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1. CONTACDETAILS

1.1. International

REMAFCAP International Trial Steering Commit(EESC)emailinfo@remapcap.org

GlobalProject Manager, Cameron Green: +61 3 9903 0247 or earairon.green@monash.edu

1.2. Australiaand Saudi Arabia

ProjectManager Jane Parker: +61 439 173 414 or efait.parker@monash.edu

1.3. Canada

Canadian Project Manager (REMBRP), Marlene Santos: +416 864 6060 extension 2322 or email
Marlene.Santos@unityhealth.to

1.4. Europe

GeneralEuropean (EUProject Managemengu.remapcap@umcutrecht.nl

1.4.1. Germany

General German Project ManagemeBKSProjektmanagement@med.wjgna.de

Clinical Trial Manager, Nicole Brillinger: +43@)1 9396652, Fax: +49 (0) 3641 9399969

or emailnicole.brillinger@med.uriena.de

1.4.2. United Kingdom

GeneralUnited Kingdom (UKProject Managementik-remapcap@icnarc.org

Project Manager, Paul Mouncey: +4420 7 269 927&hmailpaul.mouncey@icnarc.org

L5 New Zealand

Project ManagerAnne Turner: +64 4 80R680or emailanne.turner@mrinz.ac.nz

1.6. Critical Care Asia and Africa

CCAA Projec@oordination Abi Beane: emadbi@nicslk.conf Sumayyah Rashaeamailsumi@nicslk.com

Monash University CCAA Project Manager, Vanessa Siégi:26 996 834 or email vanessa.singh@monash.

1.7. Colombia

Monash Project Manager, Vanessa Singh: +61 426 996 834 on&ma#sa.singh@monash.edu
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1.8. Japan

Japanese Investigators:

Hiroki Saito: emaltiroki.saito@remapcap.jp

Nao Ichihara: emailao.ichihara@remapcap.jp

1.9. Singapore

Project Manager, Ryanna Koh: emgddnna WR_KOH@nuhs.edu.sg

2. INTRODUCTION

2.1. Purpose of this document

The purpose of this document is to provide instructam the functionalities of the REMAPAP Spiral database
for site staff. This user guide provides information on the following:

1 Accessing the database

1 Randomising patients

i1 Entering data into the online eCRF

1 Completing the screening log

1 SAE reporting

1 Resolving data queries

This document is to be used in conjunctions with the following REGAIP documents:
1 Case Report For(CRFData Completion Guidelines
1 Safety Reporting Guidelines

The current version of these documents will be available on the slathbasein the Resourcesection

2.2. Globaleligibility and eCRM&vebsite

TheSpiraldatabase URL:ikttps://remapcap.spinnakersoftware.com

The Spiral database usedfor randomisation in all regions. It is used for further data collectigsites in:
Australiaand Kingdom of Saudi Arabia

Canada

New Zealand

EuropéUnited Kingdom

= =4 =4 -4 =

Colombia

https://remapcap.spinnakersoftware.com Page6 of 78
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1 Japan
1 Singapore

3. GENERAL

3.1. Browsers

Although the REMARAP database has been developed to work efficiently on many different internet brows
(e.g. InternetExplorer, Mozilla FirefoxGoogleChrome), there are somérowsers that may leathe websiteto

run in a suboptimal way.

We recommend using the following browsers:
1 Mozilla Firefox

1 Google Chrome

1 Safari

3.2. Spiralaccounts

3.2.1. Account types

Prior to a site starting REMABPAR site userswill require access to thstudy databasé¢o allow randomistion and
dataentry. Siteswill be contacted by &oject Manager in order to set up acceand will be asked to complete aj
Database FormAccounts will be setup in accordance wiitiis form prior to your site commencing recruitment.

All site access accounts are individual accourtiere ardive different types ofsite access accounts for the
website Randomisation Usexccount(replaces the Generic site accoyrfesearchCoordinatoraccount
Investigator accountOutcome Assessoceount, and eCRF Data Collector account

1. Randomisation Userccount
0 Able to accesthe randomisation function only
o0 Account is set up and managed by the Regional Project Manager

o Ideal for site staff who are not part of the core research team, for exaglplEians who want to
screen and randomise a patient eof-hours

o Each Randomisation User has their own individual account

2. Research Coordinataccount

0 Able to accesall functions on the database (e.g. randomisation, data entry, data que3its
reportingand patient transferk

0 EachResearch Coordinator will hatteeir own individual accounusername and login)

3. Investigatoraccount
o0 Able to accessome functions on the database (etgndomisationdata entry, data queriesSAE
reporting andsignoff)

o0 Intended for use byite Principal Investigatsr

https://remapcap.spinnakersoftware.com Page7 of 78
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o Eachinvestigatorhas their own individual account.
4. Outcome Assessor
o Able to complete Dayt80 followup for participants at sites that their account is linked to
0 Used in regions or countries thhaive a centralised team to conduct follawp interviews
0 Not able to randomise patients or edit/modify data entered into the eCRF other than D180 form
o Each outcome assessor has their own individual account.
5. eCRF Data Collectaccount

0 Able to perform all othe same functions as a Research Coordinator account, except for the abilij
screen and randomise patients

0 Each eCRF Data Collector has their own individual account.

3.2.2. Reguesting an account

9 Prior to starting REMABAPYyou will be asked to complete@atabase Form. Accounts will be sgtby
your Regional Project Manageraccordance witlhis form.

1 Subsequent requests for individual logins should be made to Baject Manager (refer taContact
Detail9.

1 Username must bea validemail addres.

1 An email will be senb the nominated email address containing instrucgam how to activate the
account andseta passwordgeeimage below.

1 The user invitationvill expireafter 5 days If the invitation has expire@dskyour Roject Manager to re
send the invitation.

1 /£t A0l 2ickhek& X Wy KS S WHich Wwill take/y@uktaithe(database. Enter your chos
password as per thpassword policy

User Invitation - REMAP-CAP

remap-cap@spinnakersoftware.com <remap-cap@spinnakersoftware.com>
To.

Hi
[Project Manager]  has invited you tobe a  [Account Type] on https://remapcap.spinnakersoftware.com.

To activate your account and set your passwotd

Or paste the following address into your web browser
https:/fremapcap.spinnakersoftware.com/Login/invitationActivate.aspx?rp=1&inv=35&csx=hvzcfnxr27d

For security reasons this link will only be valid for 5 days
Go to the REMAP-CAP Trial website

from,

Spinnaker Software for the REMAP-CAP Trial

Please do not reply to this email as I'm just a piece of software and | won't understand your email.

*The machine is capable of almost , but Il still put my trust in a healthy set of tonsils® - McCoy (Bones)

3.3. Passwordpolicy

Passwords must contain:

9 Atleast 6 characters

https://remapcap.spinnakersoftware.com PageB of 78
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i1 Cannot be a password that is deemed to be insecure (e.g. password, PassWord, or 123456)

1 Must not contain the username (e.g. usernar28]L

Note thelist of passwords that are considered to be insecurgated regularlyand passwords that were
previously allowed may berohibited.

Please note thapasswordsare casesensitive
Recommendations:
1 Usea password manager to generate and stpesswords
1 Change youpasswords regularly

I Choosea password by combining 5 or more random common words (e.g. correct horse battery stapy
home, password is eorrecthorsebatterystaplehome

A NT i you are not receiving your invitation email, checkiyjunk (or spam) folder.

You may need to configure your email settings and add the REBAPdatabase email address to you
contact listremapcap@spinnakersoftware.com

3.4. Loggingin

Youcan access the REMAAP website at the following address:

1 forgot my username or password

Get in touch with us at Spiral if you would like to see more
of our software spinnaker@spiral.co.nz

https://remapcap.spinnakersoftware.com
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3.4.1. Forgotten username and / or password
A user is permitted five login attempts. After five faikstempts users will be lockedut for 10 minutes.
Passwords are encrypted in the database and cannot be recovered.
Individualusers are responsible for their ovpasswords

If an individual user forgets their username or password (image below)gclimkjot my username or
passwor@ on the login page.

Username/Email

Password

SIGN IN
@y username or pas@

& Of A Oprdoynd usrfflaméor passwérdE Y2 G KSNJ LI IS gAff f 2
address linked to the individuatcount

Enter your email address linked to your account and 8ligkserdd me reset instructioés®
Reset instructions will be sent to your nominated email address.

I £t AO1 2lickihé&k&S XYM YyiK®& LI aag2NR NBaSdG AyaidNuzOi
(image below).

Password reset - REMAP-CAP

com

Hi

You recently requested to reset your password for hitps://remapcap. spinnakersoftware com

To action this request please

Or paste the following address into your web browser

hitps://remapcap. spinnakersoftware. comvLogin/PasswordRecover.aspx?rp=18v=Tb%2bRn0F T %2/NAe6pBInKUxBIWGgNcQpmXumKtiiMoa30MDKNsOL SydpkumYMBHCGInSY
EyBmKqgnigIVRbO2nBBcMZ360gklVESJIWDnuxXOwo7 JoMIXS %2bw27251S15Q

For security reasons this link will only be valid for 5 days
If you did not request a password reset, please disregard this message and your password will remain unchanged.

Go to the REMAP-CAP Trial website
from,
Spinnaker Software for the REMAP-CAP Trial

Please do not reply to this email as I'm just a piece of software and | won't understand your email

“Coffee, | beat the Borg with it"- Janeway

https://remapcap.spinnakersoftware.com PagelOof 78
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1 You will be directed to a new webpagenter a new password as per the password policy (refer to
Password Poligy

1 The website should automatically log you in. If this does not happen automaticatiperethe REMAP
CAP database home padetfs://remapcap.spinnakersoftware.coyrand login using the new passwor
you have just chosen.

3.4.2. Twofactor authentication

I Two-Factor Authenticatiorf2FA)is an additional layer of security that helps safeguard your online
accounts by requiring two forms of identification before granting access. In addition to your usernd
and password a second form of identification, usually a unique code, is neededfyoyeeir identity.
This approach significantly strengthens the security of your account by mitigating the risk of
unauthorized access, and is being increasingly adopted by organizations and similar databases.
From B September 2023 (UTC) it will be mamaky for all users to set up 2FA.

1 We have chosen to allow users the option of utilizing any of Google Authenticator, Microsoft
Authenticator, or Twilio Authy as the 2FA method for our trial database due to their reliability and
of use.

1 Follow the net steps to set up 2FA for your REMBRP Trial account.

Step 1:Download a TweFactor Authenticator app

1 The following apps can be used for tfaxtor authentication in the REMAPAP database:
# Google Authenticator
@ Microsoft Authenticator
® Twilio Authy

1 On your smartphone or tablet, search for your preferred application (e.g., "Google Authenticator")
your device's app store, and download and install the app.

1  Twilio Authy can be installed on your computer, if you are unable to use aeptaablet.
Note: Installation ofthe appon your work desktomaybe restricted basedl y & 2 dzNJ 2 NH | \
of usingthird-party apgications

1 Open your authenticator application on your mobile device and follow the next set of instructices
up your account.

Step 2: Enable 2FA in your REMBRP Trial Account
1 Log in to your REMABAP Trial account using your usual username and password.

1 The 2FA set up page will displajwroughoutthe 2FA set up process a link to downloaziFa\ quick
guidewill be available on each pagealsooutlines the steps to take if your 2FA is not functioning
correctly.

I To continue with setting up your 2FA click@anerate QR Code

https://remapcap.spinnakersoftware.com Pagellof 78
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Two factor authentication (2FA)

required to access this database. The following guide will assist you to set up and use 2FA,
To setup 2FA please follow these steps:

1. Install Google Authenticator, Authy, or Microsoft Authenticator on your device.

2. Once you have installed the app, dlick the "generate unique QR code’ button below.

3. Scan the QR code using your authenticator app.

shared computer select 'do not remember me on this device'

Generate QR Code

| can't use a mobile device or authenticator app

Download 2FA quick guide

Thank you for your support of the REMAP-CAP trial. To protect the privacy of our participants and their data, two-factor authentication (2FA) is now

4. Enter the code displayad on your app. Choose 'remember me on this compurer’ if you are using your perscenal or work compurter. If you are using a

1 Open the Authenticator aggationon your mobile device.

entry code.

1 Follow the promptgo scan the QR code displayed on the RENMIAIP Trial website or enter the manu

Two factor authentication (2FA)

Scan the QR code using your authenticator app (Google Authenticator, Authy, or Microsoft Authenticator)
or use the manual entry code (If needed)

Manual Entry Code: JE2U4U2UISTGIYZZKVCUGESRGYWTGS)ZIE

Enter the 2FA code from your authenticator app

Remember me on this computer Do not remember my details on this computer

computer” if you are using a shared computer

can't access my 2FA authenticator

Download 2FA guick puide

If you are logging in on your work or personal computer, select "remember me” to bypass 2FA for 30 days. Select "do not remember my details on this

1 The authenticator application will generate a uniquedilit code.

i Enter this code into the designated field on the RENOX Trial website.

i If you are loggig in on a personal device, you can ask the database to remember your details and
bypass 2FA for 30 days. Do not select this option when using a shared computer.

https://remapcap.spinnakersoftware.com
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innak
ap.
pcap.sj software.com says

We will remember you an this device so that you won't be asked for
2FA every time, but it wont last forever.
Two factor authentication (2FA) “

Scan the QR code using your authenticass,
ar use the manual entry code

Manual Entry Code: KSHEQ3SHOVWXI4JVNNRFMTSOJFQUQMLQKMN3FM

Enter the 2FA code from your authenticator app

633403 Remember me on this computer Do not remember my details on this computer

If you are logging in on your work or personal computer, select "remember me" to bypass 2FA for 30 days. Select "do not remember my details on this
computer” if you are using a shared computer

1 Once you have entered the code, the REM&RP Trial website will confirm successkitup.

1 Your authenticatomppwill generate a new sidigit code every 30 seconda/hen prompted for the
authentication code during future login attempts, open the authenticator app and enter the most rq
code displayed.

