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Adding a new patient
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CRASH-19 Development Mode

Coronavirus Response - Active Support for Hospitalised COVID-19 patients.

22 Record Status Dashboard (all records)

Displayed below is a table listing all patients randomised at your a3
To add a new participant, click the '+ Add new record’ button,
To view any existing patient CRFs, click the coloured circleffitton under the column for t
To view the patient’s record page, and all CRFs for thagfatient, click on the patient randaorn
Different lists of patients can be viewed using thegfop-down menu next to ‘Dashboard di
Mote: Ensure the [Default dashboard] is selegh®d to display the full list of patients and CR]

iated site, and CRFs

Dashboard displayed: | [Defay#fashboard] hd

Displaying record | pag

=+ Add new record

Displaying: Instrument status only | Lock status only | All status types

1 of 1: "1 " through "33" ~ | of 30 records
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Click ‘+ Add new record’ to start
entering the data for a new patient.

[0 Record Home Page ‘
The grid below displays the form-by-form progress of datg The on line consent form M UST be ’

entered for the currently selected record. You may click on

the colored status icons to access that form/event. com pleted fi rSt.
* Click they grey radio button next to
Consent to begin collecting data.ﬁ

Click on the coloured radio buttons next to the name of the CRF to access that fo
forms), these can be viewed at the bottom of the page under ‘Repeating instru
Follow-up Consent or follow-up Serious Adverse Reaction forms), click the +'

. Where the
nts'. If additio
tton next to the

Form Status.
Data Collection Instrument Click on the radio buttons bglow to view/ add
a form

Consent Complete this form first -->
Entry

Randomisation
Outcome
Serious Adverse Reaction (

Query (
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Adding a new patient and the consent form

Has a paper consent form been completed for this patient?

* must provide value

(O Yes
) No

Has a paper consent form been completed for this patient? O Yes
* must provide value @ No

O Patient
Type of consent

* must provide value

O English (Pakistan)
O Urdu

(O English (Nigeria)
O Yoruba

Language required for consent form

* must provide value

) Hausa

reset

) Personal representative
O Professional representative

reset

\

reset

For all patients, you must first indicate if consent
has been obtained already on paper or not.

If it has, you do not need to enter this data. You
may select Yes here and move on to collecting
the entry data.

Where a paper consent form has not been \
completed and you need to collect consent \
electronically, Answer ‘No’ here, and an online |
PIS and consent form will open‘]

Translated copies of the PIS and consent form are
also available online for use based on the
language you select[
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Online consent form

To add a signature, click ‘“+Add |

signature’ and a pop up will appear
/ in which the relevant person can sign

.' [Salmﬂn Ahmed ]

@ Add signature

e text and/sor sign for themselves but has capacity to give consent.

Add signature

bve o mark in the signature box,

Participant Signature
O Yes
O No

reset

Save signature
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Online consent form

reset
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The calendar function on|
the date fields can be use%
to select a date, rather
than typing out the date
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Online consent form

Signature of consent taker

* must provide value

Date of consent

* must provide value

Form Status

M C

signature 2020-06-22 1427.png (0.01 MB)

22-06-2020 D-M

‘ Save & Exit Form I

@ Remove file or Send-It

Save & GoToNextForm -

Complete all fields on the online |
consent form as applicable then clicF
‘Save & Go To Next Form’ to start
entering the data on the Entry form

o
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Entering entry form data

Complete all fields on the online |

» no contraindication to trial drugs entry form then click ‘Save & Go To

= not on mechanical ventilation Next Form’ to proceed to the

» not terminally ill / approaching end of life e ..

randomisation form
30. Eligible? @ Yes
* must provide value ) No /
reset
Please click 'Save & Go To Next Form' to randomise this patient. /

Notes

Expand

Form Status Note: If this button does not

] say ‘Save & Go To Next Form’
Save & Exit Form ( Save & GoTo NextForm ~ ’
use the arrow button to select
J— that option
| - Cancel -
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Entry form

About your Hospital

1. Country

* must provide value

2. Hospital name

About the patient

3. Date of admission to hospital

* must provide value

4. Sex

* must provide value

5. Age

(Approximate if unknown)

* must provide value

Entering entry form data

&2 CRASH-19

(O Pakistan
O Nigeria
O United Kingdom

Alerts will appear if any data
entered deems the patient
omae  ineligible.

H

® Female

21
C; CharaCters rema "Ii"g
years

reset

reset

WARNING! This patient is not eligible. Stop collecting data and leave the page without saving.

