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Standard Operating Procedure (SOP) 008

Macro User Guide

Scope

To describe the process for entering data required in the Case Report Forms on to MACRO for the
PICnIC Feasibility Study.

Creating an account

To request an account, first ensure you have been delegated the relevant permissions on the
Delegation Log (Section 12: Site Staff Information, of the ISF) and that this has been sent to the
ICNARC CTU. Then, email picnic@icnarc.org to request an account be set up. Once the account
is set up, the trial team will be in contact with the relevant log in details.

Logging in

To log in to MACRO, use the following URL: https://ctu.icnarc.org/macro/. We recommend Google
Chrome for best performance.

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.

| @ nttps://ctuicnarc.org/macro/Login/LoginForm.espistatus=LogOut

MACRO | ™—
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https://ctu.icnarc.org/macro/

Once you have logged in, you will start at the home page for the PICnIC Study.
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Welcome to the PICAIC web-portal (version 1.0) |

Navigating the home page
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Creating a new record

You can add a new patient record by clicking on the ‘Create a new study subject’ icon (see below).
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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.
Hello
Walcoma to the PICAEC weh-portal [version 1.0

j Create New Subject B

f | Pleasa seloct a study and sita Tor the new subject
Y| Show site code
Mloies. Siitag
F Aardvark
\ St. Georges

Site Code - 23
Sila Description - Aardvark

Opan naw subject
@ Cﬂnl

This will bring you to a landing page where you will need to select the appropriate period the

patient is being entered in to.
\/

Study number/Surveillance number

(I

This number should be based on the next available number on the Study Number or Ecology Surveillance
Number lists (e.g. Ecology Surveillance number will have EXXXX and Trial number will be XXXX).

Which part of the trial is the child participating in?

O Ecology
O Usual Care
O Intervention

Ecology Surveillance Periods should be used at all sites on week 1, 10 and 20. They are for all
patients admitted to the PICU during these time periods only, regardless of ventilation status. The
Ecology Surveillance number should be taken from the ‘PICnIC Ecology Surveillance Number List’
EXXXX in Section 6: Screening and Enrolment, of the ISF. (Further details can be found on SOP
003_Patient screening and enrolment).

Usual Care should be selected for all sites during Period One (weeks 2-9) and then again for sites
randomised to usual care during Period Two (weeks 11-19).

Intervention should be selected for sites randomised to receive SDD intervention during Period
Two (weeks 11-19).
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The Study Number for the usual care and intervention groups should be taken from the ‘PICnIC
Study Number List’ in Section 6: Screening and Enrolment, of the ISF. (Further details can be
found on SOP 003_Patient screening and enrolment).

Project Weeks ->
Pre- Period One Period Two Post-
Trial
1 [2]3Ja]s[e]7]8]9f10 [11]12]13J14 151627181920

: : Intervention Group

: i i Train i !
Lg Baseline Period | | SDD delivery | g
o 4 ] S
¢ =Y c -8 ! £ ]
g 2 : § LE
: g | £ Usual Care | 3 ! g :
3 5 X 3
- g L2 B
S < : E ] Control Group P50
L '8 | Usual care | w

: o !

o 000000 B 0B ==

Week 11 shall be treated as a transition period

After selecting the group the patient is enrolled in, you will see the summary screen (below), which
shows all of the pages within the patient record. You can navigate to a specific page by double
clicking on the page icon. Some later pages cannot be completed until an earlier page has been
complete. If this is the case the page icon will be greyed out and you will be unable to open it.
There will also be some pages that are greyed out because they are not relevant to the group the
patient is enrolled in.

File View Tools Help Database :ICNARC_CTU1_Dev Role :FullUser User -Alanna Brown
a “ mom = oo
ol T REE|«& & > P>
PICNIC/aa/(158) Site Landing Page | Ecology Weeks | Screening/Baseline | Surveillance | Qutcome | Treatment | Antibiotics | Discharg

Site Landing Page

Ecology Surveillance (Part 1)

Ecology Surveillance (Part 2)

Admission

Weekly Surveillance

Outcomes- HCAl and Microbiology results

Qutcomes (Additional Pages, Microbiology results)

SDD Administration
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Entering data

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

Study number/Surveillance number

uld be based on the available number on the Study Nur

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 O Yes

&’

' F View Question Information. ..
Does the patient fulfil any exclusion criteria (] 42 View Audit Trail._.

L View Warning...

View Inform Message. ..

