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Logging in

To log in to the MACRO web portal, use the following URL: https://ctu.icnarc.org/macro/

This will open a new page in a pop-up window, so ensure the pop-up blocker is switched off.
The login screen will then appear.

User Name:

[ ]

Password:

[ 1

LogIn

1cnarc:

Forgot password?

Copyright © 2016 Elsevier Limited

4.6.0.7356

Once you have logged in, you will start at the home page for the study you have access to.

File View Tools  Help Database ICNARC_CTU1_Dev Role :DataEntOxyPICU User -Test User
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intensive care
1 national audit &
research centre

User: TestUser  Last Login: 09/02/20

I ‘ Hello ]

‘ ‘Welcome to the Oxy-PICU study web portal |
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Create a new
patient record

Navigating the home page

File View Tools Help

View existing
patient records

htinnal o dAit B, View

<| View missing outstanding
data data queries

Return to
Home page

Creating a new record

You can add a new patient record by clicking on the ‘Create a new study subject’ icon (see
below).

File View Tools Help Databasze TestDummy Role ‘DataEntry User ‘Test User

@ |%&_‘3‘-ﬂ.—§1@|:id}u}prr

e

intensive care
national audit &
research centre

After clicking on the ‘Create a new study subject’ icon, a pop-up box will appear allowing you
to select the study and site for which you wish to create a new patient record. Once you
have chosen the correct study and site, press ‘OK’ to create the record.

aa B Lius
Create New Subject <]

Please selact a study and site for the new subject.

Show site code: [
Studies: Sites

FiSh Aardvark

FiSh_SAE Great Ormond Street Hospital for Children
FishExample -

M3AzTest
OxyPICU_stata
PGC_PICU
PNQuestionnair2
PNQuestionnaire
PSS_PICU

[Site Code - sm
(Site Description - St Mary's Hospital

Open new subject

e ™
C o ) one |

go Z 7T
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Editing a record

After creating a new record you will see the summary screen (below), which shows all of the
pages within the record. You can navigate to a specific page by double clicking on the page
icon.

LolpnBloRRERE|«88 > F

CrxyPICU/aa/(49) Screening Baseline Treatment Outcome Safety monitoring

Screening details

Demographics

Comorbidities

Daily organ support

Some later pages cannot be completed until an earlier page has been completed. If this is
the case, the page icon will be greyed out and you will be unable to open it.

BolpBlopRE|«&8 = F

CrxyPICU/aa/(49) Screening Baseline Treatment Outcome Safety monitoring

Screening details

Demographics o

Comorbidities

Daily organ support

When a page is opened, the field which is currently selected will be highlighted yellow, and
data can be entered in this field.

Cjifl{-?tcu

Screening details

Trial nusmber ®

Doirs ther patient fulll all inclusion criteria Yas
Ne
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If the wrong option button is selected in error, the selection can be cleared by right clicking
on the option button and selecting ‘Clear’.

Does the patient fulfil all inclusion criteria Cives
' L4

i L_-;' View Question Information...
Does the patient fulfil any exclusion criteria (] 49 view Audit Trail...

View Waming...

View Inform Message...

Comments
Treatment allocation ®85-92% Notes
DCRs
SDV Mark

0 >94%

- v v v

nge 3

%
Date/Time of first face-to-face contact 01/01/2 p Clear m)

Date/Time of randomisation 01/01/2017 09:00 v’ (dd/mmfyyyy hh:mm})

Days post randomisation 31/01/2017 v

If a required field is missing, the missing icon will appear next to it.

Lactate (mmolll) |:| #
Sp02 (%)

Systolic blood pressure (mmHg) |:| i

If data are marked as ‘Not Recorded’ in the Case Report Form (CRF) or are missing, right
click on the missing icon next to the field and select ‘Not Available’ from the ‘Change Status’
option in the drop down menu.

-
Mechanical OYes ..
respiratory suppoert -

Lactate (mmolil) :| - ' No
) F Wiew Question Informafion. ..
44 Wiew Audit Trail AP
View Warning... (Mo
View Inform Message..
Sp02 (% ’ i i
p02 (%) |:| W pil reaction ) Both fixed
Comments 3 .
. ) Other reac
Systolic blood pressure (mmH Motes »
DCRs N ' Unknown
SOV Mark }
< Change Status 3 Missing
\Cleaf Mot Availab
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Once data are entered in the correct format a green tick will appear next to the data.

Trial number W

Does the patient fulfil all inclusion criteria O Yes @
® No

Does the patient fulfil any exclusion criteria O Yes
v
' No

Once all data have been entered, you can move on to the next page in a record by selecting
the save and move on to next page icon at the bottom of the page.

Days post randomisation 31012017 | =

If a page repeats e.g. the observations page, you will be asked if you want to open a new
cycle of the eForm. If you choose ‘Yes’, you will navigate to a new version of the same page.
If you choose ‘No’, you will navigate to the next part of the form.

Would you like to open a new cycle of this eForm?
ype of int i o || = |
| ONR | ONR | ONR | ONR

To return to the summary screen, you can save and close the record using the save and
close icon. This will take you back to the summary screen for that record.

Eile WView Tools Help Database (ICHARC_CTU1_Dev Role :DataEntOxyPICU User Te

E‘wﬂ&d&ﬂ*#%ﬂx\maﬁ B E| e -

| Visit Screening eForm

[¥5]
@
o
=

el
[=1
i)
ol
]
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Unusual or incorrect data

Some data are not possible e.g. dates in the future, and will be rejected. These cannot be
saved in the record and the data must be changed.

