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Switzerland

University of Basel Children’s Hospital, University Hospital of Bern, Hopitaux Universitaires de Genéve,
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EKNZ Vol

| N (W)
Ethikkommission
Nordwest- und
Zentralschweiz
Dr. Julia Bielicki
bréssicent Universitats-Kinderspital beider Basel
rasicent _ Spitalstrasse 33
Prof. Christoph Beglinger 4031 Basel
Vizeprdsidenten
Prof. Thomas Kihne
Dr. Marco Scharer
Basel, 22. Januar 2024
Verfigung der Ethikkommission Nordwest- und Zentralschweiz (EKNZ)
Wesentliche Anderung Amendment 01 vom 28. Dezember 2023 (Protokoll - Version 2.0)
eingereicht am 18.01.2024
Project-1D 2023-00971
Projekttitel Optimising kangaroo care to reduce neonatal severe infec-

tion/sepsis and resistant bacterial colonisation among high-risk in-
fants in neonatal intensive care: a pragmatic, multicentre, paral-
lel cluster randomised hybrid implementation-effectiveness trial

(NeoDeco)
Projektleitung Dr. Julia Bielicki
Sponsor Fondazione Penta ETS, Federica D' Ambrosio
Zentren Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel
Entscheidverfahren
o vereinfachtes Verfahren Prasidialverfahren
Entscheid

Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel
Die Bewiligung wird erteilt

Die Bewilligung wird mit Auflagen erteilt

Die Bewiligung kann noch nicht erteilt werden

Die Bewilligung wird nicht erteilt

X

O oo

Gebihren

Betrag CHF 250.-- Tarifcode 3.3.1
Gemass der geltenden GebUhrenordnung von swissethics.

Rechtsmittelbelehrung

Gegen diesen Enfscheid kann an den Regierungsrat des Kantons Basel-Stadt (Rathaus, Markiplatz 9,
4051 Basel) rekurriert werden. Der Rekurs ist innert 10 Tagen seit Er6ffnung des Entscheides bei der
Rekursinstanz anzumelden; innert 30 Tagen, vom gleichen Zeitpunkt an gerechnet, ist die Rekursbe-
grindung einzureichen, welche die Antradge und deren Begrindung mit Angabe der Beweismittel zu
enthalten hat. Bei vélliger oder teilweiser Abweisung des Rekurses k&dnnen die Kosten der Rekurrentin
respektive dem Rekurrenten ganz oder teilweise auferlegt werden.

GeschaftsfUhrerin Irene Oberli | Tellplatz 11 | 4053 Basel | Tel 061 268 13 50 | eknz@bs.ch | www.eknz.ch
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Kopie an

o BAG

Sponsor Fondazione Penta ETS, federica.dambrosio@pentafoundation.org
o Andere

Die Ethikkommission bestatigt, dass sie nach ICH-GCP arbeitet.

Unterschrift
TN
VL -
Prof. Dr. med. Chri Beglinger
Président
Anhang: 1. Bedeutung der mdéglichen Entscheide
2. Liste der Dokumente, eingereicht am 18.01.2023
Anhang 1

Bedeutung der moéglichen Entscheide

Die Bewilligung wird erteilt: Das Vorhaben kann gemdss der oben aufgefUhrten wesentlichen Ande-
rung weitergefUhrt werden.

Die Bewilligung wi[d mit Auflagen erteilt: Das Forschungsprojekt kann gemdss der oben aufgefUhr-
ten wesentlichen Anderung durchgefUhrt werden. Die Auflagen sind innert 30 Tagen zu erfillen.

Die Bewilligung kann noch r)_icht erteilt werden: Das Vorhaben kann noch nicht gemdss der oben
aufgefUhrten wesentlichen Anderung durchgefihrt werden. Die Bedingungen sind zu erfillen. Die
revidierte Anderung wird nach Einreichung von der Ethikkommission gepruft.

Die Bewilligung wird nicht erteilt: Das Vorhaben Igonn in der vorliegenden Form nicht durchgefthrt
werden. Eine Neueinreichung der wesentlichen Anderung ist moglich.
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Anhang 2

Liste der Dokumente, eingereicht am 18.01.2024

Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel

pokumenf

Kategorie

Dok.Datum Version

cover-letter-swiss-addendum-final.pdf
signature-jb-cover-letter.pdf
neodeco-addendum-gdpr-v1-0-final.pdf
neoipc-pic-bsl-version1-0-11-januar2024-final.pdf
addendum-switzerland-v2-0-28dec-2023-final.pdf

neoipc-trial-protocol-necdeco-dv2-0-10aug2023-
fracked.pdf

addendum-page-1-signature-jb-im.pdf
neoipc-trial-protocol-neodeco-v2-0-310ct2023-clean-
version-signed.pdf

addendum-page-2-signature-kj.pdf
addendum-switzerland-v2-0-28dec-2023-track-
change.pdf

neodeco-reseachagreement-ukbb-9763-40-signed.pdf
230720-neodeco-ch-policy.pdf
230720-neodeco-ch-certificate.pdf
ua-documentation.zip -

Page 5 of 127

1. Cover Letter
1. Cover Letter
3.ICF

3.ICF

4. Study plan
4. Study plan

N

. Study plan
. Study plan

I

. Study plan
. Study plan

9. Agreement
10. Insurance
10. Insurance
14. Information on

~secure handling of

biological material

and personal data,
and in particular on
the storage thereof

11/01/2024
11/01/2024
04/01/2024
11/01/2024
28/12/2023
10/08/2023

28/12/2023
10/08/2023

28/12/2023
28/12/2023

06/11/2023
19/07/2023
20/07/2023

1.0
1.0
2.0
2.0

20
20

2.0
2.0

18/01/2024
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EKNZ ol

Dr. Julia Bielicki
Presi University Children's Hospital of Basel
resident Soitalat 23
Prof. Christoph Beglinger pialstrasse
4031 Basel

Vice Presidents
Prof. Thomas Kiihne
Dr. Marco Schorer

Basel, January 22, 2024

Decision of the Ethics Committee of Northwestern and Central Switzerland (EKNZ)

Significant change Amendment 01 of December 28, 2023 (Minutes - Version 2.0)
submitted on Project ID January 18, 2024
Project 2023-0097 J

Optimising kangaroo care to reduce neonatal severe
infection/sepsis and resistant bacterial colonisation among high-risk
infants in neonatal intensive care: a pragmatic, multicentre, parallel
cluster randomised hybrid implementation-effectiveness trial

Project management (NeoDeco)
Sponsor Dr. Julia Bielicki

Centers Fondazione Penta ETS, Federica D'Ambrosio

Dr. Julia Bielicki, University Children's Hospital Basel, Basel
Decision-making process

g Simplified procedure
Presidential procedure
Decision
Dr. Julio Bielicki, University Children's Hospital Basel, Basel
Approval granted
p The permit is granted subject to conditions
p The permit cannot be granted at this time The
permit is not granted

Fees

Betrug CHF 250 Torifcode 3.3.1
In accordance with the applicable fee schedule of swissethics.

Legal remedy

An appeal against this decision may be lodged with the Government Council of the Canton of Basel-Stadt
(Town Hall, Marktplatz 9, 4051 Basel). The appeal must be lodged with the appeal authority within 0 days of
the decision being announced: within 30 days of the same date, the grounds for appeal must be submitted,
which must contain the requests and their justification, including details of the evidence. If the appeal is
dismissed in whole or in part, the costs may be imposed in whole or in part on the appellant.

Managing Director Irene Oberli Tellplatz 11 4053 Basel i Tel 061 268 13 50 leknz@bs.ch www.eknz.ch
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Copy to

o BAG

O Sponsor Fondazione Pento ETS, federica.dambrosio@pentafoundation.org
o Others

The Ethics Committee confirms that it works in accordance with ICH-GCP.

Signed
S
Prof. Dr. med. C hri Beglinger
President
Appendi 1. Significance of possible decisions
X 2. List of documents submitted on January 8, 2023
Appendix 1

Significance of possible decisions
Approval is granted: The project can be continued in accordance with the significant changes listed above.

Approval is granted subject to conditions: The research project may be carried out in accordance with
the significant change listed above. The conditions must be fulfilled within 30 days.

Approval cannot yet be granted: The project cannot yet be carried out in accordance with the significant change
listed above. The conditions must be fulfilled. The revised change will be reviewed by the Ethics Committee
after submission.

Approval is not granted: The project cannot be carried out in its current form. It is possible to resubmit the
significant change.
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Appendix 2

List of documents submitted on January 8, 2024

Dr. Julia Bielicki, University Children's Hospital Basel, Basel

Document Category Doc. date Version
cover-letter-swiss-addendum-final.pdf 1. Cover Letter 11/01/2024
signature-jb-cover-letter.pdf 1. Cover Letter 1/01/2024
neodeco-addendum-gdpr-v1-0-final.pdf 3.ICF 04/07/2024 1.0
neoipc-pic-bsl-version1-0-11-January2024-final.pdf 3. ICF 11/01/2024 1.0
addendum-switzerland-v2-0-28dec-2023-final.pdf 4. Study plan 12/28/2023 2.0
neoipc-trial-protocol-neodeco-dv2-0-10aug2023- 4. Study plan 08/10/2023 2.0
tracked.pdf

addendum-page-1-signature-jb-Im.pdf 4. Study plan 12/28/2023 2.0
neoipc-trial-protocol-neodeco-v2-0-31oct2023-clean- 4. Study plan 10/08/2023 2.0
version-signed.pdf

addendum-page-2-signature-kj.pdf 4. Study plan 12/28/2023 2.0
addendum-switzerland-v2-0-28dec-2023-track- 4. Study plan 12/28/2023 2.0
change.pdf

neodeco-researchagreement-ukbb-9763-40-signed. pdf 9. Agreement 11/06/2023
230720-neodeco-ch-policy.pdf 10. Insurance 07/19/2023
230720-neodeco-ch-certificate.pdf 10. Insurance 07/20/2023
ua-documentation.zip 14. Information on 18/01/2024
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EKNZ

Ethikkommission
Nordwest- und
Zentralschweiz

#‘m

@ ® O

Dr. Julia Bielicki
Universitats-Kinderspital
Prasident beider Basel
Prof. Christoph Beglinger Spitalstrasse 33
Vizeprasidenten 4031 Basel

Prof. Thomas Kihne
Dr. Marco Schdrer

Basel, 7. M&rz 2024 / nj

Verfigung der Ethikkommission Nordwest- und Zentralschweiz (EKNZ)

Wesentliche Anderung Zusaitzliche DurchfUhrungsorte, Ubernahme der LeitEK Funktion

eingereicht am 22.02.2024

Project-1D 2023-00971

Projektitel Optimising kangaroo care to reduce neonatal severe
infection/sepsis and resistant bacterial colonisation among
high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid implementation-
effectiveness trial (NeoDeco)

Projektleitung Dr. Julia Bielicki

Sponsor Fondazione Penta ETS, Federica D' Ambrosio

Leit-Ethikkommission

Zentren

Ethikkommission Nordwest- und
lentralschweiz EKNZ

Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel

Beteiligte Ethikkommission/en

Zentren

BE

Dr. med. Benedikt Bubl, Med. Universitatsklinik for
Kinderheilkunde - Neonatologie- Inselspital Bern, Bern

GE Dre Flavia Rosa Mangeret MD, MPH, Néonatologie et Soins
Intensifs Pédiatriques Hopitaux Universitaires de Geneve, CH-
1211 Geneve 14

EKOS Dr. med. Stefanie Grabner, Ostschweizer Kinderspital
IPS/Neonatologie, St. Gallen

H Dr. Susanne Bottger, Universitatsspital ZOrich Kiinik for
Neonatologie, ZOrich

Entscheidverfahren

o vereinfachtes Verfahren

Entscheid

Prasidialverfahren

Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel

Die Bewilligung wird erteilt

0o Die Bewiligung wird mit Auflagen erteilt
O Die Bewiligung kann noch nicht erteilt werden
GeschaftsfOhrerin Irene Oberli | Tellplatz 11 | 4053 Basel | Tel 061 268 13 50 | eknz@bs.ch | www.eknz.ch
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O Die Bewiligung wird nicht erteilt

Anmerkungen / Auflagen / Bedingungen / Begrindung

[?ie EKNZ wird als Leit-Ethikkommission fUr das Projekt auftreten. Die Anderung im ICF und die
Ubersetzungen werden zur Kenntnis genommen.

Dr. med. Benedikt Bubl, Med. Universitatsklinik fir Kinderheilkunde - Neonatologie-
Inselspital Bern, Bern

Die Bewiligung wird erteilt

g Die Bewiligung wird mit Auflagen erteilt

0 Die Bewiligung kann noch nicht erteilt werden
o Die Bewiligung wird nicht erteilt

Anmerkungen / Auflagen / Bedingungen / Begrindung

Entscheid basierend auf der Beurteilung durch die Kantonale Ethikkommission Bern.

Dre Flavia Rosa Mangeret MD, MPH, Néonatologie et Soins Intensifs Pédiatriques Hépitaux
Universitaires de Genéve, CH-1211 Geneve 14

O Die Bewiligung wird erteilt

Die Bewiligung wird mit Auflagen erteilt
o Die Bewiligung kann noch nicht erteilt werden
0 Die Bewiligung wird nicht erteitt

Anmerkungen / Auflagen / Bedingungen / Begrindung

Entscheid basierend auf der Beurteilung durch die Commission Cantonale d'éthique de la
recherche Geneve (CCER).

1. Dans I'ICF en francais, vous utilisez beaucoup plus souvent 'expression "du/de la patient/e"
alors qu'en anglais c'est I'expression "votre bébé" qui la remplace, ce qui est beaucoup plus
proche du langage naturel. Merci de corriger.

Dr. med. Stefanie Grabner, Ostschweizer Kinderspital IPS/Neonatologie, St. Gallen

O Die Bewiligung wird erteilt

Die Bewiligung wird mit Auflagen erteilt

o Die Bewiligung kann noch nicht erteilt werden
O Die Bewiligung wird nicht erteilt

Anmerkungen / Auflagen / Bedingungen / Begrindung
Entscheid basierend auf der Beurteilung durch die Ethikkommission Ostschweiz (EKOS).

- Bitte reichen Sie den finalen, signierten Vertrag nach.

Dr. Susanne Béttger, Universitatsspital Zirich Klinik fir Neonatologie, Ziirich

O Die Bewiligung wird erteilt

Die Bewiligung wird mit Auflagen erteilt

O Die Bewiligung kann noch nicht erteilt werden
O Die Bewiligung wird nicht erteilt

Anmerkungen / Auflagen / Bedingungen / Begrindung

Entscheid basierend auf der Beurteilung durch die Kantonale Ethikkommission ZUrich.

Page 10 of 127
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- Bitte reichen Sie den finalen, gepriften und vollsténdig unterschriebenen Studienvertrag
nach.

Gebihren

Betrag CHF 400.-- Tarifcode 3.2.1
Gemdss der geltenden GebUhrenordnung von swissethics.

Rechtsmittelbelehrung

Gegen diesen Entscheid kann an den Regierungsrat des Kantons Basel-Stadt (Rathaus, Marktplatz 9,
4051 Basel) rekurriert werden. Der Rekurs ist innert 10 Tagen seit Erdffnung des Entscheides bei der
Rekursinstanz anzumelden; innert 30 Tagen, vom gleichen Zeitpunkt an gerechnet, ist die
Rekursbegrindung einzureichen, welche die Anfréige und deren Begrindung mit Angabe der
Beweismittel zu enthalten hat. Bei volliger oder teilweiser Abweisung des Rekurses kdnnen die Kosten
der Rekurrentin respektive dem Rekurrenten ganz oder teilweise auferlegt werden.

Kopie an

O BAG .

Sponsor Fondazione Penta ETS, federica.dambrosio@pentafoundation.org

Beteiligte Kantonale Ethikkommission Bern

Ethikkommission/en Commission Cantonale d'ethique de la recherche Genéve (CCER)

Ethikkommission Ostschweiz (EKOS)
Kantonale Ethikkommission ZUrich

O Andere

Die Ethikkommission bestétigt, dass sie nach ICH-GCP arbeitet.

Unterschriften

v G

Prof. Dr. med. Christoph Beglinger

Prasident
Anhang: -Bedeutung der moglichen Entscheide

-Liste der Dokumente, eingereicht am 22.02.2024
Anhang

Bedeutung der moglichen Entscheide

Die Bewilligung wird erteilt: Das Vorhaben kann gemdss der oben aufgefUhrten wesentlichen
Anderung weitergefUhrt werden.

Die Bewilligung wird mit Auflagen erteilt: Das Forschungsprojekt kann gemdss der oben
aufgefUhrten wesentlichen Anderung durchgefUhrt werden. Die Auflagen sind innert 30 Tagen zu
erfullen. '

Die Bewilligung kann noch nicht erteilt werden: Das Vorhaben kann noch nicht gemdss der oben
aufgefUhrten wesentlichen Anderung durchgefihrt werden. Die Bedingungen sind zu erfillen. Die
revidierte Anderung wird nach Einreichung von der Ethikkommission geprift.

Die Bewilligung wird nicht erteilt: Das Vorhaben kann in der vorliegenden Form nicht durchgefUhrt
werden. Eine Neueinreichung der wesentlichen Anderung ist méglich.

