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How to use the trial database:

reporting serious adverse reactions, queries and database
reports
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Reporting a Serious Adverse Reaction
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CRASH-19 Development Mode

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

M Record Home Page

The grid below displays the form-by-form progress of data
enterad for the currently selected record. You may click on
the colored status icons to access that form/event.

Form Status.
Data Collection Instrument Click on the radio buttons below to view/ add
a form
Consent Complete this form first --> @®
Entry |§|
Randomisation .Q.

Qutcome

Serious Adverse Reaction

Query )

If you need to report a SAR, click on|
a patients randomisation number tﬂ
navigate to the patient’s record

home page,

Then click on the radio button next |
to 'Serious Adverse Reaction'
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Reporting a Serious Adverse Reaction

You must only report Serious Adverse
Reactions for CRASH-19.

Serious Adverse Reaction form

&2 CRASH-19

Use this form to reports any SARs. If you do not have any SARs to report, leave this form without saving.

Please ensure the event you are about to report is:

SERIOQUS, and

SUSPECTED TO BE RELATED TO THE TRIAL TREATMENT

If the event is not serious or not suspected to be related to the trial treatment, DO NOT report.

Heospital Name
Country
Patient randomisation number

If you enter any data that indicates that
the event being reported is NOT a o
Serious Adverse Reaction, an alert will e
appear and you must leave the form -
e e e

without saving.

3. Is the event due to progression of underlying illness?

2. Serious adverse reaction in Medical Terms

* must provide value

4. Onset of first signs/symptoms of SAR

* must provide value

5. Seriousness criteria

(tick all appropriate to the event)

* must provide value

Pakistan
53

® Initial
O Follow up

reset

43

years
Skin blisters

O Yes
® No

reset
22-06-2020 ([H] om

None of the following

[ patient died

[JInvolved or prolonged in patient hospitalisation
J Resultsin persistent or significant disability

O Life th reatening

’_‘W

!

—_

If NOME, this is NOT a Serious Adverse Reaction. Please exit this form without saving.
\ ) ?
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Reporting a Serious Adverse Reaction

Serious Adverse Reaction form @ C RASH _]9

Use this form to reports any SARs. If you do not have any SARs to report, leave this form without saving.

Please ensure the event you are about to report is:
SERIOUS, and
SUSPECTED TO BE RELATED TO THE TRIAL TREATMENT

If the event is not serious or not suspected to be related to the trial treatment, DO NOT report.

Hospital Name

16. Concomitant treatment
Country Was the patient taking/receiving any concomitant medications and/or

therapies at the time of the Serious Adverse Reaction?

Patient randomisation number

17. Comments

Report type
* must provide value
1. Age

2. Serious adverse reaction in Medical Terms

(diagnosis needed - avoid signs and symptoms if possible) Details of person reporting the SAR
* must provide value 18a. Name of person reporting
* must provide value

3. Is the event due to progression of underlying illness?

18b. Telephone number

19. Date reported

* must provide value

Form Status

) Yes

® No

Dr iman

+23 1853 4008

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

-- Cancel --

reset

Complete all fields on the Serious
Adverse reaction form and 'Save &
Exit'
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Reporting multiple Serious Adverse Reaction

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

Consent Complete this form first >

If you need to report multiple
Serious Adverse Reactions per

/ patient, click the ‘+’ button ne)g

to the coloured radio button

Entry

Randomisation

T BEe De D@

Cutcome

Serious Adverse Reaction

Query
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After data entry

Once data has been saved:

The CTU will review and acknowledge by email all
data forms entered

You can view Entry, Randomisation, Outcome and
Serious Adverse Reaction data can be viewed
once submitted, but cannot be edited

If a data amendment is required to an Entry or

Outcome Form, a written request must be sent to
the CTU data team

o
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Data queries

CTU staff may raise data queries to resolve any questions about the data entered in the trial database.

If a query is raised, all users at site with database access will receive an email notification of this.

CRASH-19 Trial - Query 'Date of admission?’ has been created for Patient '33-9' - Brentwood Hospital,
Pakistan Inbox x

crash19@lshtm.ac.uk 8:21 AM (0 minutes ago)
to Madeleine.Cargill, me «

Anew query 'Date of admission?' (Query ID 33-9-1) has just been created by Madeleine Cargill

The query message is:

Please could you confirm the date of admission? Many thanks.

To view the query follow the link below, and check the box 'Add query' to respond to the query:

View query here

Thank you

CRASH-19 Trial

Clinical Trials Unit, LSHTM | Keppel Street, London WC1E 7HT
Tel +44(0)20 7299 4684 | Fax +44(0)20 7299 4663

CRASH19@LSHTM.ac.uk

Please respond to all queries
as soon as possible
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Responding to data queries

3. Prompted to log in to 5. Check the box above ‘Add
database message.

2. Click the link in the 4. Automatically direct you 6. Add ONE response and
email to the query to viewﬁ click ‘Save & Exit form’

CRASH-19 Trial - Query 'Date of &5 &2

1. Notification of a new
query received by email

A 4
A 4

-l ' Hospital Name Test Hospital 3
admission’ has been created for Country i
i ! -2' - i Patient randomisation number 25-4
Patient '29-2' - Test Hospital 3,
Pakistan > [Inbox x Add message

Query detials

crash19@lshtm.. Jun15,2020,12:29 PM (7 days ago) Y& 4= Query message

- Related CRF -
to Madeleine.Cargill, me Entry The date of admission is 22/05/2020.
Query title Date of admission
A new query 'Date of admission" has just been created by Madeleine
Cargill Query ID 29-4-1

The query message is: Query message

What is the date of admission? Please confirm the date of admission. Many thanks. O

Add message

To view the query follow the link below, and check the box 'Add query’

to respond to the query:
View query here > Expand

Form Status

Thank you O
CRASH-19 Trial Add message
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Management of data queries

CTU staff will review responses. Further clarification may be required and more query

messages may be sent.

