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1. CONTACT DETAILS

1.1. International

REMAP-CAP International Trial Steering Committee (ITSC): email info@remapcap.org

Global Project Manager, Cameron Green: +61 3 9903 0247 or email cameron.green@monash.edu

1.2. Australia and Saudi Arabia

Project Manager, Jane Parker: +61 439 173 414 or email jane.parker@monash.edu

1.3. Canada

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

1.4. Europe

General European (EU) Project Management: eu.remapcap@umcutrecht.nl

1.4.1. Germany

General German Project Management: ZKS-Projektmanagement@med.uni-jena.de
Clinical Trial Manager, Nicole Brillinger: +49 (0) 3641 9396652, Fax: +49 (0) 3641 9399969

or email nicole.brillinger@med.uni-jena.de

1.4.2. United Kingdom

General United Kingdom (UK) Project Management: uk-remapcap@icnarc.org

Project Manager, Paul Mouncey: +4420 7 269 9277 or email paul.mouncey@icnarc.org

1.5. New Zealand

Project Manager, Anne Turner: +64 4 805 0268 or email anne.turner@mrinz.ac.nz

1.6. Critical Care Asia and Africa

CCAA Project Coordination: Abi Beane: email abi@nicslk.com | Sumayyah Rashan: email sumi@nicslk.com

Monash University CCAA Project Manager, Vanessa Singh: +61 426 996 834 or email vanessa.singh@monash.edu

1.7. Colombia

Monash Project Manager, Vanessa Singh: +61 426 996 834 or email Vanessa.singh@monash.edu

https://remapcap.spinnakersoftware.com
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1.8. Japan

Japanese Investigators:

Hiroki Saito: email hiroki.saito@remapcap.jp

Nao Ichihara: email nao.ichihara@remapcap.jp

1.9. Singapore

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

2. INTRODUCTION

2.1. Purpose of this document

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

e Accessing the database

Randomising patients
e Entering data into the online eCRF
e Completing the screening log
e SAE reporting
e Resolving data queries
This document is to be used in conjunctions with the following REMAP-CAP documents:
e Case Report Form (CRF) Data Completion Guidelines
e Safety Reporting Guidelines

The current version of these documents will be available on the study database in the Resources section.

2.2. Global eligibility and eCRF website

The Spiral database URL is: https://remapcap.spinnakersoftware.com

The Spiral database is used for randomisation in all regions. It is used for further data collection by sites in:
e Australia and Kingdom of Saudi Arabia
e Canada
e New Zealand
e Europe/United Kingdom

e Colombia

https://remapcap.spinnakersoftware.com Page 6 of 78
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e Japan

e Singapore

3. GENERAL

3.1. Browsers

Although the REMAP-CAP database has been developed to work efficiently on many different internet browsers
(e.g. Internet Explorer, Mozilla Firefox, Google Chrome), there are some browsers that may lead the website to
run in a suboptimal way.

We recommend using the following browsers:
e Motzilla Firefox

e Google Chrome

e Safari

3.2 Spiral accounts

3.2.1. Account types

Prior to a site starting REMAP-CAP, site users will require access to the study database to allow randomisation and
data entry. Sites will be contacted by a Project Manager in order to set up access and will be asked to complete a
Database Form. Accounts will be setup in accordance with this form prior to your site commencing recruitment.

All site access accounts are individual accounts. There are five different types of site access accounts for the
website: Randomisation User account (replaces the Generic site account), Research Coordinator account,
Investigator account, Outcome Assessor account, and eCRF Data Collector account.

1.  Randomisation User account
o Able to access the randomisation function only
o 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 example clinicians who want to
screen and randomise a patient out-of-hours

o Each Randomisation User has their own individual account.
2. Research Coordinator account

o Able to access all functions on the database (e.g. randomisation, data entry, data queries, SAE
reporting and patient transfers)

o Each Research Coordinator will have their own individual account (username and login).
3. Investigator account

o Able to access some functions on the database (e.g. randomisation, data entry, data queries, SAE
reporting and sign-off)

o Intended for use by Site Principal Investigators

https://remapcap.spinnakersoftware.com Page 7 of 78
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o Each investigator has their own individual account.
4. Outcome Assessor
o Able to complete Day-180 follow-up for participants at sites that their account is linked to
o Used in regions or countries that have a centralised team to conduct follow-up interviews
o 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 Collector account

o Able to perform all of the same functions as a Research Coordinator account, except for the ability to
screen and randomise patients

o Each eCRF Data Collector has their own individual account.

3.2.2. Requesting an account

e Prior to starting REMAP-CAP, you will be asked to complete a Database Form. Accounts will be set up by
your Regional Project Manager in accordance with this form.

e Subsequent requests for individual logins should be made to your Project Manager (refer to Contact
Details).

e Usernames must be a valid email address.

e An email will be sent to the nominated email address containing instructions on how to activate the
account and set a password (see image below).

e The user invitation will expire after 5 days. If the invitation has expired, ask your Project Manager to re-
send the invitation.

e Click on the link “click here” in the email invitation, which will take you to the database. Enter your chosen
password as per the password policy.

User Invitation - REMAP-CAP

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

Hi
[Project Manager]  has invited youto be a  [Account Type] on https://fremapcap.spinnakersoftware.com

To activate your account and set your password

Or paste the following address into your web browser
https://remapcap.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. Password policy

Passwords must contain:

e At least 6 characters

https://remapcap.spinnakersoftware.com Page 8 of 78
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e Cannot be a password that is deemed to be insecure (e.g. password, PassWord, or 123456)

e Must not contain the username (e.g. username123).

Note the list of passwords that are considered to be insecure is updated regularly, and passwords that were

previously allowed may be prohibited.
Please note that passwords are case-sensitive.
Recommendations:
e Use a password manager to generate and store passwords
e Change your passwords regularly

e Choose a password by combining 5 or more random common words (e.g. correct horse battery staple
home, password is = correcthorsebatterystaplehome).

y'N HINT: If you are not receiving your invitation email, check your junk (or spam) folder.

You may need to configure your email settings and add the REMAP-CAP database email address to your
contact list remap-cap@spinnakersoftware.com

3.4. Logging in

You can access the REMAP-CAP website at the following address:

SIGN IN

| 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 failed attempts users will be locked-out for 10 minutes.
Passwords are encrypted in the database and cannot be recovered.

Individual users are responsible for their own passwords.

If an individual user forgets their username or password (image below), click “/ forgot my username or
password” on the login page.

Username/Email

Password

SIGN IN
@y username or pas@

By clicking on “/ forgot my username or password”, another page will load asking you to enter the email
address linked to the individual account.

Enter your email address linked to your account and click on “send me reset instructions”.
Reset instructions will be sent to your nominated email address.

Click on the link “click here” in the password reset instructions which will take you to the database
(image below).

Password reset - REMAP-CAP

com

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

To action this request p‘easa

Or paste the following address into your web browser
hitps://rema spinnakersoftwar Login/PasswordRecover.aspx?rp=18v=Tb%2bRhOFT%2fNAe6pBInKUxBIWGgNcQpmXumKtiiMoa309DKNsOL SydpkumYMBHCqdnSY
EyBmKqnl )2nBBcMZ3I60gkIVES IHWDnuxX OwoT JOMIXS%2bw27251S15Q

For security reasons this link will only be valid for 5 days
If you did not request a reset, please gard this and your 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 Page 10 of 78
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e You will be directed to a new webpage, enter a new password as per the password policy (refer to
Password Policy).

e The website should automatically log you in. If this does not happen automatically, re-open the REMAP-
CAP database home page (https://remapcap.spinnakersoftware.com) and log-in using the new password

you have just chosen.

3.4.2. Two-factor authentication

e Two-Factor Authentication (2FA) 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 username
and password a second form of identification, usually a unique code, is needed to verify your 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 1%t September 2023 (UTC) it will be mandatory for all users to set up 2FA.

e 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 ease
of use.

e Follow the next steps to set up 2FA for your REMAP-CAP Trial account.

Step 1: Download a Two-Factor Authenticator app

e The following apps can be used for two-factor authentication in the REMAP-CAP database:
# Google Authenticator
@ Microsoft Authenticator
® Twilio Authy

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

e  Twilio Authy can be installed on your computer, if you are unable to use a phone or tablet.
Note: Installation of the app on your work desktop may be restricted based on your organisation’s policy
of using third-party applications.

e Open your authenticator application on your mobile device and follow the next set of instructions to set
up your account.

Step 2: Enable 2FA in your REMAP-CAP Trial Account
e Login to your REMAP-CAP Trial account using your usual username and password.

e The 2FA set up page will display. Throughout the 2FA set up process a link to download a 2FA quick
guide will be available on each page. It also outlines the steps to take if your 2FA is not functioning
correctly.

e To continue with setting up your 2FA click on Generate QR Code.

https://remapcap.spinnakersoftware.com Page 11 of 78
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Two factor authentication (2FA)

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
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.

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
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

e Open the Authenticator application on your mobile device.

e Follow the prompts to scan the QR code displayed on the REMAP-CAP Trial website or enter the manual
entry code.

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

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

Download 2FA guick puide

e The authenticator application will generate a unique six-digit code.
e Enter this code into the designated field on the REMAP-CAP Trial website.

e Ifyouare logging 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.
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I ap.
Pcap-sE

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) n

Scan the QR code using your authenticas
ar use the manual entry code

software.com says

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

e Once you have entered the code, the REMAP-CAP Trial website will confirm successful setup.

e Your authenticator app will generate a new six-digit code every 30 seconds. When prompted for the
authentication code during future login attempts, open the authenticator app and enter the most recent
code displayed.

Resetting your 2FA codes

If you experience errors with your 2FA code at future login attempts you can request to clear your 2FA codes
and set up your 2FA again. To do this you can call your project manager directly or send a request via the
REMAP-CAP database. To send a 2FA reset request via spinnaker:

e After logging in to the REMAP-CAP Trial database, the Two-factor authentication (2FA) page will display.
Click / can’t access my 2FA authenticator.

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

e Add an entry in the available text box and click ‘Send message’. A confirmation message will display.
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You will receive a notification via email once your request is actioned by your regional manager.

Hello, Plegse reset my 274 code.

Back to login

Two factor authentication (2FA)

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

Send message >>

Two factor authentication (2FA)

Request sent

Back to login

2FA reset actioned Local User - REMAP-CAP Extemal) T 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

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 on a secondary device

You can set up 2FA on another device. For example, on another phone or tablet.