Reseting your 2FA codes
If you experience errors with your 2FA code at future login attempts you can request to clear your 2F4
and set up your 2FA agaifiodo thisyou can call youproject manager directlgr send a request via the
REMARCAP databasd o send a 2FA resetquest viaspinnaker

i After loggingin to the REMARCAP Trial databasthe Two-factor authentication (2FApagewill display
Clickk Ol yQi | 00Saa Y& HC! | dziKSyGAOl G2NW

Two factor authentication (2FA)

Enter the 2FA code from your authenticator app

Remember me on this computer Do not remember my details on this computer

If you are logging in on your work or personal computer, select "remember me" to bypass 2FA for 30 days. Select "do not remember my details on this
computer” if you are using a shared computer

| can't access my 2FA authenticator I

Downlead 2FA quick guide

7 AddanSy iNE AYy GKS FOFrAfroftS GSEG 02E FyR OfA0
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Two factor authentication (2FA)

Hello, Plegse reset my 274 code.

If you are unable to access your device or the 2FA app to generate a login code, please contact your Regional Manager to reset your 2FA.

You can call your Regional Manager directly, or use the text box below to send a message to your Regional Manager.

r

Back to login

Request sent

Back to login

Two factor authentication (2FA)

1 You willreceivea notificationvia email mce your request is actioned by your regional manager

Go to the REMAP-CAP Trial website

from,
Spinnaker Software for the REMAP-CAP Trial
Please do not reply to this email as I'm just a piece of software and | won't understand your email

"I cannot change the laws of physics, Captain! A've got to have thirty minutes " - Scotty

2FA set up ora secondary device

1 Go to yourMy Profiletab (top right of the menu bar)

2FA reset actioned Local User - REMAP-CAP Bitemal) D Inbox x
REMAP-CAP Trial System <remap-cap@spinnakersoftware.com=

tome -

Hi

Test Manager has deleted the Two factor authentication (2FA) keys for your account. You will need to setup 2FA again when you login

Youcanset up2FAon another device. For examplan another phone or tablet

1 Click2FA authenticatioiin the left panel to display the 2FA authentication options.

devices/apps) I VI G

Userinfo

Email Notifications
Locations

Change photo
Change password

2FA an[hE‘[iEat'onI

Dashboard

Sign out

1 You can choose t6how QR Codes Generate new 2FA ke

QR code for each device and authenticator they have.

Eﬂ” Patients Resources Manage Monitaring Reports WVulcan ‘ -
Vanessa Two-factor authentication (2FA) Keys
singh To add existing 2FA keys to a secondary device or app (leaves existing authentication working) [T el3e
Project
Manager Reset your keys and set up 2FA on a new device or app (more secure if you no longer need to authenticate with your old

1 SelectShowQR Codeto add existing 2FA codes to a secondary deviserddanscan and use the sam

https://remapcap.spinnakersoftware.com
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1 SelectGenerate new 2FA keifsyou would like to reset your 2Féddes. Follow the steps to scan the Q
code displayed (or enter the secret key manually) and enter the new authentication code in the
designated field.

Two-factor authentication (2FA) Keys

Scan the QR code using your authenticator app (Google Authenticator, Authy, or Microsoft Authenticator)

Manual Entry Cade: KIZVIM2RGSHWALTYHAADSUTQGALEI4LINM

Enter the 2FA code from your authenticator app

Test 2FA code

i Ifyouareunable to accesgour authenticator appdue toa lost devicegontactyour regionaimanager
They may reset your codes ahgpass 2FA for a period of time untdu regain access tgour device.

i If you have more than one REMARAP database account, yoanlink your authenticator app to all
relevantuser accounts.

1 Contact your RegiondManager if you require any assistance in managing your database accounts.
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4. DASHBOAREBND NAVIGATION

Upon loginyou will be presented with Bashboard(also known as landingage which provides summary
information onrecruitmentat your site

Different accountsvill see different dashboardslepending on the website functions they have permission to
accessAll users can view the@ashboardelease notesPendingpatienttransfers, reveaand eligibilitydisplay
forrecordswithaWLISY RA Y. 3Q & i ( dza

TheResearch Coordinator Dashbo&ahincludeup to ten distinctive sections:

1. Navigation bar Transfers pending

2. 0Add patieng button Alerts

6
7

3. &t NX yspecifie aligillity checklist or blar 8. List ofpatientsrecently randomised at your site
9

['wCe FdzyOuArzy Graph of btal enrolments at all sites

4. Eligibilitypending patients 10. Open queries

5. Reveal pendingatients

Thelnvestigator Dashboardanincludeup to nine distinctive sections:

1. Navigation bar Transfers pending

2. 0GAdd patient button Alerts

6
7

3. &t Nskespecific eligibility checklist or blar 8. List ofpatientsrecently randomised at your site
9

['wCe FdzyOuArzy Graph of btal enrolments at all sites.

4. Eligibilitypendingpatients

5. Reveal pending patients
TheRandomisation UseiteAccountDashboarccanincludeup to eightdistinctive sections:

1. Navigation bar Reveal pending patients

2. 0GAdd patieng button Alerts

6
7

3. at N yspecifi aligitfi2 NJ o f | y 8. List ofpatientsrecently randomised at your site
9

function Graph of btal enrolments at all sites.

4. Eligibilitypending patients 10. Open queries

5. Transfers pending
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TheOutcome Assesséccount Dashboarihcludesthree distinctive sections:

1. Navigation bar 3. List of patientgequiring D180 follow up al
2. Alerts your site(s)

TheeCRF Data CollectAccount Dashboardanincludeup to nine distinctive sections:

1. Navigation bar 5. Transfers pending

2. at NX yspecific aligidiity checklist or blank
| wCé Fdzy Ol A2y

o

Alerts

7. Listof patients recently randomised at your
3. Eligibilitypending patients site

4. Reveal pending patients 8. Graph of otal enrolments at all sites

9. Open queries

4.1. Navigation bar

§n Patients Resources Manage Maonitoring Reports SITE NAME ‘ -

Tonavigate youway around the siteysethe navigation toolbarat the topof the screa.

41.1. Site name

Thesite nameis displayed in théop right-hand corner of the screen. Please ensure that you are logged into
correct site before assessing eligibility, entering data, or modifying site settings.

Clicking the arrow on the right of the site name will reveal a menu that will allow yeiewooredit your profilg
change location (if you have access to more than one location), or sign out.

Site Name 1 -
l User Name I

Site Name

My Profile
Change Location
Sign Out

4.1.2. Dashboard

Thedashboard(or landing pageis available at any time by clicking on the RENIA¥P logq &4 ) on the top
left-hand corner of the screen.

Patients  Resources Manage Monitoring Reports SITE NAME ‘
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4.1.3. Patients

Lists of patients who have been randomised at the site, who are eligibility pending, or have been traraterrg
available at any time by clicking &atientsin the navigation talat the top of thescreen (refer td?atient Lis).

Eﬂ Resources Manage Monitoring Reports Site name l -

4.1.4. Resources

All available resources are available by clickinlResourcesn the navigation takat the top of the screergrefer
to Resourcekp

E»" Patients Manage Monitoring Reports SITE NAME ‘ & |

4.1.5. Manage

To view and manage all of the account(s) linkegdar site, and the interventions that are available at your sitg
click onManagein the navigation talat the top of the screerfrefer to Managse.

ﬁ‘“ Patients Resources Monitoring Reports SITE NAME ‘ =

4.1.6. Monitoring

To view a list of data queridsr participants at your siteclick onMonitoring in the navigation talat the top of
the screen(refer to Monitoring).

ﬁ'" Patients Resources Manage Reports SITE NAME ‘ v |

4.1.7. Reports

To view a list of the reports and data extracts available for you to download, cligkporisin the navigation tak
at the top of the screerfrefer to Report9.

S'" Patients Resources Manage Monitoring SITE NAME ‘ .

4.2. Add patient

To randomise patient, ¢ick on theGAddpatient button on the top of the dashboartb start the eligibility
processThis function is only available RandomisatiortJser accounts, Research Coordinators, and Investiga
It is not available to users with an Outcome Assessor or eCRF DatddCalteount.
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&+ Add patient

4.3. Printing asite-specific eligibility checklist or blank CRF

To printablank CRF or eligibility checklist that is specific to the domains and interventions that are availab
your site, cliclon thedPrint sitespecific eligibilitchecklist or blank CRButton near the top of the dashboard.

Print site-specific eligibility checklist or blank CRF

Clicking this button will take you to another page which will display the domains that are active in each Str
and State at your site.

Non-pandemic Pandemic
ICU ICU Ward
Domains: Domains: Domains:
Corticosteroid (C) Antiplatelet (B) Immunoglobulin (P)
Antibiotic (A) Antibiotic (4)
Influenza Antiviral (1) Influenza Antiviral (1)
Anticoagulation (H)
Print eligibility checklist Print eligibility checklist Print eligibility checklist
Print Blank CRF Forms for Paediatric Participants

4.3.1. Print sitespecific eligibility checklist

To print an eligibility checklist, clithe &Print eligibility checkligtbutton under the appropriate Stratum for the
patient you wish to screen for eligibility (e.g. if the patient has suspected or proven pandemic infection, clig

0dzii (1 2y iyt R/FNS YIAKORD UD2 € dzYy 0 o

4.3.2. Print sitespecific blank CRF

To print a blank CRF that is specific to the domains and interventions that are active at your sitee dfckt
blank CRé&button. Clicking this button will open a new window, which will allow yosetect which forms of the
CRFtoprint, 2dz Yl & Ff a2 a$S PintBaskIORMEorinSfor @akziidir2 §artidigmts is
only applicabléf your site issnrollingpaediatric participants.

Non-pandemic Pandemic

ICU ICU Ward

Domains: Domains: Domains:

Corticosteroid (C) Antiplatelet (B) Immunoglobulin (P)

Antibiotic (A) Antibiotic (4)

Influenza Antiviral (1) Influenza Antiviral (1)

Anticoagulation (H)
Print eligibility checklist Print eligibility checklist Print eligibility checklist
| Print Blank CRF Forms I | Print Blank CRF Forms for Paediatric Participants I
e
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Print Blank CRF forms for Location

- Select forms

(JBaseline

(JSupplementary Baseline

O Microbiology

[ Daily Blank Form MNa. 1

(O Medical Administration
O Monoclonal Sampling
O Discharge

[JConsent

ODay 21

O Day 90

ODay 180

[ ventilation Baseline

[Jventilation Daily Blank Form o, | 1

[ Protacol Deviation
[ Adverse Event

(D Serious Adverse Event

Print Selection

Select the forms you wish to print and@f Prirtt selectiogd @

You carprint a patientspecific blanidaily CRFrom the Patient Summary Page

4.4.

Eligibility pending

1

is not yet completed. BothJ- G A Sy G &

If there areincomplete eligibility assessments for patients at your gigigibility pendingpatientst),
these will appear on the dashboard.

Eligibility pending patients are patients who have had an eligilaiisgessmentommenced but this form
NE lj dzA NA y 3  O2 y Torgaiéuppbtk 2 y 2
pendnge andpatients requiring confirmation of consent prior to randomisatiogrior consent
pending are located here.

02DS59900999

Eligibility pending patients

Hospital admission Expires/Due

09-Nov-2018 06:28  09-Nov-2018 06:16 Organ support pending

08-Nov-2018 06:28  09-Nov-2018 23:59 Consent pending

1 To update eligibilitypn these patients, click on tH® andrefer to Eligibilitypending formore
information.
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Eligibility pending patients
ID ICU admission Expires/Due

AWTKFY  17-Dec-2019 10:00  18-Dec-2019 10:00  Prior Consent
AJQLSE 17-Dec-201906:30  18-Dec-2019 06:30 Organ support

4.5. Reveal pending patients

1 For some domains, after a participant is randomised additional information may be required before
LI NOAOALI yiQa fft20FGA2Y O0APSPd (KS AydSNBSyI
revealed.

1 Alist of patients whdave been randomsed to a given domajrbut have not hd their allocation status
revealed, appears on the dashboaRkfer toReveal pendinfpr more information.