Page 11 of 127
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Liste der Dokumente, eingereicht am 22.02.2024

Dr. Julia Bielicki, Universitatskinderspital beider Basel, Basel

Dokument Kategorie Dok.Datum Version
cover-letter-swiss-addendum-2024-02-22-final.pdf 1. Cover Letter 22/02/2024
neodeco-pic-bsl-version2-0-25-januar2024-french-final.pdf 3.ICF - 25/01/2024 20
neodeco-pic-bsl-version2-0-25-januar2024-english-final.pdf 3.ICF 25/01/2024 2.0
neodeco-pic-bsl-version2-0-25-januar2024-italian-final.pdf 3.ICF 25/01/2024 2.0
neodeco-pic-bsl-version2-0-25-januar2024-german-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-bsl-version2-0-25-januar2024-german-tc.pdf 3.ICF .25'/01 /2024 2.0
neodeco-protocol-addendum-switzerland-v2-0-28-dec- 4. Study plan 28/12/2023 2.0
2023.pdf
cv-kerstin-jost-jan-24.pdf 6. Investigator's 01/01/2024
CV

Dr. med. Benedikt Bubl, Med. Universitatsklinik fur Kinderheilkunde - Neonatologie-
Inselspital Bern, Bern

Dokument Kategorie Dok.Datum Version
neodeco-pic-be-version2-0-25-januar2024-german- 3. ICF 25/01/2024 2.0
final.pdf ,
neodeco-pic-be-version2-0-25-januar2024-italian-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-be-version2-0-25-januar2024-english-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-be-version2-0-25-januar2024-french-final.pdf 3. ICF 25/01/2024 2.0
neodeco-protocol-addendum-switzerland-v2-0-28-dec- 4. Study plan 28/12/2023 2.0
2023.pdf

cv-benedikt-bubl-20240108.pdf 6. Investigator's CV 08/01/2024
neoipc-con—non;ben—bern—v 1-0-20231124-signed-3-002.pdf 9. Agreement 14/12/2023

Dre Flavia Rosa Mangeret MD, MPH, Néonatologie et Soins Intensifs Pédiatriques Hopitaux

Universitaires de Genéve, CH-1211 Genéve 14

Dokument Kategorie Dok.Datum  Version
neodeco-pic-hug-version2-0-25-januar2024-english- 3.ICF 25/01/2024 2.0
final.pdf '

neodeco-pic-hug-version2-0-25-januar2024-french- 3.ICF 25/01/2024 2.0
final.pdf

neodeco-pic-hug-version2-0-25-januar2024-italian- 3. ICF 25/01/2024 2.0
final.pdf

neodeco-pic-hug-version2-0-25-januar2024-german- 3. ICF 25/01/2024 2.0
final.pdf

neodeco-protocol-addendum-switzerland-v2-0-28- 4. Study plan 28/12/2023 2.0
dec-2023.pdf

cv-flavia-rosa-mangeret-20-12-2023.pdf 6. Investigator's CV  20/12/2023
neoipc-con-neodecostudy-geneva-v1-0-02022024- 9. Agreement 02/02/2024
clean-1.pdf
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Dr. med. Stefanie Grabner, Ostschweizer Kinderspital IPS/Neonatologie, St. Gallen

Dokument Kategorie

neodeco-pic-sg-version2-0-25-januar2024- 3. ICF
italian-final.pdf

neodeco-pic-sg-version2-0-25-januar2024-  3.1CF
english-final.pdf
neodeco-pic-sg-version2-0-25-januar2024- 3. ICF
german-final.pdf

neodeco-pic-sg-version2-0-25-januar2024- 3. ICF
french-final.pdf

neodeco-protocol-addendum-switzerland- 4. Study plan
v2-0-28-dec-2023.pdf

Dok.Datum Version
25/01/2024 2.0

25/01/2024 2.0

25/01/2024 2.0

25/01/2024 2.0

25/01/2024 2.0

cv-stefanie-grabner-20240113.pdf 6. Investigator's CV 13/01/2024
neoipc-con-stgallen-v0-1-20231103-draft- 8. Details on infrastructure suitability 22/02/2024
002.pdf and availability

Dr. Susanne Bottger, Universitatsspital Zorich Klinik fir Neonatologie, Zirich

2023.pdf

cv-susanne-boettger-19-11-23.pdf

Page 13 of 127

6. Investigator's
CV

Dokument ; Kategorie Dok.Datum Version
neodeco-pic-uzh-version2-0-25-januar2024-german-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-uzh-version2-0-25-januar2024-italian-final.paf 3.ICF 25/01/2024 2.0
neodeco-pic-uzh-version2-0-25-januar2024-french-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-uzh-version2-0-25-januar2024-english-final.pdf 3. ICF 25/01/2024 2.0
neodeco-protocol-addendum-switzerland-v2-0-28-dec- 4, Study plan 28/12/2023 2.0

19/11/2023
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EKNZ

Ethics
Commission for
Northern and
Central
Switzerland

YoV

Dr. Julia Bielicki University

Children's Hospital of
Basel Spitalstrasse 33
4031 Basel

Prof. Christoph Beglinger

Vice Presidents

Prof. Thomas Kiihne Dr.

Marco Schérer

Basel, March 7, 2024 / nj

Decision of the Ethics Committee of Northwestern and Central Switzerland
(EKNZ)

Significant change Additional implementation locations, assumption of the LeitEK function
submitted on Project ID 22

Project title 2023—00971

Optimizing kangaroo care to reduce neonatal severe
infection/sepsis and resistant bacterial colonization among
high-risk infants in neonatal intensive care: a pragmatic,
multicenter, parallel cluster randomized hybrid implementation

Project management
Sponsor

effectiveness trial (NeoDeco)
Dr. Julia Bielicki

Lead Ethics Committee

Fonaazione Penta E TS, Feaerica D'’Ambrosio Zenten

Ethics Committee of Northwestern
and Central Switzerland EKNZ

Dr. Julia Bielicki, University Children's Hospital Basel, Basel

Ethics committee(s) involved

Zenten

BE

Dr. Benedikt Bubl, University Clinic for
Pediatrics - Neonatology - Inselspital Bern, Bern

GE Dre Flavia Rosa Mangeret MD, MPH, Neonatology and
Pediatric Intensive Care, University Hospitals of Geneva, CH-
1211 Geneva 14

EKOS Dr. Stefanie Grabner, Eastern Switzerland Children's Hospital
IPS/Neonatology, St. Gallen

ZH

Dr. Susanne Bottger, University Hospital Zurich Clinic for Neonatology,
Zurich

Decision-making process

o Simplified procedure

Decision

X Presidential procedure

Dr. Julia Bielicki, University Children's Hospital Basel, Basel

&k The permit is granted

0 The permit is granted with conditions
o0 The permit cannot yet be granted

Managing Director Irene Oberli | Tellplatz 111 4053

I Tel 061 268 13 SO |eknzobs.ch |
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http://www.eknz.ch/

a The permit is not granted

Comments / Notes / Conditions / Justification
The EKNZ will act as the lead ethics committee for this project. The change in the ICF and the translations are
noted.

Dr. Benedikt Bubl, MD, University Clinic for Pediatrics — Neonatology, Inselspital
Bern, Bern

kI The permit is granted
o0 The permit is granted with conditions
0 The permit cannot yet be granted
0 The permit is not granted
Comments / Conditions / Requirements / Justification

Decision based on the assessment by the Cantonal Ethics Commission of Bern.

Dre Flavia Rosa Mangeret MD, MPH, Neonatology and Pediatric Intensive Care, Geneva
University Hospitals, CH-1211 Geneva 14

o Approval is granted

kI Approval is granted with conditions
o0 The permit cannot be granted yet
0 Approval will not be granted

Comments / Requirements / Conditions / Justification

Decision based on the assessment by the Commission Cantonale d'éthique de la recherche
Genéve (CCER).

1.1n the ICF in French, you use the expression "Ou/ae la patient/e" much more often, whereas in
English it is replaced by the expression "votre bébé," which is much closer to natural language.
Please correct this.

Dr. med. Stefanie Grabner, Eastern Switzerland Children's Hospital IPS/Neonatology, St. Gallen

0 The permit is granted.

kI The permit is granted subject to conditions
o0 The permit cannot yet be granted

0 The permit is not granted

Comments / Conditions / Requirements / Justification
Decision based on the assessment by the Ethics Committee of Eastern Switzerland (EKOS).
- Please submit the final, signed contract.

Dr. Susanne Battger, University Hospital Zurich Clinic for Neonatology, Zurich

0 Approval is granted

kI Approval is granted with conditions
0 Approval cannot yet be granted

0 The permitis not granted

Comments / Requirements / Conditions / Justification

Decision based on assessment by the Zurich Cantonal Ethics Committee.
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Please submit the final, reviewed, and fully signed study contract.

Fees

Amount CHF 400 Torifcode 3.2.1
In accordance with the applicable fee schedule of swissethics.

Information on legal remedies

An appeal against this decision may be lodged with the Government Council of the Canton of Basel-Stadt
(Town Hall, Marktplatz 9, 4051 Basel). The appeal must be lodged with the appeal authority within 10 days
of the decision being announced: within 30 days of the same date, the grounds for appeal must be
submitted, which must contain the claims and their justification, including evidence. If the appeal is
dismissed in whole or in part, the costs may be imposed in whole or in part on the appellant.

Copy to
BAG
g Sponsor Foundation Pento ETS, federica.dambrosio@pentafoundation.org
g Ethics committee(s) Cantonal Ethics Committee Bern
involved Geneva Cantonal Research Ethics Commission (CCER) Eastern
Switzerland Ethics Commission (EKOS)
Cantonal Ethics Committee Zurich
t Other

The Ethics Committee confirms that it works in accordance with ICH-GCP.

Signatures

g

Prof. Dr. med. Christoph Beglinger President

Appendix: -Significance of possible decisions
-List of documents submitted on February 22, 2024

Appendix

Significance of the possible decisions

Approval is granted: The project may be continued in accordance with the significant change listed
above.

Approval is granted with conditions: The research project may be carried out in accordance with the
significant change listed above. The conditions must be fulfilled within 30 days.

Approval cannot yet be granted: The project cannot yet be carried out in accordance with the
significant change listed above. The conditions must be met. The revised change will be reviewed by
the Ethics Committee after submission.

Approval is not granted: The project cannot be carried out in its current form
. Itis possible to resubmit the significant change.
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List of documents submitted on February 22, 2024

Dr. Julio Bielicki, University Children's Hospital Basel, Basel

Document

Category

Doc. date Version

cover-letter-swiss-addendum-2024-02-22-final.pof
neodeco-pic-bsl-version2-0-25-January2024-French-final.paf
neodeco-pic-bsl-version2-0-25-January2024-English-final.pdf
neodeco-pic-bsl-version2-0-January252024-Italian-final.pdf
neodeco-pic-bsl-version2-0-January252024-German-final.pdf
neodeco-pic-bsl-version2-0-January252024-German-tc.pdf

neodeco-protocol-aadenOum-switzerland-v2-0-28-
aec-2023.pdf

cv-kerstin-jost-jan-24.pdf

Dr. med. Benedikt Bubl, Med. University Clinic for Pediatrics - Neonatology

Inselspitol Bern, Bern

Cover Letter

3.ICF
3.ICF
3.ICF
3.ICF
3.ICF

4. Stuay plan

6. Investigator's

cv

02/22/2024
01/25/2024 2.0
01/25/2024 2.0
01/25/2024
01/25/2024
01/25/2024
12/28/2023

01/01/2024

Document Category Doc. date Version
neodeco-pic-be-version2-0-25-january2024-german- 3.ICF 01/25/2024 2.0
final.pdf

neodeco-pic-be-version2-0-25-January2024-Italian-final.pdf 3.ICF 01/25/2024 2.0

neodeco-pic-be-version2-0-January 25, 2024-English-final.pdf 3.ICF
neodeco-pic-be-version2-0-January 25, 2024-French-final.pdf  3.ICF

neodeco-protocol-addenaum-switzerlana-v2-0-28-dec-
2023.pdf

cv-benedikt-bubl-20240108.pal
neoipc-con-non-ben-bern-v1-0-20231124-signed-3-002.pdf

4. Study plan

01/25/2024 2.0
01/25/2024 2.0
28/2 /2023 2.

6. Investigator's CV  08/01/2024

9. Agreement

14/12/2023

Dre Flovia Rosa Mongeret MD, MPH, Neonatology and Pediatric Intensive Care, Hépitaux

Universitaires de Genéve, CH -1211 Geneva 14

Document Category Doc. date  Version
neodeco-pic-hug-version2-0-25-January2024-English- 3rd ICF 01/25/2024 2.0
final.pdf

neodeco-pic-hug-version2-0-25-January2024-French- 3rd ICF 01/25/2024 2.0
final.pdf

neodeco-pic-hug-version2-0-January25,2024-Italian- 3rd ICF 01/25/2024 2.0
final.pdf

neodeco-pic-hug-version2-0-January252024-German- 3rd ICF 01/25/2024 2.0
final.pdf

neodeco-protocol-addendum-switzerland-v2-0-28- 4. Study plan 12/28/2023 2.0

dec-2023.pdf
cv-flavia-rosa-manperet-20-12-2023.pdf

neoipc-con-neodecostudy-geneva-v 1-0-02022024-
clean-1.pdf
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6. Investor's CV
9. Agreement

12/20/2023
02/02
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Dr. Stefanie Grabner, Eastern Switzerland Children's Hospital IPS/Neonatology, St. Gallen

Document Category Doc. date Version
neodeco-pic-sg-version2-0-January 25, 2024- 3. ICF 01/25/2024 2.0
italian-final.pdf

neodeco-pic-sg-version2-0-January 25, 2024  3.ICF 01/25/2024 2.0
english-final.pdf

neodeco-pic-sg-version2-0-25-January2024- 3.ICF 01/25/2024
german-final.pdf

neodeco-pic-sg-version2-0-January252024- 3.ICF 25/0J /2024 2.0
french-final.pdf

neodeco-protocol-addendum-switzerland- 4. Study plan 25/01/2024 2.0
v2-0-28-dec-2023.pdf

cv-stefanie-grabner-20240113.pdf 6. Investigator's CV 13/01/2024
neoipc-con-stgallen-v0-1-20231103-draft- 8. Details on infrastructure suitability =~ 02/22/2024

002.pdf

and availability

Dr. Susanne Bottger, University Hospital Zurich Clinic for Neonatology, Zurich

Document Category Doc. date Version
neodeco-pic-uzh-version2-0-25-january2024-german-final.pdf 3. ICF 25/01/2024 2.0
neodeco-pic-uzh-version2-0-25-january2024-italian-final.pdf 3rd ICF 25/01/2024 2.0
neodeco-pic-uzh-version2-0-25-January2024-French-final.pdf 3.ICF 01/25/2024 2.0
neodeco-pic-uzh-version2-0-January25,2024-English-final.pdf 3.ICF 01/25/2024 2.0
neodeco-protocol-addendum-Switzerland-v2-0-28-Dec- 4. Study plan 28/2/2023 2.0
2023.pdf

cv-susanne-boettger-19-11-23.pdf 6. Investipator's 19/11/2023
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United Kingdom
Birmingham Heartlands Hospital, University Hospitals Coventry and Warwickshire, St Mary’s Hospital,

Manchester, St George's Univeristy Hospitals, & Norfolk and Norwich

University Hospital NHS Foundation Trust

Page 19 of 127



NHS

Health Research
Authority

London - Dulwich Research Ethics Committee

Please note: This is the
favourable opinion of the
REC only and does not allow
you to start your study at NHS
sites in England until you
receive HRA Approval

04 July 2024

Dr Julia Bielicki

Reader of Infectious Disease

St Georges University

Institute for Infection and Immunology
St Georges, University of London
London

Office 2.216F, CNPI,

Dear Dr Bielicki

Health Research Authority
2nd Floor

2 Redman Place

Stratford

London

E20 1JO

Study title:

REC reference:
IRAS project ID:

Optimising kangaroo care to reduce neonatal severe
infection/sepsis and resistant bacterial colonisation
among high-risk infants in neonatal intensive care: a
pragmatic, multicentre, parallel cluster randomised
hybrid implementation-effectiveness trial (NeoDeco)
24/HRA/1952

331038

Thank you for your letter of 20" June 2024, responding to the Proportionate Review
Sub-Committee’s request for changes to the documentation for the above study.

The revised documentation has been reviewed and approved on behalf of the PR sub-

committee.
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Confirmation of ethical opinion

On behalf of the Research Ethics Committee (REC), | am pleased to confirm a favourable
ethical opinion for the above research on the basis described in the application form, protocol
and supporting documentation as revised.

Good practice principles and responsibilities

The UK Policy Framework for Health and Social Care Research sets out principles of good
practice in the management and conduct of health and social care research. It also outlines the
responsibilities of individuals and organisations, including those related to the four elements of
research transparency:

reqistering research studies
reporting results

informing participants
sharing study data and tissue

PwONE

Conditions of the favourable opinion

The REC favourable opinion is subject to the following condition being met prior to the start of
the study.

Condition

The Committee asked that the details for PALs be added to the Participant Information Sheet
as they are currently blank.

You should notify the REC once all conditions have been met (except for site approvals
from host organisations) and provide copies of any revised documentation with updated
version numbers. Revised documents should be submitted to the REC electronically
from IRAS. The REC will acknowledge receipt and provide a final list of the approved
documentation for the study, which you can make available to host organisations to
facilitate their permission for the study. Failure to provide the final versions to the REC
may cause delay in obtaining permissions.

Confirmation of Capacity and Capability (in England, Northern Ireland and Wales) or NHS
management permission (in Scotland) should be sought from all NHS organisations involved in

the study in accordance with NHS research governance arrangements. Each NHS organisation
must confirm through the signing of agreements and/or other documents that it has given
permission for the research to proceed (except where explicitly specified otherwise).

Guidance on applying for HRA and HCRW Approval (England and Wales)/ NHS permission for
research is available in the Integrated Research Application System.

For non-NHS sites, site management permission should be obtained in accordance with the
procedures of the relevant host organisation.

Sponsors are not required to notify the Committee of management permissions from host
organisations.
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https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/registering-research-studies/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/making-results-public/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/informing-participants/
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/research-transparency/making-data-and-tissue-accessible/
https://www.myresearchproject.org.uk/help/hlpnhshscr.aspx

Reqistration of Clinical Trials

All research should be registered in a publicly accessible database and we expect all
researchers, research sponsors and others to meet this fundamental best practice standard.

