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ACCESS TO THE DATABASE (through the Spanish REDCap software)

Go to Bases de datos (Databases) and select ISHION in the next screen.

N

hEDCap’ inicff @Basesdedatos +Njevoproyecto @ Ayuda BCapacitacién @8 Compartir W Mensajeria

iBienvenido a REDCap!

REDCap es una plataforma web cifrada para crear y gestionar bases de datos y
linea. RS p crear y disefar

proyectos y ran se pueden ¥ aer
e vy Ak pevinfmegrbint Create and design your project using a secure login from any device. No extra
Software required. Access from anywhere, at any time.
REDCap ofrece 8 exportacién datos
aExcel dist , SAS, Stata, R), ademas v e

de un calendario de proyecto integrado, un médulo de agendamiento, herramientas
de informe Ad-hoc y funciones avanzadas como Iogica de ramificacién, carga de
archivos y campos calculados.

Caracteristicas de REDCap

than one day. Customizations and changes are passible any time, even after
data collection has begun.

carga de archivo, y 16gica ramificada

Aprenda més acerca de REDCap mirando un Bl video corto de resumen (4 min). Si
deseaver p REDC ¥ sus funciones, - Presente
mire Entrenamiento.

AVISO: 1a recoleccién de datos para investigacion con seres humanos requiere la
revision y aprobacion del proyecto por parte del Comit institucional de revision

si tiene alguna c
contacto con REDCap Administrator.

de REDCap, por favor péngase en

los participantes a través de una encuesta

Diverse and flexible survey distribution options - Use a it of emall
addresses or phone numbers for your survey respondents and automatically
contact ith per messages, and wded. Or
create a simple link for an anonymous survey for mass email mailings, to post
on a website, or print on a flyer.

Conectada como
yolandapenyaiopes

o

o [®:Sal?

Aplicacién mévil de REDCap - Recopile los datos fuera de linea utlizando una
aphicacion de un dispositivo méwil cuando no haya conexion mowl o wifiy mas
tarde sincronice los datos con el servidor.

App - Collect d: " o
participant-facing mobile appéication for i0S and Androld. Capture survey
responses, as well as mobile-sensing or active tasks that are performed by

, and d back
to the REDCap server as soon as It Is completed and Internet connection is
available.

and Missing Data
Codes to improve and protect data quality during data entry, Open data
queries ty and resolve d other issues
real-time.

Custom reporting - Create custor searches for generating reports to view
3 with isti

- Export your data
a5 a PF or as CSV data for easy analysis In SAS, Stata, R, SPSS, or Microsoft
Excel.

Secure file storage and sharing - Upload and share any type of file with
anyone in the world through the File Repository feature or Sendt tool. Also
works with exports and ather built-in file uploading features.

Data-based triggers and alerts - Send real-time alerts and notifications to

your team or other stakeholders via email, text, or phone based on certain
data being entered or specific questions having a particular answer.

After selecting ISHION, go to the LEFT COLUMN and click on Add/Edit records, and then add a
new patient through the green button (arrow) or look for an existing one above — chose an
existing Record ID (arm 1: patients’ data) — select record (arrow), open the menu and choose
your general patient ID, confirm that it)
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REDCap
@ Logged in as cguitart | Log out
My Projects

P REDCap Messenger

& Contact REDCap administrator

B Add / Edit Records

‘You may view an existing record/response by selecting it from the drop-down lists below. To create a new record/response, click the
button below.

Project Home and Design =) » NOTICE: This project is currently in Development status. Real data should NOT be entered until the
project has been moved to Production status.

# Project Home - #= Project Setup
@ Designer - @ Dictionary - @ Codebook

Project status: Development
5= P Total records: 3

Data Collection =)

Choose an existing Record ID Arm 1: Patients data v

~selectrecord ~ v < E———
+ Add new record for the arm selected above —

BB Record Stat

B Add / Edit Records

Create new records or edit/view existing g

Applications =

Data Search
Project Dashboards

A Alerts & Notifications

@ Multi-Language Management
B Calendar

[E: Data Exports, Reports, and Stats
& Data Import Tool

# Data Comparison Tool

B Logging and && Email Logging
- Lo

Choose a field to search Al fields -
(excludes multiple choice fields)
Search query