Reveals pending

] ICU admission Domains  Expires/Due

02995300600  23-Aug-2022 03:00 W 27-Aug-2022 12:51

4.6. Alerts

i1 Alist of alerts appears on the dashboard. These includétamg that require action from site users.
Examples of alerts include:

o Where consent has been revoked
0 Where the eligibility CRF is incomplete

0 Where conflicting data has been entered

| Click on theparticipant study numbeto view theLJ- NIi A @RHAs]-cheKitlokirt description to view
the relevant CRF, or click the liakthe bottom of this sectiomo view all alerts.
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Alerts
Patient ICU Admission  Alert

AQZNB]  13-Aug-2019  Organ support questions need
answering

AQYWKY  22-Jun-2019  Organ support questions need
answering

ASYSX) 22-Jun-2019  Organ support questions need
answering

View all 50 alerts 4 high priority

4.7. Transfers pending

9 Participants may be transferred between participating RENIAP sites

1 Alist of patient transfers thatave notyet been accepted bthe receiving sités provided on the
dashboard.

Transfers pending

Patient From To Initiated

0203801040 02038 - Juniper 02D5% - Desp 26-Aug-2022
Infirmnary Space 9 14:43

0203801038 02038 - Juniper 02058 - Deep 26-Aug-2022
Infirmary Space 9 14:42

View Transfers

| Click on theparticipant study numbeto navigate tothat LJ- NJi A @atiedt synin@y page.
1 Click on tha\iew Transferéto navigate to thelransfer tab

1 To approve the patient transfer, refer to thatient Transfers

4.8. Randomised patient list

1 Alist ofparticipants randomisedt your site is located on the dashboard.
f Click on garticipant studynumberi 2 2 LISy GKF G LI GASy(iQa adzyyYl N|

f To search for a specifi@rticipant enter theér LI NI A OA LI y i & (i dfé payedéyD SN
Patient SummaryPage for this patient will load automaticalfsefer to Patient Summary Paje
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# Patients randomised at Site Name

Patient

02DS900378
02DS%00377
02DS900376
02DS900375
02DS900374
02DS900373
02DS900372
02DS900371
02DS900370

02DS900369

Initials
GHO
GHO
GHO
GHO
GHO
GHO
GHO
GHO
GHO
GHO

Find patient

Day

O 0 N o0 A W N

-
o

Randomised
05-Nov-2018
04-Nov-2018
03-Nov-2018
02-Nov-2018
01-Nov-2018
31-Oct-2018
30-Oct-2018
29-Oct-2018
28-Oct-2018
27-Oct-2018

4.9.

Enrolment graph

A participantrecruitment graphindicates totaREMARCAP recruitmenat all sites utilising the Spiral database

Total Enrolments (24)
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5. RANDOMISATION

1 Randomisation UserfResearciCoordinators, and Investigators are able to screen and randomise
patients. Outcome assessor and eCRF Data Collector accounts are not able to use the eligibility m

1 There are a number @igibility questions to be completedhe eligibility module idynamic, and the
questions that yoware asked to answewill depend on the domains, interventions, and stratum that an
active at your site at the time of the eligibility assessment.

1 ¢KS R2YlI Ay O2RSa tAaGSR |02@S ekwhatdbmains ar&afttive o
your site.

 AlloftheljdzSatdAaz2ya 2y SIOK LI 3AS YdzAExeo 8 21 ¥ 244 RN K

1 ¢KS RIFEGFolraS NBGASGa St AITAoMekEA &l 2 FHIZE2NY RS CuSyNE

1 The daabase will inform the usef the patient is no longer eligiblét the bottom of the page click on
0 KSexth odziGizy

1 LF¥ @&2dz OGanc@| o2dghdiiiey®atidn entered in the eCRF up to this point WiDT be

saved.

-"' Patient Eligibility

E”gibi”ty Vulcan is currently assessing eligibility for domains A, B, C, D, E H, [[ M, P, V
-} Patient Demagraphics

Demographics Patient initials First, Middle, Last (FML). If the patient does not have a middle name use a dash (F-L).

Date of birth dd-MMM-yyyy | e 01Jun-1965  J Unknown at this time
Sex at birth wale Female
Where is the patient physically located cu NOT I U

d for hospital admission and specify location to which patient Is accepted for admission. ICU

1 You can go back wheck previously answered quest®or change answers at any time by selecting thi
relevantEligibility Pagen the Eligibility Pagiavigation Tab

§MN Resources Site Name ([ -
‘+ When did this hospitalisation start
Eligibility When did ICU admission start
D ——— Is the patient receiving a continuous vasopressor and/or inotrope infusion Yes No
Demographics Is the patient receiving non-invasive ventilation (NIV) Yes No
Platform Incl/Excl 1
Is the patient receiving invasive mechanical ventilation Yes No
Is death deemed imminent and inevitable during this admission AND either the patient Yes No
substitute decision maker or attending physician is not committed to active treatment
\ ) . o o
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ANt click on theinformation button ) at the end of each question to view the question
definition. If you have viewed the definition and you are still unsure, contact your Project Manager
discuss the item.

5.1. Enter a new patient

There are two places where you caasilyaccesghe eligibility CRFor a new patient.

1. OntheDashboardto N} Y R2YA aS I LAHdPaiSg G Of A0l 2y a

ﬁn Resources Site Name U ;

2. OnthePatientspageli 2 NI Y R2 YA &S [|AddBlatier Stiyefioh thedpadge Oriclickoyf thei
0Add Patient tab @

&" Patients Eligibility Resources Manage Monitoring Reports Site Name ‘

Find a patient

Participant Study Number )

5.2. Duplicate Patient

5.2.1. Duplicate patient within the last 72 hours at your site

i If you attempt to randomise a patient with the same initials, date of birth and sex at birth at your sit
within 72 hours, alALERWill appear.

1 Please check that the patient you are trying to ramilee has not already been enrolled in REMZ¥P
before continuing.

o LT GKS LI GASY(d KI & 0S8 95 tIeydRife sa8Rpanéytd ( K S
0 |Ifthe patienthasnoto SSy Sy NRBff SR Ay GiKBeyarda#R® 06S7F2)

1 Only a ReseardBoordinator account can enter two patients with the same initials, 208 sex at birth
within 72 hours.
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- Demaographics

Patient initials ppE rst, Middle, Last (FML). If the patient does not have a middle name use a dash (F-L).

Date of birth 12-0ct-1965 a.g 01-jun-159¢ Unknown at this time, presumed to be an adult

A patient with these initials, date of birth and sex has completed eligibility at your location within the last 72 hours, is
this the same patient?

Yes, they are the same patient = Mo, they are not

X A patient has been found in the database with matching date of birth and initials. Please answer question below.

5.2.2. Duplicatepatient within the last 90 days at any site in your country

1

If you attempt to randomise a patient with the same initials, date of birth and sex at birth within the
90 days at any site located in your country fdrERWill appear.

P ocmographic

Patient initials ppp t t (FML). If the i i

Date of birth 12-0ct-1965 € I Unknown at this time, presumed to be an adult

X A patient has been found in the database with matching date of birth and initials. Please answer question below

A patient/s with these initials, date of birth and sex was randomised in your country within the last 90 days, is this
patient any of the patients listed?

Eligibility code AQPLHR was added on 07-Nov-2018 00:22 at 999 - Vulcan

Yes, they are the same patient  No, they are not

In the alert you will be told:

0 The name of the site where the previous patierds randomised

0 The date they were randomised

0 The eligibility code (NOTE: thisii the same as the participant study number)
2S5 NBO2YYSYR &82dz O2y il OG GKS aAridsS tAadSR3I O
family member if thepatient was admitted to the other hospital in the last 90 days.

Please check that the patient you are trying to randomise has not already been enrolled in RERAR
before continuing.
o LT GKS LI GASY(d KI & 0S5 9y5 tIeydRiHsdms patiekdyd G K S

A Ifthe patienthas notd SSy Sy NRff SR Ay 6K SeyarddiR® 6

Only a Research Coordinator account can override a duplicate patient alert.

5.2.3. Override duplicate patient

A Research Coordinator account must be used to override duplicate patient alerts.
{ St 8iratiérd 2y (GKS 5FaKo2FNR 2N t+FGASyGa LI 3ISq

Enter the patient demographics.
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9 If duplicate randomisatiomlert appears, please check that the patient you aréngyto randomise has
not already been enrolled in REMARP before continuing.

o LT GKS LI GASYG KI & oS 8¢ thSyanBhe faSdatén® (1 K S
o Ifthe patienthasnoto SSy Sy NRff SR Ay GBiKk@eyardr#Re o6ST2

Conthue answering the eligibilitgssessmenguestions.

5.2.4. Randomisation email

If a patient is randomised to a REME&RP domain or entered into Eligibility pending, an automated email wi
sent to site research staff (refer t&mail Notifications

R REMAP-CAP
Patient 0299900458 randomised - REMAP-CAP

To

Hi  Your name

Name of user has enrolled new patient 0299900458 at 02999 - Vulcan.

Randomised into:

Domain code, Domain name (e.g. A Antibiotic)
Pandemic infection suspected or confirmed or Pandemic infection not suspected or confirmed

Patients enrolled by 02999 - Vulcan: XxXX
Trial patients: xxxx

Go to the REMAP-CAP Trial website.

from,
Spinnaker Software for the REMAP-CAP Trial
Please do not reply to this email as I'm just a piece of software and I won't understand your email.

5.3. Randomisation Allocation

1 hyOS Fftf 2F (KS StAIA0AfAGE [dSaitrazya KI @S ¢
be taken to a new page confirming that the patient has besrdomisedand outlining which domain
interventions that patient has been allocated to

1 Arandomisation confirmation email will automatically be sent to all site research staff upon succes
randomization.

https://remapcap.spinnakersoftware.com Page27 of 78



https://remapcap.spinnakersoftware.com/

REMAFCAP Spirdbatabase User Guide Versid® dated 06 September 2023

Return totop

"‘ Patients Resources Manage Monitoring

0299900205
Randomised 27-Nov-2019 00:39
Hospital ad. 25-Nov-2019 01:00

ICU ad. 26-Nov-2019 01:20

? Summary
Domain
V Eligibility
Antibiotic Domain

Macrolide Reveal
x Macrolide Duration Domain

XiBassling Corticosteroid Domain

X Microbiology Antiviral Domain

X Daily

X Antimicrobial What to do now ...
Antibiotic

X Discharge

X Consent

X Day 90- bedside

X Day 180- 25 M Macrolide Duration

23:59)

bedside

z

located at the top of the page.

Platform confirmed
Please PRINT this page and place it in an easily accessible place that bedside staff can view.

Reports Site Name 1 -

& Print this page

Patient 0299900205
Randomised 27-Nov-2019 00:39

Initials KAN, age Unknown has been enrolled in the REMAP-CAP Trial

Allocation Status

IV Ceftriaxone + 3 days of IV Azithromycin

Reveal Pending

No Hydrocortisone or other systemic corticosteroid

Not eligible

* Prescribe IV Ceftriaxone + 3 days of IV Azithromycin
* Next steps are outlined in the Antibiotic Domain Administration Guide (pdf). Please print this and leave it at the

* Prescribe 3 days of IV Azithromycin as part of the antibiotic domain
* Duration for this domain will be revealed on the Macrolide Duration Domain Reveal Page. Some additional questions
will need to be answered to obtain reveal. This can only be done prior to the end of study day 5 (ending 01-Dec-2019

* Next steps are outlined in the Macrolide Duration Administration Guide (pdf). Please print this and leave it at the

T tfSIFasS LINAYyd GKS NI YR2YAT | GA 2 yPribtgkh3 SagéF 2aNdziii (K2Sy]

ﬂ Patients Resources Manage Monitoring

0299900205
Randomised 27-Nov-2019 00:39
Hospital ad. 25-Nov-2019 01:00

ICU ad. 26-Nov-2019 01:20

? Summary

Domain

Antibiotic Domain

Macrolide Reveal ) . .
X Macrolide Duration Domain

Xipaseling Corticosteroid Domain

X Microbiology Antiviral Domain

X Daily

X Antimicrobial What to do now ...
Antibiotic

X Discharge

X Consent

X Day 90- bedside

X Day 180- 25 Ma Macrolide Duration

23:59)

bedside

Platform confirmed
Please PRINT this page and place itin an easily accessible place that bedside staff can view.

Reports Site Name L -

Patient 0299900205
Randomised 27-Nov-2019 00:39

Initials KAN, age Unknown has been enrolled in the REMAP-CAP Trial

Allocation Status

IV Ceftriaxone + 3 days of IV Azithromycin

Reveal Pending

No Hydrocortisone or other systemic corticosteroid

Not eligible

e Prescribe IV Ceftriaxone + 3 days of IV Azithromycin
* Next steps are outlined in the Antibiotic Domain Administration Guide (pdf). Please print this and leave it at the

* Prescribe 3 days of IV Azithromycin as part of the antibiotic domain
o Duration for this domain will be revealed on the Macrolide Duration Domain Reveal Page. Some additional questions
will need to be answered to obtain reveal. This can only be done prior to the end of study day 5 (ending 01-Dec-2019

o Next steps are outlined in the Macrolide Duration Administration Guide (pdf). Please print this and leave it at the
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1 Administration guides for each domain that the participant is randomised to are available for downall
by clicking on the hyperlink under each relevant domain. These administration guides are also av
for download under thékesources tab

0 As these administration guides may be updated over time, it is recommended that they are
downloaded at the time that the participant is randomized to ensure that the current versior
utilized.

o Administration guides are intended to provide a brief reference guide to the delivery of allog
interventions, and should not substitute entirely for a thorough knowledge of the study protc
If you have any questions about the delivery beated interventions please contact your

Project Manager.
1 LT &2dz KFI@gS Of2aSR GKS LI 3Ss> &2dz Oy @ASg (F

i K BatightummaryPageé YR G KSy 06 BEligifdityA ONyA yIBK 2 y/ viC G 0 ®

f ForsomeR2 Yl AyaszX FRRAGAZ2YIFE AYTF2NXIGA2Yy YI& 0S8 |
revealed.

o ¢K Sfiligit’xilityé 2dzi02YS LI 3AS oGAff Pqﬁ&n?g RdvealsE & K/)ﬁ(“) K]
links to Reveal forms for each domain.