It is a condition of the REC favourable opinion that all clinical trials are registered on a public
registry before the first participant is recruited and no later than six weeks after. For this
purpose, ‘clinical trials’ are defined as:

o clinical trial of an investigational medicinal product

¢ clinical investigation or other study of a medical device

e combined trial of an investigational medicinal product and an investigational medical
device

o other clinical trial to study a novel intervention or randomised clinical trial to compare
interventions in clinical practice.

A 'public registry' means any registry on the WHO list of primary registries or the ICMJE list of
registries provided the registry facilitates public access to information about the UK trial.

Failure to register a clinical trial is a breach of these approval conditions, unless a deferral has
been agreed by the HRA (for more information on registration and requesting a deferral see:
Research registration and research project identifiers).

Where a deferral is agreed we expect the sponsor to publish a minimal record on a publicly
accessible registry. When the deferral period ends, the sponsor should publish the full record on
the same registry, to fulfil the condition of the REC favourable opinion.

If you have not already included registration details in your IRAS application form you should
notify the REC of the registration details as soon as possible.

Publication of Your Research Summary

We will publish your research summary for the above study on the research summaries section
of our website, together with your contact details, no earlier than three months from the date of
this favourable opinion letter. Where a deferral is agreed, a minimum research summary will still
be published in the research summaries database. At the end of the deferral period, we will
publish the full research summary.

Should you wish to provide a substitute contact point, make a request to defer, or require further
information, please visit: Research summaries - Health Research Authority (hra.nhs.uk)

It is the responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site (as applicable).

After ethical review: Reporting requirements

The attached document “After ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

. Notifying substantial amendments
. Adding new sites and investigators
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https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-research-project-identifiers/
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-research-project-identifiers/#minimum
https://www.hra.nhs.uk/planning-and-improving-research/research-planning/research-registration-research-project-identifiers/#minimum
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/

. Notification of serious breaches of the protocol

. Progress and safety reports

. Notifying the end of the study, including early termination of the study
. Final report

. Reporting results

The latest guidance on these topics can be found at https://www.hra.nhs.uk/approvals-
amendments/managing-your-approvall/.

Ethical review of research sites

The favourable opinion applies to all NHS/HSC sites taking part in the study, subject to
management permission being obtained from the NHS/HSC R&D office prior to the start of the
study (see “Conditions of the favourable opinion” above).

Approved documents

The documents reviewed and approved by the Committee are:

Document Version Date

Covering letter on headed paper [UK Cover letter ] V1.0 26 April 2024
Evidence of Sponsor insurance or indemnity (non NHS Sponsors

only) [NeoDeco Sponsor Insurance]

IRAS Application Form [IRAS_Form_02052024] 02 May 2024
Laboratory Manual [Sample Management Manual V1.0] 1.0 08 March 2024
Letter from funder [Funder Invitation Letter H2020] 1.0 23 October 2020
Other [Delegation log] 1.0 20 March 2024
Other [IRAS 331038 Provisional Outcome Response Letter ]

Participant consent form [NeoDeco PIS/ICF V3.0] 3.0 29 March 2024
Participant information sheet (PIS) [NeoDeco PIS/ICF V3.0] 3.0 29 March 2024
Participant information sheet (PIS) [Bengali Translation NeoDeco 3.0 29 March 2024
PIS/ICF V3.0]

Participant information sheet (PIS) [Hindi Translation NeoDeco 3.0 29 March 2024
PIS/ICF V3.0]

Participant information sheet (PIS) [Urdu Translation NeoDeco 3.0 29 March 2024
PIS/ICF V3.0]

Research protocol or project proposal [NeoDeco Protocol V3.0 3.0 08 April 2024
08042024]

Summary CV for Chief Investigator (Cl) [CI Dr Julia Bielicki CV] Feb2024 29 February 2024
Summary, synopsis or diagram (flowchart) of protocol in non 3.0 08 April 2024
technical language [NeoDeco Protocol Synopsis]

Statement of compliance
The Committee is constituted in accordance with the Governance Arrangements for Research

Ethics Committees and complies fully with the Standard Operating Procedures for Research
Ethics Committees in the UK.
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User Feedback

The Health Research Authority is continually striving to provide a high quality service to all
applicants and sponsors. You are invited to give your view of the service you have received and
the application procedure. If you wish to make your views known please use the feedback form
available on the HRA website: http://www.hra.nhs.uk/about-the-hra/governance/quality-
assurance/

HRA Learning

We are pleased to welcome researchers and research staff to our HRA Learning Events and
online learning opportunities— see details at: https://www.hra.nhs.uk/planning-and-improving-
research/learning/

IRAS project ID: 331038 Please quote this number on all
correspondence

With the Committee’s best wishes for the success of this project.

Yours sincerely

o M

Mrs Ann-Marie Murtagh
Chair

Email: dulwich.rec@hra.nhs.uk
Enclosures: “After ethical review — guidance for researchers” [SL-ARZ2]

After ethical review guidance for sponsors and investigators —
Non CTIMP Standard Conditions of Approval]

Copy to: Ms Jennifer Martin
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Greece

University General Hospital Attikon
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EAAHNIKH AHMOKPATIA
AIOIKHZH 2% YTEIONOMIKHZE IEPI®EPEIAZ IIEIPAIQL & AITAIOY
NANEIIETHMIAKO FENIKO NOXOKOMEIO
«ATTIKON»
ATTIOZITA>VIA TTPAKTIKS2N
EIMIZTHMONIKOY = YMBOYAIOY
317c TarxTirxrjc Zovedpiaocns 2024
otig 12/03/2024
ATTIO®ATH

Oépa B4. Apyikiy kat@Beon) mpog Eyxpron dielaywyiis s pn mapepfatikiig Khvikiig Melémmg pe
k0dik6 NEODECO kat titdo : «Belmisronoinon gpovridag tomov «kaykovpd» ya peiwon tov
cofapaiv mepreTATIK@OV AoipdEcwvionyapiog TOV veoyvdv kat avlextikov Paxtnpraxov
anoKIGpov o€ Ppipn mov Swrpéyovv vynié kivéuvo kar Ppickovrar e povada evrartikig
Ocpanciag veoyvdv: pa TPAyPATIGTIKY), TOAVKEVTPIKY], TAPGAANANG GueToLyiag, TuyaioTompivy,
vpprdiki} peréty epappoyiic-anotedespatikéTyrag (svvropog tithog: NEODECO)» pe xopnyé v
eraupeia Fondazione Penta ETS ( I''TIAIA, EBA 189/05-03-2024).

To Emomuoviké ZvpPovrio (mapévies: Kabnyntig, M. Xpuoogdcg, Awevbuvrig EXY, I1.
NwoAldmovrog, Empueintig B” EXY, X. MNavvovtoog, IIE Aktivopuoikdv, A. Ztepavoyiavvng,
Edikevopevog, E. Mrakag ITE Noonievtikiig, M. Kalapmadikn), apov éhafe vaoyn:

13) mv andépaon g 3%(12/03/2024) (6spa Bl) Taxtikig Zvvedpiaong g Emrpomig BionOikiig
Agovroloyiog (maplvies: AievBuvrig EXY, [1. NwoAémovrog, Empelnmig B° EXY, I.
lMNavvovteog, Ewdwevopevog, E. Mraxag, MNE Noonlevtixiig, M. Kahapralixn).

14) tig drodikacieg kar Tovg Kavoviopovg vroBoiris TpwTokOAAWY Yo Sievépyela khvikilg doxiig
oto Nocokopeio

15) 10 yEYOVOG OT1 0 PaxeAOG ivat TATPNG Kot KAALTTEL GAEG TIG TPODTOBESE VIt Ty diegaymyn mg
HEAETG

16) 6T amd T Sievépyewa Tng pEAETNG Sev TpoKDATEL OIKOVOpIKT) EMIBapuvon Yia TO Nocokopeio

Opopoveg
I'vopodotei OeTikd yio v Tapamdve kAwvua) perém).
Yrevbuvor mg ev Bépan épevvag
AwevbBovtig: Kadnyitpua, B. [TATNTAEY ATTEAQY
YnevBuvn Epevvijtpia : Kadnyntpa, B. [TAMTAEYAITEAOY
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HELLENIC REPUBLIC

ADMINISTRATION OF THE 2nd HEALTH REGION OF PIRAEUS & AEGEAN
UNIVERSITY GENERAL HOSPITAL "ATTIKON"

EXCERPT OF MINUTES OF THE SCIENTIFIC COUNCIL

3rd Regular Meeting 2024 (March 12, 2024)

DECISION

Topic B4. Initial submission for approval to conduct the non-interventional Clinical Study with code
NEODECO and title:

"Optimization of Kangaroo-type care to reduce severe cases of neonatal infections/sepsis and
resistant bacterial colonization in high-risk infants admitted to neonatal intensive care units: a
pragmatic, multicenter, parallel-cluster, randomized hybrid implementation-effectiveness study
(short title: NEODECO)"

Sponsor: Fondazione Penta ETS (Document Ref. 189/05-03-2024).

The Scientific Council (present: Professor M. Chrysofos; Director, P. Nikolopoulos; Consultant B, S.
Giannoutsos; Medical Physicist, A. Stefanogiannis; Resident, E. Bakas; Nurse, M. Kalambaliki), after
considering:

1) Bioethics—-Ethics Committee decision 12/03/2024 (Topic B1)

2) Procedures and regulations for clinical trial protocols

3) Study file completeness

4) No financial burden to Hospital

Unanimous positive opinion.

Principal Investigator: Professor V. Papaevangelou

Chair: Professor M. Chrysofos
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Greece

University Hospital of Heraklion
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r \ UL

0000127727

AKPIBES ANTIEPA®O PR
EAAHNIKH AHMOKPATIA ANTII NPAKTIKO
YNOYPIEIO YIEIAX hiins ino  ZYNEAPIAZH 09/06-03120241.H. 13/03/2024
7" YTEIONOMIKH NEPI®EPEIA “‘ 8 A.M.: Eiogpy. 8939 E= 2024
AIOIKHTIKO £YMBOYAIO "URGTRY A.T. ATrooTohéa: 8939 EZ 2024
NANENIETHMIAKO FENIKO

Hplvia AtrooToArg: 13/03/2024
NOZOKOMEIO HPAKAEIOY

ANMO®AZXH: 466
OEMA:8° «Eykpion epeuvnrikol Tpwrok6Aou mou Ba Biefaxei otnv
NeoyvoAoyiki KAvikij Tou MalrNH»

ZXET:
1. H pe ap. wpwr. 2763/24-01-2024, emiotohj ¢ Av. Kabnyritpiag E.
Xargndakn, n Berikn e1ofiynon tng Opddag Epyaciag tng Emrpomig HBIkrg
Kal AsovroAoyiag, KaBuwg Kal T ETTICUVATITOHEVA £yYPOPa.
2. H pe ap. wpwr. 2763/05-02-2024 £mioToAr Tou ETioTnuovikoU ZupBouAiou.
3. H pe ap. mwpwr. 2763/05-02-2024 eiofjynon Tou AlcuBuvtr latpikiig
Ymrnpeoiag Kaénynt Mavayikrn MijToia.

To A.Z. boTtepa amd Tn HE ap. TPwT. 2763/05-02-2024 eioriynon Tou AicuBuvTi

larpikrig Ymnpeoiag Kabnynt Navayiwtn MiTola kai agou éAaBe urdéyn Tou Ta
TTAPATTAVW OXETIKA,

OoHOPWVA ATTOPACTilEl
Tnv €ykpion Tou gpeuvnTikoU TTPWTOKOAAOU pe TiTAo «Infection Surveillance for
Neonatology (NeolPC) ka1 kwdik6 (NeolPC) wou 6a digaxBei omnv
NeoyvoAoyiki KAiviki Tou Noookopgiou pog.

H lpappareia g larpikig Ymnpeoiag Tou Ma.l.N.H va kdver nig amapairnreg
EVEPYEIEG.

O NMPOEAPOZ O ANTINPOEAPOZ TA MEAH

XAAKIAAAKHZ TEQPTIOZ KTENIAAAKHZ ZTYAIANOZ BEAEMPAKH I®IFENEIA

ANTQNIOY AIKATEPINH
H TPAMMATEAZ AZ TZIOBAPAZ KQONZTANTINOZ

BAZIANAKH MAPIA AKPIBEZ AMNOZNAZIMA
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KHRYPI‘ EIO YTEIAX
7" YTEIONOMIKH HEPIOEPEIA KPHITHE

ITANEITIZTHMIAKO IENIKO NOXZOKOMEIO HPAKAEIOY

EITIZTHMONIKO
YYMBOYAIO
Hodudeto 05/02/2024
Ag. nowr.: 2763
TIPOEAPOY
:“":‘E’;&Qﬂo: ITPOX: A/vth Iatgueng Ynneeoiog
ATIO ne M ()
ok KoOnynt) ». I1. Mot
A/veig Ogludpohoyociig
Khviscing Kotv: -Atounty Ile.TNH
TAKTIKA MEAH -Avermh. Kabnyhroue: o E. Xertindoxn
Miyanhiy Edévn -A/vipi EZY xot. N.-X. Avoryverotdtov
A/vigie EXY
TwSrxzoixng
Ale€onodiov
iﬁ:?:nzy @EMA: «Eyxgion egeuvntixod TeutoxoAhov 700 O Srefoydet oty
Tveopovodoylus- Neoyvoroyuey Khvixh Tov TTeTNH»
Dopattoloying
Kovtgovhdseng To E.E om ovvedplao tov, g 05/02/2024, ayob éafe vnodn ™V
é’li‘ﬁ’fw? i emotoM] g Avamh. Kobnyntowg xa. E. Xot{ndaxn, pe op. mEWT.
Epalci AN 2763/24-01-2024, 1 Oeuxy ewonynon g Opddag Epyaoioag ¢
Munadoxwotdsn Emtponng HOwAg xou Acoviohoyiag, xofog xat o ETMLOVVUTTOPLEVX
gﬁ;‘k'tew B éyyooyo, eonysitar Betind oo AX T £y%QLON TOL EQELYVTLXOV
Eo. nagoMiag TEWTOKOAOL pe TiTAo «Infection Surveillance for
Sl o Neonatology(NeoIPC)» xat xwduxo «NeoIPC» mov Bor Steboybel oty
zzﬁmtzf;“ Neoyvohoywen Khviei] 00 Nogoxopeiov pag ota TAxioo.
Khuvoriig Xnpeiog
Kauagevedom H etofynon tov E.Z. Sev enéyet oe xapi negintwon toyd ATOPUONG
g;"‘i‘::”m %ot Oev Bdveta vor ynotponom el wg Tétota.
Asparoloying
Avvporvtdoen Zrohovi
Topedgyns
Noonevtixis I 0 Em V%o ZopBovlo
Topmaxdxn Mogic 4
TE ®uotxobegunsivg
KafnynmicMidtiadns Tothpnaens
Toappotein \
Mupia Mnevétov
Trh.: 2813405316 \\\
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AKPIBEX ANTII'PA®O AKPIRES
EAAHNIKH AHMOKPATIA T l MPAKTIKO
YNOYPIEIO YFEIAE wﬁéam SYNEAPIAZH 12/03-0470241.H. 09/04/2024
70 YFEIONOMIKH NEPI®EPEIA KeuTEARkS A. . Eioepy. 11696 ES 2024
AIOIKHTIKO EYMBOYAIO A. 1. ATrooTohéa: 11696 ES 2024
MANENIZTHMIAKO ENIKO Hulvia ATrooToAfig: 09/04/2024
NOZOKOMEIO HPAKAEIOY

ANOBAZIH:641
QEMA:14°_«Eykpion_epsuvnrikol_mpwrok6AAou_trou_Oa OSie§axbei oy

NeoyvoAoyiki) KAwviki} Tou MalfNH»

ZXET:
1. H pe ap. mpwr 7440/29-02-2024 emotoAf g AvamA. Kabnyrrpiag E.
Xarndaxkn, n BsTiky siofiynon ¢ Opddag Epyaoiag ng Emrporrig HBIKg
Kail AcovroAoyiag, KaBuwg Kal Ta EMOUVATTTOHEVa £yypapa
2. H pe ap. wpwr 7440/04-03-2024 £rioToAr Tou EmoTnpovikol ZupBouAiou.
3. H pe ap. mpwr 7440/04-03-2024 ciofiynon Tou AicuBuvt larpikig
Ymnpeoiag Kadnynt Navayiwrn Mrroia

To A.Z. apoU £éAafe uTrdyn Tou Ta TTAPATTAVLY OXETIKA,
opdewva amopacilel

Tnv éykpion Tou gpeuvnTikoU TIpWTOKGAAOU e TiTAO «BeATioToTroinon gpovridag
TOTTOU  «KayKOUPS»  yia  peiwon  Twv  OcOBAPWV  TEPICTATIKWY
AolpwEswv/onyaigiag Twv VEOYVWY Kal avBeKTIKoU BakTnpiakol amoiKiopol o
Bpépn TTou Siarpéxouv uynAd kivduvo Kai Bpiokovral o povada EVTATIKAG
Bepareiag VEOYVWV: HIA TTIPAYHOATIOTIKI), TTOAUKEVTPIKI, TTapdAAnAng ouoroixiag,
TuxaloroInpévn,uBPIBIKN peAérn epappoyig-aroreAcopankérnrag (NeoDeco)--
Optimising kangaroo care to reduce neonatal severe infection/sepsis and
resistant bacterial colonization among high-risk infants in neonatal intensive
care: a pragmatic, multicentre, parallel cluster randomised hybrid
implementation-effectiveness study» ko kwdiké6 «NeoDeco» mou Ba die§ayBei
otnv NeoyvoAoyikii KAivikij Tou Noookopeiou pag ota mAaioia.