Go to your My Profile tab (top right of the menu bar)

Click 2FA authentication in the left panel to display the 2FA authentication options.

M

2

User info

Locations

Dashboard

Sign out

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

devices/apps) I VI G

Email Notifications

Change photo

Change password

2FA an[hE‘[iEat'onI

You can choose to Show QR Codes or Generate new 2FA keys.

Select Show QR Codes to add existing 2FA codes to a secondary device. Users can scan and use the same

QR code for each device and authenticator they have.

https://remapcap.spinnakersoftware.com
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Select Generate new 2FA keys if you would like to reset your 2FA codes. Follow the steps to scan the QR

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)
or use the manual entry code (If needed)

Manual Entry Cade: KIZVIM2RGSHWALTYHAADSUTQGALEI4LINM

Enter the 2FA code from your authenticator app

Test 2FA code

If you are unable to access your authenticator app due to a lost device, contact your regional m

They may reset your codes and bypass 2FA for a period of time until you regain access to your device.

If you have more than one REMAP-CAP database account, you can link your authenticator app to all

relevant user accounts.

Contact your Regional Manager if you require any assistance in managing your database accounts.

anager.
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4. DASHBOARD AND NAVIGATION

Upon login, you will be presented with a Dashboard (also known as landing page) which provides summary
information on recruitment at your site.

Different accounts will see different dashboards, depending on the website functions they have permission to
access. All users can view the dashboard release notes. Pending patient transfers, reveals and eligibility display
for records with a ‘pending’ status.

The Research Coordinator Dashboard can include up to ten distinctive sections:

1. Navigation bar 6. Transfers pending
2. “Add patient” button 7. Alerts
3. “Print site-specific eligibility checklist or blank 8. List of patients recently randomised at your site

CRF” function 9. Graph of total enrolments at all sites

4. Eligibility-pending patients 10. Open queries

5. Reveal pending patients

The Investigator Dashboard can include up to nine distinctive sections:

1. Navigation bar 6. Transfers pending
2. “Add patient” button 7. Alerts
3. “Print site-specific eligibility checklist or blank 8. List of patients recently randomised at your site

CRE function 9. Graph of total enrolments at all sites.
4. Eligibility-pending patients

5. Reveal pending patients

The Randomisation User Site Account Dashboard can include up to eight distinctive sections:

1. Navigation bar 6. Reveal pending patients

2. “Add patient” button 7. Alerts

3. “Print site-specific eligibility or blank CRF” 8. List of patients recently randomised at your site
function 9. Graph of total enrolments at all sites.

4. Eligibility-pending patients 10. Open queries

5. Transfers pending
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The Outcome Assessor Account Dashboard includes three distinctive sections:

1. Navigation bar 3. List of patients requiring D180 follow up at
2. Alerts your site(s)

The eCRF Data Collector Account Dashboard can include up to nine distinctive sections:

1. Navigation bar 5. Transfers pending

2. “Print site-specific eligibility checklist or blank 6. Alerts

CRF” function 7. List of patients recently randomised at your
3. Eligibility-pending patients site
4. Reveal pending patients 8. Graph of total enrolments at all sites

9. Open queries

4.1. Navigation bar

ﬁn Patients Resources Manage Maonitoring Reports SITE NAME ‘

To navigate your way around the site, use the navigation toolbar at the top of the screen.

41.1. Site name

The site name is displayed in the top right-hand corner of the screen. Please ensure that you are logged into the
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 you to view or edit your profile,
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

The dashboard (or landing page) is available at any time by clicking on the REMAP-CAP logo ( &:#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 transferred are
available at any time by clicking on Patients in the navigation tab at the top of the screen (refer to Patient List).

Eﬂ Resources  Manage  Monitoring  Reports Site name l -

4.1.4. Resources

All available resources are available by clicking on Resources in the navigation tab at the top of the screen (refer
to Resources).

é,ﬂ Patients Manage Monitoring Reports SITE NAME l v

4.1.5. Manage

To view and manage all of the account(s) linked to your site, and the interventions that are available at your site,
click on Manage in the navigation tab at the top of the screen (refer to Manage).

E,ﬂ Patients Resources Monitoring Reports SITE NAME l -

4.1.6. Monitoring

To view a list of data queries for participants at your site, click on Monitoring in the navigation tab at the top of
the screen (refer to Monitoring).

iiﬂ Patients Resources Manage Reports SITE NAME ‘ v
TT—

4.1.7. Reports

To view a list of the reports and data extracts available for you to download, click on Reports in the navigation tab
at the top of the screen (refer to Reports).

i’ﬂ Patients Resources Manage Monitoring SITE NAME ‘

4.2. Add patient

To randomise a patient, click on the “Add patient” button on the top of the dashboard to start the eligibility
process. This function is only available to Randomisation User accounts, Research Coordinators, and Investigators.
It is not available to users with an Outcome Assessor or eCRF Data Collector account.
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&+ Add patient

4.3.

Printing a site-specific eligibility checklist or blank CRF

To print a blank CRF or eligibility checklist that is specific to the domains and interventions that are available at
your site, click on the “Print site-specific eligibility checklist or blank CRF” button near the top of the dashboard.

Print site-specific eligibility checklist or blank CRF

and State at your site.

Clicking this button will take you to another page which will display the domains that are active in each Stratum

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 Print Blank CRF Forms for Paediatric Participants

4.3.1.

Print site-specific eligibility checklist

To print an eligibility checklist, click the “Print eligibility checklist” button under the appropriate Stratum for the
patient you wish to screen for eligibility (e.g. if the patient has suspected or proven pandemic infection, click the

button under the ‘pandemic’ column).

4.3.2.

Print site-specific blank CRF

To print a blank CRF that is specific to the domains and interventions that are active at your site, click the “Print
blank CRF” button. Clicking this button will open a new window, which will allow you to select which forms of the
CRF to print. You may also see a separate button to “Print Blank CRF Forms for Paediatric Participants”. This is

only applicable if your site is enrolling paediatric participants.

Non-pandemic Pandemic
ICU ICU Ward
Domains: Domains: Domains:
Corticosteroid (C) Antiplatelet (B) Immunoglobulin (P)
Antibiotic (A) Antibiotic (A)

Influenza Antiviral (1)
Print eligibility checklist
| Print Blank CRF Forms I

Influenza Antiviral (1)
Anticoagulation (H)

Print eligibility checklist

Print eligibility checklist

| Print Blank CRF Forms for Paediatric Participants I

https://remapcap.spinnakersoftware.com
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Print Blank CRF forms for Location

- Select forms

(JBaseline
(JSupplementary Baseline
O Microbiology

[ Daily Blank Form

(O Medical Administration
O Monoclonal Sampling
O Discharge

[JConsent

ODay 21

O Day 90

ODay 180

[ ventilation Baseline

[Jventilation Daily Blank Form

[ Protacol Deviation
[ Adverse Event

(D Serious Adverse Event

Print Selection

No. | 1

Select the forms you wish to print and click “Print selection”.

You can print a patient-specific blank daily CRF from the Patient Summary Page.

4.4. Eligibility pending

e If there are incomplete eligibility assessments for patients at your site (“Eligibility pending patients”),

these will appear on the dashboard.

e Eligibility pending patients are patients who have had an eligibility assessment commenced but this form
is not yet completed. Both patients requiring confirmation of ICU organ support (“organ support
pending”) and patients requiring confirmation of consent prior to randomisation (“prior consent

pending”) are located here.

Eligibility pending patients

ID Hospital admission

AXXJSN 09-Nov-2018 06:28

02DS9900999  08-Nov-2018 06:28

Expires/Due

09-Nov-2018 06:16 Organ support pending

09-Nov-2018 23:59 Consent pending

e To update eligibility on these patients, click on the /D and refer to Eligibility pending for more

information.
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Eligibility pending patients

ID ICU admission Expires/Due

AWTKFRY  17-Dec-201910:00  18-Dec-2019 10:00  Prior Consent
AJQLSE 17-Dec-201906:30  18-Dec-2019 06:30 Organ support

4.5. Reveal pending patients

e For some domains, after a participant is randomised additional information may be required before the

participant’s allocation (i.e. the intervention that the participant is assigned in that domain) can be
revealed.

e Alist of patients who have been randomised to a given domain, but have not had their allocation status
revealed, appears on the dashboard. Refer to Reveal pending for more information.

Reveals pending

] ICU admission Domains  Expires/Due

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

4.6. Alerts

e Alist of alerts appears on the dashboard. These include any items that require action from site users.
Examples of alerts include:

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

o Where conflicting data has been entered

e Click on the participant study number to view the participant’s CRFs, click the Alert description to view
the relevant CRF, or click the link at the bottom of this section to view all alerts.
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Alerts

Patient ICU Admission

AQZINB]  13-Aug-2019

AQYWEKY  22-Jun-2019

ASYSX) 22-Jun-2019

Alert

answering

answering

answering

View all 50 alerts 4 high priority

Organ support questions need

Organ support guestions need

Organ support questions need

4.7.

Transfers pending

Participants may be transferred between participating REMAP-CAP sites.

A list of patient transfers that have not yet been accepted by the receiving site is provided on the

dashboard.

Patient

0203801040

0203801038

View Transfers

Transfers pending

From

02038 - Juniper
Infirmnary

02038 - Juniper
Infirmary

To

02D5% - Desp
Space 9

02D5% - Desp
Space 9

Initiated

26-Aug-2022
14:43

26-Aug-2022
14:42

Click on the participant study number to navigate to that participant’s patient summary page.

Click on the “View Transfers” to navigate to the Transfer tab.

To approve the patient transfer, refer to the Patient Transfers.

4.8.

Randomised patient list

A list of participants randomised at your site is located on the dashboard.

Click on a participant study number to open that patient’s summary page.

To search for a specific participant, enter their participant study number and click “Find patient”, the
Patient Summary Page for this patient will load automatically (refer to Patient Summary Page).
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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

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 participant recruitment graph indicates total REMAP-CAP recruitment at all sites utilising the Spiral database.