Begin typing to search the project data, then click an
item in the list to navigate to that record.
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DATA COLLECTION — FORMS

e Inoursample registry, there are TWO ARMS. ARM 1 is for patient information. ARM 2 is
for the monthly factor table.
e Arm 1 consists of the following forms:
o Identity data
o Demographical data
o Oncology history
o Before PICU admission
o PICU admission
o Clinical-Analytical data
o Hospital-acquired infection_HAI1
o Phoenix Sepsis Criteria
o Microorganisms_HAI1
o Antibiotics_HAI1
o Treatment day 1-7
o HAI Extrinsic Risk Factors
o HAIl comorbidities&colonization
o Hospital-acquired infection_HAI2
o Microorganisms_HAI2
o Antibiotics_HAI2
o Next Generation Secuencing
o Supportive care
o Follow-up and outcome

e In most cases, researchers only will have to fill out the HAI1 forms. Those patients
undergoing more than one HAI during their PICU admission will meet the criteria for the
HAI2 forms (Variables related to HAI 2)
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e Form status:
o Incomplete, empty (grey): denotes that no data has been entered.
o Incomplete (red): denotes that data entry for the form is not finished.
o Unverified (yellow): denotes that data has been entered, but not validated,
verified, or checked.
o Complete (green): denotes that all data entry for this form is complete and
verified.

ISHION study 2025-27  rio 542

B8 Record Status Dashboard (all records)

Displayed below is a table listing all existing records/responses and their status
for every data collection instrument (and if longitudinal, for every event). You
may click any of the colored buttons in the table to open a new tab/window in

your browser to view that record on that particular data collection instrument. Legend for status icons:
Please note that if your form-level user privileges are restricted for certain data @) Incomplete | | Incomplete (no data saved) ?
collection instruments, you will only be able to view those instruments, and if (@) Unverified

you belong to a Data Access Group, you will only be able to view records that
belong to your group.

Dashboard displayed: [Default dashboard] v # Create custom dashboard

Displaying Data Access Group - ALL — ~

(@ Complete

Displaying record Page 1 of 1: "2" through "4" ~ of 3 records ALL (3) v records per page

=+ Add new record for this arm

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

Arm 1: Patients data = Arm 2: Monthly factor table

Hospital-
Before Clinical- acquired  Phoenix
Record Identity Demographical Oncological ~ PICU PICU  Analytical Infection_HAI Sespis Microorganisms_HAI Antibiotics_HAI Tre
| data Data history  admission Admission data 1 Criteria 1 1 (4
2 ® @ ® ® ®© ®© ® o ® ®
3 @ @ » | @ | @ | @ > | @® @ ©
4 e o ® ®© e @ ® ) ® ®
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SELECT ARM 1
IDENTITY & DEMOGRAPHICAL DATA FORM

e Leadresearchers mustregisterin Eligibility & Demographical data form ALL ONCOLOGICAL

consecutive PATIENTS admitted to PICU since their study start date (the actual date on

which the first subject of each site has enrolled)

e Country, Hospital and Local code fields: Each site’s lead researcher will specify the site
and a record number (for example, HSJD 001 stands for Hospital Sant Joan de Déu, ie
each hospital name acronym commonly used).

e Thisformincludes:

o Eligibility and exclusion criteria field (more than one option can be selected,
from first to 4" option)

o All other variables related to patient demographics, comorbidities and
outcomes will only be displayed if option 4 (arrow) is selected. (Underlying
malignancy, PICU admission >24 hours, and NONE of the above in the eligibility
and exclusion criteria field = INCLUSION CRITERIA)

Current instrument: ldentity data Preview instrument

o Variable: record_id

Record ID

JOTE: The field above is the record ID field and thus cannot be deleted or moved. It can only be edited.

Add Field Add Matrix of Fields | Import from Field Bank

& ¥ | + R variable: country
Country

* must provide value

Add Field Add Matrix of Fields | Import from Field Bank

& T L0 R voriable: hospital
Hospital

* must provide value

Add Field | Add Matrix of Fields | Import from Field Bank

5

B +* R variable: local_id

Local ID

Each center acronym plus the consecutive registration number from each
center (3 digit code) and so on: i.e. Hospital Sant Joan de Déu: HSID 001

Add Field Add Matrix of Fields | Import from Field Bank ‘

4 ] [+ % variable: inclusion_criteria

O Age < 30 days or infants with a corrected age < 44 weeks.
() Age > 18 years.
o must provice vakse ﬁ_ﬁ Restrictions to care at PICU admission.
ﬁ _JUnderlying malignancy, PICU admission > 24 hours, and
NONE of the above

Eligibility and exclusion criteria

Add Field | Add Matrix of Fields | Import from Field Bank ‘

b | | (** B variable: comments

Comments

Add Field | Add Matrix of Fields | Import from Field Bank
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ELIGIBILITY & DEMOGRAPHICAL DATA FORM (I1)

e When one patient meets inclusion criteria, all other forms with its variables will open to
be filled out.