If you have started
entering the data for an |
ineligible patient, do not
collect any more data for
this patient and leave t’@
form without saving
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Randomising a patient

Once on the randomisation form, the
randomisation number is provided.

treatment allocation

You MUST record this in the medical
Randomisation form @ C R ASH _.I 9 records before proceeding to the

You have now randomised this patient to: /

[ Randomisation number 53 /
Please record this number in the medical records (and on Q31 If using the paper CRF)
This is the only identifier used in the trial and is needed to trace the patient.

f w L 52 /
[ 4
- - I.-'_'\I
Please confirm that the randomisation number has been recorded \;ES
in the medical records? ) No
. reset
* must provide value You must have completed this before proceeding to the treatment
allocation
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Randomising a patient

To reveal the trial treatment click the 'Randomise' button below

32. Intervention(s) to be given q o D
* must provide value >4 Randomize
/
"4

Click randomise, then a pop up will appear confirming that yourH

are about to randomise and the patient randomisation numbe

4 Randomizing Randomisation number "53" x

Below you may perform randomization for Randomisation number "53" on the field 32. Intervention(s) to

be given (treat).

4 Randomizing Randomisation number "53"

Randomisation number "53" was randomized for the field "32.
Intervention(s) to be given" and assigned the value "Losartan 100mg"

(2).

|. Close
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Randomising a patient

35. Name of person randomising
(Full name)

Madeleine Cargill

* must provide value

35a. Email address of person randomising \
Enter the name of the

Notes L~ person randomising as
it appears on the trial
team members log.

Expand
Form Status
- You MUST ‘Save & Exit’
to save the h
— Cancel - randomisation - dOJJﬂ
exit out of the form

without saving
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Randomising a patient

Upon saving the randomisation form, the person randomising will receive an email with
the treatment allocation, dose and the automated date and time of randomisation

CRASH-19 Trial - Randomisation allocation for Patient '53" > Inbox x

crash19@lshtm.ac.uk 3:47 PM (0 minutes ag
tome -

Randomisation humber: 53

Randomised by Madeleine Cargill (madeleine.cargill92@gmail.com)

This participant has been randomised to receive{Losartan 100mg.

Randomised #£15:34 on the 22-06-2020

PLEASE PRESCRIBE THE TREATMENT(S)AND ENSURE IT IS GIVEN ONCE DAILY UP TO 28 DAYS.

THE TREATMENT GIVEN MUST ALSO BE RECORDED [N THE MEDICAL RECORDS

Thank you,

CRASH-19 Trial
Clinical Trials Unit, LSHTM | Keppel 5treet, London WC1E 7HT

Tel +44(0)20 7299 4684 | Fax +44(0)20 7299 4663

CRASHI1S@LEHTM ac.uk
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Viewing randomised patients at your site on the Record Status Dashboard

REDCap’

Logged in a5 madeleine.cargill92@gmail.com
® logout

B REDCap Messenger
Project Home and Design =

A Project Home -

B Project status: Development

#2 Record Status Dashboard

- View data collection status of all re

- View or edit existing rec|

Show data collection instrumgnis

Applications =

N

On the navigation
panel, click this to
see all patients at{

your site

\
\
\
\
\
\
\
\
\
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CRASH-19 Development Mode

Coronavirus Response - Active Support for Hospitalised COVID-19 patients.

£ Record Status Dashboard (all records)

Displayed below i= a table listing all patients randomised at your associated site, and CRFs for each patient.
To add a new participant, click the '+ Add new record’ button.

To view any existing patient CRFs, click the coloured circle button under the column for the CRF.

To view the patient's record page, and all CRFs for that patient, click on the patient randomisation number.
Different lists of patients can be viewed using the drop-down menu next to 'Dashboard displayed:.

Note: Ensure the [Default dashboard] is selected to display the full list of patients and CRFs.

Dashboard displayed: | [Default dashboard] ~

Displaying record | page 1 of 1: "1" through "33" » | of 30 records

+ Add new record

Displaying: Instrument status only | Lock status only

ALL (30) % | records per page

All status types

Table of patients and their CRFs

Serious
. i Adverse
Randomisation number consent Entry Randomisation Outcome Reaction Query
1 @ + @ @ ® @ - @ -+ /
2 @+ @ ® ® @ - @ +
3 [i] + |§| [i] [-j{l ( : ) [-é{l +
4 ® - @ @ ® O o |+
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Viewing patients data

The table of patient’s on the Record Status Dashboard will show:

Patients CRFs for that patient
. e Serious -
Adverse

Click the patien#
randomisation

number to access
their record home |

page

==— A coloured radio button
33-2 means there is saved
data for this CRF

Randomisation number

27-25

Consent Entry Randomisation Outcome Reaction Query

-—

-

T

—

?

|.-| |.-| 4 (]

() (] =0

i | i | |.-|| £
= = =

@ |.-| g |.-| it

|.-| |'-| | e |.-| | [EE

| _Uncoloured radio button
‘means no data has been
L I @saved for that CRF
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Adding outcome data

&2 CRASH-19 MBW L (e
BEE N e\ Click on a patients randomisation number to

go to the patient’s 'record home page'.
CRASH-19 Development Mode

Coronavirus Respaonse - Active Support for Hospitalised COVID-19 patients.