E Platform confirmed & Print this page

Patient 0299900458
Randomised 25-Aug-2022 14:28
Initials M-P, age 34 has been enrolled in the REMAP-CAP Trial
Pandemic infection suspected or confirmed
Patient receiving organ support in ICU at time of randomisation

Domain Allocation Status
A Antibiotic Domain Not eligible

M Macrolide Duration Domain Mot eligible

X COVID-19 Antiviral Therapy Mot eligible

P Immunaoglobulin Domain

H Anticoagulation Domain

5 Simvastatin Domain Not eligible

Antiplatelet Domain

v ventilation Domain
s} Cysteamine Domain Not eligible
K Monoclonal Antibody Domain Not eligible
Endothelial Domain Reveal pending
X Day 21 - This patient may be eligible for the Ventilation Domain [« TRIN

o Domainspecific Revddorms are also accessible via W@ RF Navigation tab

o / tA01 2y (KS WwS@S| tspdcificyeRealyorm(in tiieAeff fanezoNhvigdle
to the additional criteria pagand complete thesligibility form.
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Anticoagulation Domain eligibility for patient 0299900458
Must be completed by 27-Aug-2022 03:00 (within 48 hours of ICU admission)

P cxclusion criteria

Does the patient meet any of the following exclusion criteria: Yes No

® A the time of eligibility assesement the patient was entered as not receiving therapeutic dose anticoagulation. Has
+ Summary this changed
7 Eligibil = since completing eligibility the patient has commenced or will commence therapeutic dose anticoagulation for a
Eligibi
gy clinical indication
? Domain P Reveal

? Domain H Reveal
- Consent

Have requirements for informed consent for this domain in this hospital for this patient Yes No
? Domain € Reveal been met

? Domain B Reveal

? Domain V Reveal
X Baseline - Patient inte
Consider change in bleed

X Microbiology

<k since eligibility commenced
In the opinion of the treating clinician is allocation to any of the Anticoagulation Domain Yes No

X Daily options below appropriate for this patient

* Conventional low dose thromboprophylaxis no prior TAC
* Intermediate dose thromboprophylaxis no prior TAC

X Medication
X Discharge

X Consent

ay 21 -

o Fordomainspecific pending reveal information refer to the REM24&FData Completion
Guidelines

5.4. Eligibility Outcomes

There ardour Eligibility Outcomes

1. Not Eligible ThHspatient does nomeet platform eligibility criterimmndare added to the list of patients who
were screened and not eligible

Not eligible confirmed

The patient is not eligible for REMAP-CAP. This patient has been recorded in the Master Screening Log.
Eligibility reference : ATHPK]

Thanks,
from the REMAP-CAP Team.

2. Registry confirmed This patientdoes meet platform eligibility criteribut is not eligible for randonsgation.
This may occur when a patient is eligible for the platform, but is nob#&igor randomisation to any
available domains.

Registry confirmed

A Research Coordinator will follow up with this patient.

Enrolment ANFTGK, initials GHO, date of birth 23-Sep-1973 has been enrolled in the Registry Domain of REMAP-CAP
Enrolled at 10-Jul-2018 07:00

An email has been sent to the Research Team at your site to notify them the patient has been enrolled in Registry Domain.

3. Eligibility pending This patientias not yet met all the platform eligibility criteria, however, there is still tin
for the patient to meet these eligibility criteria. On the outcome page, the reason why the patient has b
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placed in the eligibility pending criteria will be listed, @@ A y3 G KS RFGS FyR (GAY
assessmeninust be updated before the study timgindows close (refer t&ligibility pending patien)s

Platform pending

Enrolment ATZPKF, initials GHO, date of birth 23-Sep-1973 is not eligible at this time but may become ELIGIBLE for
RANDOMISATION to the PLATFORM at a later time.

Eligibility entered on 10-Jul-2018 05:16

If the patient is ventilated, receives non-invasive ventilation or a vasopressor/inotrope infusion by 11-Jul-2018 06:28:00
please revisit the REMAP-CAP database to update eligibility.

An email has been sent to the Research Team at your site to notify them the patient is "Platform Pending".

Update Eligibility

1 The two eligibility pending categories are:

3.1. OrganSupport Pendinglhe patient is not receiving qualifying organ failure support, and
requires this before they are eligible for the platform. Note that ICU organ failure support
not required for eligibility for the Moderate State of the Pandemic Infec&uspected or
Proven (PISOP) strata. The eCRF can be updated when/if organ support is required.

3.2. Consent Pendind he patient was indicated as capable of providing informed consent prid
randomisation, or prospective consent from the patient or thejpresentative is required
prior to randomisation. The eCRF can be updated once a consent discussion has occurr
whether consent has been provided or declined (refer to updating eligibility CRF).

4. Platform ConfirmedRandomised or Enrolledhis patient has beerandomised and has received an
allocation to one or more domains.

4.1. Registry PendingThis patient has been randomised and has received an allocation in a domain,
however further information is required before their allocation can beaaled.
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SES

Eligibility pending patients

)l

)l

¢2 @GASg LI GASydGa GKIFIG NB OdiNNByidGfte Ay (GKS ¢
section of the Dashboard page.

The list of Eligibility pending patients is also located onEhgibilityList Tabof the Patientspage

o { St 8@fbrmgending FTNRBY GKS RNRBLIR2gy fArAad G2 RA
patients.

ﬁ" Patients Eligibility Resources Manage Monitoring Reports Site Name 1 -

Eligibility

v Any Outcome
Registry (365 patients)
Master screening log (0 patients) Entered Updated Initials Age Location Sex EL_Outcome
Not Eligible (9 patients)

Agney vorvwv-evrowwes  07-Nov-2018 06:16  07-Nov-2018 06:16 GHO 45  DS9 Female Platform pending
ASRNVH  05-Nov-2018 06:28 06-Nov-2018 06:16 07-Nov-2018 07:00 GHO 45 DS9 Female Registry

AQXPBZ 04-Nov-2018 06:28 05-Nov-2018 06:16 06-Nov-2018 07:.00 GHO 45 DS9 Female Registry

AMHS|Q 03-Nov-2018 06:28 04-Nov-2018 06:16 05-Nov-2018 07:.00 GHO 45 DS9 Female Registry

5.5.1. Update eligibilittassessmerfor Eligibility pending patients

1

¢2 dzLJRFGS StAFA0ATAGE 2y IdioK SthebSthelDashbbasd/or Ratent 3 A
page.

Eligibility pending patients

ID Hospital admission Expires/Due

AXXJSN 09-Nov-2018 06:28  09-Nov-2018 06:16 Organ support pending

02DS9900999  08-Nov-2018 06:28  09-Nov-2018 23:59 Consent pending

A new page will load, providing a summary of why the patient was not randomised previously.
¢2 dzZLJRF GS G KS asdessmedtied R a OBda® Higidlig tox G &

The system will open to the last saved page of the eCRF before they were assigned to the eligibility
pending category.
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E“ Patients Eligibility Resources Manage Monitoring Reports Site Name ‘ -

Platform pendin,
Please PRINT this page and place it in an easily accessible place that bedside staff can view.
Eligibility )
ALJRPV Enrolment ALJRPV, initials GHO, date of birth 23-Sep-1973 is not eligible at this time but may become ELIGIBLE for

RANDOMISATION to the PLATFORM at a later time.

Eligibility entered on 07-Nov-2018 06:16

What next

If the patient is ventilated, receives non-invasive ventilation or a vasopressor/inotrope infusion by 08-Nov-2018 06:28:00
please revisit the REMAP-CAP database to update eligibility.

An email has been sent to the Research Team at your site to notify them the patient is "Platform Pending".

5.6. Updating incorrect information entered at eligibility

91 Information entered during theligibility assessment can be updated after a patient is randomised

1 Patient initials, date of birthsex at birthand ICU admission date & tincan be editedria thePatient
Summary Page 0 & & Sdit Ba@eiéAdy 3 &

N Patients  Eligibility ~ Resources  Manage  Monitoring  Reports
Patient 0299900124 Antibiotic domain
Patient initials: K-F Moxifloxacin test
0299900124 Date of birth: 23-May-1946
d 01-Nov-2018 13:3
c Sex at birth: Female
APD number:

. Adverse events +
¥ Summary Hospital Admission: 31-Oct-2018 07:20 No adverse events
+ Eligibility ICU Admission: 31-Oct-2018 13:50

Randomised: 01-Nov-2018 13:32
¥ Baseline Monitoring status:  Not monitored SAEs +
X Microbiology Locked status: Open No SAEs

Notes: Not;
X Daily

Protocol deviations +
X Discharge Edit patien No Protocol deviations
X Consent T
XDay 90 Change Log
w.more changes

X Day 180

A HINT Hospital admission date & time cannot be updated on the Patient Summary Page. This i
0SOlIdzaS AG A& I+ ljdzSadAazy 2y GKS . lFaStAiaysS S/
Eligibility eCRF, you will be asked to confirm the date thattisred. Once confirmed, the new date
entered into the Baseline form will overwrite the date and time entered into the Eligibility assessm

i Other eligibility data can be updatday selecting/iew Eligibility Dateon the eligibility result page.
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0299900564

Hospital ad. 11-
ICU ad. 12-May-202201:00

v Summary

 Eligibility
Macrolide Reveal

X Baseline

X Microbiology

X Daily

X Medication

X Discharge

X Consent

X Day 21 - 02 Jun

X Day %0 - 10 Aug

X Day 180 - 08 Nov

1 { St &duiligitility Requedts Sy G SNJ |

Platform confirmed
Please PRINT this page and place It In an easlly accessible place that bedside staff can view.

& Print this page

Patient 0299900564
Randomised 12-May-2022 10:48
age 35 has been enrolled in the REMAP-CAP Trial
Pandemic infection suspected or confirmed
Patient receiving organ support in ICU at time of randomisation

Domain Allocation Status

A Antibiotic Domain IV Piperacillin-tazobactam + 3 days of IV Azithromycin

12-May-2022 10:48

M Macrolide Duration Domain Not eligible

What to do now ...
Antibiotic (A)

« Prescribe IV Piperacillin-tazobactam + 3 days of IV Azithromycin

» You indicated you suspected MRSA, please prescribe an antibiotic to provide MR5A cover

» Next steps are outlined in the Antibiotic Domain (A) Administration Guide {pdf). Please print this and leave it at the
bedside

An email has been sent to the Research Team at your site to notify them the patient has been enrolled.

If any allocated intervention is not able to be administered please contact the Research Coordinator.

View Eligibility Data

Reasons for ineligibility

NBI azy F2NJ dzLJRIFGAyYy3

Edit Eligibility Request for 0299900564

Qr 0299900564 - eligibility code ARCRSR |

( )

Reason for editing eligibility

- E-Patient

Eligibility ID
Eligibility Code
Patient D

16676 £

ARCRSR
or Cancel

0299900564

1 Arequest will be emailed to your local project manager to unlock the fori®.f Sadkito Eigibility
datag to return to theView Eligibility Datpage. Ayellowalert messagewill display the request details

A reguest to unlock this eligibility form has been sent to your project manager

Back to Eligibility data
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Eligibility data for 0299900564 - eligibility code ARCRSR

Request to open for editing

Requestdate  27-Mar-2023 20:46

Request User  [Insert name]

Reguest reason Inotropes given at time of eligibility assessment and this data was incorrectly entered.

Waiting for approval

1 If the edit eligibility request ideclined the yellow alert text will no longer display and the eligibility forf

will display arOpen Eligibility foEditing button.

Eligibility data for 0299900564 - eligibility code ARCRSR

Open Eligibility for Editing

A HINT An edit eligibility request may require further discussion with your Site Investigator and/or
local Project Manager before it is processéd.ou are unsure an eligibility record should be updated
after randomisation, contact your local Project Manager.

1 Ifthe edit eligibilityrequestis approved you will receive an email notificatictatingthe formis
unlocked, including an auto lock date if it is not locked by the site.

Thu 11/05/2023 10:32 PM
RT REMAP-CAP Trial System <remap-cap@spinnakersoftware.com>
Patient 0299900713 edit eligibility AMTCKV unlocked - REMAP-CAP

To tardis@spiral.co.nz

Hi [name of recipient]
Eligibility form for patient 0299900713, eligibility code AMTCKV at 02999 - Vulcan is unlocked.
Unlocked by: [name of user]

Date unlocked: 11-May-2023
This eligibility form will be relocked18-May-2023

Go to the REMAP-CAP Trial website.

1 Return to theView Eligibility Datpage to start editing your datd.o edit aquestion, click the pencil icon

located to the right of the current valyediti KS RF G @1t dzS ' yR Of A 0]
1 More than one field can be updated, however, only one field at a time can be edited.
1 Once you have updated your data, clitknishediting and lock eligibility recoédo relock the form.