H Fpappareia g larpikris Ymnpeoiag tou Ma.l.N.H va kdvel g amapaitnreg
EVEPYEIEG.

O NPOEAPOZ O ANTINPOEAPOZ TA MEAH

XANKIAAAKHZ FEQPIIOZ KTENIAAAKHZ ZTYAIANOZ BEAEIPAKH I®IFENEIA

NATPIANAKOZ AAEZANAPOZ
H TPAMMATEAZ AZ TZIOBAPAZ KQNZTANTINOZ
ZNYPIAAKH EYTYXIA AAEZANAPA
BAZIAAKH MAPIA AKPIBEZ ANMOZMNAZMA ZOYPBINOZ FEQPIIOZ
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YITOYPI'EIO YI'EIAY
7" YTEIONOMIKH ITIEPI®EPEIA KPHTHE

ITANEITIZTHMIAKO T ENIKO NOZOKOMEIO HPAKAEIOY

EINIXTHMONIKO
YXYMBOYAIO
Hodxdeto 04/03/2024
Ap. moow.: 1440
?:3?&:,32 ITPOX: A/vti Iatgueng Ynvgeoiog
Muikniis : :
Kﬂﬁnm:lﬁgc Ka0nynt ». IT. Mntote
A/vriig OgBehpoloyuciig
Rhavecitg Kotv: -Atounty INe.TNH
TAKTIKA MEAH -Avamh. Koyt xo. E. Xotlndoxn
77} Muxomisn Eévn -A/vigie EXY %o, N.-X. Averyvwotdtov
A/vioie EZY
TTubroetornng
AlsSonotdoo @EMA: «Eyxotoy sgevvquxod mutoxdrhov mov O Steboybel oty
fﬁi‘l’;ﬁ‘zm Neoyvoroyxi K oo TTeTNH»
TIveopovoloyicg-
Dogznaloyies To E.X ot ouvedplooh 00, g 04/03/2024, agod érafe orddn Y
Kovrgovhdxng emotoM] g Avamh. Kafnyntog »a. E. Xat{ndoxn, pe 0Q. TQWT.
Aypijreiog 7440/29-02-2024, 1 Oetnn ewonynon g Opadag Egyootog ¢
B AT Emtponiig HOug xaw Acoviohoylos, xafwg xou T EMOVVATTOUEVDL
Munadoxwetdom éyyoay, eonyelton Betxd oo AX Ty éyxplon 0L egeuw!‘cmob
g“""‘l irou B TpwToxOMoU pe Titho «BeAniotomoinom (EOVTIBHG TOTIOL «WKALYXOVQEON e
E:.mlflawe;:yla; pelon 1wV coBuQMY TEQIOTHTIXGY Mopwtewv/ondouping TV veoyvwy
you oevBexTR0D BorxTnouexod amonaopod o Badpn Tov Statéyovy vdnAo
frmxmzﬁ? wivovo ot Poloxovien oe povedu eviatig Beganelug veoyvaw: pua
() Kouvseiic Xnpslas TQUYPATIOTI, TIONXEVTQIXH, TQEAMNANG ovaTotyiug,
o wyomomuév,oBeidixn,  PeMdT  epHQUOYNG-UTOTEASOPXTIXOTHTAG
m‘p;:, (NeoDeco)—- Optimising kangaroo cate to reduce neonatal severe
Eibursoopevy infection/sepsis and resistant bacterial colonization among high-risk
Aspspolores infants in neonatal intensive care: a pragmatic, multicentre, parallel
Avoguvioen Zrohevi cluster randomised hybrid implementation-effectiveness study» xa
'ﬁmmwi‘ﬁc #0000 «NeoDeco» nov 8o diefoyfei oty Neoyvoroyiny Khvixy tov
Noooxopeiov pag ota TAxiow.
Toapnaxdxn Maplo
TE ®oaxobsgunelus H stoiynon tov E.Z. Sev enéyst oe xopio nepintwoy toyd andpoong
xo Sev vt vou yenotponondei wg téToa,
Toappareix i’
Mogix Mrevétov
T 2813405316 T m/E;K npovixo Zopfodlo

Kofnynts M {).11&61]; Totmpmaons

,\‘
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HELLENIC REPUBLIC - MINISTRY OF HEALTH

7th Health Region of Crete

UNIVERSITY GENERAL HOSPITAL OF HERAKLION

OFFICIAL EXCERPT OF MINUTES

DECISION 466 - BOARD MEETING 09/06-03-2024 (Issued: 13/03/2024)

Subject: Approval of research protocol to be conducted in the Neonatology Clinic of the University General
Hospital of Heraklion (Pa.G.N.H.)

The Board, after reviewing:

1. Document 2763/24-01-2024 submitted by Associate Professor E. Chatzidaki, including the positive
recommendation of the Ethics & Bioethics Committee and all attached files.citeturnl4searchl

2. Document 2763/05-02-2024 of the Scientific Council.citeturnl4searchl

3. Document 2763/05-02-2024 submitted by the Director of Medical Services, Professor Panagiotis
Mitsias.citeturnl4search1

UNANIMOUS DECISION:

Approval of the research protocol titled “Infection Surveillance for Neonatology (NeoIPC)” to be conducted
in

the Neonatology Clinic of the Hospital.citeturnl4searchl

DECISION 641 - BOARD MEETING 12/03-04-2024 (Issued: 09/04/2024)

Subject: Approval of research protocol to be conducted in the Neonatology Clinic of Pa.G.N.H.
Reviewed:

1. Document 7440/29-02-2024 from Associate Professor E. Chatzidaki with the positive ethical
recommendation.citeturnl4search1

2. Document 7440/04-03-2024 of the Scientific Council.citeturnl4searchl

3. Document 7440/04-03-2024 of the Director of Medical Services, Professor Panagiotis
Mitsias.citeturnl4search1

UNANIMOUS DECISION:

Approval of the research protocol titled:

“Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant bacterial colonisation
among high-risk infants in neonatal intensive care units: a pragmatic, multicentre, parallel-cluster
randomised hybrid implementation-effectiveness study (NeoDeco).”citeturnl4searchl

to be conducted in the Neonatology Clinic of the University General Hospital of Heraklion.

SCIENTIFIC COUNCIL RECOMMENDATIONS (05/02/2024 & 04/03/2024)

The Scientific Council reviewed all submitted documentation from Associate Professor E. Chatzidaki and the
Ethics Committee and recommends approval of the following:citeturnl4searchl

« Infection Surveillance for Neonatology (NeoIPC)

» NeoDeco Protocol - “Optimising kangaroo care...”

Signed:

President: Professor Miltiadis Tsilibaris

Board President: Georgios Chalkiadakis

Vice-President: Stylianos Kteniadakis

Members: Ifigeneia Veleggraki, Aikaterini Antoniou, Konstantinos Tziovaras, Alexandros Patriannakos,
Eutychia-Alexandra Spyridaki, Georgios Sourvinos

Secretary: Maria Vasilaki
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EAAHNIKH AHMOKPATIA

MMANENILTHMIO KPHTHZ
I EMNITPOITH HOIKHE KAI AEONTOAOTIAY
NI THZ EPEYNAX (E.H.AE)

AITOPAXH

EHNITPOITHY HOIKHX KAI
AEONTOAOI'TAX THX EPEYNAYX (E.H.A.E.)
TOY HANEINIXTHMIOY KPHTHX

I'TA

EI'KPIXH
EPEYNHTIKOY ITPQTOKOAAOY

EMIIXTEYTIKO EI'TPA®O
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TitAog peAéng yo tnv omoia {ntndnke Eykpion

Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant bacterial colonisation
among high-risk infants in neonatal intensive care: a pragmatic, multicentre, parallel cluster randomised
hybrid implementation-effectiveness study. (NeoDeco) / BehtioTomoinen @povtidog TOTOV «KayKovpo»
YU pei®on TOV cofupdv TEPLOTUTIKAOV AOLRLAOEEOV/CNYALRINS TOV VEOYVAV KOl 0VOEKTIKOD PaKTNplaKov
amolkiopov og Ppéen mov druTpéyovy vynid kivovvo kol Bpickovial oe povada evroatikig Oepameiog
VEOYVOV: M0, TPOYLATIOTIKT, TOAVKEVTPIKY], TAPAAINANG GLOTOLY(INS, TUYALOTONREV), VPPLOIK] pELETY
QUPROYIG- UTOTELEGUOTIKOTNTAS

Emotpovikdc YrevBuvog tng perétng

Elgv0epio Xatlnodkn, Avarinpotpia Kadnynirpioa Neoyvoroyiag latpikng Eyoing [Hovemotuiov Kprng

Eidog mpotevopuévng perétng

Klviki] molvkevrpukiy

ApBuog [pwtokdArov Emirponng HOume ko Agovtoroyiag tng Epevvag (E.H.A.E.)

57/06.03.2024 (apyiki) vwofoi)

ApOuoc& Huegpounvio Artogpacng Emirponrg HOwmc ko Agovtoroyiag tng Epevvag (E.H.A.E.)

5713.03.2024 (ue niextpovikn dafovievon)

Amndpacn Emrponig HOwg xan Agovroroyiog tng Epgvuvag (E.H.A.E.)

EykpiveTon

MéM g Emrpomrg

Iodavvng Aarélrog, [Tpdedpoc, Taktikd Méhog
Hovayiotng Myoniiong, Toktikd Mélog

Baouaa) Hetovon, Taktikd Méhog

Hapaokevn Toakain, Toktikdé Méhog

Ilodvva Tovyrédvvn, Toktikdé Mélog

Ewpivn Kvpuokdxn, Taxtikd EEwtepikd Méhog

Nwkéraog Kootounroomovrog, Taxtikd EEmtepikd Méhog

Yyoho amod v Emitpomy HOwmg ko Agovtoroyiag g ‘Epevvac (E.H.A.E.)ue Bdon ta omoic AMednke
QoM Y10, TNV 0itnon Tov VTofAnonke

MeletdVvTag TO EPELVNTIKO TPOTOKOAAO KOl OAN TO GYETIKA SIKALOAOYNTIKA/TPOGOETEG EYKPIOELS, OTWS
katatédnkav omv Emrponn HOumg ko Aeovtoroyiag g Epevvag (E.H.A.E.)
Ko
AopBavovtog vdyn Tovg GKOTOUS Kot TO. VapEVOLEVA 0QEAT, TN LeBodoAoyia TG épevuvac, TNV amovciao
TATEWVAOV KIVITPOV GUUUETOYNG, TNV EAALELYT] GOYKPOVGTG CUUPEPOVTAOV OO TOVG EPEVVITEG KOl TNV EAAELYN
TOUVOV KIvOOVOV Y10 TO VITOKEILEVA TNG EPEVVOLC,

n E.H.A.E.

amopaaciCel opopwva, adupwva ue tov N. 4957/2022 apbpa 277-282, oyetika ue v vmofAnbeioo aitnon ue op.
mpwt. 57/06.03.2024, 611 eykpiver THY eKTELEGH TOV €V AOY® EPEVVNTIKOD EPYov, KaOwS TPOKHTTTEL 0T
TANPODVTAL 01 €K TOD GUETO EPOPLOTTEOD JIKOIOV Kol THS NOIKNS Kol deovioloylag 0potl kal Tpoivmodioeis.

H nmapovca arnopacy tis E.H.A.E. ¢ kouia nepintwon AEN vroxabictd thv axaitodusvy omo dily
OPUOIIO ONUOGIE, DVTTNPEGIA, OIOIKNTIKO OPYavo 1§ aveldpTnT O10IknTIKY Ap)H, EYKPIGN 1] AOEIOOOTHGN TOV
TOPOVTOS EPEVVHTIKOD EPYPOV/ HEAETHS OV OVVATAL ETITAEOY VO, ATTOUTEITAL EK TOV VOUOD

Huepopnvia éxdoong amdpacng

‘Etoc: 2024 Mnvag: Maptiog Hpuépa: Aékatn tpity (13"), Tetapty
Ymoypdoet o [Tpdedpog tng Emrpomng
®¢on Ovopa Endvopo Ymoypoopn
Avaminpotig Kabnynmg lowdvvmg Aorédlog i
Amopaon EHAE 57

212
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HELLENIC REPUBLIC
UNIVERSITY OF CRETE

COMMITTEE ON RESEARCH ETHICS AND
I‘ r DEONTOLOGY (E.H.D.E)

DECISION

COMMITTEE ON ETHICS AND
ETHICS AND DEONTOLOGY OF RESEARCH
(E.H.D.E.) OF THE UNIVERSITY OF CRETE

FOR
APPROV

AL
OF RESEARCH PROTOCOL

CONFIDENTIAL DOCUMENT
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Title of study for which approval was requested

Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant bacterial colonisation among
high-risk infants in neonatal intensive care: a pragmatic, multicentre, parallel cluster randomised hybrid
implementation-effectiveness study. (NeoDeco) / Optimising kangaroo care to reduce severe infections/sepsis and
resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic, multicentre,
parallel cluster randomised hybrid implementation-effectiveness study. to reduce severe infection/sepsis AND
resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic, multicenter,
parallel cluster, randomized, hybrid implementation-effectiveness study

application-effectiveness

Scientific Director of the study

Eleftheria Chatzidakis, Associate Professor of Neonatology, Medical School, University of Crete

Type of proposed study

Multicenter clinical

Protocol Number of the Research Ethics and Conduct Committee (E.H.D.E.)

57/06.03.2024 (initial submission)

Number & Date of Decision of the Research Ethics and Conduct Committee (E.H.D.E.)

5713.03.2024 (with electronic consultation)

Decision of the Research Ethics and Conduct Committee (E.H.D.E.)

APPROVED

Members of the Committee

Ioannis Dalezios, Chair, Full Member Panagiotis
Michailidis, Full Member Vasiliki Petousi, Full
Member Paraskevi Tsakali, Full Member

Ioanna Tsiligianni, Regular Member

Eirini Kyriakaki, Regular External Member

Nikolaos Kostomitsopoulos, Regular External Member

Comments from the Research Ethics and Conduct Committee (E.H.D.E.) on the basis of which the
decision on the application submitted

Having examined the research protocol and all relevant supporting documents/additional approvals, as submitted to the
Research Ethics and Conduct Committee (E.H.D.E.)
and
taking into account the purposes and expected benefits, the research methodology, the absence of ulterior motives for
participation, the lack of conflict of interest on the part of the researchers, and the absence of
potential risks to research subjects,

the E.H.D.E.

decides unanimously, in accordance with Law 4957/2022, Articles 277-282, regarding the submitted application with ref.
no. 57/06.03.2024, to approve the execution of the research project in question, as it appears that
the terms and conditions of directly applicable law and ethics and professional conduct are met.

This decision by the E.H.D.E. does NOT in any way replace the approval or licensing of this research project/study
required by another competent public service, administrative body, or independent administrative authority, approval
or licensing of this research project/study, which may also be required by law.

Date of decision

Year: 2024 Month: March Day: Thirteenth (13"), Wednesday

Signed by the Chairman of the Committee

Position First Surname Signature

. OANNIS DALEZIOS
Associate Professor Ioannis Dalezios 13/03/2024 13:36

EIDE Decision 57

2/2
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Greece

loannina University Hospital
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EAAHNIKH AHMOKPATIA
YMOYPIEIO YFEIAL
6" YTEIONOMIKH NEPI®EPEIA NEAOMNONNHZIOY
IONIQN NHZQN, HMNEIPOY & AYTIKHEZ EAAAAAZ
MANENIZTHMIAKO FENIKO NOZIOKOMEIO IQANNINQN

EMIZTHMONIKO ZYMBOYAIO

NAnpoyopitg: TooAiyka AiK.

TnA. 26510 99519 lwavviva 20-3-2024
Email: epsymb@ubhi.gr Api1Bp.rpwr. 201

MPOZ: Tov AvarrAnpwrn AloiknTi
OEMA: «Eykpion Sie§aywyng Tou TpwrokdAAou ™G peAétng NeolPC/NeoDeco»

ZXET: To amd 18-2-2024 éyypago Tou At Tng Neoyvohoyikic KAwikic, KaBnynr .
Mdmpo Bagoikeio pe v emouvamTépevn aMAnAoypagia

Zag BEToups uTOYN Ta TapaTEVW OXETIKG £yypa@a Kal 0ag KAVOUpE yvwoTd 6T 1o E.LZ.
e TNV apiBp. 6/12-3-2024 (8.22) amdgaot) Tou kai apol £Aape uTTOYN TN CUPQWVN YVWHN
™g Emortnuovikig Emrporriic ‘Epeuvag, eykpivel ™ OiE§aywyy TOU TTPWTOKOAAOU TNG
HeAETNG NeolPC/NeoDeco, n omoia umeBARBn poc éykpion amd Tov A/vtrj NeoyvoAoyikrg
KAwikrig, KaBnynri k. Mdmpo BaaiAsio
O r1itAog NG peAéng eivar: «NeoDeco-BeAtigromoinan g pebddou @povridag kangarco
care yia Tn WEiwon Twv cofapwv TEPIOTATIKWY VEOYVIKWV Aolpwéswvionyaiyiag kar Tou
avBekTikoU PBakrnpiakol amoikiopol ot Ppéen Trou diatpéxouv uwnAd kivBuvo kai
Bpiokovral oe povada evrarikig Bepameiac veoyviv: HIO TTPaYUATIOTIKY, TOAUKEVTPIKH,
TapaAnAwv opddwy, Tuxalomoinpévn Kard BuAdkouc, UBPIOIKN pEAETN epappoyrc —
amoteAeopankétrag.» TG avaddyou eraipeiag Fondazione Penta ETS kai 6a
Tmpayparotroindei otn MENN tou Noookopegiou pag umé my euBuvn kai eTomTEia Tou A/
aurrg k.Mampou B.