Comments

Treatment allocation ® 88-92% MNotes

O >94% DCRs

* ¥ w ¥

S0V Mark

e Status 3

Date/Time of first face-to-face contact []1,'1}1{2@(%" Clear ) mmy)
Date/Time of randomisation 01/01/2017 09-:00 W (dd/mm/yyyy hh:mm)

Days post randomisation 310172017 v

If a required field is missing, the missing icon will appear next to it. (This may only appear once the
form is saved)

Lactate (mmolll) |:| i

Source | | - | W

spO2 (%) [ | @

Systolic blood pressure (mmHg) |:| d
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If data are marked as ‘not recorded’ or ‘unknown’ on the Case Report Form (CRF), right click on
the missing icon next to the field and select ‘Not Available’ from the ‘Change Status’ option in the
drop-down menu. Also please add a reason in ‘comments’ if available.

-
Source | | - | ' -/No
Mechanical CiYes ..
respiratory support _ -
Lactate (mmol/l) |:| - (' No
F Yiew Question Information...
45 View Audit Trail .. AP
View Warning... Mo '
View Inform Message...
spO2 (%) [ | @ pil reaction
- , - Both fixed
. ) Other reac
Systolic blood pressure (mmkH Motes ¢
DCRE , S Unknown
SOV Mark k
Change Status 3 iooio
Clear Mot Available

Once data are entered in the correct format a green tick will appear next to the data.

Trial number

Does the patient fulfil all inclusion criteria

Oy
=% Ry
‘®'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 | =4

o «k@)

Page 6 of 16 SOP 008
Version 2.2

02/12/2021

ISF Section 3



If a page repeats e.g weekly surveillance, 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 CRF page in the patient record.

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

File View Tools Help Database ICHARC_CTU1_Dev Role ‘DataEntOxyPICU User -Te
seldaesBEE)x|ne0nEa -
| Visit Screening eForm Screening details s

If an answer is amended after being saved, you will be prompted to provide a Reason For Change.
This can be selected from a list, or a reason written in the text field.

E Reason For Change

Name Name of event
Value Atrial fibrillation

Please enter or choose the reason for changing the value of
this gquestion.

0y
| -
Data entry error
Additional information
[
[}
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Unusual or incorrect data

Rejected Data

If some data are not possible (e.g. dates in the future), this will be rejected which will be displayed
by a pop up. These cannot be saved in the record and the data must be changed.

Reject Data a

Name
Value

Date/Time of first face-to-face contact
31/12/2017 15:00

The entered data has been rejectad for the following reason:

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

Warnings

Some data are possible but unusual, so will generate a warning icon and a warning message. If
unusual data are correct, please confirm by explaining in a comment. The comments will be
reviewed, and if deemed acceptable by the trial team the warning will be overruled.

B Cuestion Infermation

Hama AGEUNIT
Value Wegks |
Properties Warrings ' Comments Busdi® Tra

The following warnings have been generated

Messpge Cverrule
The weslcs un. burt i b ted that
- w patient is ai Please !
S — o —
= Questicn Information
Name AGEUNIT
Valug Heaun
[ _Properies '\ wamings | Commerts Audit Tra
The following comments are cumently aftached to this guestion
the age changed while In hospital
Cloze
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Once the warning has been overruled, the warning icon will be replaced with a confirmed warning
icon.

Mechanically
Ventilated

® ‘r’e
O No

Missing data
You can find a list containing all missing data for your site by pressing this button. Missing fields
should be completed later, once these data are available.

File Wiew Tools Help Database JagiDummy Role ‘FullUser User ‘Mick Hudson
%gh;¢+¢w;gxw$ahgamﬂﬂ’fgrr
-

[ ~ - -

Data Clarification Requests

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.

| & hitps://ctuicnarc.org/macro/MACROBase.aspx

File WView Tools Help abgze TestDummy Role :FullUser User :Nick Hudson
EolaBlinRE 5L kP

View raizsed DCRs (1)

intensive carg
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
&8 - Bl EEBE«&8 > >
Drag a column header and drop it here to group by that column
Prionty Date Status Subject Visit eForm ‘Question Value User Mame OC g
S J017/01/09 14:19:49 Raised OwyPICU/aa/6 Treatment Observations: Randomisation to hour 120 (3) SpO2 a3 LN
> 5 2017/01/09 14:08:07 Raised OwyPICU/aa/6 Treatment Observations: Randomisation to hour 120 Date/Time of start of ventilation  01/01/2017 08:30 Nick Hudson
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There will also be an explanation from the team at ICNARC as to why the DCR has been raised.