Reject Data <]
Name Date/Time of first face-to-face contact
Value 31/12/2017 15:00

The entered data has been rejected for the following reason:

Date/Time of first face-to-face contact cannot be
in the future

Some data are possible but unusual, so will generate a warning icon (below - left) and a
warning message (below — right).

| -
. ; [#] Question Information

Type of intervention ;

Hame DateiTime of fimal ventilation

Value [oz/o1/2017 D2:00
Ventilator settings

Froperties Warnings ' Commenss Audit Tirgil
Flow rate l:l EV The following wamings have been generated
{Iflkg/min) | Mezsege Owerrule
Date/Time of final ventilation cannot be before dateftime of

Pressure l:l @ i | observations (Hour 18). Please check your last reconded
(cmH20} observations, and i comect, explaen,
Mean airway .
pressura {(cmH20) |:| .
Observations
Sp02 (%) [ ]
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If unusual data are correct, they can be confirmed by entering an explanation in the
‘Overrule’ section.

Question Information

Name Date/Time of final ventilation

Value 02/01/2017 01:00

—————~ X
Properties Wamings '\ Comments Y"-.\ Audit Trail \

The following warnings have been generated: P —

Message mule \‘>

Date/Time of final ventilation cannot be before date/time
wil | observations (Hour 18). Please check your last recorded | Observations taken earlier than recorded time | hd | W
observations, and if correct, explain. /

Once unusual data have been confirmed, the warning icon will be replaced with a confirmed
warning icon.

End of ventilation

Last ventilation during current PICU stay

Date/Time of final ventilation |[]2ﬂ]1;2|]1? 01:00 | (dd/mmiyyyy hh:mm)

Reason for end of ventilation | Recovery | - | v
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Reviewing existing patients

To return to the home page at any time, you can click on the home page icon at the top of
the page.

File View Tools Help Databaze ‘TestDummy Role :FullUser User ‘Nick Hudson
% G|dE«» E X§|‘- GRB|«&& > r
7 Y

From the home page you can review existing patients by clicking on the '‘Open the Subject
List page’ icon.

Filz WView Tools Help Database TestDummy Role :DataEntry User :Test User

& ‘%E@_'-%Eﬂ\-}j -

intensive care
national audit &
research centre

Selecting this will bring up a list of all patients who have already have records in the
database. You can go into a specific record by double clicking on that row. This will bring
you to the overall record for that patient.

Please note that the Subject Label refers to the patient’s Trial Number

Status Study « Site Subject ID Subject Label Last Modified

L OxyPICU aa 20 4 2017/01/05 17:00:40
* OxyPICU aa 21 5 2017/01/06 15:20:31
- OuyPICU aa 22 6 2017/01/08 15:07:37
L OxyPICU aa 23 7 2017/01/13 15:16:42
* OxyPICU aa 24 ] 2017/01/16 10:06:43
i OxyPICU aa 25 ] 2017/01/18 11:59:21
¥ OuxyPICU aa 26 10 2017/01/19 16:09:35
* CyPICU aa 27 10 2017/01/20 11:3213
* OxyPICU aa 28 1 2017/01/25 16:50:51
L OxyPICU aa 29 12 2017/01/23 11:46:57
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Data validation

Unusual data which are confirmed to be correct will be reviewed by the team at ICNARC. If
they have any questions or need any further clarification, they will raise a Data Clarification
Request (DCR). You can check for any DCRs through the home page.

| & https// ctu.icnarc.org/macro/MACROBase.aspx

File View Tools Help JestDummy Role ‘FullUser User :Nick Hudson
QolnhBlirEE|«F7L 0>
@ View raised DCRs (1)

intensive care

national audit &

research centre

Clicking on the red flag will take you through to the DCR itself. This will tell you which record
and which question the check relates to.

File View Tools Help Database ICNARC_CTU1_Dev Role :‘FullUser User ‘Nick Hudson

ae-nRoaEE«F5rr
Drag a column header and drop it here to group by that column
Priority Date Slatus __Subiegl T — = SRTITIT] Value User Name ocC
7/01/00 14:19:48 Raised OxyPICU/aa/6 Treatment Observations: Randomisation to hour 120 (3)  SpO2 93 Nick Hudgop |
: of ventilation 01/01/2017 08:30  Mick Hudson

>
> 5 2017/01/09 14:08:07 Raised

There will also be an explanation from the team at ICNARC as to why the DCR has been

raised.

File Wiew Tools Help Database JICMARC_CTU1_Dev Role :FullUser User :Nick Hudson

&9 -~ B leEB«F8 >

e
Crag a column header and drop it here to group by that column

me OCId Text
dson Target SpO2 between 88 and 92% but Sp02 of ou check the data, and if correct, please explain?
dson @mours between first face-to-face contact and ventilation starting. Please can you check the data and either amend, or it co ide an explanation?

You can respond to a DCR by right-clicking on the DCR and selecting the ‘Respond to DCR’
option from the drop-down options.

< File View Tools Help Database :ICNARC_CTU1_Dev Role :FullUser User :Nick Hudson

Lo ~lnBiaERB«F8 > >

Drag a column header and drop it here to group by that column

me: OCid Text

Target 5p02 between 88 and 92% but 5p02 of greater than 92% recorded. Please can vou check the data, and if correct, pleas
Go to eForm the data and either amend,

More than 6 hours between first face-to-face contact and ventilat
Go to Schedule

Re-raise DCR

Respond to DCR.

R

<

Edit DCR.

Set o Received
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An explanation can be entered in the text field and sent back to the ICNARC team by
clicking ‘OK’.

x
Set DCR to Responded

Name Sp02
Text
(
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