Mpokerrar yia peAérn apakoAouBnong kataypagric. H NeoDeco sival wia TTOAUKEVTPIKA,
TapaAAnAwv opadwv, Tuxalotroinpévn kard BUuAGKOUG PEAETN TTOU  QTOOKOTTE] atnv
agloAéynon Tng emidpaons TG EQApHOYRS NG BeAtioToTroinpévne peBddou ppovrtidag
Kangaroo care (KC) oe povadeg evramikig voonAgiag veoyviov (MENN) ornv mican Adyw
Baktnpiakou aToIKIoPOU Kai GTO TTO00CTO TEPICTATIKWY CORApHS Aoipwéng /onyaipiag. H
MEAETNG avapéveral va €xel Oidpkeia 17 pnviv kol 8a wepidapBdvel 24 MENN amé
EUPWTTAIKES XWPES.

H évapén Ba yivel HETE amo TIg OXETIKEG EYKPITEIS.

E&erdotnke kai eykpiverar:
1. To MNMpwrékoAAo TG PeAETNS

2. To Evnuepwrikd QuAAGSI0 aoBevry kal ‘Eviuto OUYKQTaBeong PETd amd evnuépwan
¢ NeoDeco

To Emotnpoviké ZupBoUAio armrodéxetal T OXETIKA ypart SiaBeBaiwon Tou Kupiou
Epeuvnta ém 1ox0ouy 1a TTapakdrw:

1. O epeuvnriig kal o1 ouvepydTtec Tou gxouv tnv egedikevon, v eumEIpia kal TV
Suvardtra Sie§aywyrig TG PeAETNC.
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Xpovog araagyoAnong otn
Ovoparemwvupo, IdioTnTa MEAETN O€ OXEan PE TO Xpovo
gpyaciac oto Noookopeio (%)
1. MmwaAroyidvvn Mapia  ANTpia EZY Ex16¢ wpapiou epyaociag
Neoyvoloyiag
2. Tdmpog Baoikelog KaBnynriig NeoyvoAoyiag 0,5%
Alviig NeoyvoAoyikrg
3. Kapmépn Mapia E€EIOIKEUOEVN Ex16¢ wpapiou epyaciag
NeoyvoAoyiag
4. Tooupavn OAya lMpoiotapévn MENN ExT0¢ Wwpapiou epyaciag

2. To kévrpo SiaBérel Tov apiBuo exeivo Twv aoBeviv amd Toug otroloug Ba TIAEYOUV Ol
KarGAANAO! yia CUPETOXH OTN MEAETN oTO Xpovikd didotnua Trou TrPoBAETETal aTMd TN
HEAETT).

3. To kévipo B1aBiter TRV UAIKOTEXVIKE) UTTODOWN TTOU TTPOBAETTETAI OTO TPWTOKOAAD TNG
HEAETNG woTe va Trapéxel Tn duvardmnra Sie€aywyrg kai OAOKAPWoNG TNG HEAETNG EVTOG
TOU TPOPAETIOPEVOU XPOVOU.

Ma m Siefaywyn g peAétng oudepia oikovopikr empBdpuvon Ba umapéer yia 1o
Noookopeio pag 1nv KAIVIKR) Kal TOUG CUPHETEXOVTES.
To wg Gvw wpwToKoAAO gival TTARPES kal KAAUTTTEI TOug Kavoveg nNBIkrg Kal deovroAoyiag.
To Emotnuoviké ZupBouAio Tou Noookopeiou pag amopaailer yia TNV SIEVEPYEIA KAIVIKWV
peAetwv AapBdvovrag umdyn Tig 10XUoVOES apxés Biakrpuéng Tou EAaivkl kai Tng OpBrig
KAvikric mpaxTikig (GCP) kai ) oOvBear) Tou KaAUTTEN TIG amaITROEIG TNG OpBR¢ KAIVIKAG
wpakTikig. To Epeuvnrikd pwrdkoAro Ba TPETTEl va Trpayparomoindei ouppwva pe Ta 6oa
opilovral otV apiBp. AYI3(a) ok. 18910/19-2-2013 (PEK 380/1B/21-2-2013) Ymoupyikn

amwogaor.

Z1nv ouvedpiaon Tou Emornpovikol ZupBouliou éAaBav pépog:

Npéedpog: KouhoUpag Baaikeiog Kadnynrig Eviariknig O¢pareiag

MéEAn: Ndka Aikarepivn KaBnyrtpia KapdioAoyiag, Kwardvin EAcovipa Alvrpia EZY MEO,
Aayog NikdAaog EA AvaioBnoiodoyiag (MEQ), Narciag Anunrpiog EB levikig larpikig,
Mmaipakrdapn EAévn KaBnyrtpia Biohoyikriig Xnueiag, Pdappag NikéAaog TE larpikwv
Epyaotnpiwyv, Zraupdkn Mapidvva Eidikeuopevn OpBommaidikig kai KapapaaoiAn NikoAérra
TE NoanAcuTIKAG.

O MPOEAPOEZ TOY ENIZETHMONIKOY ZYMBOYAIOY

KouAoupag BaaiAtiog
Kaényntiig Evrarikig G)epa'naiug.
Avtig KAivikng EvraTikig Oepatreiag

2
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HELLENIC REPUBLIC

MINISTRY OF HEALTH

6th Health District of Peloponnese, Ionian Islands, Epirus & Western Greece
UNIVERSITY GENERAL HOSPITAL OF IOANNINA

SCIENTIFIC COUNCIL

Subject: Approval for the conduct of the study protocol NeoIPC/NeoDeco
Date: 20-03-2024

The Scientific Council, after reviewing the submission by Professor Vasileios Giapros, Director
of the Neonatology Clinic, and considering the positive opinion of the Scientific Research
Committee, approves the conduct of the NeoIPC/NeoDeco study protocol.

Study Title:

"NeoDeco - Optimization of the kangaroo care method to reduce severe neonatal infections/sepsis
and resistant bacterial colonization in high-risk infants in NICUs: a pragmatic, multicenter,
parallel-group, cluster-randomized hybrid implementation-eftectiveness study."

The study will take place in the NICU of the University General Hospital of Ioannina under the
supervision of Professor Giapros. The study is observational/recording and will last 17 months,
involving 24 NICUs across Europe.

Reviewed and approved:
1. Study Protocol
2. Patient Information Sheet & Informed Consent Form (NeoDeco)

The Principal Investigator confirms that:

- The research team has the required expertise and capability.

- The center has sufficient eligible patients.

- The center meets all infrastructure requirements.

- No financial burden will be placed on the Hospital or participants.

Study Personnel:

- Maria Baltogianni, Director of Neonatology (NHS) - Outside working hours
- Vasileios Giapros, Professor & Director — 0.5%

- Maria Kamperi, Neonatology trainee — Outside working hours

- Olga Tsoumani, NICU Head Nurse — Outside working hours

The Scientific Council confirms compliance with the Declaration of Helsinki and Good Clinical
Practice (GCP) and requires full adherence to Ministerial Decision AYT'3(a) otk.
18910/19-2-2013.

Meeting Participants:

Chair: Professor Vasileios Koulouras, Intensive Care Medicine

Members include: A. Naka, E. Kostanti, N. Lagos, D. Natsias, E. Bairaktari, N. Rarras, M.
Stavraki, N. Karavasili.

Chair of the Scientific Council:

Professor Vasileios Koulouras
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Greece

University General Hospital of Patras
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OEMA : ETKPIZH AIEZATQMHI MEAETHZ

To Ermuotnuovikd ZupPolho otnv cuvebplaon 27.03.2024 Aapfdvovrag un’ Oy thv unm. ap. 136/14.03.2024
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6th HEALTH REGION OF PELOPONNESE, IONIAN ISLANDS, EPIRUS & WESTERN GREECE
UNIVERSITY GENERAL HOSPITAL OF PATRAS “PANAGIA I VOITHEIA”

SCIENTIFIC COUNCIL

Patras, 03.04.2024

Ref. No.: 174

TO: Clinical Trials Office, University General Hospital of Patras
CC: Professor of Pediatrics & Neonatology, G. Dimitriou
SUBJECT: APPROVAL FOR THE CONDUCT OF STUDY

The Scientific Council, in its meeting of 27.03.2024, taking into consideration decision no.
136/14.03.2024 of the Research Ethics and Deontology Committee, approves the conduct of an
epidemiological registry within the international protocol NeolIPC titled “Infection

Surveillance for Neonatology”. The study will be conducted in the Neonatal Intensive Care Unit
(NICU) of the University General Hospital of Patras, under the responsibility and supervision
of Professor of Pediatrics & Neonatology, Mr. Gabriel Dimitriou, and concerns the following:

Study Research Protocol

Scientific Supervisor:

- Gabriel Dimitriou - Professor of Pediatrics & Neonatology
Researchers:

- Theodoros Dasios — Associate Professor of Pediatrics

- Despina Gkentzi — Pediatrician, Academic Fellow in Pediatrics
- Eleni Papachatzis — Assistant Consultant, NICU

THE CHAIR OF THE SCIENTIFIC COUNCIL
Professor Markos Maragos

Members:

A. Lekkou

M. Spyraki

A. Sarantopoulos

P. Dimitriou

Certified Copy
Secretary: Dimitra A. Efstathiou
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EMNIZTHMONIKO IYMBOYAIO ©eocalovikn 15-05-2024

Kwvotaviivounéiswg 49,
54426 Oeo/vixn WO Npwr. E.5.: 212
™TA. 2313 312709 s i
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NAnpodopiec: A. KwrovAa
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O¢pa: Eykpion Siefaywyric un napepBatikic peAétng pe kwdid NeoDeco kat Titho:
«MeAétn twv smuTtdoswy T dpovtibag tinou “kaykoupw" (emadh Sépua pe
Sépua) oe Bpédn mou npooPédiovian and Baxtnplakég Aowpwteg ot povasda
evranikic Bepansiog veoyviv» pe KOpLo epeuvnth tov k. fapadisn Kooud,
AeuBuvtri g MENN ANG tou Nogokopeiou kat ouvepeuvntég toug K.k. Ep. PonAidn,
Oudryog Kabnynth NMaudatpikic AoywéroAoyiag, HA. iwondibne En. KaBnyntic
Nabatpiic  Aopwéodoyiag, A.  Kovroy Empeditpia A” MENN ANO, M.
ZyroonovAov, Emotnpoviki Zuvepydrng, X. Zdppag, AisuBuvtic EIY BionaBoAoyikd
Epyaotipio, K. Towvn, Empeldtpia A’ MENN ANO, A. Otepyuitn, Emotnpovikd
Zuvepydrng (ap.mpwr.EX: 212/19-03-2024).

To Emotnuovikd ZupBoliwo, katd ty 5/23-04-2024 Iuvedpiaon tou (Béua 40°),
ue napdvreg Toug:

* MouAovén EAévn, AleuBlvtpia EXY, M.E.O. EvnAikwv (NMpdedpoc)

* Qwrag Actépuog, AiuBuvtric EXY, Oupoloyikric Khwvikr¢ (péog)

* XoyAwupou EAnig, AweuBivipua EXY, ME® Naidwy (uéroc)

* Kapaxdon Kwvotavriva, Eikeudpevn Xewoupyikic KAikfc Metapooyxeioewy

(Héhog)
* BeAikog Kwvotavrivoe, TE EpyoBepaneutiv (péhoc)

* Kanepwvn Mapla, NE Wuxohdywv Nawdouxiatpuoy Tuparoc {uéroc)
* Xpriotou AyyeAwd, MNE NoonAeutpuwv, Av. Mpoistapévn Xewoupywng Khwvirc
Merapooyetoewv (uéhog)

adov éAaBe undPn tou:

1. To SwaBiBactikd éyypado tou ATENESE OXETKE pe TO pe apBy. npwt 10371/29-02-
2024 ¢yypado Tou k. Sapadisn Kooud, AevBuvtr tng MENN AMNO tou Noookopelou HE
0 onolo {ntd v éykpion Segaywyris ™o avwtépw KAvikAc HEAETNC.

2. Tov ouvnupévo oxetikd dakero tne MEAETNG mou mepiéxer:

1. To npwrdkoAlo NeoDeco.
2. Zuvoyn NeoDeco.
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3. Evnuepwtkd puAAGSI0 aoBevr kat EVIUTO ouyKaTaBeong UETE and evnuépwon
¢ NeoDeco.

4. Metadpaopévo evnpepwtikd GUuALGSIo aoBevi) kat Eviuno guykatdBeons Hetd
and evnuépwon tng NeoDeco.

5. Edonoinon anoppritou kat cuykatdBeon yia tyv eneéepyacia dedopévwv g
NeoDeco .
6. KardAoyoc petaPAntwv eviinou neputtwotohoywv exBéoswv (CRF) ;
7. Mpooyxésio ohuBaons Kat NPoUNOAOYIGHOU.

8. Acoddhwon.

3. To yeyovdg Ot mpokewrat yia Mo MEAETn pe KUPLo OTOXO QmoteAeopaTikdInTag Tov
NPOCSIOPICUS TWV EMUNTWOEWV OE VEOYVA UPnAoy KivBUvVoU Ttou yevvioUvrat peTd and konon <

32 ePfSopdduwy kai unoBdMovtal oe Slaxelpion uvPniig texvoloyiag povades veoyvwv ou
epappédlouv BeAtiotononpévn dpovtiba Timou «kaykoupd» O ENiNESO LOVAdaS, CUYKPTKE

pe tnv TumkA mepiBoAdn we mpoc ta e€A¢: coPaprh Aoipwén/onawia veoyvwv n/kat
aAnoikLopos pe avBektikd Paxtripia evéiadépovrog oe Babog xpdvou.

4. Tn SAAWON TOU KUPLOU EPELVNTH KAl TWV CUVEPYatwv tou Ot SwaBétouv Ty eumepia, v
efe1bikevon kat tn Suvardtnra Stefaywyg TG HEAETNG KaL 0 XPOVOG EVATXOANONG ToU KHBEVOS UE
1 Mehétn be Ba unepPatvel to 5% tou xpovou anacxdAnong and 1o KUpto £pyo TOUG.

5. H peAétn Ba npayparonownBei otnv A'Neoyvoroyikr) KAwiki} tou TNIO Irotokpdreou kat MENN
ANG uno tnv eniBAedn Tou opdTwou KaBnyntd AoyiwEtohoyiag k. EppavounA PonAidn. To péyebog
tou Seiyparog Ba efaptnBei and tov apBud twv ewaywywv kat avapévetat va kupavBel ota 110
VEOYVA.

6. H Sudpxewa tng perétng Ba eivan 17 prves yia kaBe ouppetéxouoa uovada sviatikig Bepaneiag
VEOYVWY, OUVOALKT Stdpketa perétng 20 prvec.

7. Tn 8fAwon tou kOpou epeuvnth 6t Sev Ba mapaPiaotolv ta rpocwnikd Sedopéva Twv
aoBeviv kaw n pekétn Ba SiefaxBel oUpdwva pe Toug Kavove TG opBg KAWVIKAG TPAKTKAG.

8. Tn 8fAwaon tou kUpou epeuvnth 6Tl n KAwikr Tou 'NO Irotokpdteo SlaBétel Ty UAKOTEXVIKT
unobopr nou NpoPAénetal and To MPWIOKOAMO NG MEAETNG, WOoTe va mapéxel v duvardmnra
Siefaywyns kat oAokAipwong tng HEAETNG evid Tou mpoPAenspevou xpovou.

9. To yeyovdg 6t Sev Ba emPBapuvBel enuthéov 10 NOGOKOUELD.

11 Tnv ur'apdp. AYM3(a)/ow. 18910/21-2-2013, (OEK B'390/21-2-2013) Kowr Ynoupywn
Andédaon «Evappoévion g EAAnvikiic NopoBeoiag npog tnv avtioton obnyia 2001/20/ EK tou
Eupwnaikol KowoBoudiou g 4™ Ampiliou 2001 ywx v mpooéyyion TwV VOUOBETIKWY,
KQVOVIOTIKWV Kat Sowntikwv Siatdewv twv kpatwv pekwv doov adopd tnv shapuoyn opbng
KAWIKAG TPaKTIkiG Katd g KAWIkEG peAéteg dapudxwy npooplopévwy yia tov davBpwio», dnwe
autr tpononouiBnke AN kal WOXUEL ONUEPQ, MPOC TO OKOMG EVaPUOVIONG AMAOUCTEUONG Kat
e€opBoAoyLopou twy Stadikacuwy Sietaywyric twy KAwikav Meketwy.

12. To un'apBp. npwt. 4726/1-4-2013 éyypado tng 4" Y.Me. Makeboviag xow Opaxng pe Bépa:
«Edpappoyl tne ur’ apBp. AYM3(a)/owk. 18910/21-2-2013 Néag Kowdg Ymoupyikrig Anddaong
avadopikd pe v avabeswpnuévn Swabikaocia éykpione twv KAvikwv peAetuv(QEK B'390/21-2-
2013).
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13. To yeyovég 6Tt to mpwtokoAho TANpol Tig Loxuouoes Statageig tou GpBpou 47 tou N.2071/1992,
TIC WOXUOVOES apxés TS ouvlrikng tou EAotvky, yia T SLEVEPYEL TWV KAWVLKWY HEAETWY KaL TV
Ap18.AYr3/89292/31.12.2003 «kowr umoupywki amddaon tou Ynoupyol Owovouiag Ko
Owovopkwv Kkat tou Yroupyol Yyelag kau Npévowag mou avadépetar otnv Evappovion g
EAAnvikiis NopoBeoiag npog tnv avtiotoxn odnyia 2001/20/ EK tou Eupwnaikol KowoBoudiov g -
4™ Anpiiiou 2001.

14. Tnv un’apBp. I5a/59676 Kowr Yroupywr Anddaon (OEK 4131/1.87/22-12-2016) «ma'cdﬁztg‘
v v edappoyr tou Kavoviopuol (EE) aplB. 536/2014 tou Eupwnaikol KowoBouliou kai Tou
fupBouliou Tng 16n¢ Anpidiou 2014 yia Tig KAwikéG Sokpég ou npooplifovrat yia Tov avBpwio Kat
Vv Katapynon tng O8nyiag 2001/20/EK ».