Total Enrolments (24)
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5. RANDOMISATION

e Randomisation Users, Research Coordinators, and Investigators are able to screen and randomise
patients. Outcome assessor and eCRF Data Collector accounts are not able to use the eligibility module.

e There are a number of eligibility questions to be completed. The eligibility module is dynamic, and the
guestions that you are asked to answer will depend on the domains, interventions, and stratum that are
active at your site at the time of the eligibility assessment.

e The domain codes listed above the ‘Patient Demographics’ heading indicates what domains are active at
your site.

e All of the questions on each page must be answered before clicking on “Next” to load the next page.
e The database reviews eligibility after every page (when you click “Next”) to avoid unnecessary data entry.

e The database will inform the user if the patient is no longer eligible. At the bottom of the page click on
the “Next” button.

e Ifyou click on the “Cancel” button, the information entered in the eCRF up to this point will NOT be

saved.

-"' Patient Eligibility

E”gibi”ty Vulcan is currently assessing eligibility for domains A, B, C, D, E H, [[ M, P, V
P Pztient Demographics

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-MMB eg 014ur-1965  J Unknown at this time
Sex at birth wale Female
Where is the patient physically located cu NOT I U

If In ED must be d for hospital admission and specify location to which patient Is accepted for admission. ICU

e You can go back to check previously answered questions or change answers at any time by selecting the
relevant Eligibility Page on the Eligibility Page Navigation Tab.

§MN Resources Site Name ([ -
‘+ When did this hospitalisation start
Eligibility When did ICU admission start
/—\ 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

https://remapcap.spinnakersoftware.com Page 24 of 78



https://remapcap.spinnakersoftware.com/

REMAP-CAP Spiral Database User Guide Version 3.0 dated 06 September 2023 Return to top

AHINT: click on the information 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 to
discuss the item.

5.1. Enter a new patient

There are two places where you can easily access the eligibility CRF for a new patient.

1. Onthe Dashboard to randomise a patient, click on “Add Patient”

ﬁn Resources Site Name U v

2. On the Patients page to randomise a patient, click on “Add Patient” either on the page or click on the
“Add Patient tab”.

t" 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

e If you attempt to randomise a patient with the same initials, date of birth and sex at birth at your site
within 72 hours, an ALERT will appear.

e Please check that the patient you are trying to randomise has not already been enrolled in REMAP-CAP
before continuing.

o If the patient has been enrolled in the study, select “Yes, they are the same patient”.
o If the patient has not been enrolled in the study before, select “No, they are not”.

e Only a Research Coordinator account can enter two patients with the same initials, DOB, and sex at birth
within 72 hours.
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- Demaographics

Patient initials ppp First, Middle, Last {(FML). If the patient does not have a middle name use a dash (F-L).
Date of birth 12-pct-1%65 a.g 01-Jun-1965 Unknown at this time, presurmed 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 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

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

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

- Demographic

Patient initials ppp t ¢ the patient d X o
Date of birth 12-0ct-1965 e in-19 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

e Inthe alert you will be told:
o The name of the site where the previous patient was randomised
o The date they were randomised
o The eligibility code (NOTE: this is not the same as the participant study number)

e We recommend you contact the site listed, check the patient’s medical record or ask the patient and/or a
family member if the patient was admitted to the other hospital in the last 90 days.

e Please check that the patient you are trying to randomise has not already been enrolled in REMAP-CAP
before continuing.

o If the patient has been enrolled in the study, select “Yes, they are the same patient”.
= |f the patient has not been enrolled in the study before, select “No, they are not”.

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

5.2.3. Override duplicate patient

e A Research Coordinator account must be used to override duplicate patient alerts.
e Select “Add Patient” on the Dashboard or Patients page.

e Enter the patient demographics.
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e If duplicate randomisation alert appears, please check that the patient you are trying to randomise has
not already been enrolled in REMAP-CAP before continuing.

o If the patient has been enrolled in the study select “Yes, they are the same patient”.
o If the patient has not been enrolled in the study before, select “No, they are not”

Continue answering the eligibility assessment questions.

5.2.4. Randomisation email

If a patient is randomised to a REMAP-CAP domain or entered into Eligibility pending, an automated email will be
sent to site research staff (refer to Email 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

e Once all of the eligibility questions have been answered and the patient’s eligibility is confirmed, you will
be taken to a new page confirming that the patient has been randomised and outlining which domain
interventions that patient has been allocated to.

e Arandomisation confirmation email will automatically be sent to all site research staff upon successful
randomization.
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"‘ Patients

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

ICU ad. 26-Nov-2019 01:20

? Summary

V Eligibility

X Macrolide Reveal
X Baseline

X Microbiology

X Daily

X Antimicrobial

X Discharge

X Consent

X Day 90 -

X Day 180 - 25

Resources Manage Monitoring Reports

Site Name 1 -

& Print this page

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

Patient 0299900205
Randomised 27-Nov-2019 00:39
Initials KAN, age Unknown has been enrolled in the REMAP-CAP Trial

Domain Allocation Status

Antibiotic Domain IV Ceftriaxone + 3 days of IV Azithromycin

Macrolide Duration Domain Reveal Pending

Corticosteroid Domain No Hydrocortisone or other systemic corticosteroid

Antiviral Domain Not eligible

What to do now ...
Antibiotic

* 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
bedside

Macrolide Duration

* 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
23:59)

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

Please print the randomization page for the patients’ medical records, a “Print this page” button is
located at the top of the page.

ﬂ Patients

&5

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

ICU ad. 26-Nov-2019 01:20

? Summary

X Macrolide Reveal
X Baseline

X Microbiology

X Daily

X Antimicrobial

X Discharge

X Consent

X Day 90 - 2

X Day 180 - 2

Resources

Site Name L -

Manage Monitoring Reports

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

Patient 0299900205
Randomised 27-Nov-2019 00:39
Initials KAN, age Unknown has been enrolled in the REMAP-CAP Trial

Domain Allocation Status

Antibiotic Domain IV Ceftriaxone + 3 days of IV Azithromycin

Macrolide Duration Domain Reveal Pending

Corticosteroid Domain No Hydrocortisone or other systemic corticosteroid

Antiviral Domain Not eligible

What to do now ...
Antibiotic

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
bedside

Macrolide Duration

* 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
23:59)

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

O

O

e Administration guides for each domain that the participant is randomised to are available for download
by clicking on the hyperlink under each relevant domain. These administration guides are also available
for download under the Resources tab.

e If you have closed the page, you can view this page by clicking on the Participant’s Study Number to open
the “Patient Summary Page” and then by clicking on “Eligibility” in the CRF tab.

e For some domains, additional information may be required before the participant’s allocation can be
revealed.

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 version is
utilized.

Administration guides are intended to provide a brief reference guide to the delivery of allocated
interventions, and should not substitute entirely for a thorough knowledge of the study protocol.
If you have any questions about the delivery of allocated interventions please contact your
Project Manager.

The “Eligibility” outcome page will indicate which domains are “Pending Reveal”, and provide
links to Reveal forms for each domain.

E Platform confirmed & Print this page

e - 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

+ Summary
+ Eligibility
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
X obiclogy B Antiplatelet Domain
v Ventilation Domain
X Daily
8] Cysteamine Domain Not eligible
X Medica K Monoclonal Antibody Domain Not eligible
X Discharge E Endorthelial Domain Reveal pending
X Consent
X Day 21 - This patient may be eligible for the Ventilation Domain

O

O

Domain-specific Reveal forms are also accessible via the eCRF Navigation tab.

Click on the ‘Reveal pending’ link or the domain-specific reveal form in the left pane to navigate
to the additional criteria page and complete the eligibility form.
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¥ Summary
 Eligibility

? Domain P Reveal
7 Domain H Reveal
? Domain B Reveal
7 Domain E Reveal
? Domain V Reveal
X Baseline

X Microbiology

X Daily

X Medication

X Discharge

X Consent

X Day21-

Guidelines.

Anticoagulation Domain eligibility for patient 0299900458
Must be completed by 27-Aug-2022 03:00 (within 48 hours of ICU admission)

- Exclusion criteria

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

At the time of eligibility assesement the patient was entered as not receiving therapeutic dose anticoagulation. Has
this changed

Since completing eligibility the patient has commenced or will commence therapeutic dose anticoagulation for a
clinical indication

- Consent

Have reguirements for informed consent for this domain in this hospital for this patient Yes No
been met

- Patient interests

Consider change in bleeding risk since eligibility commenced
In the opinion of the treating clinician is allocation to any of the Anticoagulation Domain Yes No
options below appropriate for this patient

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

o For domain-specific pending reveal information refer to the REMAP-CAP Data Completion

5.4. Eligibility Outcomes

There are four Eligibility Outcomes:

1. Not Eligible: This patient does not meet platform eligibility criteria and are added to the list of patients who
were screened and not eligible.

Thanks,
from the REMAP-CAP Team.

available domains.

Not eligible confirmed

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

2. Registry confirmed: This patient does meet platform eligibility criteria but is not eligible for randomisation.

This may occur when a patient is eligible for the platform, but is not eligible for randomisation to any

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 patient has not yet met all the platform eligibility criteria, however, there is still time
for the patient to meet these eligibility criteria. On the outcome page, the reason why the patient has been

https://remapcap.spinnakersoftware.com

Page 30 of 78


https://remapcap.spinnakersoftware.com/

REMAP-CAP Spiral Database User Guide Version 3.0 dated 06 September 2023 Return to top

placed in the eligibility pending criteria will be listed, including the date and time the patient’s eligibility
assessment must be updated before the study time-windows close (refer to Eligibility pending patients).

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

e The two eligibility pending categories are:

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

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

4. Platform Confirmed (Randomised or Enrolled): This patient has been randomised and has received an
allocation to one or more domains.

4.1. Registry Pending: This patient has been randomised and has received an allocation in a domain,
however further information is required before their allocation can be revealed.

https://remapcap.spinnakersoftware.com Page 31 of 78



https://remapcap.spinnakersoftware.com/

REMAP-CAP Spiral Database User Guide Version 3.0 dated 06 September 2023 Return to top

5.5. Eligibility pending patients

To view patients that are currently in the “Eligibility pending” patient list, go to the Eligibility Pending
section of the Dashboard page.

The list of Eligibility pending patients is also located on the Eligibility List Tab of the Patients page.

o Select “Platform pending” from the dropdown list to display only the current Eligibility pending
patients.

Patients Eligibility Resources Manage Monitoring Reports Site Name 1 g

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 eligibility assessment for Eligibility pending patients

To update eligibility on these patients, click on the patient’s /D on either the Dashboard or Patient list
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.
To update the patient’s eligibility assessment check click “Update Eligibility”.

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 ‘ v

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

Eligibilit
L‘E;RPUY 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

e Information entered during the eligibility assessment can be updated after a patient is randomised.

e Patientinitials, date of birth, sex at birth and ICU admission date & time can be edited via the Patient
Summary Page, by selecting “Edit Patient”.

