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NeolPC Objectives NeolPC

Hybrid effectiveness-
Implementation trial

7 [(2) (&

Innovative IPC trial Neonatal IPC Clinical practice
design network

Globally relevant platform
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NeolPC Rationale

Why do neonates die?

* Nearly % of deaths in under-fives
globally occur during the
neonatal phase

* 1/3 of neonatal deaths are
directly linked to infection

* Infection-related mortality is
considered modifiable

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
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Liu et al. Lancet. 2016; 388: 3027-3035
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Long-term impacts of neonatal sepsis
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Savioli et al. J Perinat. 2018: 38.
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NeolPC Rationale

NICU is an important setting for IPC measures

 High proportion of «at risk»
care provided in paediatric
institutions/ departments

 Greater crowding due to
presence of accompanying
carers

* Care needs require more
contact

e Thereis no «yuk» factor

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
This material reflects only the author's view; the Commission is not responsible for any use that may be made of the information it contains.
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Summary Aims of NeolPC

e adopt innovative methodology for designing IPC trials.

* interface the evaluation of a specific intervention with implementation
activities in an effectiveness-implementation hybrid design.

* harness engagement in the project from participating units into a bottom-up
neonatal IPC clinical practice network.

 establish novel approaches towards comprehensive assessment of patient-
and unit-level resistant bacterial colonisation.

» develop targeted transferrable process and outcome surveillance relevant to
the interpretation of IPC trials and local monitoring.

e constitute a sustainable platform for future IPC intervention studies in
neonatal intensive care.

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
This material reflects only the author's view; the Commission is not responsible for any use that may be made of the information it contains.



The Clinical Practice Network

« Launch of the CPN in
November 2022
« Today: 77 units in 26 countries
« New Members joining regularly
 NeolPC Digest
« Webinars
« Information Resources:

' 7 NeolPC it  Guidelines, recommendations and guidance

Europe

Clinical Practice Network

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
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NeolPC Digest Reqister to the CPN

https://neoipc.org/paper-review/ https://bit.ly/cpn-registration

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
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The NeolPC Survelllance platform

The Institute of Hygiene and
Environmental Medicine at
Charité, has developed a
surveillance system focusing on e
hospital-acquired infections in
neonatology.

The platform will be adapted for
data collection approaches for
surveillance in LMICs, in order to
establish a globally accessible
surveillance platform.

https://neoipc.charite.de/dhis-web-commons/security/login.action

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
This material reflects only the author's view; the Commission is not responsible for any use that may be made of the information it contains.
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The NeolPC Feasibility Phase

23 Sites from 10 European Countries [and SA] completed
4-week data and sample collection.

Developing operational approaches for the NeolPC Main
trial [NeoDeco]

Understanding IPC and Standard care approaches in
NICUs

Develop colonisation dynamics model to inform optimal
sampling framework for NeoDeco

Cost-efficient approach for handling large sample
numbers in NeoDeco

Ongoing Microbiological Insights

In-depth insight into carriage patterns and dynamics
Granular understanding of transmission networks

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
This material reflects only the author's view; the Commission is not responsible for any use that may be made of the information it contains.
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Data collection

Baseline Survey
Organizational criteria;
Implementation determinants;
Resource utilisation for costing

NeolPC Main Trial
NeoDeco Study design

Follow-up telephone interviews
In-depth information on existing
implementation

-------------------------------

Randomization

nnnnnnnnnnnnnnnnnnnnnnnnnnnnn

Intervention initiation
Implementation training; goal
setting, implementation strategies

Trial Design: Multi-centre, parallel group,

cluster randomised hybrid effectiveness-

Site visits & telephone interviews
In-depth information on existing
implementation at 1 representative
intervention site per country

implementation trial with baseline

assessment, wash-in period and staggered I
Monitorlnn_ & Surveys g '§ ]
randomisation. e | §
admlmslratl.ve data & E g
Implementation -[mp‘.’;'.,?i;,gﬁm,, )
investigating the effect among the target population, crmws By
of implementing on optimised KC strategy compared depmm;.......
at previously visited intervention
sites tracking progress

to standard care on the unit level cumulative

Final telephone interviews

incidence of hospital acquired clinical sepsis, and the TR

unit level prevalence of colonisation with resistant il Survey

KC implementability, determinants,
costs, implementation strategies

bacteria of interest.