B, 0
e

15. Tov Nopo 4523/QEK 41%/7-3-2018, apBpo 4, repl ouykpdTNong erutporic Mn Mapeufarkwv
Meletwv tou EOQ

16. Tnv ur’ap®p. A3(a) ow. 36809/OEK 2015B/3-6-2019, Tpomonoinan xai cuprAdpwon g
rsa/59676/ 2016 (DEK 4131 B') anddaonc twv Yroupywv Owovopiag kal Avartugng kat Yyeiag
«Aartdgers yia Ty epappoyr tou KavoviopoU (EE) aptBp.536/2014 tou Eupwraikou KowoBouhiou
kat Tou ZupBoudiov tne 16™ Anpiiou 2014 yia Tig KAWIKES SOKWES ToU Tipoopilovial yia Tov
avBpwno ko v katdpynon thg 0dnyiag 2001/20/EK», apBpo 32, nepi Sabikaciag ykplong kat
anodoxrig Siegaywyrig un napepfarikic perétng.

17. To un'ap®p. mpwrt. 29383/30-7-2019 éyypado tng 4" Y.Ne. Makedoviag kat Opaxng pe Béua:
«AwBifaocn tou pe apiBp. mpwrt. éyypado 45751/13-6/2019 tng 2™ opBrig emavaAnyng g
EykukAiou tou Mevikoy Mpappatéa tou Y. Yyeiag yia t Swefaywyr pn Mapepfatikiv PEAETWY OF
Noookopeio tou EZY».

18. Tov N6po 4683/QEK 83A/10-4-20 &pBpo 17 pe 1o omolo katapyeitar 1o Gpbpo 4 TOU
N.4523/OEK 41A/7-3-18 oyeuxd pe t Sabwooia y v éykplon kat SiEvEpyela TwWv Wn
TAPEUPATIKWY LEAETWV.

19. Tnv Anddacn Awwnrol apByu 375/05-03-2021 yua tov Eowtepkd Kavoviopd Awxeipiong
Mehetwy, Epeuviv kat Epyaciwv nou Siefdyovrar oto Noookopeio.

20. Tov N6po 4812/OEK 110A/30-6-2021, dpbpo 87 nepi Browarpikiic épsuvag.

21. Tnv Anédaon Awwkntol apiBu 708/09-04-2024 Opbr EmavdAndn yia v ouykpdinon elbikwv
gmTpon@y Tou Emtotnuovikot ZupBouAiou.

22. To pe apBud npwr. EX: 297/19-04-2024 éyypado tng Erurponrig Epsuvag xat KAvikwy MeAetav
HE erouvantopevn Betikn eworynon.

EIZHTEITAI

Tnv éykpion Siefaywyig pun napepfanikic peAétne pe kwdikdé NeoDeco kat titho: «MeAémn Twv
enuttoswv ™S $povridag tomou "xaykoupw" (emadr Séppa e Sépua) oe Bpédn mou
npoofdilovrar and Paxtnplaxés Aoyuwéerg otn povada evratikiyg Bepansiag veoyvavy LE KOPLO
gpeuvntr tov K. Iapadidn Koopd, AteuBuvtr tng MENN AMNG tou NOGOKOUEIOU Kt CUVEPEUVITTES
ToUG K.K. Ep. PonAibn, Opdtyog KaBnyntd Naudiatpkis Aowwéoroyiag, HA. lwongibng Emx.
KaBnyntric Naudiarpkiic Aowwéiohoyiag, A. Kovrol Emperrtpua A" MENN AME, M. ZyutoonodAou,
Emwotnuovik Iuvepydtng X. Zappag AwuBuvtig EIY BiomabBohoyikd Epyaotripio, K. Towwn,
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Erpeddipia A’ MENN ANB, A. Qrepyuit,
2024), obpdwva pe ta aQVWTEPW.

Emompovuay Juvepydrng (ap.npwr.ES: 212/19-03-

H Mpéedpoc tou Emwatnuovikod su HBouliou
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4th HEALTH REGION OF MACEDONIA & THRACE

GENERAL HOSPITAL OF THESSALONIKI “HIPPOKRATION” - SCIENTIFIC COUNCIL
Thessaloniki, 15-05-2024

Protocol No.: 212

Subject: Approval for conducting the non-interventional study coded NeoDeco titled:

“Study of the effects of kangaroo care (skin-to-skin contact) in infants affected by bacterial infections in the
Neonatal Intensive Care Unit (NICU).”

Principal Investigator:

« Kosmas Sarafidis, Director of the NICU AUTH

Co-Investigators:

« E. Roilides - Emeritus Professor of Pediatric Infectious Diseases

« H. Tosifidis — Assistant Professor of Pediatric Infectious Diseases

« A. Kontou - Consultant A, NICU AUTH

» M. Simitsopoulou - Scientific Associate

o Ch. Zarras - Director, Clinical Microbiology Laboratory

o K. Tsoni - Consultant A, NICU AUTH

« A. Ftergioti — Scientific Associate

During its 5th Meeting of 23-04-2024, the Scientific Council reviewed:

1. Submission request 10371/29-02-2024 from Dr. Sarafidis requesting approval.

2. Complete NeoDeco dossier including protocol, summary, PIS/ICF (GR & EN), privacy notice, CRF
variables, draft

contract & budget, insurance.

3. Study objective: evaluate effects of optimized kangaroo care on severe infection/sepsis and resistant
bacterial

colonization in high-risk neonates <32 weeks.

4. Confirmation of expertise and <5% time commitment for all investigators.

5. Study site: 1st Neonatology Clinic GNTH Hippokration & NICU AUTH; estimated sample 110 infants.
6. Study duration: 17 months per NICU; 20 months total.

7. Assurance of compliance with personal data protection and GCP.

8. Confirmation of adequate infrastructure.

9. No financial burden for the hospital.

10. Review of applicable regulatory frameworks.

11. Joint Ministerial Decision AYT3(a)/ow. 18910/21-2-2013 aligning Greek law with Directive 2001/20/EC.
12. Document 4726/1-4-2013 from 4th Health Region regarding implementation of above decision.

13. Compliance with Article 47 of Law 2071/1992 and the Helsinki Declaration.

14. Joint Ministerial Decision I'5a/59676 (FEK 4131/B’/22-12-2016) implementing EU Regulation 536/2014.
15. Law 4523/FEK 41A/7-3-2018 on Non-Interventional Study Committees.

16. Decision A3(a) owk. 36809/FEK 2015B/3-6-2019 amending provisions for implementation of EU
Regulation 536/2014.

17. Document 29383/30-7-2019 - circular on procedures for non-interventional studies in hospitals.
18. Law 4683/FEK 83A/10-4-2020 repealing Article 4 of Law 4523.

19. Decision 375/05-03-2021 — Internal Research & Study Governance Policy.

20. Law 4812/FEK 110A/30-6-2021 - biomedical research provisions.

21. Decision 708/09-04-2024 - reconstitution of Scientific Council subcommittees.

22. Document ES: 297/19-04-2024 with positive recommendation from the Research & Clinical Studies
Committee.

Decision:

Approval is granted for the NeoDeco non-interventional study with Principal Investigator Dr. Kosmas
Sarafidis and

listed co-investigators.

Chair of the Scientific Council:

Eleni Mouloudi
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4n AIOIKHZH YTEIONOMIKHZ MEPI®EPEIAZ
MAKEAONIAZ & OPAKHZ
FENIKO NOZOKOMEIO OEZZAAONIKHZ
« MNOKPATEIO» =
KwvoTavTivoutrdAswg ap. 49, 546 42 Oecoalovikn g

ATIO®ATH APXIKHEI EIrKPIXHX AIENEPI'EIAX

MH INAPEMBATIKHX KAINIKHE MEAETHX

Apop. Tlpotok Katddeong: 10371/29-2-24
Kwdikog Merétng: NeoDeco
O.0: 24-M-13

Tithog perétng: MeA4Tn TOV EMITOCEDV TG PPOVTIGOG TOMOL «KayKovpO» (Emagi déppa e 6épua) og Bpéen mov
TPOGPEAALOVTAL Ad PaKTNPIOKES AOHAEELG GTN HOVADA EVTOTIKNG Bepaneiag VEOYVAV.
Kbpiog Epevovyriic: TAPA®IAHE KOXMAZX

Xopnyos: Fondazione Penta ETS

ErKPIZH AIENEPTEIAY MH NMAPEMBATIKHX KAINIKHYXY MEAETHX

Q¢ vOpIpOg EKTPOGOTOG T0L NOGOKOHEIO, HETE Amd HEAETN NG E16T|YNONG TNG [Mpoiotapévng tov ATETIEZE oyeti-
K6 [LE TNV TANPOTITA Kot 0pHOTNTA TOV ATapaiTtNTOV SIKAOAOYNTIKOVY KAl TIpNoT ToV npoPrenopevmv amo tn Nopo-
feoia Sadikacidv, Kat TNV GYETIKN £lo1ynon tov Entetnpovikod Zvpfoviiov, katd ty 5n/23-4-24 cuvedpiaon
(0&pa 400) EX 212/15-5-2024, eykpive Ty SIEVEPYELD TNG G VO TPOTEVOUEVNS HEAETNG

22/5/2024

O. AIQIKHTHX
TOY IIIIIOKPATEIOY. [ '"NOXOKOMEIOY ®EX/NIKHZ

“. NIKOAAOX ANTQNAKHX

[
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4th HEALTH ADMINISTRATION OF MACEDONIA &
THRACE
GENERAL HOSPITAL OF THESSALONIKI
"IPOKRATE|O"
Konstantinoupolis 49, 546 42 Thessaloniki

DECISION ON INITIAL APPROVAL OF NON-

INTERVENTIONAL CLINICAL STUDY

No. Date of submission: |0371/29-2-24 Study code:
NeoDeco
F.F.: 24-M-I13

Study title: Study of the effects of kangaroo care (skin-to-skin contact) on preventing bacterial infections in infants in the

neonatal intensive care unit.
Principal Investigator: SARAFIDIS I[(0SMAS

Sponsor: Fondazione Penta ETS

EI"CRISIS MANAGEMENT OF INTERVENTION AL CLINICAL PRACTICE

As the legal representative of the Hospital, after reviewing the recommendation of the Head of the Department...enits... p...
AT.i,PESE regarding the completeness and accuracy of the necessary supporting documents and the procedures required by
law, and the civil recommendation of the Scientific Council, on 5th 3-4-24 ...>neidri’as Subject 400) ES 212/15-5-2024, |
approve the action of the above-mentioned proposal

22/5/2024

THE DIRECTOR
OF THE HIPPOKRATIC HOSPITAL OF THESSALONIKI

NIKOAROANT!
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EAAHNIKH AHMOKPATIA

YMOYPrEIO YTEIAZ ABriva 15.05.2024
1" YTEIONOMIKH NEPI®EPEIA ATTIKHZ ,-n .
FENIKO NOZOKOMEIO MAIAQN AOGHNQN ) E2

« MAN. & AFAAIAZ KYPIAKOY »

N.M.A.A. 2{) / y 5
TPAMMATEIA
ATOIKHTIKOY EYMBOYAIOY

MPOZ : Tn AIEYOYNZH AIOIKHTIKHZ
YMNHPEZIAZ

AIABIBAZTIKO

Sac SiaBiRaloupe andonaoua npakTikoU AIOIKNTIKOU ZUPBOUNioU TNG 11" ZTuvedpiaong nou
I'IpCIY|JGTOI'IOIl"]9r]KE oTI¢ 15.05.2024 OEMA 14 : "Eykpion dieEaywyng Y K)uvu(nt; HEAETNG
Neo-Deco HE TiTAO: «BeATIOTONOINGT cppovnﬁuq TUNoOU <<KCIVKOUp0>> yia HEIWOoN TV
coBapwv I'lEpIOTUTIK(I)V Aomw!;amvlonqmmluq TV VEOYVOV Kai avOEKTIKOU
BakTnpiaKou anoikiopoU Ot BPEPN nou diaTpEXouV uqm)\o kivduvo kai Bpiokovral o€
povada evraTikig Gspanslaq VEOYVV: Hia npuvuuncmxn, NOAUKEVTPIKI, NapaAAnAng
oUCTOIXIOG, TUXAIONOINUEVH, uBPISIKA HEAETN eQappoyng — anorsAsouuleom'ruq»
nou katéBeoe n ka TooAkid Mapia, Kadnynrpia Maidiarpog - AoipwEI0A0GYOG,
AicuBuvTpia TnG B ' M.MN.K Tou EKIMA kal napakahoULE yia TIG SIKEG 0aG EVEPYEIEC.

ME ENTOAH MPOEAPOY
H ypappaTéag,Tou A.Z.
A

Xpuoog}\Ex Aalapidou

N]ﬂAmQN "M&A KYPIAKOY'
AP.MPQT. 11035
HM/NIA: 30 05ﬂ024

M

AigtiBuvan): OnBav 1 & AeBadeiag 2 roudn — T.K. 11527
TnA.: 210 7772002, Fax: 210 7796103, e-mail: gramdik@aglaiakyriakou.gr

Tehida 1 ano 1 3:29 MM
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YMOYPIEIO YTEIAZ
1% YFEIONOMIKH MEPI®EPEIA ATTIKHZ
FENIKO NOEOKOMEIO MATAQN AGHNSON
« TAN. & ATAAIAY KYPIAKOY »
N.TL.A.A.

[TPAKTIKO 11™ XYNEAPIAZHE

ABfva ofpepa 15 Mdiou 2024 nuépa Tetaptn Kal ompa 15:00 ouviABe aTnv aifouca
ouvedpIGoEWY TOU, OTO KEVTPIKO KTip1o Tou NOGOKOUEIOU, OE TAKTIKI) guvedplaon To EvveapeAEg
AIOIKNTIKO ZUPBOUAIO, MU QUYKPOTAONKE BACEl TWV HE apiBpd T4B/14427/15.03.2022, ®.EK.
233/23.03.2022, Teuxog Y.0.AA., r4p/ok.:30621/ 27.05.2022, ®.E.K. 456/03.06.2022, TEUXOG
Y.O.AA. kal T4B/38088/10.08.2022 ®.E.K. 726/12.08.2022, 7eixog Y.0.A.A. ano@Aaoewy ToU

YrioupyoU Yyeiag k. ABavdoiou MAeUpn kal AvanAnpwTpiag YROUpyou K. Acnpivag Mkayxa
>1n ouvedpiacn npoonAGav kal nap&oTnoav VOuIHd kaAECPEVOI, Ol NapaKkaTw :

MapdvTeg/OUOEG Ol K. K. ! .

EMMANOYHA MNANAZABBAZ MNpoedpog
KON/NOZ TOYTOYZAZ AvTInpoedPOC
MAPIOIKA ®PAMKAKH MEAOG
AOANAZIOZ MNINHZ MEAoG
IQANNA ZATMOYNTZH MEAoC
ANAPEAZ TOZKAZ MEAOG
ATTEAIKH NIKA MEAOG
ANNA AHMHTPOY MEAoG
Arouoa n K. :
XPYZOYAA NIKOAONMOYAOY MEAoC

Tt ouvedpiacn npocHABE Kai napéoTn ¢ [pappaTeag Tou SupBouliou N XpucgoUAd
Aalapidou.

AnIoTOAMKE anapTia e TRV napousia OKT(® (8) HEAGV TOU ZUPBOUAIOU.

OEMA 14 : Eykpion Siekayoyng g KAVIKAC uehéTne Neo-Deco pE TiTAO: «BeATigTonoinon
OpOVTISac  TUMOU _«Kavkoupd» via ueiwon TV 0oBapmv NEQIOTATIKOV
ACILGOEEY/CNYAILIAC TWY VEOYWWV Kal avOeKTIKOU BaKTNOIOKOU dnoIKIoUoU GE
Bpémn mou_OIGTPEXOLY  UWNAQ Kivduvo kal BpiokovTtal o povada EVTATIKNG
Bepaneigg VEOYV@V: Uid NPAYLGTIOTIKY), NOAUKEVTDIKI), napAAMnANC_cuoTtoixiac,
TuYGIONOINUEVN, UBPIBIKY  LEAETN £QapPUOYAC_ — QNOTEAEOUATIKOTATAG?, MOU
ka1eBece n ka Tookid Mapia, Ka@nyiTpia Nadiatpoc  —  AoipwElohdyvog,
AicuBUvTpia Tne B M.M.K Tou EKTIA.

>710 TupBoUNo UMOBAMETal N un’ apiby. npwt.: 9577/13.05.2024 (TPAMMATEIA EMIZTHMONIKOY
SYMBOYAIOY) Ei0fynon Tou ANANAHPQTH AIOIKHTH k. A. TOZKA 1} onoia £x&1 0G akohoUBwg :

«'Eyovrag undwn :

1. Tnvun' apiBp. npwt. EZ.: 107/13.03.2024 aitnon yia TV gykpion Siekaywyng TG KAIVIKIG
LEAETNG HE TITAO: «BehTioTonoinon ®povTidag Turou «KAYKOUpO» Yid EINON TV oopapov
NEPICTATIKAV AOIUGOEEWV/ONYaIiag Twv VEOYVOV Kal GVBEKTIKOU BakTnpIGKoU aroIKICHoU OE
Bpéprn nou daTpeEXOUV UWNAG Kivauvo Kai BpiokovTal € povada evraTikig Bepaneiag VEOoYVDV:
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%t pia MpaypaTioTike, AOAUKEVTPIKT, NAapaAANANG QUOTOIXIAC, TUXQIOMOINKEVT, UBPIBIKN HEAETN
EPAPLOYAG — QNOTEAEOLATIKOTNTAG, MOU KATEBECE N KA Toohd Mapia, KaBnyiTpia NMaidiarpog —
AOIPWEIOAOYOG, AIEUBUVTPIA TNG B’ N.M.K Tou EKITA.

