAL ID gEYF3

LRV Demo Blinded Trial 1
ACTIVATED RS

vy ¥ Lo § 1Ny =0l 01-09-2020 23:02:39

NUMBER OF ACTIVE CLINICAL SITES §

RECORD PATIENT INITIALS R

RECORD PATIENT BIRTHDATE 4]
RECORD OTHER VARIABLE §{[]

1. Active
2. Placebo

TREATMENTS

STRATIFY BY CLINICAL SITE REH

BLOCKING FACTORS |4

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 ACCOUHT’

Select Trial » Trial Details » Manage Kits

|@ Kits allocated successfuly.

MANAGE KITS

Edit Kit Preferences )mport 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 0 0 4

unassinen kT count PR
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An explanation of Kif 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.

 ANDOMIZE Ner WELCOME s oo oco
If "No", all Kit Numbers must be available

HOME TRIALS CLINICAL SITES ADMINISTRATORS | MY ACCOUNT at a" C/inica/ Sites' If "Yesl.’ Kit Numbers
must be assigned to one Clinical Site only.

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 Kit Emall et Level per Treatmen. | o If "Yes", a Clinical Site can request another
Arm: . N
. Kit Number containing the same treatment
<! All Kit AdmiNgistrators

Send Email lertio: B Goorainating C¥er for a previously randomized patient. The
default is "No" and can be reset anytime.

[ ciinical site

SAV'ECHAN&S| CANCEL

Low Kit alert settings. These are explained
in the next 2 pages.
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Click on the desired Low Kif 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 ISTRATORS | MY ACCOUNT

Select Trial » Trial Details » Manage Kits » Kits Preferences

KITS PREFERENCES

Kit List Per Clinical Site: ~ ® Yes  No
Allow Refil/Replacement Of Kits: () yes ® No

Low Kit Email Alert Level per Treatment
A T Y]
off
Kit Adminsistrators

1
Send Email Alert to © ordinating Center

2 Teal Site

SAVE CHANGES 4 cmca.|

202503 17 Copyright © Interrand Inc. 50



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 RefilReplacement O Kits: () Yes ® No

Low Kit Email Alert Level per Treatms

¥ Al Kit Adminsistrators

Send Email ARrtto: [ Coordinating Center

# ciinical site
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