1 The form will automatically relock after 7 daom the date it was unlockédf it is not locked by the
site.
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Request to open for editing
Requestdate  29-Aug-2023 18:46
Request User  Test Local User
Request reason test
Authorised date
Authorised By

This eligibili
Finish editing and lock eligibility record

Eligibility data for 0299900564 - eligibility code ARCRSR

29-Aue-2023 18:48
[Mame of authoriser]
form will be relocked after 7 days

D - ratient

Eligibility ID

Eligibility Code

Patient ID

Registry ID

First entered

First entared UTC
Eligibility last updated
Eligibility last updated UTC
Location

What is your name
Patient ID Number

What is your designation
Please specify for other designation

16676
ARCRSR
0299900564

12-May-2022 10:46:00
12-May-2022 00:46:00
12-May-2022 10:48:00
12-May-2022 00-48-00
02999

[name of site user]
564

Project Manager

-) E-Demographics

Patient Initials

Date of birth

Age atfirst entry

Is the patient an adult in your jurisdiction
Sex at birth

Where is the patient physically located

Was the patient randomised in this study in the last 90 days

Encrypted_BHTUZm+ALVigEdAaKgn]/w==
Unknown
35
Yes
Female

I"-.ID

ICU

Data Field: EL_PreviouslyRandomised

Mo (Blank) “*

Mo (Blank)
es

Mo gnges
Make a selectiol

Details

T

Edit datapoint eligibility data for 0299900564 - eligibility code ARCRSR

Was the patient randomised in this study in the last 90 days
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5.6.1. Update information

for Registry patients

1 For patients in the Registrinitials, date of birthsex at birthand ICU admission date & tinsan be
editedvia thePatient Summary Page 0 €

a 5dit BaeiéAdy 3 ¢

ICU ad. 04-Mar-2021 22:31

?
2 summary Enrolled:

+ Eligibility
APD number:

E Registry Patient R0299900083 Organ support
Patient initials: JKL At any time in the first 48 hours of the ICU admission
R0299900083 Date of birth: 05JUL-1945 did the patient receive any of the following
Enrolled 09-Mar-2021 08:03 o
Hospital ad. D4-Mar-2021 16:23 Sex atbirth: Male

Hospital Admission: 04-Mar-2021 16:23
ICU Admission: 04-Mar-2021 22:31

09-Mar-2021 08:03

156

Edit patient Delete patient

v Acontinuous vasopressor and/or inotrope
infusion

v High-flow oxygen delivered via nasal prongs or
cannula

?  Non-invasive ventilation (NIV)
?  Invasive mechanical ventilation

Edit organ support

2F GKSANI L/

1 Information regarding ICl&vel organ support received by Registryipats within the first 48 hours
' | RYAaairzy OFly 6S FRRSR o0& Yyl g
2NHBI Yy & dzLJLJ2 NJi ¢
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6. PATIENTS

6.1. Patient list

This list includes the patient detaithe date they were randomised and an overview of eCRF progress.

6.1.1. eCRF overview key definitions

Symbol

6 Nov

& 0299900109

M

https://remapcap.spinnakersoftware.com

Definition

Indicates that a CRF is no longer needed (no data eatyyired).
Indicates thata CRF is complete.

Indicates whera CRF is partially complete.

Indicates thata CRF hasot been started.

Futuredue dates appear in light grey

Past due date appear in black

Yellow highlighted PSN indicaeuerythat requiresattention
(e.g. consent revoked or croegalidationquery).

Patient transfer pending confirmation by receiving site

Patient transferred, the patie® eCRF is not at your site (data
entry closed).

Patient transferred, the patie® eCRF is at your site (open for
data entry).

A lock nexto a yellow highlighted PSN indicates thia¢ patients
file is locked (e.gconsent has been revokeINJ LJ- G A Sy
closed after data cleaning)

I a{¢ ySEG G2 I LI NIAOALN VY
received an alloc&n in the Severe state of the Pandemic
Infection Suspected or Proven (PISOP) stratum.

Please note that it is possible for a participant to receive
allocations irboth the Moderate and the Severe state.

I Gaé¢ ySEG G2 LI NIthisQdrticiayti ¢
has received an allocation in the Moderate state of the Pande
Infection Suspected or Proven (PISOP) stratum.

Please note that it is possible for a participant to receive
allocations irboth the Moderate and the Severe state.
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% ] Indicates that the participant has declined consent for
participation and that data use conditions apply.

D) Indicates that the participant or their representative has decliny
consent for participation in one or more domains, but has
consented to participate ione or more other domains.

k. Indicates that the participant record is locked after being signe
off by the site investigator.

,i, Indicates a paediatric participant

6.1.2. Navigation

1 Toopen & LIS OA TRatentBlimihdnSPddeleiion the patier® Participant Study Number
Alternatively you carenter their PSN in the search box provided and &lioklpt G A.Sy i Q

1 To open a specificRFelick on the tickcross or questiomarkrelevantunder the CRF you want to oper
for that patient.

1 Follow-up due datesare displayed in the overvie(final two columns)

. i Day 90 due Day 180 due
i If the dates areight greythe follow-up is not yet due.
1 If the dates are black the followp is due. |P2¥%0due Dayis0due
28 Jun 26 Sep
27 Jun 25 Sep

1 If the followrup is not relevant (e.g. deceaseqghtientsor patients with withdrawn cogent), the date will

be replaced by a light grey cro = ().
Apntez 2 LISy | LI GASyGdQa S/ wCxX FNRBY (GKS LI GA
navigation tab on the lefhand side of the window to open a specific eCRF.

1 The patient listinglefaults to displaying Pacipant Study Numbein descending order.
You can alsee-orderthe list by clicking oa column namegexceptDomainsand Pendingcolumns)
ForexampleA ¥ &2dz Of A0l 2y GKS W 3SQ O2fdzvYyz Al ¢
Find a patient
Participant Study Number

Patient Age Sex Day Randomised Domains Pending BL MB Dailly Meds D/C Con D21 D90 D180

S 0299900501 40 F 7 22-Aug-2023 ACI X X X X X X
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6.2.  Eligibility list

ThekEligibility Listunder thePatientstab will loada list of patients who have been entered into eligibility who
have not beemrandomised, this includes both not eligible and registry eligible patients.

"‘ Patients Resources Manage Monitoring Reports Site Name 1 v
E|Ig|bl|lty Site Name v Any Eligibility Outcome v Any Registry Outcome
Eligibility or registry code
Eligibility Registry Age Sex Entered Updated Outcome Registry outcome
AJKMTS 84 F 03-Nov-2019 14:03 03-Nov-2019 14:07 Registry eligible = NED No eligible domain
AGYRYB 45 M 31-Oct-201909:10  31-Oct-2019 09:11  Not Eligible

1 /f A0 ERgpilini&E d2 f2FR Y2NB AYyTF2NXIGA2Y | 0 2dzi
0 The eligibility code is the mix of alphabet letters next to each eligibility record.

1 You carilter the list of patients by the differeritligibility Outcomes.

Any Outcome T

Platform pending (0 patients)
Registry (22 patients)

Master screening log (11 patients)
Mot Eligible {7 patients]

1 Select the dropdown menu and choose the eligibility outcome you are interested in.

1 A summary of the different eligibility outcomes is providedtimibility Outcome

To update or review the current status Bfigibility Pending Pagnt> O f A OHligitdiy G KS d
codé (2 2Ly dzlJ GKS NBO2NR FyR dzLJRFGS (K ASY
AGFGXZ

Transfes under the Patients tab displayssammaryof all patientstransferred to or from your siteFor more
information refer toPatient Transfers

6.3. Transfers

6.4. Investigator sigroff of the CRF

6.4.1. Patient level sigoff

Site Investigators can sign off the eCRF as complete and accurateffQigm occur at either the patient or forn
level.eCRFs can only be signed off if the form is complete (green tick)

1 At a patient level, alect thelnvestigatorsign off button onthe Patient Summarpage to sign off multiplg
forms simultaneously
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v Summary

 Eligibility
Macrolide Reveal

 Bazeline

v Microbiology

+ Daily

v Medication

v Discharge

Patient 0299900457
Locked status: Open
Menitoring status: Not Monitored

Sex atbirth:  Male
APD number:

Hospital Admission: 14-Jul-2022 00:12

ICU Admission: 14-Jul-2022 03:00
Randomised: 14-Jul-2022 16:50
Notes:

Transfer patient

Investigator sign off

1 Two options will display.

Print CRF

entered} &S G KA &

Investigator sign-off 0299900457

Sign and lock all existing and complete forms and...
O Leave patient leck status as 15 so that Incomplete forms may be finished and new forms entered.

O apply final lsck to patient so that no further data can be entered.

Confirm sign-off or Cancel

1 Completed forms (with green tick) are locked. Incomplete forms reropen.

Please confirm that to the best of your knowledge the data entered for this patient is accurate and complete.

I Option 1:¥eave patient lock status as is so that incomplete forms may be finished and new forms
2LI0A2Y A Fockdmiltigle RPrmé With Smpleged dath @yéen Acl
while awaiting data to be entered for other forms. For example, if dilospital data is entered but
follow up forms are not yet due.

+ Summary
 Eligibility &

v Baselne &

V Microbiclogy @
J Daily &

V Medication &
 Discharge @

+ Consent &
?Day 21 - 24 Jan
X Day g0 -

X Day 180 -

Hospital Admission: 02-Jan-2023 10:00

ICU Admission: 03-]an-2023 01:20
Randomised: 03-Jan-2023 12:47
MNotes:

Consent
v All done

Adverse events +
D Date

& 10457 05]an-2023

SAES +
o] SAE Date
MNo.
10391 1 05Jan-

Protocaol deviations +
@& 11405 03-an-2023

Qutcome

Unresolved

Outcome

3-
Resolved

Platform

Related

Unlikely

Type

Initial
report
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1 Option 2 Wpply final lock to patient so that no further data can be entefbi$e this option if all data
has been entered for all required forms.

i1 All forms are lockedncluding anentered Adverse eventand Protocol deviation forms

Patient 0299900457 Antibiotic domain
Locked status: Final lock (@ IV Amoxicillin-clavulanate + 3 days of IV Azithromycin
Monitoring status: Not Monitored [ 14Jul- 20221630
Sex atbirth:  Male
APD number.
Adverse events
Hospital Admission: 14-Jul-2022 00:12 ROVERE SVERLE =
v summary & ICU Admission 14-Jul-2022 0300 ® pate Qurcome  Relared
Randomised: 14-Jul-2022 16:50 @ 10458 16Jul-2022 Resolved Unlikely
 Eligiility & -
Investigator signed off: Local User
Macrolide Reveal 03-Feb-2023 21:37
Notes SAES +
 Baseline @ Mo SAEs
+ Microbiclogy @
v Daily & Protocol deviations +
i 5 @ 11406 16-Jul-2022 Platform
- —
v Consent @ Table Type Date
/Dyl @ ProtocolDeviation Update 03
Consent February
v Day30 @ 7 Al done Daily Update 03
v Day 180 & February
Update 03

aks 0299900457 &1 Mo 205 14jul-2022 A

6.4.2. Form level sigoff

1 AtformleveltheW A 3y 2 FF | v Buttdn 8igplays wheén the fofn2hasva@reen tick (complet
status).

f  Select theSign off andock this formbutton at the top of the eCR&d/ f A 01 WwYhyYQ G2

E Baseline patient 0299900468

& Formisunlocked Sign off and lock this form

 Summary g“‘ Patients  Resources remapcap.spinnakersoftware.com says

a Are you sure you want to lock this form? Any unsaved changes will be
lost.

Baselin|
o

0299900468 . " ’
Randomised 02.Jan.2023 12:47 & Formisunlocked Sign off and lock this form

ad. 02-Jan-2023 10:00
CU ad. 03-Jan-2023 01:20
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E Baseline patient 0299900468

- - o o & Formislocked Unlock this form

Jan -
n-2023 01:20

U ad 033

+ Summary -
n Hospital and ICU Admission source
V Eligibility & Hospital admission source Home { community
a Usual residence Immediately prior to this hospital admissicn
+ Baseline . . )
Hospital admission date & time 02.Jan-2023 10 * oo
Date & time the patient first presented from the community for this hospital admissicn e.g ED

? Microbiclogy

presentaticn

 WormislockS RS aal 3S RAaLX Fea |f2y3 damlowihglintesfigaters i tintbe
the form if required.

1 The lock icorf @ ) displays at the top of the form and in the left navigatjgane

9 Daily data formsnust be individually signed off/locked.

f  All sections on the Medication administration form must be completed (greenitiék) RA a LJ | &
YR 201 ufibpKA&a FT2NXQ 0o

i Investigators and project manageranRemovelnvestigator sigroff via thePatient Summarpage

E Patient 0299900457
Locked status: Final lock @

0299900457 Monitoring status: Not Monitored @

Sex at birth:  Male
APD number:

Hospital Admission: 14-Jul-2022 00:12

¥ summary & ICU Admission: 14-Jul-2022 03:00

J Eligivility @ Randomised: 14-Jul-2022 16:50
Investigator signed off: Local User

Macrolide Reveal 03-Feb-2023 21:37

Motes:

V Bazeline &

v Microbiology &

o Daily &

J Medication & Remove Investigator sign off
+ Discharge @ Delete patient
v Consent @ Print CRF

L

f Choosehe appropriateremoval sigroff option, select h L Jgoyh €he dropdown menuand click
W/ 2y FANY NBY20SQ
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Remove investigator sign-off 0299900457

O remove sign-off and lock from all forms.

2 Leave sign-off and lock status of Individual forms as Is (this can be toggled on each farm).

Current patient lock status: Final lock
Mew patient lock status:

Confirm remove or C

Select one ol

Open
Interim lock

Followup consent lock
Followup consent - vitals only
Final lock

6.5.

Add Patient

= .

.
1
e
e

Patients Resources Manage Monitoring Reports

If you click y  (A&dSati@ntabg, you will be taken to thdirst pageof the Eligibilityassessment

https://remapcap.spinnakersoftware.com
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7. CASE REPORT FORMS

7.1. General

project manager.

that the participant is randomised to.

birth on the eligibilityassessment

I Mostquestiorsin the eCRF hae aninformation button (). Slect this button to open the questid®
definition. For more information refer tthe REMARCAPData Completion Guidelingsr contact your

1 The eCRFs are dynam@uestionson some pages load according to answers previously proviciedain
questions may also be displayedhidden depending on the interventions, domains, States, or Straty

1 The date format is DIMMM-YYYY. A date selector is available on all date fields except for the date

1 Missing dé&a areindicated by checkingNot Recordeélor éNot Applicablé, as relevantNever leave a
field blank.This will ensure data queries are not raised unnecessarily.