N Patients  Eligibility ~ Resources  Manage  Monitoring  Reports

Antibiotic domain

Patient 0299900124
Patient initials: K-F Moxifloxacin test

Date of birth: 23-May-1946
Sex at birth: Female
APD number:

¥ Summary Hospital Admission: 31-Oct-2018 07:20
+ Eligibility ICU Admission: 31-Oct-2018 13:50

Randomised: 01-Nov-2018 13:32
# haselion Monitoring status:  Not monitored
X Microbiology Locked status: Open

Notes: Not;
X Daily

Protocol deviations +
¥ Dischacgy Sl No Protocol deviations
X Consent
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 is
because it is a question on the Baseline eCRF. If the date entered on the Baseline CRF doesn’t match the
Eligibility eCRF, you will be asked to confirm the date that is entered. Once confirmed, the new date
entered into the Baseline form will overwrite the date and time entered into the Eligibility assessment.

e Other eligibility data can be updated by selecting View Eligibility Data on the eligibility result page.
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0299900564
Randomised 12-May-2022 10:48
Hospital ad. 11-May-2022 11:30

ICU ad. 12-May-2022 01:00

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

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

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 10:43

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.

Reasons for ineligibility View Eligibility Data

e Select “Edit Eligibility Request”, enter a reason for updating eligibility and click ‘Save’.

& Print this page

Edit Eligibility Request for 0299900564

(_Edit Eligibility Request )

29900564 - eligibility code ARCRSR |

Reason for editing eligibility

- E-Patient

Eligibility ID
Eligibility Code
Patient D

16676
ARCRSR
0299900564

Save or Cancel

e A request will be emailed to your local project manager to unlock the form. Select “Back to Eligibility
data” to return to the View Eligibility Data page. A yellow alert message will display the request details.

Back to Eligibility data

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

Waiting for approval

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

If the edit eligibility request is declined, the yellow alert text will no longer display and the eligibility form

will display an Open Eligibility for Editing 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 processed. If you are unsure an eligibility record should be updated
after randomisation, contact your local Project Manager.

If the edit eligibility request is approved, you will receive an email notification stating the form is

unlocked, including an auto lock date if it is not locked by the site.

Thu 11/05/2023 10:32 PM

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.

REMAP-CAP Trial System <remap-cap@spinnakersoftware.com>

Return to the View Eligibility Data page to start editing your data. To edit a question, click the pencil icon

located to the right of the current value, edit the data value and click ‘Save change’.

More than one field can be updated, however, only one field at a time can be edited.
Once you have updated your data, click “Finish editing and lock eligibility record” to relock the form.

The form will automatically relock after 7 days (from the date it was unlocked) if 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

e  For patients in the Registry, initials, date of birth, sex at birth and ICU admission date & time can be
edited via the Patient Summary Page, by selecting “Edit Patient”.

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
Hospital ad. 04-Mar-2021
ICU ad. 04-Mar-2021 22:31

Sex at birth: Male

v Acontinuous vasopressor and/or inotrope

infusion
Hospital Admission: 04-Mar-202116:23 v High-flow oxygen delivered via nasal prongs or
ICU Admission: 04-Mar-2021 22:31 cannula
? Summary Enrolled: 09-Mar-2021 08:03 2 Non-invasive ventilation (NIV)
+ Eligibility 7 Invasive mechanical ventilation
APD number: 156

e Information regarding ICU-level organ support received by Registry patients within the first 48 hours
of their ICU admission can be added by navigating to the Patient Summary Page and clicking “edit
organ support”
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6. PATIENTS

6.1. Patient list

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

6.1.1. eCRF overview key definitions

Symbol

-~J

6 Nov

& 0299900109

M

https://remapcap.spinnakersoftware.com

Definition

Indicates that a CRF is no longer needed (no data entry required).
Indicates that a CRF is complete.

Indicates when a CRF is partially complete.

Indicates that a CRF has not been started.

Future due dates appear in light grey

Past due dates appear in black.

Yellow highlighted PSN indicate a query that requires attention
(e.g. consent revoked or cross-validation query).

Patient transfer pending confirmation by receiving site.

Patient transferred, the patient’s eCRF is not at your site (data
entry closed).

Patient transferred, the patient’s eCRF is at your site (open for
data entry).

A lock next to a yellow highlighted PSN indicates that the patients
file is locked (e.g. consent has been revoked or patient’s file is
closed after data cleaning).

A “S” next to a participant’s PSN indicates that this participant has
received an allocation 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 in both the Moderate and the Severe state.

A “M” next to a participant’s PSN indicates that this participant
has received an allocation in the Moderate state of the Pandemic
Infection Suspected or Proven (PISOP) stratum.

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

% Indicates that the participant or their representative has declined
consent for participation in one or more domains, but has
consented to participate in one or more other domains.

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

Indicates a paediatric participant.

E T

6.1.2. Navigation

e To open a specific patient’s Patient Summary Page click on the patient’s Participant Study Number.
Alternatively, you can enter their PSN in the search box provided and click Find patient’.

e To open a specific CRF click on the tick, cross or question mark relevant under the CRF you want to open
for that patient.

e Follow-up due dates are displayed in the overview (final two columns)
Day 90 due Day 180 due

e If the dates are light grey the follow-up is not yet due.

e If the dates are black the follow-up is due. |Pay90due Day180due
28 Jun 26 Sep

27 Jun 25 Sep

e If the follow-up is not relevant (e.g. deceased patients or patients with withdrawn consent), the date will
be replaced by a light grey cross ( = ).

A HINT: To open a patient’s eCRF, from the patient’s Patient Summary Page you can use the eCRF
navigation tab on the left-hand side of the window to open a specific eCRF.

e The patient listing defaults to displaying Participant Study Number in descending order.
You can also re-order the list by clicking on a column name (except Domains and Pending columns).
For example, if you click on the ‘Age’ column, it will sort the list in ascending order by age.

Find a patient
Partcipant sty 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

The Eligibility List under the Patients tab will load a list of patients who have been entered into eligibility who
have not been randomised, this includes both not eligible and registry eligible patients.

” Patients Resources Manage Monitoring Reports Site Name 1 v

Ellglb”lty Site Name v Any Eligibility Outcome v Any Registry Outcome b 4

Eligibility or registry code Find by 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

e Click on the “Eligibility Code” to load more information about the eligibility record.

o The eligibility code is the mix of alphabet letters next to each eligibility record.

e You can filter the list of patients by the different Eligibility Outcomes.

Any Outcome T

Platform pending (0 patients)
Registry (22 patients)

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

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

e A summary of the different eligibility outcomes is provided in Eligibility Outcome.

To update or review the current status of Eligibility Pending Patient, click on the “Eligibility

code” to open up the record and update the patient record. Eligibility
AGFGXZ

6.3. Transfers

Transfers under the Patients tab displays a summary of all patients transferred to or from your site. For more
information refer to Patient Transfers.

6.4. Investigator sign-off of the CRF

6.4.1. Patient level sign-off

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

e At a patient level, select the Investigator sign off button on the Patient Summary page to sign off multiple
forms simultaneously.
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 Summary

 Eligibility
Macrolide Reveal

 Bazeline
Microbiology

+ Daily

v Medication

v Discharge

Two options will display.

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
MNotes:

Investigator sign off

Print CRF

Option 1: ‘Leave patient lock status as is so that incomplete forms may be finished and new forms
entered.” Use this option if you’d like to sign off and lock multiple forms with completed data (green tick)
while awaiting data to be entered for other forms. For example, if all in-hospital data is entered but

Investigator sign-off 0299900457

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

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

follow up forms are not yet due.

Completed forms (with green tick) are locked. Incomplete forms remain open.

+ Summary
 Eligibility &

v Baselne &

J Daily &

V Medication &
 Discharge @
+ Consent &
?Day 21 - 24 Jan
X Day g0 -

X Day 180 -

Hospital Admission: 02-Jan-2023 10:00
03-Jan-2023 01:20 D
03-Jan-2023 12:47

ICU Admission:
Randomised:

Motes:

Consent
v All done

V Microbiclogy @

SAES +

o] SAE
MNo.

10391 1

Protocaol deviations +
@& 11405 03-an-2023

Adverse events +

& 10457 05]an-2023

Qutcome

Unresolved

Outcome

3-
Resolved

Platform

Related

Unlikely

Type

Initial
report
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has been entered for all required forms.

e Option 2: ‘Apply final lock to patient so that no further data can be entered.” Use this option if all data

e All forms are locked, including any entered Adverse events and Protocol deviation forms.

Patient 0299900457
Locked status: Final lock @
Monitoring status: Not Monitored [

0299900457
Rando 2022 16:50
Hospital ad. 14-jul-2022 00:12

Sex atbirth:  Male

APD number.

Hospital Admission:
ICU Admission
Randomised:
Investigator signed off:

14-Jul-2022 00:12
14-Jul-2022 03:00
14-Jul-2022 16:50

Local User
03-Feb-2023 21:37

v summary @
 Eligibility &

Macrolide Reveal

Notes
 Baseline @

 Microbiclogy @

Transfer patient

V Daily &

Remove Investigator sign off

 Medication &

v Consent & Print CRF
v Day2l &
Consent
v Day30 @
/ v All done
v Day 180 &

Antibiotic domain
IV Amoxicillin-clavulanate + 3 days of IV Azithromycin
144ul-2022 16:50

Adverse events +

(] Date Outcome  Related

@ 10458 16-Jul-2022 Resolved Unlikely

SAES +

Mo SAEs

Protocol deviations +

@ 11406 16-Jul-2022 Platform

Change Log

Table Type Date

ProtocolDeviation Update 03
February

Daily Update 03
February

Update 03

0299900457 &1 M 205

-]

14-jul-2022 A

6.4.2. Form level sign-off

status).

e At form level, the ‘Sign off and lock this form’ button displays when the form has a green tick (completed

e Select the Sign off and lock this form button at the top of the eCRF and Click ‘OK’ to confirm.