CTU will close the query once resolved.

Once closed, you cannot add another query message.

Close query

Query close message

Thank you for confirming. Mo further action

THIS QUERY 15 CLOSED.

To ensure there is an audit trail of all queries and corrections made on the database, all email

correspondence or query chains must be saved in the electronic Investigator Site File.
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Additional features: Reports

 The Randomisation log and a report of all queries can also be downloaded

REDCap

Logged in as madeleine.cargill92@gmail.com
@ Logout

B REDCap Messenger

Project Home and Design

4 Project Home -

B Project status: Development

Data Collection

B2 Record Status Dashboard
- View data collection status of all records

B Add/Edit Records

- Create new records or editfview existing ones
Show data collection instruments
Applications

%, Field Comment Log
[0 REDCap Mobile App

e

[l Site reports
1) Randomisation log

AP TR <)
&R CRASH-19 MEM IS FGiE(®
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CRASH-19 Development Mode

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

Buonweseos s Thjs will open an online view of the
report..r |
To download the report, click the
‘Export Data’ button.

Data Exports, Reports, and Stats

[ Other Export Options | Q View Report: Randomisation log

Export Data |
N~

E» My Reports & Exports

Number of results returned: 15
Total number of records queried: 150

¥ Print Page

Randomisation log

- R t Repeat - - . a s . 34. Time of
ion Lr Full name of participant # < <= = Oriko olukdopa Suna Mai 33. Date of Fyle- N
number L"j‘,t;;'"r’:;:at L"j‘,t:;cr‘;pnat Sha'awar Shiga Bincike randomisation :?';néjom|satlon(24 hour
randomisation_id SR et iStane — | patientname randdate e
Pakistan Test Hospital 201 12-06-2020 12:25

(1) 3 ==

Search

35. Name of per}
randomising (Fu|
personrandomising

maddy

On the navigation panel,

2) Queries
Wclick the report you wish ]

to download

|
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Additional features: Reports

B Exporting "Randomisation log" x

Select your export settings, which includes the export format (Excel/CSV, SAS, SPSS, R, Stata) and ifyoA pop u p wi ll a ppea r whe re you wi l'

Choose export format De-identification options (optional)

i below allow you to limit the ‘ -
(@] CSV / Microsoft Excel (raw data) -Eli—:ﬂeczittlzgssensitive informat'lonthat L SeleCt the export format as CSV / Anot her po p‘u p W| I l a ppea r.
R apply. M ICI’OSOft EXCE' (labe|5) and then Cth ‘ C|ick the Excel icon to download

Known Identifiers:
SPSS Statistical Software

tagge entifier fields (tzgged in Datz Sorcea‘” numb—ers ‘ ) 1 'S
O et e <t Export Data the file. Close the pop-up once
@] (5833 SAS Statistical Software

[ Hash the Record ID field (converts recard name to an

unrecognizable valug) stop). This will be applied to all calculations and number-

validated text values in the export file b
Use fields' native decimal format (default) hd the download .S complete

O

NOTE: Your data formatting selections above will be Qf Data export was suc:essful! x
U Remove Mot 3y box fields remembered in the future and will be pre-selected upon your P
next export.

Date and datetime fiel®
o @ R Statistical Software [J Remove all date and datet

The data export was successful, and your data is now ready to be downloaded. ick the download iconis)
below on the right te download your data file. If exporting to a specific statistical Rpalysis package, you will
additionally need to download the syntax file that is provided for that stats packagd For more details, follow
the instructions in the box below.

O shift all dates by value between 0 and§
cti [shifted amount determined by algorithm fo
'  EEIE] stata statistical software e

record)

Also shift all survey completion timestamps
by value between 0 and 364 days Citation Notice
(shifted amount determined by algorithm for eac
o B coiscoom pany (hfed smount gesermin garithm for each . ] o ) o ]
Please cite the REDCap project when publishing manuscripts (citation infermatiorand template

Deselect all options

methods language are available here).

CSV / Microsoft Excel (labels) Click icon(s) to downlodd:

Export Data
x You may download the survey results in C5V (comma-separated) format,

which can be opened in Excel. You have the choice of downloading the data
either with the full headers and answer labels or just with the answer codes
(i.e. raw data).

EXGEL
CaY )

LV 4
Labels

NOTE: If you are using & version of Microsoff Excel prior ta Excel 2007, due
to limitations the dats will only be read to 255 columns when opened. tl Send file?

Close
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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



https://crash19.lshtm.ac.uk/
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