Patients Resources Manage Monitoring Reports

Baseline patient 0299900204

Site Name 1 -

n Hospital and ICU Admission source

Hospital admission source

Usual residence immediately prior to this hospital admission

Hospital admission date & time

Weakness sufficient to have resulted in documented or implied functional impairment

Da e patient first presented from the community for this hospital admission e.g. ED
V Summary ICU admission source v
Clinical location immediately prior to this ICU admission
Vv Eligibility
X Macrolide Reveal m Demographics
X Baseline Heigh m cm feet & inches
As documented in medical record
X Microbiology We!ght
A 5 kg Ib
As documented in medical record
X Daily
X Antimicrobial
m Environmental risk factors
X Discharge
Current tobacco smoker Select v
X Consent As documented in medical record
History of hazardous alcohol consumption Select v
X Day 90 - As documented in medical record
X Day 180 -
m Past medical history
Prior to this acute iliness onset
Chronic respiratory or pharyngeal neuromuscular weakness Yes

1 The eCRRavigationtab is displayed in the same place @heCRFs.
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7.2. Forms

7.21. Howto2 LISY | LI GASyGdQa S/ wcC

1 Select the patier® Participant study numbeon either theDashboardor Patient Listtabs.

Find a patient

Participant Study Number Add patient

Patient Initials Day Randomised Baseline Microbio Daily Consent Discharge Day90due Day 180 due
0299900125 ppp 7  07-Nov-2018 X X X X X

0299900124 K-F 13 01-Nov-2018 X X X X X
0299900123 K-F 14 31-0ct-2018 X X X X X
0299900122 FFF 32 13-Oct-2018 X X X X X
0299900121 JJS 33 12-0ct-2018 X X X X X

T 'fGSNYFGAGSE e SyYyGSNI G§KS LI lskathod NG | tyRNIDMGADIII DY

7.2.2. Patientsummarypage

ThePatient Summary PadrcludesFivedistinct sections:

r N f i N
E Patient 0299900453 Vitamin C Domain
Patient initials: ABC No vitamin C (no placebo)
0299900453 Date of birth: 04-Jul-2022 11112
e Sex atbirth:  Female \ e y
APD number: ~ — ~

Adverse events +

. o No adverse events
? Summary Hospital Admission: 04-Jul-2022 02:00

ICU Admission:
v Eligibility Randomised: 04.Jul-2022 11:12 SAEs +
X Baseline Maonitoring status: Not Monitored No SAEs
Locked status Final lock
X Microbiology Investigator signed off: Test local user
21Jul-2022 17:50 Protocol deviations +
v Daily

Notes: | Mo Protocol deviations
X Medication o—‘
Edit patient h
X Discharge Change Log

Table Type Date  User

Patient Update 21 Test local 1etails

X Day 21 - 25 Jul Print CRF July User

more changes
X Day 90-

Consent
Waiting for consent on domains: L

{ o,L e_, \ e_a

i Participant key date summary
Above the eCRF navigation tab is a summary of key dates for the participant.

These key dates adisplayed on evergummary pagéor that participant.
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00423
Randomised 02-Dec-2021 10:03
Re-as -Dec-2021 10:09
Hos -2021 11:30
)21 12-:00
Deceased 15-Dec-2021 12:30

The summanyncludes
o Participant study number
o Date and time of randomisation (and-randomisation, if applicable)
o Dateand timeof hospital admission
o Date and time of ICU admission
o Dateand timeof death (if applicable)
f eCRMavigationtab: TheLJ- NIi A @GRFagésiafedisted on thieft-handside.

0 Only pages required for thearticipantwill be displayedSome forms may be greyeut if they
are no longer required.

o Clickinghe eCRF name or icon (tickaosg will openthe correspondinggCRForm

 PatientDetils¢ KS YARRES &aSO0GA2Y A& | &adzyYl NB 2 Hetailsk
(if required) or transfer thgatientto another site.You can also add a note for other people reviewingj
0KS LI GA S yyounayliss thendates ofatied fllow-up attempts or explain why the day 90
eCRF data entry is I1gtePleasanote no one will be notified via emaila note is entered. We recommen
@2dz OKSO]l GKAa aSOGA2Y 2F GKS LI GASydQa adzy
o To transfer a participant recottd another participating REMAP! t & A 0SX dza S
LI GASY G Q 0 dzi G2 y9Phtignkiransir§os fidher guidan&O G A 2 v

o To printa participantt LISOAFAO / wCX Of A 01 2tyandtheiNdkgs that /
allows you to select which form®u wishto print. Only questions that are required to be
answered for that participant will appear in the CRF, based on their State, Stratum, and doij
allocations.

o Site Investigators have the abiliy sign off the eCRF as complete and accurate. Once the e(
KIa 688y O2YLX SGSR YR Kla 688y OKSO1 SR
and confirm that the data enteredre complete and accurate.

Investigator sigroff locks the eCRé either a form level or a patient levehnd the sigroff must
0S NBY20SR o0& | tNR2SOG alyr3asSNIAT lye ¥
after it has been signed off by the Investigator. It can then be signed off again by the invest
once the necessary changes are mafss function may not be implemented in all regions.

1 Randomisation allocatiaDisplayed at the top right are the Domains the patient is participatingrid
the intervention the patient has been randomised to.

1 Event reportingOn the bottom righthandside are links tadverse event, serious adverse eveatd
protocol deviationeCRFs.
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1

/ KFy3asS £23Y ¢KS OKIy3aS 23 ftft2¢6a dzaSNaR (2
eCREF, as well as the date and time of the change and the userndheepdErson who made the change
/| tA01 2y GKS aRSGFAt&a¢ég tAy]l 06SaARS | IAGSYy
to see a complete list of changes that have been made.

7.2.3. Baseline

The Baseline form is designed to be compldietbre any other eCRAs the baseline eCRF data impac
questions that are shown driddenon other eCRF pages.

Hospital admission date and tintieat was collected on th&ligibilityassessment forris asked again on
the Baseline eCRF. If the two datesldime do not matchan error message will bdisplayedasking for
confirmation that the date & time entered in the Baseline eCRF is correct.

X The entered datestime does not match 05-Dec-2017 01:00 entered during

eligibility. Please modify or confirm below.

After you have confirmed that the date and time entered into the Baseline form is correct, this will
overwrite the date and time entered in error during the eligibility assessment.

Note that participants who have received an allocation in the Moderate State and have later receiv
allocation in the Severe State will have two Baseline CRFs, corresponding taredminisation.

7.2.3.1. APACHEAP3CALCULATOR

An APACHHRacute physiology score (ARS)culator is avéable on theBaselineeCRF.

APACHE Il acute physiology score (APS)

|  APACHE N APS calculator |
Age points 2 Calculsted from age on pavent deta
Chronic health points 0 Calculated when you use the APACHE Il calculator or save this form

APACHE-Il score Calculatec when you use the APACHE 1l caloulator or save this fo

The eCRF calculatoras automated tool for calculating APACGHEcore, which is designed to mirthie
paper APACHEworksheetprovided in the REMARBAP study tools.

If the eCRF APACHEalculator is usedt will automaticallyfill the Baseline eCRF APAGHEP Points.
If a manual worksheet is used, you may enter the calculated ARAGEte without using thenline
calculator.

The remainingAPACHH points are automatically callated based on the informatioenteredin other
parts of theBaselineeCRF.

7.2.4. Ventilation Domaifaseline

The Ventilation Baseline CRF is only required for participants enrollbd Mechanical Ventilation
Domainand will not appeaon the eCRF navigation tédx participants who have not been randomised
to this domain

7.2.5. Microbiology

The microbiologeCRHs dynamic and islesigned tostop asking questions as soon as the cawsati
organism(s) have been identified.
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91 If apatient is immunocompromisedection 2 of themicrobiologyeCRF will be displayed and must be
answered.

I Two questions on the Baseline eQR&st be enteredprior to opering the Microbiology eCRF.

o If the twoquestions are not answerethe microbiologyeCRF is locked and the following error
message will be displayed:

Baseline data needed
Co-morbidity and Immunosuppressive questions on the Baseline form must be answered before any entry on
Microbiology.

0 The two BaselineCRRuestionsare inSection 4.0 Past medical history:

Mmmunosuppressive treatment Yes NO

erapy that Nas suppressed resistance 1o InTecaon

mmunosupprassive disease AlDS

? sedse that has suppressed resistance to infection Acute Leukasmla

fEeE P Lyrphoma
Metastatic Cancer
hyeloma
Cther

Mone

1 The questions on this eCRF have different timiedowsregarding specimen collection timeframes
please check the grey teahd / or Data Completion Guidelinés eachquestionbefore answering
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patient basedn the date

1 To make answering this eCRF easher database automaticallyalculateghe time-window for each

and time of hospital admission.

Microbiology da

ta for patient 0299900001

m Causative organism
r Qr lower respir ract PCR result
s apepimens collected within 72 haurs o al admizsien
6-Dec-2017 0100 2017 1
Influgnza A Positive Megative Mot tested
Influenza B PoOSITIVE Megative MOt tested
Legionella spp Positive Megative Mot tested

-:'_'Ithi-r upper or lower respiratory tract PCR detected organisms
that apply

':hla-nr;ac«:}nhl 3 pRewmoniae

Coronavirus

Mycoplasma pneumoniae

Respiratory Syncytial Virus

Mot tested or none of the above are positive

Tuberculasis det EHEII on PCR or culture Yes Mo
Include Lower réspiratnry trat and Pleural aspirate biopsy Specimens
oplleced a1 ary Time d "3'.":".-.'3'-1 S0 MIEENN
Urlnary antigen test performed Yes MO
n specimens collected at any time during this hospital admission
Positive b ood cultu
e WaF 72 RaUrs of ROSpIEal aamEEion
06-Dec-2017 0100 ¢ -Dac-2
Positive blood {U”LJI"E' I"E"SU-” Yas Mo Mot tested
Pleural aspirate
Oin spedmens collected wihin 7 days of hospital admission
06-Dec-2017 0100 to 13-Dec-2017 01:00
h' IchblﬂlﬂgI{al [ests perft:-rmed on pleurul fluid Yes Mo
-mecimens colected within 5 of hespital admission {e.g cukure. PCR)

7.2.6. Dailydata

28 postrandomisation

1 The Daily CRFdsmpletedevery daythe patient isadmitted to a physical or repurposé@Uto Study Day
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1 The Dailyform shows a summary of entered daily data for tipatient.

Maintaining own

10-Jul-2018 v

11-
19

12-
13-

ul-2018 v

Jul-2018

Jul-2018

Airway
ghest level of support

MV SOFA

Endotracheal tube 15

Endotracheal tube 24

3

RRT

Extracorporeal

1 To open a specific Daily eCRF click on the tick, study day or date for that study day.

Daily Data 0299900110
Inlcu Airway
during highest level
v Maintaining own
v Endotracheal tube 15

IMV  SOFA

of support  hours  Cardiovascular

RRT
nal Replaceme:

Extracorporeal
t  gas exchange

error message will appear.

1 Thee are validations between thBaily eCRF arffiections 1 and 2 diie Discharge eCRF

o If thedata entered into theDischarge eCRF indicate a patienhigkdUon a given study dag
Daily eCRF for that study day will automatically appear.

o If the data entered into theDischargeeCRF indicate a patientrist in ICU at any time on that
study daythe correspondingDaily e CRFwill automatically be hidden. If you try to enter datn

Daily data for 0299900110 - day 3
Full day 11-Jul-2018
Patient in ICU during this day ves Mo

Ne data to collect for this day

o If you want tooverridethis function answerPatientin ICU during this dag A (YkK$ al y R
immediately update the Discharge eCRF Section 1 or 2 as appropriate.

o If there is arinconsistencypetween the Discharge and Daily eC&error message will display
on the two eCRFs and on the Patient Summary Page.

Daily data for day 3 has the patient in ICU but it neither starts nor finishes during an ICU admission

7.2.7. Ventilation Domain daily data

i1 For participants enrolled in the Mechanical Ventilation Donaalditional ddly dataarerequired. The
Daily CRF is dynamic and will only show these sections if they are required for the participant.

7.2.8. Medication Administration

Administration form

1 Administration ofmedications that are relevant to the participant are recorded in the Medication
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)l

Medications that may be collected include allocated interventions, as well as important concomitan
medications that may interact with allocated interventions or potentially impact on the outcome of t
participant.

The Medication Admistration form has a number of sections, broadly grouped by type of medicatic:l
(e.g. antibiotic medications, antiviral medications, corticosteroids, etc.). To enter a medication, clic
the link within the relevant section to add a course of that metiica

- Antibiotic administration

Add an antibiotic administration

(] All antibiotics for this patient have been entered

This will take you to a separate page where you will be asked to enter the details of a course of thé
of medication that was administered. Please refer to the Data Completion Guidelines for guidance
how to complete each section.

OnceS| OK aSQOiAazy A& 0O2YLX SiSz OftAO01 alff X F2
courses of that type of medication have been entered, or to indicate that no medications of that typl
were administered and therefore the section is cdetp.

7.2.9. Discharge

¢tKS 5Aa0KFNHS S/ wC A& ReylIYAO IyR aSOGA2ya ¢
domain allocation, State, and Stratum.

The Discharge eCRF and Daily eCRF are valafgetsteach other, refer to théaily eCRfor more
information.

7.2.10. Consent

Enter the details of any consent discussion that is conducted with the participant or their family, pra
other legal representativel here is no limit to the number of agreement et®that can be entered in
the eCRF for participant

If the participant or proxy revokes consetiie other eCRF pages will be locked in accordance with w|
they agreed taand what they did not agree to

Consent revoked types:

o Data already collectedannot be usedhe patien@entire eCRRill be locked, indicated by a
lock next to the PSNa . A yellow error message will be displayed on the top of the patient
summary page.

o Data can be collected until hospital discharthe LJ- ( A &y 9D ® 80 eCRF will be lockeA.
yellow error message will be displayed on the top of the patient summary page.
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o Vital status can beollectedat day 90 & 180the pail A S dayil80%CRF section 1 (vital status
will be displayed, the followap questionnairewill be hidden preventing data entr yellow
error message will be displayed on the tojthe patient summary page.