Baseline patient 0299900468

0299900468

Randomised 03-Jan-2023 12:47 ﬁ Form is unlocked

Sign off and lock this form

Hospital ad. 02-Jan-2023 10:00
CU ad. 03-Jan-2023 01:20

Patients Resources

v Summary %n

B
2=

0299900468
Randomised 03-)an-2023 12:47
Hospital ad. 02-Jan-2023 10:00
ICU ad. 03-Jan-2023 01:20

Baselin|

& Formisunlocked Sign off and lock this form

remapcap.spinnakersoftware.com says

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

lost,
cancel
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+ Summary
 Eligibility &
V Baseline &

? Microbiclogy

Baseline patient 0299500468

@ Form is locked Unlock this form

n Hospital and ICU Admission source

Hospital admission source
Usual residence Immediately prior to this hospital admissicn

Hospital admission date & time

Home / community

02-Jan-2023

Date & time the patient first presented from the community for this hospital admissicn e.g ED

presentation

‘Form is locked” message displays along with an ‘Unlock this form’ button allowing Investigators to unlock

the form if required.

The lock icon ( & ) displays at the top of the form and in the left navigation pane.

Daily data forms must be individually signed off/locked.

All sections on the Medication administration form must be completed (green tick) to display the ‘Sign off

and lock this form’ button.

Investigators and project managers can Remove Investigator sign off via the Patient Summary page.

Choose the appropriate removal sign-off option, select ‘Open’ from the drop-down menu and click

‘Confirm remove’.

0299900457
Jul-2022 16:50
14-Jul-2022 00:12

v summary @

 Eligibility @
Macrolide Reveal

 Baseline i

v Microbiology &

o Daily &

+ Medication &

 Discharge i

+ Consent @

Patient 0299900457
Locked status: Final lock @
Monitoring status: Not Monitored @

Sex at birth:  Male
APD number:

Hospital Admission: 14-Jul-2022 00:12

ICU Admission: 14-Jul-2022 03:00
Randomised: 14-Jul-2022 16:50
Investigator signed off: Local User

03-Feb-2023 21:37
Notes:

Transfer patient

Remove Investigator sign off I

Delete patient
Print CRF
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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

" Patients Resources Manage Monitoring Reports

If you click on the “Add Patient tab”, you will be taken to the first page of the Eligibility assessment.
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7. CASE REPORT FORMS

7.1. General

project manager.

e Most questions in the eCRF have an information button (

e The eCRFs are dynamic. Questions on some pages load according to answers previously provided. Certain
questions may also be displayed or hidden depending on the interventions, domains, States, or Stratum
that the participant is randomised to.

e The date format is DD-MMM-YYYY. A date selector is available on all date fields except for the date of
birth on the eligibility assessment.

e Missing data are indicated by checking “Not Recorded” or “Not Applicable”, as relevant. Never leave a
field blank. This will ensure data queries are not raised unnecessarily.

). Select this button to open the question’s
definition. For more information refer to the REMAP-CAP Data Completion Guidelines, or contact your

“ Patients

0299900204

v Summary

V Eligibility

X Macrolide Reveal
X Baseline

X Microbiology

X Daily

X Antimicrobial

X Discharge

X Consent

X Day 90 -

X Day 180 -

Resources

Manage Monitoring Reports

Baseline patient 0299900204

n Hospital and ICU Admission source

Hospital admission source

Usual residence immediately prior to this hospital admissio
Hospital admission date & time

D, & time the patient first presented from the community for this hospital admission e.g. ED
pre ntaton

ICU admission source

Clinical location immediately prior

to this ICU admission

Select

dd-MMM-yyyy

Select

mDemograpiMS

Height [
As documented in medical record
Weight

As documented in medical record

kg | Ib

cm feet & inches

m Environmental risk factors

Current tobacco smoker
As documented in medical record
History of hazardous alcohol consumption

As documented in medical record

Select v

Select v

m Past medical history

Prior to this acute iliness onset

Chronic respiratory or pharyngeal neuromuscular weakness
Weakness sufficient to have resulted in documented or implied functional impairment

e The eCRF navigation tab is displayed in the same place on all eCRFs.
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7.2 Forms
7.2.1. How to open a patient’s eCRF
e Select the patient’s Participant study number on either the Dashboard or Patient List tabs.

Alternatively enter the patient’s Participant Study Number in the search bar and click on “Find patient”.

Find a patient
Participant Study Number

Patient Initials
0299900124 K-F
0299900123 K-F
0299900122 FFF
0299900121 JJS

Day
7

13
14
32
33

Randomised
07-Nov-2018
01-Nov-2018
31-0ct-2018
13-Oct-2018
12-0ct-2018

Baseline Microbio

X X X
X X X
X X X
X X X
X X X

X

*x X X X

Daily Consent Discharge

X

*x X X X

Day90due Day 180 due

7.2.2.

Patient summary page

The Patient Summary Page includes Five distinct sections:

N r
E Patient 0299900453
Patient initials: ABC

0299900453 Date of birth:
lised 04-Jul-2 Sex at birth:
ad. 0d-Ju

APD number:

Hospital Admission:

? Summary
ICU Admission:
v Eligibility Randomised:
X Baseline Monitoring status:

X Microbiology

v Daily

X Medication

X Discharge

X Consent

X Day 21-25Jul

X Day 90-

. o- \

Notes:

Transfer patient
Print CRF

Consent
Waiting for consent on domains: L

Locked status
Investigator signed off: Test local user

Female

04-Jul-2022 02:00

04-Jul-2022 11:12
Not Monitored
Final lock

21-Jul-2022 17:50

Q—

Vitamin C Domain
No vitamin C (no placebo)

04-Jul-202211:12

Adver nts +
No adverse events

SAEs +
No SAEs

Protocol deviations +
No Protocol deviations

Change Log

Table Type Date

Patient Update 21
July

more changes

User

Test local
User

Participant key date summary:

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

These key dates are displayed on every summary page for that participant.
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Dec-2021 10:09
v-2021 11:30
21 12:00

Deceased 15-Dec-2021 12:30

The summary includes:
o Participant study number
o Date and time of randomisation (and re-randomisation, if applicable)
o Date and time of hospital admission
o Date and time of ICU admission
o Date and time of death (if applicable)
e eCRF Navigation tab: The participant’s eCRF pages are listed on the left-hand side.

o Only pages required for the participant will be displayed. Some forms may be greyed-out if they
are no longer required.

o Clicking the eCRF name or icon (tick or cross) will open the corresponding eCRF form

e Patient Details: The middle section is a summary of the patient’s details and the link to edit these details
(if required) or transfer the patient to another site. You can also add a note for other people reviewing
the patient’s eCRF (e.g. you may list the dates of patient follow-up attempts or explain why the day 90
eCRF data entry is late). Please note no one will be notified via email if a note is entered. We recommend
you check this section of the patient’s summary page regularly.

o To transfer a participant record to another participating REMAP-CAP site, use the ‘Transfer
patient’ button and refer to section 9 Patient transfers for further guidance.

o To print a participant-specific CRF, click on “print CRF”. This will take you to another page that
allows you to select which forms you wish to print. Only questions that are required to be
answered for that participant will appear in the CRF, based on their State, Stratum, and domain
allocations.

o Site Investigators have the ability to sign off the eCRF as complete and accurate. Once the eCRF
has been completed and has been checked for accuracy, click the “investigator sign off” button
and confirm that the data entered are complete and accurate.

Investigator sign-off locks the eCRF at either a form level or a patient level, and the sign-off must
be removed by a Project Manager if any further changes are required to the participant’s data
after it has been signed off by the Investigator. It can then be signed off again by the investigator
once the necessary changes are made. This function may not be implemented in all regions.

e Randomisation allocation: Displayed at the top right are the Domains the patient is participating in, and
the intervention the patient has been randomised to.

e Event reporting: On the bottom right-hand side are links to adverse event, serious adverse event, and
protocol deviation eCRFs.
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e Change log: The change log allows users to see all changes that have been made to the participant’s
eCRF, as well as the date and time of the change and the username of the person who made the change.
Click on the “details” link beside a given entry to see the details of that change, or click “...more changes”
to see a complete list of changes that have been made.

7.2.3. Baseline

e The Baseline form is designed to be completed before any other eCRF as the baseline eCRF data impacts
questions that are shown or hidden on other eCRF pages.

e Hospital admission date and time that was collected on the Eligibility assessment form is asked again on
the Baseline eCRF. If the two dates and time do not match, an error message will be displayed asking for
confirmation that the date & time entered in the Baseline eCRF is correct.

e 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.

e Note that participants who have received an allocation in the Moderate State and have later received an
allocation in the Severe State will have two Baseline CRFs, corresponding to each randomisation.

7.2.3.1. APACHE Il APS CALCULATOR

e An APACHE-II acute physiology score (APS) calculator is available on the Baseline eCRF.
50 YO

APACHE |l acute physiology score (APS)

|  APACHE 1 APS calculator ||
.'.g.': points 2 Calculated from age on patent detais
Chronic health points 0 Calculated when you use the APACHE |l calculator or save this form

APACHE-Il score

e The eCRF calculator is an automated tool for calculating APACHE-II score, which is designed to mirror the
paper APACHE-Il worksheet provided in the REMAP-CAP study tools.

e |f the eCRF APACHE-II calculator is used, it will automatically fill the Baseline eCRF APACHE-II APS points.
If a manual worksheet is used, you may enter the calculated APACHE-II score without using the online
calculator.

e The remaining APACHE-II points are automatically calculated based on the information entered in other
parts of the Baseline eCRF.

7.2.4. Ventilation Domain baseline

e The Ventilation Baseline CRF is only required for participants enrolled in the Mechanical Ventilation
Domain and will not appear on the eCRF navigation tab for participants who have not been randomised
to this domain.

7.2.5. Microbiology

e The microbiology eCRF is dynamic and is designed to stop asking questions as soon as the causative
organism(s) have been identified.
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e If a patient is immunocompromised, Section 2 of the microbiology eCRF will be displayed and must be
answered.

e Two questions on the Baseline eCRF must be entered prior to opening the Microbiology eCRF.

o If the two questions are not answered, the microbiology eCRF 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.

o The two Baseline eCRF questions are in Section 4.0 Past medical history:

Immunosuppressive treatment Yes No
Thera o that Nas suppressed resistance 1o nfection
Immunosuppressive disease AlDS
Disease that has suppressed resistance to infection Acute Leukasmla
Check all that apply
g Lymphoma
Metastatic Cancer
Myeloma
other
Mone

e The questions on this eCRF have different time-windows regarding specimen collection timeframes,
please check the grey text and / or Data Completion Guidelines for each question before answering.
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e To make answering this eCRF easier, the database automatically calculates the time-window for each
patient based on the date and time of hospital admission.