2. 'OTI To EnioTnHovIKO ZupBoUNio Kara TV 51/29-04-2024 (©:13) £Aape uRGWnN Tou TN BETIKNA
gioAynon TNG Enmponng HBIKC kai AEOVTOAOYIAG, 1 oroia kata Tnv 1n /29.03.2024 ouvedpiaon
NG PEAETNOE Ta KaTaTeBelpéva £yypapa NG avVwTEP HEAETNG.

ME&AN MOU GUULIETEXOUV OTTV HEAETT:

- Toohd Mapia, KaBnynTpia Maidiatpog - AolpwEIoAGYoG, AlEUBUVTPIA TNG B'.M.K Tou EKIA,
Kopia Epeuvipia yia 10 'NMA TL.&A. Kupiakou

- Ayyehicn Nika, AieuBuvrpia MENN

- Kagoavdpa TataponoUiou, EripeAiiTpia A" MENN

_ Bagon InnoAdTn, EmpeAiTpia B MENN

H NeoDeco (oUvTopog TITAOG WEAETNG), gival pia npayparioTIke, MOAUKEVTPIKT], NApaAnAwv
ouadwy, CUCTOIXIAG TUXQIOMOINHEVT UBPIBIK HEAETN GrOTENECHATIKOTATAG - EPAPHOYNG HE
afioAdynon ypapung Baaons, MPOKATAPKTIKI NEPIOSO Kal BI1GBOYIKI) TUXAIONOINon.

©a GUUHETEXOUV 24 pOVADEG EVTATIKIG Bepaneiag veoyvav and EAG3a, ITaNa, Ionavia, EABeTia
kai Hvwpévo Baoikewo. Baoer Tng ENAVEKTILNONG TOU MPOKaBoPIoHEVOU peyEBoug delynaTog,
gvBExETQl Va avoifouv kai npoobera k&vTpa. S€ OAa Ta kévrpa Ba MapéxeTal UnoaTHPIEN
£QapHOYNG YIG BENTIOTOMOINKEVT MpovTida TUNOU «KAYKOUPG» OTO nAQicIo TNE LEAETNG,

H pehétn XpnparodoTeital and To npdypapua EPEUVAG Kal kaivoTopiag Eupwnaikng ‘Evwong
Horizon 2020.

O nAnBUOPOG TNG HEAETNG agopad VEOYVa UWNAoU Kivd(vou rou yewiolvTar npiv and T
oupr\ipwon 32 €Rdopaduv kOnong kai £igayovial OTIg OUPETEXOUOESG HOVADES EVTATIKNG
Bepansiag VEOYVQV.

KUpIO OTOX0 GMOTEAEOUGTIKOTNTAG anoTeAel © NPOCBIOPICHOG TWV EMNNTACEWV TE veoyva uynAol
KIVSUVOU nou yevviolvTal PeTd ano kunan < 32 eRBopadWY Kal unoBaihovTal Ge dlayeipion GE
UWNARG Texvohoylag povadeg VEOYVOV Tou £papudlouy BeATIOTOMOINUEV @POVTIOA TURnoU
«kaykoupd» o€ eninedo pJovadag, OUYKPITIKA PE TNV TUIKA NEPIBaAwn wg npog Ta eEnG:

. Sopapr) AoipwEn/onaikia VEOYVOV 1) / Kal

. AMOIKIONOG P avBexTika BakTnpia evdia@épovTog ae BaBog xpdvou

KOplog oTOX0G agloAoynang £QPAPLOYAG HEOW OUVEXOHEVNG napakoAouBnong Tng Siadikaaiag
£@APHOYING KAl aVAAUONG TV EKBACEWV TNG:

. H afioAdynon NG moTotnTag, g anodoxfc, TNG okompdTRTag kal Tng diatApnong g
ENUBAONC OXETIKG ME TNV ENAQN dépua We dépua yid BeATIoTOROINUEVT) (POVTida TUMou
«Kaykoupo»,

. H afioAdynor oTpaTnyIKGV £QAPLOYAG OXETIKA WE TNV nigToTTA, TV anodoxn, TN
gkormpoTnTa KAt TNy SiaThpnan,

. O svTOMICHOC NapayoOvTGV SIEUKOAUVONG KGI QrOTPENTIKMY napayovtwy oTnv £PApOYN
gnapig SEpa Pe dEpUA yia BeATioTONOMEVT GPOVTIda TUTNOU «KAYKoUpO»

STOXO TNG UYEIOVOUIKNG — OIKOVOMIKAG AEI0AOYNONG anoteAei n afloAoynon TG anodoTIKOTNTAG
THG BEATIOTOMNOINKEVIG @povTidag TOnou «Kaykoupo» Kal TNG NPOCEYYIONG EQAPUOYNS.

H diGpkeia TnG HEAETNg eivar 17 HIVEG YIa KAOE OUMHETEXOUOA povada evTaTikig Bepaneiag
VEOYVGV, 1 OUVONIKT) SIdpKela HEAETNG glval 20 PNVES.

KPITHPIA ENTASHZ KENTPOY MEAETHZ
1. Eupwndikéq Hovadeg evraTikng Bepanieiag VEOYVMY NOU NapEXOUV nepibahyn pouTivag OE
eEaipeTikd npdwpa Bpéen (nAkia KUNonC < 28 eRSopGdEG),
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2. EAayioTog apifpdg 12 KAWQV Mou MpocgEPOLY TO UPNAGTEPO EMINESO EVTATIKMG PPOVTIOAG
VEOYVOY,

3. AlaBeoipoTnTa ) npdoBacn oe kataylkTn Beppokpaciag -70 ¢ -80°C yia Tnv anoBrKeuon
TWV SEIYHATWV TNG EPEUVAG,

4. TpoBupia €QapUOYNG BENTIOTOMOINKEVNG (PPOVTISAG TUMOU <«KAYKOUPO» OE MEPINTWON
£KYOPNONG TNV opada engupaong,

5. MpoBupia SECUEUCNE WG NPOG TRV napoxr| TG eAaxIoTNg avapevopevng SIapKEIag-0TOXoU 1
al&non 50%, Ot mepinTwor nou n pHovada EvIaTKAG Pepaneiag VEOYVMV NPOCMEPEl AON TNV
ENAIXIOTR QVOPEVOLEVT DIGPKEIA-0TOXO, O NEPINTWON EKXWPNONG OF OKENOG ENEQRacnG,

6. Mposroipasia yia epappoyr niBiewng NeoIPC,

7. Enapkeic ndpol kal eEEIBIKEUON KAl EYKPICEIG ano oxeTikég Enmponég Agovtohoyiag ‘Epeuvag,
ONmC eVOEIkvUTAL.

KPITHPIA AMOKAEIZMOY KENTPOY MEAETHZ

1. H povada evraTikig Bepaneiag veoyvmv EQapuoger ndn «pakpoypdvia» StSC > 18 wpwv.
SHUAVTIKEC avapevOpEvES aAayeg oTnv nigon ano anokiopd and avBekTika BaKTApia Kata Tn
Biapkela TG nepiddou peAETNG, yia napadeiypa AOY@ MpOYpaPMaTIONEVAG HETAMOPAG OE VEQ
NTEPUYQ,

2. SUPLETOXR OF GAAa enepPaTikd epeuvnTikG £pya IPC riou evDEXETAI Va ENMPEACOUV AUECT TNV
enépfaon /) T £kBaon NG HEAETAG.

Katomv autdv, To EmoTnuovikd FUpBOUNIO EVEKPIVE OHGRWVA T BieEaywyl) TNG aVOTEP®
HEAETNG kaBdg auTr mAnpol TiG npolnoBEceig IaTpikig kal HBikAg Aeovrohoyiag kar dev
empapUvel Tov npolnoAoyiopd Tou Noookopeiou pag.

Emonyaiverar:

H KUDIG EPEUvIiTPIa TG HEAETTS OTO FAGIoD TOU anoppriToU Kai TG 1aTPIKIiG OEOVIOAOYIaS
xadefrar va karaféos or pauuateia Tou EMOTHUOVIKOU KaI AioiknrikoU  SupBoudiou
AVaKOIVEOOEIS 1§ STLIOTIELOEI OF SUVESPId KAl EMOTIIOVIKG FEPIODIKG 10U 8 rPoKUPouV arno i
dieEaywyr} TIG HEAETIIG.

3. 'OT kata TN SEkaywyl TG HEAETNG Ba dlacPaNIoTEL 1 avwvupia Kar n npooTacia Twv
MPOCWMIKGY DEDOUEVAV TWV CUPUETEXOVIWY CUHQWVA HE TOV Fevikd Kavoviopd [pooTaociag
AcBopévev (GDPR), n Xpfion Twv oToixgimv 8a yiver povo yia gpeuvnTIKoUG okonolg kat de Ba

uUNapEel kapia oIKOVOUIKr) EMBApuvoT Yia To NOGOKOpEO.

AlgPiRaZerar n NApoUCa MOAUKEVTPIKI), HN napepBaTikfy MEAETN kal NApakahoUpe OMwg
anoQacioeTe OXETIKG ME:

TNV EYKpIOT:

- BSleEaywyrig TNG KAIVIKNG HEAETNG HE TITAO: «BEATIOTONOINGN (PPOVTIBAG TUNOU «KayKOUPO»
yid peion Twv CoBapav NEPICTATIKOV AOILGEEWV/ONWAIKIAG TWV VEOYVEV Kal avoeKTIKOU
BakTnplakol anoikioHoU O PPEQN mou SIaTPEXOUV upnAd Kkivduvo kar BpickovTal o povada
EVTATIKAC Oepaneiag veoyvav: HIa MpaypamoTiki, NOAUKEVTPIKR, NApdAANANG ouoToIxidg,
TUYGIONOINUEVT, UBPISIKA HEAETT EQApUOYNG — QrOTEAEGPATIKOTATAG», NOU KATEBECE N ka TaoNid
Mapia, KaBnyrTpia MaidiaTpog — AoIHwEIoAOYOS, AleuBlvTpia Tnig B M.M.K Tou EKMA, kabag auTi
mAnpoi TI npolino8égeig IaTpikng kar HBIkG AsovTohoyiag kat Sev eniBaplvel Tov MpoUnoAoyIopd
Tou NOOOKOpEIOU.

- avapTrnong Tng Anogaong ot AIAYTEIA

- YVOOTONOINGNG TV GNOTEAESHATWV THG HEAETNG OTO AIOIKNTIKO ZUpBOUAIO.
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Kai pyeta ano diahoyikr gulitnon To ZupBoUAio opdpwva
AMODAZIZEI

Tnv &ykpion :

1. Aiggaywyng Tng KAIVIKNG HEAETNG HE TITAO: «BeATioTONOINGN QPOVTISAc TUNOU «Kaykoupo»
yla HEI®ON TWV 0oBapwVv NEPITATIKWY AOIMWMEEWV/ONWAIYIAC TWV VEOYVQV Kal avBEKTIKOU
BakTnpiakoU anolkiogoU o€ Bpepn nou diaTpExouv uwnAd kivduvo kai Bpiokovral og
povada evTaTikng Bepaneiag VEOYV@V: WIa MPAyuaTioTiKr, MOAUKEVTPIKR, napaAAnAnC
guaTolxiag, Tuxalonoinuevn, UBPISIKN HEAETN EPAPHOYNG — QNOTEAEOWATIKOTATAC», NOU
kateBeoe n ka Toohid Mapia, KaBnyntpia MNaidiatpog — AoipwgioAdyog, AieuBluvTpia Tng
B'M.MN.K Tou EKMA, kabwg auTt nAnpoi TIC npounoBécelc IaTpiknc kai HOIKAC
AeovToAoyiag kai dev eniBapUvel Tov NpolnoAoyIopd Tou NOOOKOlJE!OU

2. Avaptnong Tng Anogaong otn AIAYTEIA.

3 rvaTonomonq TWV ANOTEAECHATWVY TNG pe)\smq oTo AIOIK!’]TIKO ZUIJBOU)\IO

/"\ / AKPISEE ANIOETAZMA . ° ¥i \
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HELLENIC REPUBLIC MINISTRY OF

HEALTH Athens/(] 15.05.2024
3rd HEALTH REGION ATTIKHZ
GENERAL HOSPITAL OF ATHENS TO

"PAN. 8i AGLAIA KYRIAKOU"

N.P.D.D. ;?-p/g;f )7 202

FPAMMATEIA AIOIKHTIKOY : ( {0~
SYMV()YLOY
TO: THE DIRECTORATE OF AIOIKHTIKHZ
SERVICE

AIABIBAZTIKO

We are sending you an excerpt from the minutes of the Administrative Council meeting held on
15.05.2024. ITEM 14: Approval of the Neo-Deco clinical study entitled: "Optimization of
kangaroo care to reduce serious neonatal infections and sepsis” Km uvesimkofi Bax'rnpluxofi
unomlouob in high-risk infants and Bpioxowm in monotherapy vsovvcbv: a prospective,

multicenter, par|:«outrronxiugq, ...chaiopoimene, hybrid ...study adaptation -
...effectiveness”,

The first statement was made by Ms. Maria Tsoliei, Professor of Pediatrics - Infectious Diseases,

Director of the Second Department of Pediatrics at the National and Kapodistrian University of
Athens, and we are grateful to you for your efforts.

WITH THE PRESIDENT
The Secretary of the Board of Directors

Mysouila Lazaridou

In

NPAIDON ...P&A KYRIAKOU'
Mar....: 11035
May/Nil 30/05/2024

Address: 1 8ikvodeias 2, Postal Code 11527
Tel.: 210 7772002, Fax: 210 7796103, e—mail: gramdikdfiazlaiakvriakoum

Page 1 of 1 3:29 PM
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HELLENIC REPUBLIC MINISTRY OF
HEALTH
1" HEALTH REGION A'ITIKHZ GENERAL
HOSPITAL HAIASIN ABHNQN
"PAN. 8i.M... KYPIAKOY "
N.I1.A.A-

PR:€/(T1/(011" 2)/EDR.G»42]!S

Athens, on the 15th day of May 2024, at 3:00 p.m., the Hospital's Administrative & Financial

Committee met in its conference r00M, o-ro men's KTiplo TOU Hospital, in ... practical meeting the
New Administrative & Board, nou formed I]... with number F4B/14427/15.03.2022, CD.E.K.
233/23.03.2022, TEL'JXOC Y.O.D.D., Ref. No.: 30621/ 27.05.2022, F.E.K. *156/03.()6.2022, Y.O.D.D. and
I'4B/38088/10.08.2022 F.E.K. 726/12.08.2022, Y.O.D.D. ...decisions of

Ynoupyofj Health K. Athanasios ...eupn and Deputy Ynoupyob K. Asimina Psoga

The following persons attended the meeting and were legally present: Mrakipou:

...present were K. K.:

EMMANOUIL PAPASAVVAS President Vice-
KSININOi TOYTOYZAZ President Member
MAPIOI'KA OPAI'KAKH ...los
ATHANASIOS BINIS IfIANNA Mlos
SAPOUNTZI ANDREAS Memb
TOSKIAZ AGGELIKI NIKA er
ANNA DIMITROU Mlos
Memb
Musa K.: er

CHRYSOULA NIKOLOPOULOU
Member

Atthe meeting attended and ncpéom as psamatteas ofthe Council Chryssoula
Lazaridou.

A quorum was achieved with the presence of (8) members of the Council.

ITEM 14: Approval of the implementation of Tnc KAlvsKfic umérnc Nee-Deco us entitled:
"Optimization (Doom-fact: Tt'Jnou "kangaroo" for the reduction of serious injuries
Mimoeog/spasms in infants at high risk and BoioKovral in the field of otological
treatment: . . . Magataspik, ...lytegric, ...holistic osthigia,

...hybrid salt avoidance - ...effectiveness", submitted by Ms. Tsolia: Maria,
Professor ...physician — AOlumEloAévoc, Associate Professor Tnc B'P.P.K of the
National and Kapodistrian University of Athens.

In the &mbovili ... is submitted the ref. no.: 9577/13.05.2024 (FPAMMATEIA EFIIZTHMONIKOY
COUNCIL) by DEPUTY ADMINISTRATOR K. A. TOSKA, which has as its subject:

"Taking into account:

1. Ref. no. E.S.: w7/13.03.2024 application for approval to conduct the ... clinical trial
entitled: "Optimization of the TI'UJnou 'kangaroo' pouch to reduce serious prismatic
infections/sepsis of vsoyvde and ... Thektiki'i Biriakou ...settlements in areas of high risk and
located in ... areas of inadequate treatment vsoyvcbv:

1
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a phagocytic, ..lycentric, Mroulis ostiocasia, ochaiofized, hybrid gpplication —

GI'OTE‘AEOLJGTIKETnTCIQ», submitted by Ms. Mopia, KaBnyr'n-pla Pediatrician - pMimologist, Head of

the Second Department of Pediatrics at the University of Athens.

2. "That the Bioethics Committee ... on 5/29/2024 (Th:13) took into consideration ... the
recommendation of the Ethics and Modesty Committee, onoia ... on 1/29/2024, its meeting ...

recommendation of the Ethics and Monology Committee, the onoia ...... on 1/29/2024, at its

meeting, approved the ...documents submitted by the above with:le"."i'is.

M'a\n nou participate "the list:

- Polly Maria, Professor of Pediatrics — Infectious Diseases, Head of the Second Department of
Pediatrics of the National and Kapodistrian University of Athens,

Kl'Jpla Epsuvr'n'pla for the General Hospital of Athens I'.& A. KuplaKofJ

- Mgeliki Nika, MMM... MENN

- Osandra Ptaropoulou, Head of the First Department of Neonatology

- Béoon Inno'AL'JTn, Head of the Second Department of Neonatology

NeoDeco (annual title) is a phagocytic, holocentric, homozygous phage... ...hybrid MLEI
...effectiveness - adjustment with line analysis, post-treatment period, and sequential randomization.
Twenty-four intensive care units from Greece, Italy, Spain, Switzerland, and the United Kingdom
will participate. Depending on the estimated sample size, additional centers may be opened.
All centers will receive 60 days of support for the implementation of the TL'Jnou "kangaroo" care
program as part of the pilot.