7.2.11. Day 21

1 The Day 21 eCRF is only required for patients with proven or suspected pandemic infection.

1 The Day 21 eCRF will be editable aBerdy Day 22, to ensure that the relevant information is availaby
to site personnel.

1 The Day 21 eCREF is validated against the Daily and Discharge forms.

7.2.12. Day 90

1 The day 90 eCRF will only be editable on study day 91, this is to ensure thatupfi@renot conducted
earlier than they are due.

1 The Day 90 eCREF is validated against the other eGRIespatient died during the hospital admissijon
the Day 90 eCRF wik locked and no data can be entered.

7.2.13. Day 180

1 TheDay-180 eCRF will only be editalda study day 181, this is to ensure that folloyys arenot
conducted earlier than they are due.

1 TheDay-180 eCREF is validated against the other eCIRhg patient isrecorded agleceased in any of thj
other eCREghe Day-180 eCRF will be locked and data can be entered.

1 Use the relevantalidated instrumentgrovided in thdong-term follow-up packto conduct followup
interviews

1 Section 5 of théay-180 eCRF is dynamimased on informatiorentered in theConsent eCRplease
enter all consenagreements in the eCRF before conducting the follpanterview.
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8. REPORTING AEs, SAEs and PDs

8.1. Reporting an Adverse Event

f Toreport an adverse event (AB)LISY G KS LI G A S (Sdelddy todhmzyayd NEB S ) a
' yR OffrivOrpeeepised 2y (GKS NRAIKG 2F GKS LI 3ISo

-= Patient 0299900125 Antibiotic domain
el patient initials ppp Amoxicillin-clavulanate « Macrolide
1 Date of birth 12-0¢t-1965
e Sex at birth: Male
APD number:

3 Hospital Admission: 06-Nov-2018 01:00 Adverse events +
v Summ ICU Admission: 07-Nov-2018 10:00 No adverse events
v Eligibility Randomised 07-Nov-2018 11:36

Monitoring status:  Not monitored
X Baseline Locked Status Open SAES +
X Microbioiog Notes No Noze No SAEs

Protocol deviations +
X Discharge Transfer i No Protocol deviations

Change Log

more changes

1 Complete the AE eCRInlythe domains the patient was randomised to will be displayed. Refer to thj
Case Report Form Data Completion Guidelinesnore information on reporting AE

Adverse event for patient 0299900125

) ~civerse event
Event
Fd
Participation General participation
Check all that apply Antiblotic domain

Adverse event onset date da-MMM-yyyy

Action taken Select sction teken A

Outcome Select outcoma A

Relationship to treatment Select relstionship to trestment ¥

Adverse event resolution date dd-MMM-yyyy AE persisting or resolution date unknown

Add Adverse Event or Cance

1 You can enter more than one AE for each patietitef/ have experienced more than one.A® not
complete multiple reports for the same AE.

1 Adverse gents thatare fatal, lifethreatening, require hospitalization or prolongation of treatment, res
in (or may result) in disability that is lotasting and significant, or result in a birth defect or congenit
anomalymust be reported as a Serious Adverse E¥ERAE)andyour Roject Manager must be notified
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8.2.

Reportinga Srious AdverseEvent

8.2.1. Report

+€

f ToreportaSAE2 LISy

GKS LJ GASeelQas a2y Y2 INBY LI R (O SHEH]

2y UKS NRAIKO 2F 0UKS LI ISP
Patient 0299900125 Antibiotic domain
Patient initials PpPpP Amoxicillin-clavulanate « Macrolide
4 23 Date of birth: 12-0Ct-1965
Sex at birth Male

X Day 180-

APD number:

Hospital Admission:
ICU Admission:
Randomised
Monitoring status
Locked status:
Notes:

06-Nov-2018 01:00
07-Nov-2018 10:00
07-Nov-2018 11:36
Not monitored
Open

Transfer patient

Adverse events +
No adverse events

SAES +
No SAEs

Protocol deviations +
No Protocol deviations

™

hange Log
more char

nges

1 You can complete more than oi8AHor each patient if necessary.

1 Please complete a SAE report as soon as it bec&nmgnto site researchstaff, youdo not have towait
until all the informationis known about the SAR order to complete a SAE report. If not all informatiol
about the event is available at the time of completing the reportlicate this byselectingdinitial reporg
underReport Type
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o

- Serious adverse event

e porteRe

SAE no. for this patient

SAE Diagnosis Select one i

SAE Diagnosis Detai ~

SAE severity Select one v
SAE description

Suspected intervention [ General participation

Check all that apply U antiplatelet
Is this event a SUSAR ves No
Onset date dd-MMM-yyyy

dd-MMM-yyyy
E Action taken
Action taken Select one e
Treatment

Ed

m Outcome
Outcome Select one v

Add SAE or Cance

If further information becomes available about a SAE after aialineport has been submitted,
create a new report Y R afoS ulepodé  FiNdrejporté  dzyRRoSrNIype

{ St S Gdlawugepartt FiNdrejortt ¢Aff Fff2g &2dz G2 Sy (
the participant. If the participant hasald more than one SAE, please ensure that this number
correctly identifies which initial report the subsequent follow up or final report relates to.
hyOS GKS {!'9 S@Syil yrdivolsrdidork & ZahdSOE SRKE 2
Diagnosis, SABdgnosis Detail, SAE severity and SAE description field values -diteegrieom
GKS aLYAGALFE NBLIRZ NI &Thedata inidhgss fieldL2chid\bB éhadgey, Rrid y
remainingdatacan be enteredased on ugo-date information about the SAE.
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- Serious adverse event
' N

Repor: Type Follow-up report W

SAE no. for this patient

Follow-up report no.

SAE Diagnosis Bleading v

SAE Diagnosis Detai Slzding from surgical site i

SAE sevarity Grade 2: Moderate v
SAE description QAE descriest event 1 )

Suspected intervention [ General participation

Check all that apply O antiplatelet
Is this event a SUSAR Yes Mo
Onset date dd-MM M-y
EXP Action taken
Action taken Select one hd
Treatment
s
ﬁ Outcome
Outcome Select one w

Add SAE or Cance

1 Only thedomains the patient was randomised to will be displayed. Refer t&Cme Report Form Data
Completion Guideline®r more information on reportingAEs.

1 Once a SAE has been submitted by a member of the researchtteasite Principalnvestigaor (Pl)will
need to log into the database to check the SAE report and sign off DmeitSAE report can be edited b
member of the research team prior to sigif by the PI.

 AvyellowhighlightedYy S& a1 3S gAft 0S RAA&LIX IhaéseRIsigny off th& SAE.LJ

SAE for patient 0299900125

SAE Is waiting to be signed off by the site investigator

1 For every SAE repod confirmation email will be sent to theroject Manager, the sité’landthe other
siteresearch coordinator/$o notify userghat the submission of the SA&port has been successfiile
the SAE cdirmation email.

8.2.2. Site Principdhvestigatorsignoff

i1 Thesite Pl will be notified via email if a SAE is reported.
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1

Thesite Pl will need to log into the database using tHawestigatoraccount.Ensureonly Investigators
with appropriatedelegation(as per the site signature amtlegationlog)sign off SAEs

Thesite Piwill benotifiedofi KS {19 2y GKS f I yRAguAmdgipagé | y R

SAE is not complete. You can mark it as complete or skip straight to sign off

f Tosignoffonthe SARlikond { Ady 2FF 2y {19¢ G GKS o62G02Y

I Once a SAE has been signed off bysiteeP| a confirmation email will be sent to thelevantProject

Thesite PI can edit the SAE report or sign off on the existing SAE report.

The report will be displayed with thaformationalready entered. The name of the person who entere
the SAE report is included in Section 4, if you havegaegtionsabout the SAE and SAE report please
speak to this person.

m First entered
First entered by
First entered date

Manager, the sité’land the other siteResearchCoordinator/s.File the SABign offconfirmation email.

Edit Complete and send to investigator I Sign off on SAE I &

8.3. Reporting a potocol deviation

| To reportaprotocoldeviation,2 LISy G KS LI GASy (i Qa &davoslldN@tiorsd 35

9 Protocol deviations resulting IBAEsnust be reported as both a protocol deviation an8AE and the

the right of the page.

Patient 0299900125 Antibiotic domain
Patient initials PPP Amoxicillin-clavulanate = Macrolide

Date of birth 12-0ct-1965
Sex at birth Male
APD number:
S sion: 06-Nov-2018 01:00 Adverse events +
AT 07-Nov-2018 10:00 No adverse events
/ Eligibitiy 07-Nov-2018 11:36
Monitoring status:  Not monitored
X Baeline Locked status Open SAES +
X Microbiology Notes No Noz No SAEs
Protocol deviations +
X Discharge No Protocol deviations
X Consent
S 0 Change Log
sy et more changes
X Day 180-

Project Managemust be notified
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1 Only thedomains the patient was randomised to will be displayed. Refer tédREBRIAFCAPData
Completion Guideline®r more information on reporting’Ds

1 You can complete more than one protocol deviation for each patient if necessary. Only complete of
report per deviation that occurs.

1 Eachprotocol deviationshould berecorded separatelin the database

o Forexamplea patient is underage at the time ehrolment, and the REMAGAP allocated
antibiotic was stopped due to an error. These are two separate deviations and must be rep
on two deviationreports.
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9. PATIENT TRANSFERS

9.1. General

1 AResearch Coordinatoinvestigatoror accountis required totransfer apatientto another REMAP
CAPparticipatingsite in your country.

1 IfaLJ- NI A @&RBIneéds e transferred and no one with a Research Coordin&twestigator
account isavailable please contacthe Project Manager who will be able to transfer the pati@eCRF
on your behalf.

1 There are two types of patient transfers:

o Physical TransfeWhen a patient physically leaves one ICU amcisferredto an ICU at
another REMARCAP participating hogpl.

o Data only transferWhen the patient does not physically leave the oWpital, butthe
LI G A Sy (i €nasfeBedtovtBe othér ICUparticipating sitefor data entry purposesA data
onlytransfercan occuionly after a physical transfer is cotefed.

i For guidance on patient transfers refer to tREMARCAFData Completion Guidelines

9.2. Transfer on the ptient list

f Patient transfers ardighlighted2 y G KS LI} GASyd tAa® ERIEKSwWE S
participant study number.

Patient Initials Day Randomised Baseline Microbio Daily Consent Discharge Day90due Day 180 due
T 0299700024 AAA 1 09-Oct-2018 X X X X X
T 0299700023 TTT 8 02-Oct-2018 X X X X X
T ]0299900022 kkk 23 17-5ep-2018 ? X ? v X

1 The colour of the indicatesthe status of the transfer (refer teCRF overview key definitigns

9.3. Transfer aLJ- (i A 8&ORE Q &

1  We recommend you print the REMATAP randomisatioallocationpage and add it to the patief
transfer documents, including contact details fbe researchieamyour site

f To transfer a patient on thBatient SummanPageOf A O T@nsfeéld KaSdzld 2 y @

. Patient initials:
e iren: Mal

AR S I AR IR -
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1 A summary of all the eCRF transfers fgaaticipantwill be displayed on the patient summary page.

%“ Patients Eligibility Resources Manage Monitoring Reports
-= Patient 0299900019
— Patient initials: kjk
Ve 019 Date of birth: 09-sep-1974
st T Sex at birth: Male
APD number:
v Summary Hospital Admission: 14-Jun-2018 21:00
ICU Admission: 15-Jun-2018 13:35
v Eligibility
Randomised: 15-Jun-2018 17:19
? Baseline Monitoring status:  Not monitored
X Microbiology Locked status: Open
Notes: No Not
X Dally
X Day 90 - 13 Sep
X Day 180 - Transfers
From To Type Date
999 997 Physical 90ct Completed

1 A new page will loadith a fewquestions:
o Transfer patient toselect thereceivinghospital from the dropdown list.
1 If thereceivinghospitalis not listed contact your project manager.

o Transfer typelndicate if the transfer is a physical transfee.(the patient physicallynoves

betweenhospitals) or if it is for data entry purposes only (iransfer of eCRF to enable data
entry).

o Date of physical transfelf it was a physicatansfer, enter the date & time the patient
physicallyleft your ICU.