Microbiology data for patient 0299900001

m Causative “L"” S

Influenza A

Mot tested
|r1f|L.IE nza B Nﬂa{we MGOT [E’SEE(I
Legionella spp Positive Megative Mot tested

Other upper or lower respiratory tract PCR detected organisms
Check all that app

Chiarmydophila pnewmoniae
Coronavirus

Mycoplasma pneumonias
Respiratory Syncytal Virus
Mot tested or none of the above are posiive

Tuberculosis de:en:eﬁ on PCR or culture Yes No
Include Lawer FEIpIratory Ira t and Pleural aspr dl:-\.._.r PECIMEN:

coliected at amy time durning thes ospital admisso

Urinary antigen test performed Yes MO

On specimens collected at any time during this hospital admission

Positive blood cultu

1 CollaTed withy '-_ waurs of soapital adimission

"-‘Z 00 vo 09-Dec-2017 01:0
Positive blood {U”UI"E' result Yas Mo Mot tested

Fleural aspirate
Oin speomens collecied within 7 d N 5 of hospital admission
05-Dec-2017 07100 99 13-Dec-2077 01200
Micrabiological tests performed on pleural fluid Yes Mo
On specimens colected within days of hesptal admission (&g culure Ry

7.2.6. Daily data

e The Daily CRF is completed every day the patient is admitted to a physical or repurposed ICU to Study Day
28 post-randomisation.
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e The Daily form shows a summary of entered daily data for that patient.

@uy Data 0299900110
Day IniCU Airway IMV SOFA RRT Extracorporeal
numb. duringthisday highestlevel of support  hours Cardiovascular  Renal Replacement  gas exchange
v o1 v Maintaining own 4 Yes No
v 2 v Endotracheal tube 15 4« Yes No
v 3 v Endotracheal tube 24 3 No No
X 4
N J

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

Daily Data 0299900110
Day Start of day Inlcu Airway IMV  SOFA RRT Extracorporeal
number  Midnight duringthisday  highest level of support  hours  Cardiovascular  Renal Replacement  gas exchange
v Maintaining own 4 Yes No
v Endotracheal tube 15 4+ Yes No

e There are validations between the Daily eCRF and Sections 1 and 2 of the Discharge eCRF.

o If the data entered into the Discharge eCRF indicate a patient is in ICU on a given study day, a
Daily eCRF for that study day will automatically appear.

o If the data entered into the Discharge eCRF indicate a patient is not in ICU at any time on that
study day, the corresponding Daily eCRFs will automatically be hidden. If you try to enter data, an
error message will appear.

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 to override this function, answer Patient in ICU during this day with “Yes” and
immediately update the Discharge eCRF Section 1 or 2 as appropriate.

o Ifthereis an inconsistency between the Discharge and Daily eCRF, an 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

e For participants enrolled in the Mechanical Ventilation Domain additional daily data are required. The
Daily CRF is dynamic and will only show these sections if they are required for the participant.

7.2.8. Medication Administration

e Administration of medications that are relevant to the participant are recorded in the Medication
Administration form.
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e Maedications that may be collected include allocated interventions, as well as important concomitant
medications that may interact with allocated interventions or potentially impact on the outcome of the
participant.

e The Medication Administration form has a number of sections, broadly grouped by type of medication
(e.g. antibiotic medications, antiviral medications, corticosteroids, etc.). To enter a medication, click on
the link within the relevant section to add a course of that medication.

- Antibiotic administration

Add an antibiotic administration

(] All antibiotics for this patient have been entered

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

e Once each section is complete, click “all ... for this patient have been entered”. This may include where all
courses of that type of medication have been entered, or to indicate that no medications of that type
were administered and therefore the section is complete.

7.2.9. Discharge

e The Discharge eCRF is dynamic and sections will be displayed or hidden depending on the participant’s
domain allocation, State, and Stratum.

e The Discharge eCRF and Daily eCRF are validated against each other, refer to the Daily eCRF for more
information.

7.2.10. Consent

e Enter the details of any consent discussion that is conducted with the participant or their family, proxy, or
other legal representative. There is no limit to the number of agreement events that can be entered in
the eCRF for a participant.

e If the participant or proxy revokes consent, the other eCRF pages will be locked in accordance with what
they agreed to and what they did not agree to.

e Consent revoked types:

o Data already collected cannot be used: the patient’s entire eCRF will be locked, indicated by a
lock next to the PSN ( &). A yellow error message will be displayed on the top of the patient
summary page.

o Data can be collected until hospital discharge: the patient’s day 90 & 180 eCRF will be locked. A
yellow error message will be displayed on the top of the patient summary page.
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o Vital status can be collected at day 90 & 180: the patient’s day 180 eCRF section 1 (vital status)
will be displayed, the follow-up questionnaires will be hidden preventing data entry. A yellow
error message will be displayed on the top of the patient summary page.

7.2.11. Day 21

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

e The Day 21 eCRF will be editable after Study Day 22, to ensure that the relevant information is available
to site personnel.

e The Day 21 eCRF is validated against the Daily and Discharge forms.

7.2.12. Day 90

e The day 90 eCRF will only be editable on study day 91, this is to ensure that follow-ups are not conducted
earlier than they are due.

e The Day 90 eCRF is validated against the other eCRFs. If the patient died during the hospital admission,
the Day 90 eCRF will be locked and no data can be entered.

7.2.13. Day 180

e The Day-180 eCRF will only be editable on study day 181, this is to ensure that follow-ups are not
conducted earlier than they are due.

e The Day-180 eCRF is validated against the other eCRFs. If the patient is recorded as deceased in any of the
other eCRFs, the Day-180 eCRF will be locked and no data can be entered.

e Use the relevant validated instruments provided in the long-term follow-up pack to conduct follow-up
interviews.

e Section 5 of the Day-180 eCRF is dynamic, based on information entered in the Consent eCRF, please
enter all consent agreements in the eCRF before conducting the follow-up interview.
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8. REPORTING AEs, SAEs and PDs

8.1. Reporting an Adverse Event

e To report an adverse event (AE), open the patient’s summary page (see How to open a patient’s eCRF)
and click on “Adverse events +” on the right of the page.

== Patient 0299900125 Antibiotic domain
~d Patient initials: PPP Amoxicillin-clavulanate « Macrolide
y é Date of birth 12-0Ct-1965
gt i Sex at birth: Male
o APD number:
Wiy Hospital Admission: 06-Nov-2018 01:00 Adverse events +
= = 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 Microbiology Notes No Note No SAEs

Protocol deviations +
X Discharge No Protocol deviations

X Consent

e Complete the AE eCRF, only the domains the patient was randomised to will be displayed. Refer to the
Case Report Form Data Completion Guidelines for more information on reporting AEs.

Adverse event for patient 0299900125
-.A:J:-e 'se event
Event
Fd
Participation General participation
Check all that apply Antiblotic domain
Adverse event onset date -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

e You can enter more than one AE for each patient if they have experienced more than one AE. Do not
complete multiple reports for the same AE.

e Adverse events that are fatal, life-threatening, require hospitalization or prolongation of treatment, result
in (or may result) in disability that is long-lasting and significant, or result in a birth defect or congenital
anomaly must be reported as a Serious Adverse Events (SAE), and your Project Manager must be notified.
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8.2. Reporting a Serious Adverse Event

8.2.1. Report

+” on the right of the page.

e To report a SAE, open the patient’s summary page (see How to open a patient’s eCRF) and click on “SAEs

=

v Summary
v Eligibility

X Baseline

X Discharge

X Consent

X Day 90

X Day 180-

Patient 0299900125

Patient initials: PPpP
Date of birth; 12-0ct-1965
Sex at birth Male

APD number:

Hospital Admission: 06-Nov-2018 01:00
ICU Admission: 07-Nov-2018 10:00
Randomised 07-Nov-2018 11:36
Monitoring status:  Not monitored
Locked status: Open

Notes No Note

Transfer patient

Antibiotic domain
Amoxicillin-clavulanate « Macrolide

Adverse events +
No adverse events

SAES +
No SAEs

Protocol deviations +
No Protocol deviations

Change Log
more chax*gg;

under Report Type.

e You can complete more than one SAE for each patient if necessary.

e Please complete a SAE report as soon as it becomes known to site research staff, you do not have to wait
until all the information is known about the SAE in order to complete a SAE report. If not all information
about the event is available at the time of completing the report, indicate this by selecting “Initial report”
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@)

- Serious adverse

vent

Reporttype Initial report

SAE no. for this patient

SAE Diagnosis Select one
SAE Diagnosis Detail ~

SAE severity Selectone
SAE description

Suspected intervention [ General participation

Check all that apply U anuplatelet
Is this event a SUSAR ves No
Onset date

dd-MMM-yyyy

m Action taken

Action taken Select one

Treatment

m Qutcome

Outcome Select one v

Add SAE or Cance

If further information becomes available about a SAE after an initial report has been submitted,
create a new report and select “Follow up report” or “Final report” under Report Type

Selecting “Follow up report” or “Final report” will allow you to enter the SAE event number for
the participant. If the participant has had more than one SAE, please ensure that this number
correctly identifies which initial report the subsequent follow up or final report relates to.

Once the SAE event number is selected for the “Follow up report” or “Final report”, the SAE
Diagnosis, SAE Diagnosis Detail, SAE severity and SAE description field values are pre-filled from
the “Initial report” of the corresponding event. The data in these fields can be changed, and
remaining data can be entered based on up-to-date information about the SAE.
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- Serious adverse event

Report type Follow-up report W

~
J/

SAE no. for this patient

Follow-up report no.

SAE Diagnosis Bleading v

SAE Diagnosis Detail Bleading from zurgical site hd

SAE sevarity Grade 2: Moderate hd
SAE description CAE descriest event 1 )

Suspected intervention [ General participation

Check all that apply O antiplatelet
Is this event a SUSAR Yes Mo
Onset date

dd-MMM-yyyy

Action taken Select one hd

Treatment

B cuiome

Outcome Select one v

Add SAE or Cance

e  Only the domains the patient was randomised to will be displayed. Refer to the Case Report Form Data
Completion Guidelines for more information on reporting SAEs.

e Once a SAE has been submitted by a member of the research team, the site Principal Investigator (PI) will
need to log into the database to check the SAE report and sign off on it. The SAE report can be edited by a
member of the research team prior to sign-off by the PI.

e Avyellow highlighted message will be displayed on the patient’s file until the site Pl signs off the SAE.