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

B9 R0 REB|«®F58FF

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

me OCIid Text

dson Target SpO2 between 88 and 92% but Sp02 of greater than 92% recorded. Please can you check the data, and if correct, please explain?
dson  @EmmmUICTE than b hours between first face-to-face contact and ventilation starting. Please can you check the data and either amend, or if correct, p@n?

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

< Eilz View Tools Help Database (ICNARC_CTU1_Dev Role (Fulllzer User :Mick Hudson

&S ~ B OIlnEB«58PFF

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

me: OCId Text
Target 5p02 between B8 and 92% but SpO2 of greater than 92% recorded. Please can vou check the data, and if comrect, pleas

dson More than & hours between first face-to-face contact and ventilat Go to eForm the data and sither amend
Go to Schedule

Re-raise DCR
'
ClosET
Edit DCR
Set to Received

An explanation can be entered in the text field and sent back to the ICNARC team by clicking ‘OK’.
The explanations will be reviewed by the trial team and if acceptable the DCR will be closed.

®
Set DCR to Responded
MName Date/Time IV antibiotics first administerad
Text
<
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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 Hudzon

E‘ag|':;4--b;'_-_'x\'--:Hé]hﬁﬁr*r'

i

From the home page you can review existing patients using one of two methods.

1) Clicking on the 'Open the Subject List page’ icon.

File View ools Help Databaze TestDummy Role ‘DataEntry User ‘Test User
Fa ool — = B m

Ea |\::- 3‘ '_1'?1[‘:?1|'J-'JPPP'
N

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 Study Number

|_ Status Study Site Subject ID ( Subject Label > Last Modified
-

il All Studies v ap

PICNIC » 1 1505
PICNIC a 5 i
. PICNIC Y E1001

2) Using the search panel allows for a more accurate search for a specific study number.

File View Tools Help

& clnra@a:

Ensure the search is set to ‘Subject’ and ‘Label’ and enter the study number in subject field.
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Search
Subject [*

General

Study

Site

Subject Group
Subject

Guidance on eForms

b
| OxyPICU RCT v
| All Sites v|
| All Subject Groups V|

Qb ®) Label

Please see SOP 007_Guidance for completion of Case Report Forms for guidance on the data
points to be collected for the study. The below information will assist on completing certain sections

of eForms on Macro.

Each eForm asks you to input the study number. This will help ensure the correct details are being
recorded for the correct patient. A rejection will occur if you enter incorrect details to allow you to
double check you are entering the correct patient details.

Study numhber :]

[=] Reject Data a
Nama Study number (weekly surveillancs)
Valus A958
The entered data has been rejected for the following reason
he study or surveillance mumber entered in this form is
different than the one in the landing page. Pleaze review
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Microbiology results
A positive microbiology result, where the sample has antimicrobial resistance present, is recorded
on the eForm in the following way:

e Ensure ‘yes’ is selected for the question ‘present’

e You can enter more than one organism if required

Sample result

Gram Negative Gram Nepgative Bactena

Bacteria A: Co-amoxiclay
B: Piperacillin-tazobaciam
= Antricrobia C: Cefinaxone
=xatance presen? ¢ [: Cefiandime
W 1 @y [ECo a s T - E E: Gentamicin
— . - - B F: Amikacin
- ) - G: Ciprofioxacin
o : 8 C H: Ertapenem
- - I Meropenem
3 Jr ESEL
K1 Ampe
L: Carbapensmases
Mt (iher, please specify
Gram Poaitive
Bactarna
- o . Gram Positive Bacteria
Present” COrganiam —::‘J%‘:f:&'r - ¢ N: Wancomycin
o o , Q: Penlmllln_ .
- s = P: Flucksxacillin
Ha 7= Il I."::'narrl\inln
@ 2 _'Ii . : - - g Ht::’rﬂﬂau specify
Virology
) e frE=— e rment? sy
T Om If antimicrobial resistance is
' present in:
-Gram Negative bacteria
Fungal organism
Presard? Crganiam -Et:ﬂ;'ua'ﬁ'r O ;uglﬁlona_m_k -Gl‘am POSItIVG baCterla
. r Ou O (3 V: Erxencancn organism
' e s Spsed -Fungal organism
L]
Use the antibiotic / resistance
marker key to select the
corresponding radio button.
Multiple may be selected for
each specified organism.
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SDD Administration and Deviation

The administration of all SDD treatment should be recorded on the eForm, please ensure that all 4
doses for each day have data entered.

e Start with completing information for day 1 dose 1 (this should be the same date as
becoming eligible): the time SDD was given, mechanical ventilation status, confirming oral
paste was given and specifying the amount of gastric suspension (ml).