This project has received funding from the European Union’s Horizon 2020 research and innovation programmeundergrantagreementyNoQ65328.il be given the opportunity for implementation of optimised KC in the post-trial

Note: At each randomisation (R), 8 NICUs are randomly allocated to the intervention (optimised KC) arm or the standard of care arm in a
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Baby colonization in neonatal units
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Presence of
colonized infant

Admission to the neonatal
intensive care unit

EXE

NCACP
©

Transmission event
between well infants

Further transmissions due to @
spill-over into unit environment

Clinical disease develops
in colonized infant

Colonized infant is discharged from unit @
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Table 3. Primary and Secondary Outcomes.*

Impact of Kangaroo
Care on neonatal
mortality

Cutcome

Primary

Death between enrollment and 28
days — no_ftotal no. [38)

Death between enrollment and 72 hr
after birth — no_ftotal ne. (%)

Secondary]

Exclusive breast-feeding at end of
neanatal period — na.ftotal no.

(%)

Fully breast-fed (i.e., by suckling) at
hespital discharge — ne. ftatal

no. (%)
Hypothermia — no.ftotal no. (36)§

Median time to clinical stabilization
— b IO\

Intervention

(N=1609)

191/1596 (12.0)

741606 (4.6)

1208/1401 (86.2)

621435 (4.3)

90/1609 (5.6)
73.3 (26.8-133.5)

Control
(N=1602)

248/1587 (15.7)

92/1599 (5.8)

1140/1336 (85.3)

55/1376 (4.0)

133/1602 (8.3)
74.8 (25.3-140.6)

Risk Ratio, Hazard Ratio,
or Difference [95% CI){

0.75 (0.64-0.89)

0.77 (0.58-1.04)

1.01 (0.98-1.05)

1.06 (0.73-1.53)

0.65 (0.51-0.83)
0.98 (0.80-1.07)|

Value

0.001

0.08

Suspected sepsis — no._ftotal no.

{%} Frde

Hypoglycemia at any time between 0
and 36 hr after birth — no.jtotal

no. (%) 1

Mean duration of hospital stay —
daysif

Mean score for maternal satisfac-

tionf§

Maternal depression — ne.ftotal no.

el

3611575 (22.9) 434/1561 (27.8) 0.82 (0.73-0.93)
82755 (10.3) Be b5l (10.1) T.15 (0.25-1.56)
14.9+0.2 15.2+0.2 1.07 (0.95-1.16)|
92:10 91+12 0.11 (0.03-0.19)99
271276 (0.2) 7/1231 (0.6) 0.23 (0.05-1.14)

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
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NeolPC Main Trial — NeoDeco Study design

The Study IPC intervention:

. Component 1: Skin-to-skin contact for optimised KC, Recommendations on level of skin-to-skin
contact considered to represent optimised KC in a high-technology neonatal unit;

. Component 2: Implementation support, Implementation strategies for achieving the desired
level of skin-to-skin contact in the NICU

Target population: High-risk infants born at <32 weeks admitted to participating Neonatal Units

Setting: 24 NICUs in Greece, Italy, Spain, Switzerland and the United Kingdom

Timeline: December 2023 — December 2025

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
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Jennifer Martin - Jmartin@sgul.ac.uk

NeolPC Project Managment Team - NeolPC PMT@pentafoundation.org

Learn more about the NeolPC Project here! -

This project has received funding from the European Union’s Horizon 2020 research and innovation programme under grant agreement No 965328.
This material reflects only the author's view; the Commission is not responsible for any use that may be made of the information it contains.



mailto:Jmartin@sgul.ac.uk
mailto:NeoIPC_PMT@pentafoundation.org

	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5: Why do neonates die?
	Slide 6: Contribution of hospital-acquired infection in HICs
	Slide 7: Long-term impacts of neonatal sepsis
	Slide 8: NICU is an important setting for IPC measures
	Slide 9: Summary Aims of NeoIPC
	Slide 10: The Clinical Practice Network
	Slide 11
	Slide 12: The NeoIPC Surveillance platform 
	Slide 13: The NeoIPC Feasibility Phase
	Slide 14: NeoIPC Main Trial NeoDeco Study design
	Slide 15: Hybrid effectiveness- implementation trial
	Slide 16: Baby colonization in neonatal units
	Slide 17: Transmission and acquisition networks in NICU
	Slide 18: Impact of Kangaroo Care on neonatal mortality
	Slide 19: NeoIPC Main Trial – NeoDeco Study design
	Slide 20