This will display all CRFs associated to that
patient, and whether they have been

The grid below displays the form-by-form progress of data

entered for the currently selected record. You may click on Completed or not

the colored status icons to access that form/event.

M Record Home Page

Form Status.
Data Collection Instrument Click on the radio buttons below to view/ add

a form To add a patients outcome form, click

Consent Complete this form first --> @® - the grey ra d iO b UttO n\
Entry . :_. /

Randomisation

Qutcome

Serious Adverse Reaction

Query
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Adding outcome data

TESEL| |

5. Trial treatment given
Where the patient did not receive the allocated treatment or why the trial treatment waos not given daily. please use the notes box fo
explain why. Note, a text box is prOVIdEd ‘

_ 1 [ standard care in the 'Trial treatment {
5. Trial treatment given Aspirin 150 mg iven' tion [
Please tick all treatments that were allocated to this patient during [ Losartan 100 mg gV section,
randormisation [ Losartan < 100 mg

[ simvastatin 80 ; ;
mvastatin 80 me Use this to explain any

5a i. Aspirin 150mg - Total number of days 0 reason Why the treatment(s) ‘
Record the number of days the full dose was given 1 characters remaining were not given as per [

protocol.[

— N

x )_4/

Expand
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Adding outcome data

Expand
6. Complications
Before answering YES' to any questions in this section, please ensure that the event fulfils the definition given.
6a. Myocardial infarcti Jves
a. Myocardial infarction . ®No
reset

Detection of rise and/or fall of cardiac biomarker values (preferably troponin) with at least one value above the 99th percentile of the
upper reference limit and with ot least one of the following:

1. symptoms of ischaemia
2. ECG abnormalities: new or presumably new significant ST-T changes or new LBBEB (left bundle branch block) or pathological

Q waves

3. Imaging evidence of new loss of viable myocardium, or new regional wall motion abnormality

4. Identification of an intracoronary thrombus by angiography or autopsy

5. Cardiac death with symptoms suggestive of myocardial ischaemia \
6. Stent thrombosis associated with M when detected by coronary angiography or autopsy in the setting of myocaordial

ischaemia and with a rise ond/or foll of cardiac biomarker values with at least one volue above the 99th percentile URL

6b. Congestive cardiac fail ©ves
. Congestive cardiac failure
& O No
reset
A clinical diagnosis of heart faiiure may include the following symptoms: unusual breathlessness on light exertion, recurrent |

breathlessness when lying flat, fluid retention; jugular venous distension, pulmonary cedema on physical exam or chest x-ray presumed
due to cardiac dysfunction.

) . O Yes
6c. Severe cardiac arrhythmia ® No

reset

Any arrhythmia that causes symptoms.

O ves

If you are reporting that the
patient experienced any
complications listed on the
outcome form, please
ensure that the trial’s
definition of that
complication is met.

The definitions are provided |
with each complication
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Adding outcome data

Outcome form

& CRASH-19

PLEASE COMPLETE AT DEATH, DISCHARGE OR DAY 28 WHICHEVER COMES FIRST

1.a. Hospital Name
1.b. Country

2. Patient randomisation number
3. Qutcome
3.0 Qutcome

* must provide value

4. Management

Only report management that occurred/was given after randomisation

4a. Admitted to ICU

* must provide value

Pakistan
53

) Needd

This is defined as ‘a new focal neurological deficit with signs and symptoms lasting more than 24 hours’
* must provide value

OvYes ®No

6j. Gastrointestinal bleeding

Any significant upper or lower Gl bleeding. The diagnosis of significant bleeding is clinical but may include patients with hypotension,
tachycardia, or those likely to need transfusion, urgent endoscopy or surgery.

* must provide value

OYes ®No

7. Person completing form

7a. Name

Madeleine Cargill
* must provide value
7b. Job title

Doctor

* must provide value

7d. Date
* must provide value

reset

reset

IF PATIENT DOES NOT HAVE ANY SERIOUS ADVERSE REACTIONS TO REPORT, PLE
'Save & Exit Form'

Notes

Form Status

———
‘ Save & Exit Form Save & Go To Next Form

- Cancel -

Expand

Complete ALL fields on the
outcome form and 'Save &

Exit!
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Clinical Trials Unit

London School of Hygiene & Tropical Medicine,
Keppel Street

London, WC1E 7HT, UK

Email: crash19@Lshtm.ac.uk
Phone: +44 (0)20 7299 4684

https://crash19.lshtm.ac.uk
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