Study Number -

|

4 yeor 2 you 23y
Time dose nlvan\wxxcallv

o, s puste gven e
(4 per day, every 6 hours while (24 hrs) Ventilated {1 syringe) """ Hon gives
intubated) (i)
Dose 1 1230 | ® Yes Yes o »
Dey 1 ’ No No
Nolgven
031027202 -
(ddimmdyyyy »
Dose 2 Yes o
Ko
Notgven
Yes g 5
Dose 3 No
Notgven
Dose 4 / Yes o >
No
Notgven o

o It will likely be the case that on the first and last day of SDD treatment, not all 4 doses will
be given due to timing of patients becoming eligible. Please ensure that ‘not given’ is
selected for the doses that are not relevant.

e If for any reason a dose was not given, please select ‘not given’ and indicate if the patient
was mechanically ventilated at this time.

¢ When relevant, please ensure gastric suspension dosing is recorded using the dosing
guide. If none is given, please enter ‘0’ ml.

If the patient becomes eligible near the end of the day and does not receive their first dose until the
following day, mark all doses on day 1 as not given. Report the first administered dose on day 2.
(Please see example below).

Dosing
[4 per aay, every B hours while
intubatedy

Time dose given Mechanically
(24 hrs) Ventilated

Oral paste given Gastric
{1 syringe) suspension given
imi}

Yes

Ene , 9
@ Not given

. Sves = o 3

No -

® Not given

3 OYes = & 5
® Not given v ®ho

- JYes 5 & o
® Notgiven v *No

Dosing Time gose given Mechanically ral paste given Gastric
{4 per day, every 6 hours (24 hrs) Ventilated {1 syringe) suspension given
intubated) imi)

Dose 1 030 | o @ ves ® ves 5
By 2 ] o Not given ONo One =
04/02/2021 [
(MY Dose 2 O es

Oho " >

Not given
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If one or both SDD treatments were not given AND the patient was mechanically ventilated, then
please complete the SDD administration deviation section on the eForm.

e Ensure the ‘study date’ and ‘time dose due’ matches the deviation on
the SDD Administration part of the eForm
e Specify the reason
that the oral paste /
gastric suspension
was not given.
If one was given
but not the other,
please select N/A
e for the treatment
= e e et F—— that did not deviate

Ornitted an clinician's instruchion D0 not avalable mithed on cimician's insiruction

SDD Administration Deviation

Enter SDD administration deviations relating fo the administration days on this sForm Shudy Humber
Cnly to be compleded f one or both SOO treatments were not given
AND patient was mechanicaly venblated

Sludy date
0310212021

Oval Paste Syringe NA o Gastric Suspension Ll

Time dose due Het Py

Ofher (specify)

Antibiotic Use

Antibiotic use should be recorded from index admission up to 30 days. The start date of antibiotics
can be before PICU admission if they were continued whilst on PICU. If the patient was still on
antibiotics at PICU discharge or at 30 days post enrolment ‘NA’ can be selected which will blank
out end date and the reason of end of course.

Antibiotic

Anfiiotic name [— y LUtge QEnenic name.

Iniial prescribed 2.0 =~ meg = W
dioke .

Datetme star 01102021 12:00
of course saHrieigasy i

Dabe of &nd

o & YA Sl on anfbiolics s PICU dischargs / 30 days posi ennobment
of colnrse

sy

Rezson for end o H ciher, specify g
of course
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Safety Monitoring

eForms regarding safety will only be available for all patients in Period Two. For those on Usual

Care, only NG tube blockage will be available for completion.

Adverse events (specified)

'If the adverse events specified did not occur then record severity as 0'

The severity of each specified
Adverse events must be reported. If
not experienced, answer ‘none’.

Start date and time should be recorded as dd/mmiyyyy hh:mm

Severity Start datedime Related
1 Thild ~|  [04/04/2021 1200 Probably [+

Severity Start date/time Related

Choking on paste W 1| Mone -
9 2 -

o If the event occurred multiple times,
you will be able to record this on Alerge reaction o S0 Severty
the eForm v 1| Miid

® 2| Moderate

SAE Reporting Form

Related
Definitely | =

For each event that meets the criteria, the completed CRF should be uploaded via the top of the
eForm within 24 hours or becoming aware of the event. Following this, the eForm should also be

completed. \

Serious Adverse Event Reporting Form

Sarious adverse even fomm
. e

SAEID
Pahent details

Sludy nurmibes > neaffing Clinician
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