Current instrument: Demographical Data Preview instrument

Add Field ‘ Add Matrix of Fields | Import from Field Bank

& F 0 (% R voriable: date_birth
Date birth

oy
3 Toda D-M-Y
* must provide value L3 y

Add Field ‘ Add Matrix of Fields ‘ Import from Field Bank |

& ¥ iu L'}' K variable: gender

Gender O Female

* must provide value O Male
reset

Add Field | Add Matrix of Fields

Import from Field Bank

¢ T F K variable weight
Weight (kg)

* must provide value

Add Field ‘ Add Matrix of Fields

Import from Field Bank |

& T R voriable: height
Height (cm)

* must provide value

Add Field Add Matrix of Fields | Import from Field Bank

o T L0 R variable: bmi

BMI View equation

Add Field | Add Matrix of Fields | _ Import from Field Bank |

g o iu (% % variable: ethnicity
Ethnicity

* must provide value

Add Field | Add Matrix of Fields ‘ Import from Field Bank

o 3 |.J F_'" x Variable: date_admission

Date of hospital admission: -

* must provide value L | Today | DM
e e T e ——————

& T [0 R voriobie: age_admission

Age at hospital admission (years) View equation

Add Field | Add Matrix of Fields | Import from Field Bank |

I l._ f_+ X voriable: age_months
Age at hospital admission (months)

* must provide value

View equation

Add Field | Add Matrix of Fields | Import from Field Bank |

& T [ (% R vorisbie: picu_admission
Date of PICU admission -
* must provide value G (oday]| DY

Add Field | Add Matrix of Fields | Import from Field Bank |

& T [ (% R voriabie: date_picudischarge
Date of PICU discharge
B3 |Today | D-MY

* must provide value -

Add Field Add Matrix of Fields | Import from Field Bank |

& T [0 (% R vonobie: date_discharge

Date of Hospital discharge
) B8 | Today | DM
* must provide value —
Add Field | Add Matrix of Fields | Import from Field Bank |
& ¥ 0 (F R variabie: picu_los

PICU length of stay

ion
* must provide value View equatior

Add Field Add Matrix of Fields | Import from Field Bank

& T [0 R voriabie: hosp_los
Hospital length of stay

View equation
* must provide value

Add Field |  Add Matrix of Fields | Import from Field Bank |
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e IMPORTANT CONSIDERATION-DATE of BIRTH: Due to some concerns regarding the
Data Protection Law interpretation by some IRB, it is NOT a compulsory field.

The hospitals with restrictions regarding the use of the date of birth, might want to
know that we will download the database WITHOUT the variable “data of birth” to

ensure confidentiality.

INTRODUCING DATE of BIRTH is useful as it will permit to automatically calculate the
age (months and years), which helps to ensure validate data.

l.e. my patient is 7 years old. If there is any mistake about the dates, his calculated age (in years) will not be

7 years and his calculated age in months will be not correct.

It DATE of BIRTH is not introduced, then each researcher must fill out the “manual”

age (months) field.

e Some variables will pop up depending on the answers selected in each previous

variable. le: type of cancer: solid/hematologic: different options will appear.

Currentinstrument: Oncological history

Add Field

A + R voriable: type_cancer
Type of Cancer
must provide value

Add Field
e % R Voriable: solid_cancer  Branching logic: [ty
Solid

Add Field
P 4+ X vorioble: specify_malignancy  Bron

Specify malignancy

Current instrument: Oncological history

Add Field

ST R voriable: type_cancer
Type of Cancer

* must provide value

Add Field

nching logic

Preview instrument

Add Matrix of Fields | Import from Field Bank

Solid v

Add Matrix of Fields | Import from Field Bank

(U Central Nervous System tumor
(_ Peripheral Nervous System tumor
L Germ cell tumor
Gastrointestinal
Liver tumor
( Kidney tumor
Bone tumor
Sarcoma
Other solid tumor
reset

Add Matrix of Fields | Import from Field Bank

r] =8

Preview instrument

Add Matrix of Fields | Import from Field Bank

Hematologic v

Add Matrix of Fields | Import from Field Bank

¢F L X Voriable: hemat_cancer  Branchinglogic type_cancer] = 1

Hematologic

() Acute Lymphoid Leukemia (ALL)
() Acute Myeloid Leukemia (AML)