Transfer patient 02DS900377

Transfer patient to Select Location L]
Transfer type " Select transfer type

Physical transfer
Date of physmal transfer Data only transfer s 24 Hour clock

Transfer or Cancel

1 The receiving site will be notified about the transfer by email amthe Dashboardpage Please
contact thereceivingsite to discusshe REMARCAPparticipant and hand over any relant information
about their participation in REMABAP and their allocated interventians
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1 The receiving site neado approvethe transfer and enter the date and time the patient arrived at th
site.

i This process can be repeated if another physical feareccurg(e.g. if the patient returns to the initial
participating hospital)

1 You can also transfer the patient between sites for data entry purposes.
o { St Saibnlydransfe¢ from the dropdown menwnder Transfer Type
i1 If the patien®@ eCRF is #te other site a yellow error message will be displayed at the top of the

LI GASY G adzyYlI NE LI 3ISo 2dz OFLyy2i SyidaSNI RIGLH

5

%“ Patients Eligibility Resources Manage Monitoring Reports

I This patient has been transfered to 999 - Yanada so is not accessible at your location

S = Patient 0299900022 Antibiotic domain
D= ; ;
P Patient initials: Kkkk Ceftriaxone + Macrolide
0299900022 Date of birth:
Ra 17-Sep-2018 11:3¢ ) Macrolide duration domain
Ho 17- 1811:33 Sex at birth: Female .
Short course macrolide (for 3 days)
APD number:
Corticosteroid domain
? Summary Hospital Admission: 17-Sep-2018 11:33 No hydrocortisone
ICU Admission: 17-Sep-2018 04:30
v Eligibility
Randomised: 17-Sep-2018 11:36
?Baseline Monitoring status:  Not monitored Adverse events
X Microbiology Locked status: Open No adverse events
Notes: No Not
? Daily
SAEs
X Discharge No SAEs
C
i Transfers
X Day 90 - From To  Type Date Protocol deviations
X Day 180 - 997 999 Physical 70ct Completed Ne Peotassr devianons
o On the Patient Listhis is also indicated by a récn the left of the Partiipant Study Number.
9.4. FPLILINR OGS UKS LI uUASyuQa S/ wC UNlyat9q

T ¢KS NBOSAGAY3I ariusS Ydzad I LILINRBGS GKS LI GASYd

1 To accept a patient transfer, click on the Patient Transfer notification ob#wsboardor select the
Grransfer tald A yiavigako® bar

1 Ifitis a physical patient transfegnter the date and time the patient physically arrived in your ICU
0 ST2NB OAphravg Nansdér@y a
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%‘“ Patients Eligibility Resources Manage Monitoring Reports

Approve patient transfer 0299900017

Type Physical
From 999 - Yanada
To 997 - Ganymede

Transfer date 30-Oct-2018 14:58
Initiated by genevieve.oneill@monash.edu
Request date 31-Oct-2018 13:54
[Arrwal timeinICU | g vy R 85 ioncdosk ]

9.5. Requesting thaJl (i A &ORE b another site

f If you need to enter data in the patient eCRF andltfle (i A &CJRRIi€a1 the otheite, you can request
the patients eCRF by:

o hLISyAyPhteitKiénsfertab> FTAYR GKS LI GASYyd Ay (GKS
0§KS 20 KSNIn#sketéS ZoNzysFESIND &

o {SYR G(GKA&a LISNBR2Y Yy SYIFAf NBldSadAy3a (KS

o LT @2dz KI @S Fyeé ljdzSaidiArz2ya 2N R2y Qi KSI NJ

No transfers pending
Completed transfers

Patient From To Now Type Transfer Arrival Initiated Approved
0299900017 999 997 997  Physical 30- 31- ‘genevieve.onem@monash.edu - . INfo@remapcap.org
Yanada Ganymede Oct-2018 Oct-2018 31 Oct 1 Nov

14:58 17:00

9.6. Transfer summary page

Transfersunder the Patients tab displays a summary of all patients transferred to or from your site.

h Patients Resources Manage Monitoring Reports 1 -

Transfers pending
Patient Type From To Initiated Initiated by

0299900017 Physical 999 997 31-Oct-2018 13:54  genevieve.oneill@monash.edu

Yanada Ganymede

Completed transfers

Patient From To Now Type Transfer Arrival Initiated Approved

02DS900998 DS9 996 996 Physical 09-Oct-2018 12:12  25-Oct-2018 03:03  Audrey Shearer - 25 Oct  Audrey Shearer - 25 Oct
Deep Space9  Andros

02DS900956 DS9 998 998 Physical 15-Oct-2018 06:12  15-Oct-2018 06:45 Audrey Shearer- 15 Oct  Kira Nerys - 15 Oct
Deep Space 9 Bajor

02DS900969 DS9 998 998 Data Audrey Shearer- 12 Oct  Kira Nerys - 12 Oct
Deep Space9  Bajor
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This includes physical transfers, where the patient is transferred between participating sites, ammhlyata
0N} yAFTSNRAI ¢ KSNB REiffradsfefield ® arlolheNdite\ f@ sohdplefianQ a  /

Transfers pending
Patient Type From To Initiated Initiated by

0299900017 Physical 999 997 31-Oct-2018 13:54 Details

T tFGASYG GNIyaFSNAR GKIG FNB OdNNByiGfteé LISYRAY
indicated at the top of the page.
1 [/t AORetagy 62 GASE GKS LI A Gppivve thedagsterF S NI NB |j dzS 4

AuntTeks SYFAf FRR

NBada 2F (GKS LISNB2Y g KlgitiaiNsS |j
by¢ ® LF &2dz KI @S | ye

dzSadiAz2ysa Foz2dai GKS @GN
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10.REGISTRY

1 In some regions patients whaeet Platform eligibility criteridbut are not eligible foany domainswill be
entered into a patient registry.

1 Alist of all the patients that have entered the registry domain at your site is located undetfigjieility
Listtab in the Patients tab

1 Reqgistry patients will haveRegistrystudy numberstarting with R and be listed under registry.

f ¢2 AaASFENODK FT2NJ I &aLISOAFTFAO LI GASylsz BinlbySoiE PKS

f Toopen a Registiyatient summary pag& Of A O]l 2y | Rediti$ DulyFnAnéredl G A §

1

The Registry patient summary page is very similar to the randomised patient summary page, With;l
navigatononthelefK YR aARS 2F (GKS aONBSY sdefais. 1 KS | o

@ —
/ .—
PE— Patient initials: Encrypted

R0299900990 Date of birth: Encrypted
tered: 18-Oct-2018 Age: 28
Sex at birth: Female
Database linkage: Encrypted
v Summary
v Eligibility Hospital Admission: 25-Oct-2018 12:12
ICU Admission: 26-Oct-2018 08:08
v Microbiology
Locked status: Open
v
el Notes: No Note
v Daily

K -/
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11 RESOURCES

11.1. Resources tab

i1 All available study resources are provided in the Resources tab of the database.
1 Resources include:

0 Protocol documents

0 Case Report Forms

o Data Completion Guidelines

o Database User Guide

o FAQs

o Coenrolmentguide

o0 Study tools

0 Newsletters

1 For site specific study toglspeak to Research Coordinators at your site.
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12 MANAGE

12.1. People

1 ThePeopletab lists all of the users at your site.

9 Italso lists the different user groups (eRpsearciCoordinator olnvestigatoy.

! FAEG4SNI A& LINPOARSR G GKS G 2Adive Fsed KISy RIF ASI
accountstermedd_ocked ot @

12.2. Interventions

If a study intervention is not available at your site (¢hg. medication iut of stockor there is adrug shortage),

aResearch Coordinataccount can indicate this on the database to prevent randomisation to this intervent
until it is available.

f  From theDashboar@ Of A Gall y2IyiA tHeEkavigatibn tab.
1 / f A Olhtensefiond Ay GKS GlFo 0St2¢ GKS ylI@Aaalrdrazy

” Patients Resources Manage Monitoring Reports

i1 Only the domains and interventions your site is participating in will be displayed. From the list prov
GKS RNRBLIR2gy tArAald ySEG G ZempdSly MBAISBHY i Ay dS)

A - Antibiotic

A1l - Ceftriaxone + Macrolide [ E ']

A2 - Moxifloxacin or Levofloxacin | ~|

A3 - Piperacillin-tazobactam + Macrolide \

AS - Amoxicillin-clavulanate + Macrolide | ~

C - Corticosteroid

Hydrocortisone available

i1 The rest of your research team will be notified via email of this change to the database.

1 If your site needs to permanently stop participating in a domain and/or a domain intervention, or if
would like to open new domains or interventioresnail yourProject Manager.
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12.3. Releases

1 TheReleases tab will give ydoformation regarding the various changes to the database as the dataj
has been improved or changed.

1 We recommend you check this tab occasionally to keep up to date with the changes to the systeml

9 If you are experiencing a problem with the database or have recommendations on how to make th
database more user friendly, please send your feedback to ymjeqt manager.
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13.MONITORING

13.1. Data queries

1 New data queiesareindicated on the dashboard.

1 Toopenthe full list of data queries for your site open the Monitoring tab. You can do this by either:
o { St SOl WohiBng KE & yNadigktiSn tab(refer to Monitoring).
o SSt S Odperyafdata queriédn the DataQuerysection of theDashboard

Open queries - most recent

0299900116 Airway
0299900020 Height units
0299900020 Height cm
0299900020 Heightcm
0299900068 None of the above

View all open queries

08-10-2018
09-07-2018
09-07-2018
09-07-2018
15-06-2018

13.2. Data quey list

1 TheMonitoringtab listsall of thedata queries for review
1 The list oData queries can bsorted by two groups:

o Data query status

Queries

Open or Resolved j Ignore replies j

Patient Variable

0299900116 Daily Data - Study Day 1 > Daily Treatments > Airway
0299900020

0299900020

Baseline > Demographics > Height units

Baseline > Demographics > Height cm

1 Open
1 Resolved
1 Closed
1 Any status
é“ Patients Eligibility Resources Manage Reports ‘ v

Status Date raised

Open 08-10-2018
Open 09-07-2018

Open 09-07-2018

Reply from  Last activity
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o Dataqueryreplies
1 Ignore replies
1 Most recent reply by someone else
1 Most recent reply by me
1 Reply by anyone

Reports ‘ -

i n Patients Eligibility Resources Manage

Queries
Open or Resolved j[ Ignore replies j]
Patient Variable Status Date raised  Reply from  Last activity
0299900116 Daily Data - Study Day 1 > Daily Treatments > Airway Open 08-10-2018
0299900020 Baseline > Demographics > Height units Open 09-07-2018

13.2.1. Data querypage

9 Click on theParticipantStudy Number to open the patient summary page
i Click on the\ariablet to open the full data query.

Patient Variable Status Date raised  Reply from Last activity

0299900116 [Daily Data - Study Day 1 > Daily Treatments > Airway ] Open 08-10-2018

0299900020 Baseline > Demographics > Height units Open 09-07-2018

1 In the full dataquery,the name of the person who raised the query will be indicated at the top off
screen.

Query for patient 0299900020
location: [Raised by: Jane Parker ]  09-Jul-2018 16:54

Variable Queried: Baseline > Demographics > Height cm: 180

Query

Action request

Replies/Comments
Add reply/comment

Status of query

Change status of query to reflect current position

Open v

Update Status Return to previous page

1 |y R &dnéda summary of the querwill be provided.
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1 ! vy R 3&Ndndequeds, a request made by the person who raised the query regarding how to proce

Query for patient 02D5900317
location: D59 - Deep Space 9 Raised by: Genevieve O'Neill

27-Nov-2018 21:09

Variable Queried: Baseline > Interventions & physiclogy at baseline > Corresponding Pa02 entered: 250.0

Query
The Pa02 is outside the normal range we would expect.

Action request
Please check the Pal2 value entered and confirm it is correct.

Thanks
Gen

Replies/Comments
Add reply/comment

Status of query
Change status of queny to reflect current position

Dpen A\

Update Status Return to previous page

f If you have any questions or response to the Action requ@dt AAGd| repkr/commers. We recommend)
that you reply indicating that yobave updated a variable or if the variable is correct.

Query for patient 0299900020

location: Raised by: Jane Parker

Variable Queried: Baseline > Demographics > Height cm: 180

09-Jul-2018 16:54

Query
Action request

Replies/Comments
I Add reply/comment I

Status of query

Change status of query to reflect current positior

Open v

Update Status Return to previous page
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1 From the query pagetlick on thedvariable querie€ to open up CRF page to upddte dataenteredif
required

Query for patient 0299900020
location: Raised by: Jane Parker 09-Jul-2018 16:54

Variable Queried{Baseline > Demographics > Height cm: 180 |

Query

Action request

Replies/Comments
Add reply/comment

Status of query

Change status of query to reflect current position

Open v

Update Status

Return to previous page

13.2.2. Data autside normal ranges query report

A report of queries for data thatre outside normalrangeO | Yy 0 S @A S gR:portdaER S NJ|

1 This report returns all entered values that are outside-getermined limits. All values on this report
have been confirmed as correct when entering dataloe CRF (see section 16.3 amber validations).

1 Select theReportli A i Dag Rutside normal rangés®

ﬁh Patients Resources Manage Monitoring Reports

Data outside amber range

Any Monitoring Status = Select form to reporton . =

i1 Using thetwo dropdowncategories to display a list phtientswith data outside normal ranges.

1 The two categories are:
0 Monitoring status select monitored ounmonitoredstatus

o0 Select form to report on select therelevanteCRF from the list provided.

13.3. Error messages

9 \Validationsare applied tananyfieldsin the database.
1 These validations are triggered after date entered in theeCRF or when the eCRF is saved.

1 There ardive types of data validations
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(0]

Notallowedy G KS @I tdz2S AayQiu tft26SR (G2 0SS &l @
manager.

m Demographics

Height 500 cm

As documented in medical record -
l X Value is out of range or does not fit the expected format l

Amber Validation the value is considered abnormal but possible, check/étheeyou entered, if
it is correct, confirm theralueby ticking the box.

Protocol deviation the information entered is a protocol deviation, if this occurs please
complete the protocoteviationeCRF.

eCRF not completdf a mandatory questioin the eCRF is not entergithe eCRF page will not
save. A blue message will be displayed at the top of the form.

eCRF form inconsisteres if data entered in two different forms do not match (e.g. date of
death entered in the SAE eCRF and DischargeR@RF Q (i , aryellovdeirar will be displayed)
on the patient summary page and the patient list.

OnthePr GASY G [AaldG GKS LI GASYyGdQa t I NIAOALN yQd
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