SAE for patient 0299900125

SAE Is waiting to be signed off by the site investigator

e For every SAE report, a confirmation email will be sent to the Project Manager, the site Pl and the other
site research coordinator/s to notify users that the submission of the SAE report has been successful. File
the SAE confirmation email.

8.2.2. Site Principal Investigator sign-off

e The site Pl will be notified via email if a SAE is reported.
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e The site Pl will need to log into the database using their Investigator account. Ensure only Investigators
with appropriate delegation (as per the site signature and delegation log) sign off SAEs.

e The site Pl will be notified of the SAE on the landing page and on the patient’s summary page.

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

e The site Pl can edit the SAE report or sign off on the existing SAE report.

e The report will be displayed with the information already entered. The name of the person who entered
the SAE report is included in Section 4, if you have any questions about the SAE and SAE report please
speak to this person.

First entered by
First entered date

e To sign off on the SAE, click on “Sign off on SAE” at the bottom of the SAE report.

e Once a SAE has been signed off by the site PI, a confirmation email will be sent to the relevant Project
Manager, the site Pl and the other site Research Coordinator/s. File the SAE sign off confirmation email.

Complete and send to investigator Sign off on SAE

8.3. Reporting a protocol deviation

e To report a protocol deviation, open the patient’s summary page and click on “Protocol deviations +” on
the right of the page.

Patient 0299900125 Antibiotic domain
patient initials PRP Amoxicillin-clavulanate + Macrolide
299900125 Date of birth: 12-0ct-1965
Sex at birth Male
> APD number:
Hospital Admission: 06-Nov-2018 01:00 Adverse events +
Y Surmary ICU Admission: 07-Nov-2018 10:00 No adverse events
v Eligibility Randomised: 07-Nov-2018 11:36
- Monitoring status:  Not monitored
X Baeline Locked status Open SAES +
X Microbioiog, Notes No Noze No SAEs
== Protocol deviations +
X Discharge No Protocol deviations
X Consent
= Change Log
X Day 90- more changes
X Day 180-

e Protocol deviations resulting in SAEs must be reported as both a protocol deviation and a SAE, and the

Project Manager must be notified.
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e Only the domains the patient was randomised to will be displayed. Refer to the REMAP-CAP Data
Completion Guidelines for more information on reporting PDs.

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

e Each protocol deviation should be recorded separately in the database.

o For example, a patient is underage at the time of enrolment, and the REMAP-CAP allocated
antibiotic was stopped due to an error. These are two separate deviations and must be reported
on two deviation reports.
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9. PATIENT TRANSFERS

9.1. General

e A Research Coordinator, Investigator or account is required to transfer a patient to another REMAP-
CAP participating site in your country.

e If a participant’s eCRF needs to be transferred and no one with a Research Coordinator or Investigator

account is available, please contact the Project Manager who will be able to transfer the patient’s eCRF
on your behalf.

e There are two types of patient transfers:

o Physical Transfer: When a patient physically leaves one ICU and is transferred to an ICU at
another REMAP-CAP participating hospital.

o Data only transfer: When the patient does not physically leave the ICU hospital, but the
patient’s eCRF is transferred to the other ICU participating site for data entry purposes. A data
only transfer can occur only after a physical transfer is completed.

e For guidance on patient transfers refer to the REMAP-CAP Data Completion Guidelines.

9.2. Transfer on the patient list

e Patient transfers are highlighted on the patient list and eCRF overview by a “T” to the left of the
participant study number.

Patient Initials  Day Randomised Baseline  Microbio Daily Consent Discharge Day90due Day 180 due
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-Sep-2018 7 X ? v X

e The colour of the T indicates the status of the transfer (refer to eCRF overview key definitions).

9.3. Transfer a patient’s eCRF

e We recommend you print the REMAP-CAP randomisation allocation page and add it to the patient’s
transfer documents, including contact details for the research team your site.

e To transfer a patient on the Patient Summary Page, click on the “Transfer” button.

- atle nitials: Kkjk
)ate of birth

15-Jun-2018 17:19
Not monitored

Open

Transfer

% | % |9 | 3|3 |
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e A summary of all the eCRF transfers for a participant will be displayed on the patient summary page.

ﬁ;?” Patients Eligibility Resources Manage Monitoring Reports

Patient 0299900019
Patient initials: kjk
0299900019 Date of birth: 09-sep-1974
Rsoiteiaal = 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:
X Dally
X Consent

Transfer patient

X Day 90 - 13 Sep

Transfers
From To Type Date

999 997 Physical 90ct Completed

X Day 180 -

e A new page will load with a few questions:
o Transfer patient to: select the receiving hospital from the dropdown list.
e If the receiving hospital is not listed, contact your project manager.

o Transfer type: Indicate if the transfer is a physical transfer (i.e. the patient physically moves
between hospitals) or if it is for data entry purposes only (i.e. transfer of eCRF to enable data

entry).

o Date of physical transfer: If it was a physical transfer, enter the date & time the patient
physically left your ICU.

Transfer patient 02DS900377

Transfer patient to Select Location j
Transfer type | o Select transfer type

Physical transfer
Date of phySIC3| transfer Data only transfer : 24 Hour clock

e The receiving site will be notified about the transfer by email and on the Dashboard page. Please
contact the receiving site to discuss the REMAP-CAP participant and hand over any relevant information
about their participation in REMAP-CAP and their allocated interventions.
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e The receiving site needs to approve the transfer and enter the date and time the patient arrived at their
site.

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

e You can also transfer the patient between sites for data entry purposes.
o Select “data only transfer” from the dropdown menu under Transfer Type.

e If the patient’s eCRF is at the other site, a yellow error message will be displayed at the top of the
patient summary page. You cannot enter data in the eCRF when the other site has the patient’s eCRF.

“ Patients Eligibility Resources Manage Monitoring Reports

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

e = Patient 0299900022 Antibiotic domain
= — : ’
Bl Patient initials: kkk Ceftriaxone + Macrolide

0299900022 Date of birth:

Randomised

Macrolide duration domain

HOSpHN 30, 1/-58p-2018+11-33 SR Bl e 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
v Consent
Transfers
X Day 90 - From To  Type Date Protocol deviations
X Day 180 - 997 999 Physical 70ct Completed No Prataenl deviatons

o Onthe Patient List, this is also indicated by a red T on the left of the Participant Study Number.

9.4. Approve the patient’s eCRF transfer

e The receiving site must approve the patient’s eCRF transfer before the patients file is displayed.

e To accept a patient transfer, click on the Patient Transfer notification on the Dashboard or select the
“Transfer tab” in the navigation bar.

e Ifitis a physical patient transfer, enter the date and time the patient physically arrived in your ICU
before clicking on “Approve Transfer”.
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Type

From

To

Transfer date
Initiated by
Request date

Patients Eligibility

Approve patient transfer 0299900017

Physical

999 - Yanada

997 - Ganymede

30-Oct-2018 14:58
genevieve.oneill@monash.edu
31-Oct-2018 13:54

Resources

Manage Monitoring

[Arrwal time in ICU

24 Hour clock ]

Reports

9.5.

Requesting the patient’s eCRF from another site

the patients eCRF by:

e If you need to enter data in the patient eCRF and the patient’s eCRF is at the other site, you can request

o Opening the “Patient Transfer tab”, find the patient in the list of transfers, identify the person at
the other site (under “Initiated” or “Approved”).

o Send this person an email requesting they transfer the patient’s eCRF to your site for Data only.

o If you have any questions or don’t hear back from the other site, contact your project manager.

No transfers pending
Completed transfers

14:58

Patient From To Now Type Transfer Arrival Initiated Approved
299900017 999 997 997  Physical 30- 31- genevieve.onem@monash.edu- . INTo@remapcap.org
Yanada Ganymede Oct-2018 Oct-2018 31 Oct 1 Nov

17:00

9.6.

Transfer summary page

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

A

Patients Resources Manage

Transfers pending

Patient Type From To Initiated
0299900017 Physical 999 997
Yanada Ganymede

Completed transfers

Patient From To Now Type

02DS900998 DS9 996 996 Physical
Deep Space9  Andros

02DS900956 DS9 998 998  Physical
Deep Space 9 Bajor

02DS900969 DS9 998 998 Data
Deep Space9  Bajor

Monitoring

Reports

Initiated by

Transfer

09-Oct-2018 12:12

15-Oct-2018 06:12

Arrival

25-0ct-2018 03:03

15-Oct-2018 06:45

31-Oct-2018 13:54  genevieve.oneill@monash.edu

Initiated

Audrey Shearer - 25 Oct
Audrey Shearer - 15 Oct

Audrey Shearer - 12 Oct

Approved
Audrey Shearer - 25 Oct

Kira Nerys - 15 Oct

Kira Nerys - 12 Oct
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This includes physical transfers, where the patient is transferred between participating sites, and data-only
transfers, where only the participant’s CRF is transferred to another site for completion.

Transfers pending
Patient Type From To Initiated Initiated by

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

e Patient transfers that are currently pending (e.g. the receiving site hasn’t approved the transfer) are
indicated at the top of the page.

e Click on “Details” to view the patient transfer request and to approve the transfer.

A HINT: The email address of the person who requested the patient transfer will be under “Initiated
by”. If you have any questions about the transfer, we recommend you email this person.
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10.REGISTRY

e In some regions patients who meet Platform eligibility criteria but are not eligible for any domains will be
entered into a patient registry.

e Alist of all the patients that have entered the registry domain at your site is located under the Eligibility
List tab in the Patients tab.

e Registry patients will have a Registry study number starting with R and be listed under registry.
e To search for a specific patient, enter the patient’s registry study number and click “Find by code”.
e To open a Registry patient summary page, click on a specific patient’s “Registry study number”.

e The Registry patient summary page is very similar to the randomised patient summary page, with eCRF
navigation on the left-hand side of the screen and the ability to edit the patient’s details.

e =
G —
— Patient initials: Encrypted
R0299900990 Date of birth: Encrypted
tered: 18-Oct-201§ 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

.
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11.RESOURCES

11.1. Resources tab

e All available study resources are provided in the Resources tab of the database.
e Resources include:
o Protocol documents

Case Report Forms

O

o Data Completion Guidelines
o Database User Guide

o FAQs

o Co-enrolment guide

o Study tools

o Newsletters

e For site specific study tools, speak to Research Coordinators at your site.
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12.MANAGE

12.1. People

e The People tab lists all of the users at your site.
e Italso lists the different user groups (e.g. Research Coordinator or Investigator).

e Afilteris provided at the top of the page to allow you to filter the list by “Active Users” and deactivated
accounts, termed “Locked out”.