() Myelodysplastic Syndrome (MDS)
() Chronic Myeloid Leukemia (CML)
O Hodgkin lymphoma

O Burkitt's lymphoma

0] Peripheral T-Cell Lymphoma (PTCL)
() Other non-Hodgkin lymphoma

O 0ther hematological malignancy
O Histiocytic disorder

O Not Elsewhere Classified
reset

Add Field AddMamchF|e\ds| Import from Field Eank|
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VARIABLES RELATED TO HAI EPISODE 1 FORM

This includes:
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o (Clinical data, Phoenix sepsis criteria, microorganisms, antibiotics and treatment day 1

to treatment day 7.

o Some variables allow selection of more than one option.

~ Hospital-acquired Infection_HAI 1

. Editing existing Record ID 2.
Event: Data (Arm 1: Patients data)

Record ID

Infection date

Setting of infection

Inflammatory response

Infection Source
Sample:

Bacteremia

Exposure to the specific risk factor within 48 hours. prior to
infection (NVM. IU-SU, BP-PC)

Have he/she received antibiotic treatment for this infection?
Is the treatment appropriate according to the antibiogram?

Was tre

Form Status

Complete?

= Phoenix Sespis Criteria

. Editing existing Record ID 2.

Event: Data (Arm 1: Patients data)

Record ID

Respiratory

(0 points) PaFi =400 or SpFi =292b

(1 point) PaFi < 400 or SpFi < 292, any respiratory support
(2 points) PaFi 100-200 or SpFi 148-220, IMV

(3 points) PaFi < 100 or SpFi < 148, IMV

cv(n

(0 points) No vasoactive medications. Lactate <5 mmol/L

(1 point each) Vasoactive medication. Lactate 5-10.9mmol/L

(2 points each) 22 Vasoactive medications. Lactate =11 mmol/L

v (2)

Age based mean arterial pressure (mmHg)

(0 point) < 1m >30; 1-11m >38; 1-2y >43; 2-5y >44; 5-12y >48; 12-
17y >51

(1 point) < 1m 17-30; 1-11m >25-38; 1-2y 31-43; 2-5y 32-44; 5-12y
36-48; 12-17y 38-51

(2 points) < 1m < 17; 1-11m < 25; 1-2y < 31; 2.5y < 32; 5-12y < 36;
1217y <38

Coagulation

(1 point each) MAX 2 points
Platelets < 100 x 103/pL
INR>1.3

D-dimer >2 mg/L FEU
Fibrinogen < 100 mg/dL

Neurological

(0 points) GCS >10; pupils reactive
(1 point) GCS =10

(2 points) Fixed pupils bilaterally

Phoenix Sepsis Criteria Score

- Canc

Data Access Group: [No Assignment] ?

(8 Today | oM

Intra ICU
@® Extra ICU

No sepsis

@® Sepsis
O Septic shock

Bacteremia secondary to catheter infection

Blood

® Yes No

®ves ONo

®ves ONo

® Yes No
Yes @ No

Complete v

Save & Exit Form J| Save & Stay ~

- Cancel -

Data Access Group: [No Assignment] |?

View equation

reset

reset

reset

reset

reset

reset

reset
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= Microorganisms_HAI 1

Data Access Group: [No Assignment] |?
. Editing existing Record ID 2.

Event: Data (Arm 1: Patients data)

Record ID 2

[} Pseudomonas aeruginosa

[_) Burkholderia (Pseudomonas) cepacia
[_J pseudomonas mallei

[_J pseudomonas pseudomallei

[_J pseudomonas putida

[*) pseudomonas stutzeri

[_) pseudomonas others

() pseudomonas spp.

No

Pseudomonas Antibiogram

* must provide value

[ Acinetobacter baumannii
[C) Acinetobacter calcoaceticus

Acinetobacter_antibiogram [_J Acinetobacter haemolyticus
* must provide value [) Acinetobacter Iwoffi

[CJ Acinetobacter spp.

No

(") Escherichia coli
Klebsiella pneumoniae
(2 Klebsiella oxytoca
[JKlebsiella ozaenae

[J Klebsiella spp

[_J Proteus mirabilis

[_J Proteus penneri

[ Proteus vulgaris

[J proteus spp

[_J Enterobacter aerogenes
[_] Enterobacter agglomerans
() Enterobacter cloacae

() Enterobacter sakazakii
[ Enterobacter spp

[ Citrobacter diversus

[ citrobacter freundii

[ citrobacter spp

["J Moraxella catharralis

) Moraxella spp

(") salmonella enteritidis

Enterobact_ATBgram

* must provide value

= Antibiotics_HAI 1

Data Access Group: [No Assignment] ?
. Editing existing Record ID 2.

