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Why is it necessary to perform the
SafeBoosC-lll follow up study?
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Example from another field in neonatology

Cochrane review (Doyle et al, 2017):

Use of early systemic postnatal corticosteroids to prevent BPD in preterm infants

Short term outcomes = earlier extubation
—>decreased the risk of BPD until 36 weeks PMA

Long term outcomes -2 increased risk of adverse neurological
outcome including cerebral palsy



SafeBoosC-Il 36 weeks PMA
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SafeBoosC-Il two year follow up

115/131 known to be alive infants
were followed up at 24 months of age

Table 3 Follow-up at two years of corrected age using Bayley-Il, Bayley-lll and ASQ

Bayley-Il (n)
Age at Bayley-Il (months)
Mental Developmental Index
Psychomotor
Developmental Index
Bayley-Ill (n)
Age at Bayley-lll (months)
Cognitive index
Language index
Mator index
Predicted Mental
Developmental Index*
Combined outcome (n)
Moderate neurodevelopmental
impairment®(number)
Severe neurodevelopmental
impairment®® (number)

Intervention

Control

p value




SafeBoosC-Ill two-year follow up

e 1260 infants alive at 36 weeks PMA
* Almost all centres will join
* From September 2021 — September 2024

* Assessment at two years of corrected age (+ six months)

— Routine clinical data: Medical examinations + neurodevelopmental
assessment and (or)

— Parental questionnaire: PARCA-R + additional questions on general health
and development

= different data approach than SFB-III



Data approach

A
How much we

actually know
from this

How much data do
» we have regarding
the child?




Co-primary outcomes

— Death or moderate-or-severe neurodevelopmental disability (binary)
8% risk difference (n=730+730, alfa value of 2,5%, power of 80%)

— Mean cognitive scores from Bayley-lll assessment (continuous)
5 points difference (n=300+300, alfa value of 2,5%, power of 80%)

Scales of Infant and
Toddler Development™

THIRD EDITION




Defined as

* Cerebral palsy: with functional impairment
corresponding to GMFCS > 2 or

Moderate-or-severe * Vision impairment: defined as moderately

reduced vision or worse or
neurodevelopmental
disability (NDD)

* Hearing impairment: defined as hearing
loss corrected with aids or worse

e Cognition: Standardised
neurodevelopmental assessment score
below -2 SD (or a positive informal
assessment) or



Prioritisation of data for the co-primary outcome
moderate-or-severe neurodevelopmental disability
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Blinded assessment of clinical data
(18-30 months)

* Anthropometric measures

Cerebral palsy diagnosis?

Diagnosis of hearing impairment?

Diagnosis of visual impairment?
ROP treatment and/or diagnosis efter 36 weeks of PMA?

Chronic health problems?

Daily medication?

Neurodevelopmental assessment (preferably Bayley-I1ll/1V)?

Assessments done by psychologist/physician/physiotherapist etc



Prioritisation of data for the co-primary outcome
moderate-or-severe neurodevelopmental disability
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Parental questionnaire

Section 1: PARCA-R non verbal cognitive scale (standardised

neurodevelopmental assessment)

Section 2: Health and development questionnaire

Common denominator of our dataset

Important to collect from all children



Parental questionnaire

The SafeBoosC-Ill two year follow up study

aﬁ

https://redcap.link/ Paper version:

safeboosc Online platform: . _
, : Have parents fill out in clinic

Send link to parents with study ID :
and put in answers manually

(DK01001, IT07003, TRO2047 etc) through online platform




Prioritisation of data for the co-primary outcome
moderate-or-severe neurodevelopmental disability
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Informal assessment

* When there are no relevant health care records between 18-20
months

* When there has not been conducted any standardised
neurodevelopmental assessments (Bayley-Ill, PARCA-R, other)

—> Informal assessment: all health care records from corrected age
12 months will be informally assessed to conclude whether or not
the child has moderate-or-severe neurodevelopmental disability



Prioritisation of data for the co-primary outcome
moderate-or-severe neurodevelopmental disability
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tatus — where are we now?

Sites which have starting the SafeBoosC-Ill follow-up

Gazi University Hospital,
Turkey

General Hospital

Puerta del Mar, Cadiz, Spain -
i, Greece

Hospital Sant Joan De . ]
Hospital Clinico, San Carlos,

Deuw, Spain
Fondazione IRCCS Ca Granda

Ospedale Maggiore Policlinico,

Hospital La Paz, Spain
Milano, Italy

The Institute for the Care of
Mother and Child, Czech

12 De Octubre University Republic

Hospital, Spain

Hospital Clinic de Barcelona

Rigshospitalet,
(Maternitat), Spain

Denmark

Nov Dec Jan Feb

= Number of sites doing follow-up

30 more centres will
start follow up in 2022



Status — where are we now?

DATA COMPLETION IN THE SAFEBOOSC-III FOLLOW UP STUDY

—4— Number of participants eligible for two year follow up
—l— Number of participants with completed data entries in OpenClinica
Number with completed parental questionnaires

Number of participants older than 30 months of corrected age with no data entries

—
1

01-20-2022 02-20-2022 03-20-2022 04-20-2022 05-19-2022




Ancillary study: CogniTOT (Deirdre Murray)

}:5.. LIItOda Home WhatWeDo AboutUs ContactUs

Touchscreen applications
clinically proven to detect
learning delay in young
children




Ancillary study: CogniTOT

* Bayley assessments > heavily reliant on language skills

* Language free assessment tool = measures the overall cognitive
ability of the child

* Internal consistency and good concurrent validity with Bayley llI



Questions?