12.2. Interventions

If a study intervention is not available at your site (e.g. the medication is out of stock, or there is a drug shortage),
a Research Coordinator account can indicate this on the database to prevent randomisation to this intervention
until it is available.

e From the Dashboard, click on the ‘Manage’ in the navigation tab.

e Click on “Interventions” in the tab below the navigation bar.

Patients Resources Manage Monitoring Reports

e Only the domains and interventions your site is participating in will be displayed. From the list provided in
the dropdown list next to the relevant intervention, select “Temporarily unavailable”.

A - Antibiotic

A1 - Ceftriaxone + Macrolide [ ~|
A2 - Moxifloxacin or Levofloxacin [ ;J]
A3 - Piperacillin-tazobactam + Macrolide [ ~|
AS - Amoxicillin-clavulanate + Macrolide [ -~

C - Corticosteroid

Hydrocortisone available [ ~J

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

e |If your site needs to permanently stop participating in a domain and/or a domain intervention, or if you
would like to open new domains or interventions, email your Project Manager.
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12.3. Releases

e The Releases tab will give you information regarding the various changes to the database as the database
has been improved or changed.

e We recommend you check this tab occasionally to keep up to date with the changes to the system.

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

13.1. Data queries

e New data queries are indicated on the dashboard.
e To open the full list of data queries for your site open the Monitoring tab. You can do this by either:
o Selecting the “Monitoring tab” on the Navigation tab (refer to Monitoring).

o Selecting “Open all data queries” in the Data Query section of the Dashboard.

Open queries - most recent

0299900116 Airway 08-10-2018
0299900020 Height units 09-07-2018
0299900020 Heightcm 09-07-2018
0299900020 Heightcm 09-07-2018

0299900068 None of the above 15-06-2018

View all open queries

13.2. Data query list

e The Monitoring tab lists all of the data queries for review.
e The list of Data queries can be sorted by two groups:

o Data query status:

e Open
e Resolved
e Closed

e Any status

Reports ‘ -

E“ 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
0299900020 Baseline > Demographics > Height cm Open 09-07-2018
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o Data query replies:
e lgnore replies
e Most recent reply by someone else
e Most recent reply by me

e Reply by anyone

Reports ‘ -

* n Patients Eligibility Resources Manage

Queries
Open or Resolved j[ Ignore replies ;I]
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 query page

e Click on the Participant Study Number to open the patient summary page.
e Click on the “Variable” 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

e In the full data query, the name of the person who raised the query will be indicated at the top of the
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

e Under “Query”, a summary of the query will be provided.
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e Under “Action request”, a request made by the person who raised the query regarding how to proceed.

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

e If you have any questions or response to the Action request, click “Add reply/comment”. We recommend
that you reply indicating that you have updated a variable or if the variable is correct.

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
I Add reply/comment I

Status of query

Change status of query to reflect current position

Open v

Update Status Return to previous page
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From the query page, click on the “Variable queried” to open up CRF page to update the data entered if
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 outside normal ranges query report

A report of queries for data that are outside normal ranges can be viewed under the “Reports tab”.

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

Select the Report titled “Data outside normal ranges”.

ﬁﬂ Patients Resources Manage Monitoring Reports

Data outside amber range

Any Monitoring Status = Select form to reporton | =

Using the two dropdown categories to display a list of patients with data outside normal ranges.
The two categories are:
o Monitoring status: select monitored or unmonitored status

o Select form to report on: select the relevant eCRF from the list provided.

13.3. Error messages

Validations are applied to many fields in the database.
These validations are triggered after data are entered in the eCRF or when the eCRF is saved.

There are five types of data validations:
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O

O

Not allowed: the value isn’t allowed to be saved. If the value is correct contact your project
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 the value you entered, if
it is correct, confirm the value by ticking the box.

EX» Demographics

Height 220 em
As documented in
medical record Confirm unusual value

X The value you entered is outside the expected range for this variable. Please
confirm if value correct or change value entered.

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

Baseline patient 0299900127

m Hospital and ICU Admission source

Hospital admission source Nursing home / chronic care / palliative care j

Jsual residence imme

liately prior to this hospital adn

Please complete the Platform Protocol Deviation CRF

eCRF not complete: if a mandatory question in the eCRF is not entered, the eCRF page will not
save. A blue message will be displayed at the top of the form.

Baseline patient 0299900127

Oops, there's something you need to fix on this form. Please check it.

eCRF form inconsistencies: if data entered in two different forms do not match (e.g. date of
death entered in the SAE eCRF and Discharge eCRF don’t match), a yellow error will be displayed
on the patient summary page and the patient list.

Daily data for day 7 has the patient in ICU but it neither starts nor finishes during an ICU admission

On the Patient List the patient’s Participant Study Number is highlighted in yellow.

Patient Initials Day Randomised Baseline Microbio Daily Consent Discharge Day90due Day 180 due
0299900118 F-L 2 08-Oct-2018 X X X X X
0299900117 FML 2 08-Oct-2018 X X X X X
KU 37 03Sep2018 v v ? & v
0299900115 HBH 63  08-Aug-2018 ? X ? X ?
0299900114 TEE 63  08-Aug-2018 x X X X X
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14.REPORTS

14.1. Reports tab

e Reports are available at a site level to help the site to maintain data quality.
e There are two types of reports available:

o Data Query Reports: displayed in a web browser, or can be downloaded by clicking “export
results” once the report has loaded in your browser

o Data Exports: downloaded as a CSV or Excel file

e To access reports or exports that have been downloaded, use the “My Reports” tab. This will display a list
of reports or exports that have been generated for download, as well as the date it was last generated
and the size of the file.
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15.ACCOUNT PROFILE

e Individual accounts (e.g. Research Coordinator and Investigator) can update their passwords and manage
their account settings via the Profile.

e From the dashboard page, navigate to the top right-hand corner where you will see your site name, click
on the icon and select “My Profile” from the dropdown menu.

é “ Patients Eligibility Resources Manage Monitoring Reports -

TestRC

My Profile

Sign Out

e Anindividual can edit the following settings:
o User information
o Email notifications
o Change photo
o Change password

e If you have access to more than one location (e.g. for Research Coordinators that work in more than one
hospital), you will be able to change your location via this menu.

15.1.1. User information

e When you select “My Profile” the User Info page will automatically load.
e On the User Info page, you can edit:

o Account name

o Account username or email address

o Mobile phone number (including all international calling codes)

o Export format (whether exports are downloaded as CSV or Excel files)
e Users cannot edit their own:

o Account Location

o User Group (aka account type)

https://remapcap.spinnakersoftware.com Page 75 of 78



https://remapcap.spinnakersoftware.com/

REMAP-CAP Spiral Database User Guide Version 3.0 dated 06 September 2023

Return to top

Account name
Account type

User info

Email Notifications
Locations

Change photo
Change password
Dashboard

Sign out

Full name

Account name

Jsername / Email

Account Username OR Email address

Mobile phone

Mobile phone number (if entered)

Location
| Site name |'
User Group

Account tvoe | - I

Update User or Cancel

15.1.2. Email notifications

type.

e Users may receive a variety of automated notification emails from the database.

e Click on “Email Notifications” tab to load the email notification settings associated with your account

e When your account is created, you will be setup to receive all available email notifications.

e To change your settings, click on the cross ( x ) or tick (¥ ) to turn the notification on or off.

User info

Email Notifications

Locations
Change photo
Change password
Dashboard

Sign out

Account name  Email notifications for
Account type Email address:

Click tick or cross to change

v Followups due

Patient queries & replies

X SAE reported

v Patient randomised email

X SAE needs signing
Consent revoked

Individual emails

Email notifications are sent to appropriate user groups when:

e Patient randomised — a patient is successfully randomised.
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e Patient queries and replies — a query is raised or responded to.

e SAE reported /SAE needs signing / SAE has been signed off — an SAE is reported/needs signing or when an
SAE has been signed off.

e Consent Revoked — a patient consent is revoked via the consent CRF.

e Treatment availability change — treatment intervention is made available.
e AE or PD added — an AE or PD is added via the summary page.

e Transfers — a patient transfer is submitted via the summary page.

Email reminders

Eligibility pending
e Any patient who is ‘Eligibility pending’ are in the following categories:

o Platform Pending — the patient does not have the required level of organ support but the time-

window for randomisation is still open.

o Consent Pending - the patient has been indicated as capable of providing informed consent to
participate in REMAP-CAP (prior to randomisation) and consent is still pending and the time-

window for randomisation is still open.
Reveal pending
e A patient randomised to a domain and allocation status has not been revealed.
Temporarily unavailable intervention

e Ifanintervention is not available at your site temporarily, please indicate this on the study database.
Randomisation to this option will be turned off.

e Ifanintervention is indicated as temporarily unavailable, a reminder will be sent daily reminding sites to
check the intervention’s availability and to update the database.

Weekly email

Day 21, Day 90 and Day 180 Follow-up
e Follow-ups due this week

e Follow-ups not yet entered on the database

15.1.3. Change password

An individual account can change their password at any time from the Profile page by clicking on “Change
password”.

A new page will load requesting a new password and for you to confirm the password. The password policy
applies to all passwords (refer to Password Policy).
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16.TROUBLESHOOTING

1. It says my username is wrong, | am SURE that it is right. Why can’t | login?

Try resetting your password or contact your research coordinator and/or project manager.

2. 1got the hospital admission time wrong and randomised my patient. How do I fix it?
Enter the correct hospital admission time in the Baseline eCRF. If the patient wasn’t eligible for
randomisation complete a Platform Protocol Deviation eCRF.

3. I finished the form, but it is not ticked green. What's going on?
You have queries outstanding or you have missed a data point. Please go back and check points on the
form. On rare occasions, this is a database glitch due to recent updates.

4. The calculation of chart-days is wrong in our database. What can | do?
Collect data as requested on the paper CRF and contact your project manager to fix the database.

5. My ICU Chart start time is changing (e.g. changing from 08:00 to midnight). What can | do?
Contact your project manager who can change this for you.

6. | have checked the data completion guidelines, but I still do not know how to answer a question. What
canldo?
Discuss the question with another member of your research team or your project manager.

7. How do | check which domains & interventions my patient is randomised to?
Refer to Randomisation allocation in this document.
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