Event: Data (Arm 1: Patients data)

Record ID 2

Antibiotic 1 Meropenem 161 v
Antibiotic 2 vancomycin 131 v
Antibiotic 3 v
Initial date: B Today | oMy

Final date: B8 [Today| D-Mv

[ Extra-ICU infection
Intra-ICU infection
[CJ CovID treatment

Indication —
catio [J surgical prophylaxis

() other Prophylaxis

(J Unknown
Reason of antibiotic selection © Empirical O Directed

reset

Confirmation Yes, it is suitable
Infection Bacteremia secondary to catheter infection

Antibiotic change OYes O Early suspension @ No
reset
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= Treatment day 1

Data Access Group: [No Assignment] |?
. Editing existing Record ID 2.

Event: Data (Arm 1: Patients data)

Record ID 2
Antibiotics (not prophylaxis only) ®ves ONo

reset
Anti-viral medication (not prophylaxis only) @®ves ONo

reset
Anti-fungal medication (not prophylaxis only) ®ves ONo

reset
Steroids ®ves ONo

reset

O Refractory shock

O Prior long-term or short-term high dose
corticosteroids

O Anti-inflammatory

Reason for administration

reset
Biologicals ®ves (O No
reset
'S .
O Anakinra
O Tocilizumab

Spacify O Basiliximab
® Other

reset
Immunomodulators ®ves ONo

reset
Specify O Tacrolimus O Cellcept @ Other

reset
IVIG ®ves ONo

reset
Vassopressors ®ves O No

reset

When vasopressors are required, enter the next doses at the time of the highest vasopressor need. So, do not enter the
highest dose of each medication individually, but join the administered doses at one-time point. These will be converted
to a Vasoactive-Inotropic Score.

The time point of the highest vasopressor need should be chosen to yield the highest VIS.

Adrenaline (pg/kg/min) 0.15

Dobutamine (pg/kg/min) 0

Dopamine (pg/kg/min) 0

Norepinephrine (pg/kg/min) 0.05
OTHER CONSIDERATIONS

e Patients who require PICU readmission during the period of study will be considered as
NEW patients.

e Patients who present MORE THAN ONE HAI DURING their PICU admission, will be
candidates to fill out HAI2 forms.

e NOTE: Clinical data, scores and dates will be filled out only ONCE per each PICU
admission.
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SELECT ARM 2 : for the MONTLHY FACTOR TABLE.

In ARM 2, lead researchers must enter ONLY ONE RECO
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RD per EACH Hospital.

Each hospital/cite will have only ONE RECORD ID assigned at the FIRST time they create

the record: when clicking on Add new record for this arm (green button).

+ Add new record for this arm

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

Arm 1: Patients data  Arm 2: Monthly factor table

January | February | March | April May June July | August | September | October | November | D
2025 2025 2025 2025 2025 2025 2025 2025 2025 2025 2025
Monthly | Monthly | Monthly | Menthly | Monthly | Monthly | Monthly | Monthly Meonthly | Monthly
Record Factor Factor Factor | Factor | Factor | Factor | Factor | Factor Monthly Factor Factor
1D Table Table Table | Table | Table | Table | Table | Table |FactorTable| Table Table

No records exist yet

Once the record is created, each researcher will add the information of each month

prospectively by EDITING the SAME record.

Inside the RECORD researchers will be able to select ea

ch month of each year (2025-27).

When clicking each month, the monthly factor table appears, and all the information can

v @ N e B A W N

be filled.
NEW Record ID 5
Arm 2: Monthly factor table
Data
Collection January February March April May June July August September
Instrument 2025 2025 2025 2025 2025 2025 2025 2025 2025
Monthly Factor
Table
Information is related to ONCOLOGICAL patients admitted to each PICU.
. Editing existing Record ID 5.
Event: January 2025 (Arm 2: Monthly factor table)
Record ID 5
HOSPITAL MONTHLY FACTOR TABLE
. HSJD v
must provide value
Meonth January v
Year 2025 v
Num of new Num of isolated Num of Num of
Day Num of patients admitted Num of ETT  NumofUC Num of Artery  Num of CVL i patients patients
patients pa with ABX  with ESBR
1 10 4 2 3 4 6 2 5 1
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