The pilot is marked ...": the European Union's research and innovation program
Horizon 2020.

The population of the study: ...1'n(; articles veoyvé high risk nou yevvnobvral before and) the
completion of 32 sfiéopc'zéwv gestation and are referred to as intensive care units vsoyvtbv.
The main objective of the study is to determine the effects on high-risk patients.
... YEVVIOL'NTGI peril uni) pregnancy < 32 sBéouéva and ... managed in
high-tech units vsoywbv nou apply &AtioTtotroinuévn a>povtida TL'Jnou
"kangaroo" care at the unit level, consistent with standard care in the following respects:

Severe infection/sepsis in newborns and/or

Colonization with opportunistic pathogens of interest in Myth xpc'wou

Main target of application evaluation through continuous monitoring of the application process and
analysis of its results:

The assessment of the appropriateness, acceptance, feasibility, and maintenance of the
intervention related to contact &:rma with a carriage for &ltiatized care of the
"kangaroo"

The assessment of implementation strategies related to ... suitability, acceptance,
appropriateness, and maintenance.

Identification of facilitating and deterring factors in the implementation of
skin-to-skin contact for optimized "kangaroo" care

The aim of the health-economic evaluation is to assess the effectiveness of optimized kangaroo
care and the feasibility of its implementation.

The duration of the study is 17 months for each participant undergoing single-arm treatment,
with a total study duration of 20 months.

CRITERIA FOR INCLUSION OF STUDY CENTERS
1. European single-unit treatment vaoyvcbv nou nupéxouv routine care in premature infants
(gestational age < 28 weeks),
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2. Number 12 offer the highest level of intensive care (5as vsoyvmv,

3. Availability of access to temperature freezing at -70 to -80°C for storage

research findings,

4. Willingness toapply &Atiototroinuévng @ovrtidog Tflnou «kaykoupd» oe MpiTTw...on
departure from the intervention group,

5. Commitment to the Mrochi of the most reliable Mamennomeni &orkia-atou or a 50% increase,
in case nou the monoda of atatic treatment veoyvdw already offers the elochia ...expected target, in
case of departure to a member of the intervention,

6. I'lposromacia for NeolPC supervision implementation,

7. Adequate resources and expertise and decisions by the Research Methodology Committees, as
appropriate.

KPITHPIA EXCLUSION OF CENTER MEMBER: "GES

1. The single dose of veoyvcbv therapy is already applied "long-term" StSC > 18 hours. Significant
... expected delays in pressure from colonization by otic Miseria during the MleGis period, for
Mrodi due to planned ototomy in a new wing,

2. &participation in ...invasive vocal projects IPC nou may affect the outcome of the study.

In view of the above, TO Emo-rnpovmc') ZuuBot'JAlo unanimously approved the conduct of the above
study, as it meets the requirements of Medical and Ethical Modesty and does not burden the
budget of our No'ooxopsiou.

Signature:
Kip/a researcher of the mystery? Ma|’'s|a TOU confidentiality ka| as Mtrlk MM» ... "Me/ta va

Karaeéagl UTH/ ["ram,i|at|:'|27 TOU 57|atemal/|kao o| psOlkipkaa' & mball|Oa aili7|(o|i/a3ae|s|7
&;maoeuse|s in Conferences Ka/ enlarfpoV/Kd [75,0105le nou will psakypselii and Tr] MMM/7

Mai/Meta?

3. That during the conduct of the survey, the anonymity and confidentiality of

personal data of participants will be ensured in accordance with the General Data Protection
Regulation (GDPR), the data will be used for research purposes only, and there will be no
financial burden on the Hospital.

Submitted polycentric, non interventional ...study and please as
...decide on a shock absorber with:
Tr/v ends]:

conducting the ...victory parade entitled: "Vatiotization of the kangaroo type "kangaroo"
for the reduction of serious MRSA infections/sepsis in vsovwvdw and ... positive Bacterial
colonization in infants nou 6lanéxouv high risk and Miskotane in an intensive care unit: a
phagocytic, ...lycentric, Marilli egg wall, randomized, hybrid application — ...effectiveness>>,

submitted by Ms. Maria Tsolia, Professor of Pediatrics - Infectious Diseases, MMM... of the Second
Department of Pediatrics of the National and Kapodistrian University of Athens, as it meets the
requirements of Medical and Ethical Modulation and does not burden the hospital's budget.

- Posting of the Decision on AIAYI'EIA

- Notification of the results of the study to the Board of Directors.
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Kcu uETé more dialogue discussion To ZUUBOONO
lighthouse)... DECIDES

The approval:

1. The conduct of the study entitled: "Optimization of 'kangaroo' care to reduce serious infectious
complications/sepsis in vsoyvcbv and ... positive ...settlements in infants nou 6|0Tpéxouv
high risk and BpioKowal &: onada atatic treatment veoyvdov: [JICI npaypoflo-rmfi,
noAUKEVTpmr'], nadenAnq waroixiag, randomized, hybrid treatment - ...effectiveness",
submitted by Ms. Tsolio Mapia, Professor ...physician - Mimologist, Head of the Second
Department of Psychiatry at the University of Athens, as it meets the requirements of Medical
and Ethical Methodology and does not burden the hospital's budget.

2. Mortisation of the Decision by DIAVGEIA. "

3. Notification of the results of the vote to: Administrative CounC|I

I8§Z
o 1
Hey! M...?:};)Aor Y..

the...i. the" \v 5
Xewor X oo XX
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| ] I FENIKO NOZOKOMEIO
«MAMNACEQPTIOY»

NOZOKOMEIO
MATTATEQPTIOY

EMZTHMONIKO ZYMBOYAIO

ZYNEAPIAZH 382"

ZAMEPa, TNV 15M-05-2024, nuépa Terdptn kai wpa 13:00 petd peonuPpiag, otnv aiBouca Tou
EmoTtnuovikoU ZupBouldiou Tou Noookopeiou, KaToTTiv TTpooKANoewg Tou Mpoédpou Tou E.Z.,

ouvAABav Ta TTapakdTw PéEAN Tou E.Z. :

Mapovreg:
1 T[kpipTridng MNpnyoplog KaBnyntig¢ MaiguTikAg- Mpdedpog
"uvaikohoyiag
2  ®apudkng AnunTpiog AleuBuvTig KapdioAoyiag MéAog
3 Zaymrekiong Baaoileiog Emu. A" KapdioAoyiag MéAog
4  Aviwviou ZTaUpog Emy. B” XeipoupyikAg MéAog
5 ®Awpou Mapia Eidikeuduevn Maidoxeipoupyikng MéAog
6 [epoidou EAcuBepia ME AicuBuvTpia apuakeiou MéAog
7 TolBikn AvaoTacia NoanAeuTpia MNE MéAog
8 TdlouavotrouAou NIKOAITOO TE Emromrtwy Anudoiag Yyeiag MéAog

A@ou diammoTwnke atmapTia cudnTOnkav Ta TTapakdTw Béuarta TG Hueprnolag Aidragng:

EZ 382"/15-05-2024
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OEMA 1° : EPEYNHTIKA NPQTOKOAAA

OEMA 1.1°: 'Eykpion Jie§aywyng TPOOTITIKAG MEAETNG TrapATAPNONG HE TiTAO:
«BeATioTOoTroinON TNG @POVTIdAG “KayKoupd” yia Tn MEIWON TNG VEOYVIKAS cofapng
Aoipwing/onwng kol Tou avBekTIKoU BAKTNPIAKOU ATTOIKICMOU HETASU Bpepwv uynAou
KivdUvou otn Movada Evratikig NoonAgiag Neoyvwyv: pia TTpayHATIOTIKR, TTOAUKEVTPIKN,
TAPAAANAN  TUXOlOTTOINUEVN  HEAETN  UBPISIKAG EQPAPHOYAG-OTTOTEAECHATIKOTNTAG
(NeoDeco)» otn B” NeoyvoAoyikil KAiviki kai MENN A.IM.0. Tou Noookopegiou

To E.Z. apou éAafe utr Owiv Tou TO UTT aplB. TTpwT. 4714/16-02-2024 €yypa@o Tou Kou
ToakaAidn Xpriotou, Kabnyntri NeoyvoAoyiag. AiguBuvtry Tng B™ Neoyvoloyikng KAIVIKAG Kal
MENN A.MN.©. Tou NOoOOKOEIOU POG, OXETIKA PE TNV €yKpion JIECAYWYAG TTPOOTITIKNG MEAETNG
Tapatpnong ue TiTAo: «BeATioTOTrOinON TNG QPOVTIdAg “kKaykoupd” yia Tn HEiwon Tng
VEOYVIKAG oofBapng Acipwing/onyng Kal Tou avleKTIKOU BAKTNPIAKOU OTTOIKICHOU HJETOSU
Bpepwv uwnAou kivduvou otn Movada Evrarnikig NoonAciag Neoyvwv: pia
TPAYHATIOTIKA, TTOAUKEVTPIKE, TTAPAAANAN TUXaIOTTOINMEVN MEAETN UBPISIKAG EQAPOYAS-
atroreAeoparikétnTag (NeoDeco)» kal pe Kwdikdé Avagopdg: 2024-B2015-332 pe Kuplo
epeuvnTA Tov KO MnToldko Mewpylo, Kadnynth Maidiatpikrig-Neoyvoloyiag,

OMOPWVA YVWHOOOTEI

YTép NG €ykpiong die€aywyng TTPOOTITIKNG MEAETNG TTapATHPENONG KE TiTAO: «BeATiIoTOTrOINON
TNG @POVTIdAG “Kaykoup6” yida Tn HEiwWoN TG VEOYVIKAG oofBapng Aocipwing/onyng Kai
TOU aVOEKTIKOU BAKTNPIOKOU ATTOIKICHOU METASU Bpe@wyv upnAou Kivduvou otn Movdda
Evrarikng NoonAtgiag Neoyvwyv: MIO TTPAYMOTIOTIKN, TTOAUKEVTPIKA, TrapdAAnAn
TuxaioTroinuévn HeAETN UBPIBIKAG epapuoyig-atroTeAeouaTikoTnTag (NeoDeco)» kal e
Kwdiké Avagopdg: 2024-B2015-332 pe kUpio epeuvnth Tov Ko Mntoidko ewpylo, Kabnyn
MaidiaTpikrg-Neoyvoloyiag, Kail eilonyeital TNV £€yKpion Twv KATwO!:

e H kAivikn} yeAétn Ba die€axBei otn B” NeoyvoAoyikiy KAvikr) kai B'MENN A.11.0.

o KuUpiog epeuvntic cival o kog Mntoidkog T[ewpylog, Kabnyntig Maidiarpikng-
NeoyvoAoyiag

o H kAivikr) oteAexwveTal atrd 9 €181koug 1aTpoUg.

To E.Z. gykpivel TOV OKOTTO KAl TOUG OTOXOUG TNG MEAETNG, OTTWG TTEPIYPAPOVTAI OVAAUTIKA ATTO
TOV AITOUVTA.

O arirwv dnAwvel Ta KATWO!:

o >KOTTOG TNG MEAETNG aTTOTEAEI O TTPOCDIOPICUOS TWV ETTITITWOEWY O€ veEOyva uynAou
KIVOUVOU TTOU YEVVIOUVTQI PETA aTTd BidpKeIa KUNong < 32 eBdouddwy kai voonAslovTal
o€ UYPNAAG TeEXVOAOYiaG POVADEG EVTATIKNG VOONAEIQG VEOYVWY, Ol OTTOIEG £QAPUOLOUV
BeATioTotTOINPéVN @POVTIOA TUTTOU «KAyKOUPO» O€ ETTITTEDO POVADAG, CUYKPITIKA PE TNV
TUTTIKA TTEPIBAAYN WG TTPOG Ta £ENAG:

V' ooBapn Aoipwn/onyaipia veoyvwv r/kai
v amoIKIONOG pE avOekTIKA BakTApia ae BABog xpdvou
o Aedopévou OTI N eTITITWON TNG BEATIOTOTTOINUEVNG PPOVTIOAG TUTTOU «KAYKOUPO» Eival
TOAVOTEPO VA €XEI ONUACIA YIA TIG ACIHWEEIG/TOV ATTOIKIOHO TTOU TTPOKUTITOUV KOTA TN

EZ 382"/15-05-2024
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o1dpkela tng voonheiag otn MENN, ol VOOOKOMEIOKES AOIMWEEIS £xouV evOIAPEPOV VIO
TN MEAETN.

e [1a 1n dicukdAuvon TNG MIKPORIOAOYIKAG agioAdynong TTOAAWY delypdaTwy, N TTapouaia
OUYKEKPIPEVWY YoVIBiwv avOeKTIKOTNTAS Ba BewpnBei evOEIKTIKA ATTOIKIOHOU HE
QavOEKTIKA BaKTAPIO.

e O KuUplog oT16x0GC afloAdynong TnG €QAPUOYAG  €ival, HECW  OUVEXOMEVNG
TTapakoAouBnong TG dladikaoiog €QAPUOYAS Kol  avaAuong Twv  ekBdoswv
EQPAPUOYNG, VA YiVel:

v H agloAdynon g moTtdTNTAG, TNG OTOdOXNAG, TNG OKOTUOTNTOG Kol TG
olatpnong NG emméPPacnG OXETIKA HE Tnv ema@n Ofépua e Oépua yia
BeATioTotTOINUEVN PPOVTIOA TUTTOU «KAYKOUPO»,

v" H a&loAdynon oTpatnyIKwy EQAPPOYNG OXETIKA PE TNV TIOTOTNTA, TNV aTTOod0XA, TN
okommuéTNTa KAl Tn diaTeNnon,

v O evromouog TTapayoviwy OlEUKOAUVONG Kal ATTOTPETTTIKWY TTapayovIiwy oTnv
cQapuoyn emaeng Oépua pe dépua  yia PBeATiIoTOTTOINKEVN @POVTIdOO TUTTOU
«KAYKOUPO»

o H peAétn emyopnyeital amd Fondazione Penta ETS (Penta) MNMpdéypauua épguvag Kai
kaivotopiag Eupwtraikrg ‘Evwong Horizon 2020.

o Ta péAn TNG ouadaG £pyou gival Ta €ENG:

v KUpiog epeuvntic €ivai o kog [ewpylog Mnroidkog, Kabnyntic Maidiatpikig

Neoyvohoyiag A.l.0. ye TooooTO CUPUETOXAS 2%

v’ ZuvepeuvATpla egivar n ka TaAaptrpivou Afuntpa, Emmkoupik EmueAqTpia —

Maidiatpog NeoyvoAdyog pe TTooooTd CUPHETOXAS 2%.

o O KUPIOG €pEUVNTHG KAl OI CUVEPYATEG TOU £XOUV TNV EPTTEIPIA, TNV £¢eIdiKEUon Kal TN
ouvartoTnTa die€aywyng TN HEAETNG.

o [lpotevopevn Oidpkela TG PeAETNG: 'Evapn: Ampihiog 2024  AREn: AekéuBpiog
2025A14pkela; 17 prveg

o O péyioTog apIBPOG veoyvwy TTou Ba eviaxBoUv OTn CUYKEKPIPEVN HEAETN givar 50.

e To voookopuegio dIaBéTel TOV aTTAPAITATO APIBPO veEoyvwy aTTd Ta oTroia Ba eTTIAEyouv
Ta KATAAANAQ yIO CUUUETOXH OTN MEAETN.

e To voookouegio O108£Tel TNV UAIKOTEXVIKA uTTodouf TTou TTPpoPAETTeTal amTd TO
TTPWTOKOANO TNG  MEAETNG, WOTE va TapEXEl Tn duvatotnTa diefaywyng Kai
OAOKAAPWONG TNG EAETNG.

e Agv uttéipx€l OIKOVOMIKA ETTIBAPUVON TOU VOOOKOMEIOU atrd Tn die§aywyn TNG HEAETNG.
Ti yérpa Ba An@Bolv woTe va dI0CPAAICTEI N EUTTIOTEUTIKOTATA TWV TTPOCWTTIKWY
oedopévwy; Ta epeuvnTikG Oedouéva Ba artrobnkeutolv oe PAcn OedoOuévwyY OE
NAEKTPOVIKO UTTOAOYIOTH Kal Ol OCUMMETEXOVTEG Ba eupavifovtal HE TOV TTPOCWTTIKO
TOUg apIBud povo. H avtioToixia peTagl autol Tou apIBPOU Kal TwV TTPOCWTTIKWV
OTOIXEiWV TOU KABe CUPMPETEXOVTOG Ba diatnpeital o EeXxwPIoTO apxEio To oTToi0 Ba
QUAGoOoETAl ATTO TOV KUPIO EPEUVNTA.

Na 70 OKOTTO TNG £YKPIONG, O EPEUVNTAG KATABETEI, EVTUTTA KAl NAEKTPOVIKA, Ta OXETIKA £yypaQa,
TA OTTOIa EyKpivovTal:

e EmoToAn kardBbeong

o YmeuBuvn AAAwon Epeuvnth yia TIG €pyacTnpiokéS €CETACEIC KAl €VOOVOOOKOUEIAKO
TTAPATTEUTITIKO XPEWONG KAIVIKWV KAl TTAPAKAIVIKWYV ECETATEWV

e >uvodeuTikA €mIoTOA Neo Deco

o [lpwtdkoAAo (oUvown oTa EAANVIKA Kal oTa ayYAIKA)

e Eidotroinon armoppritou Kai cuykaTdBeon yia emme¢epyacia Oedouévwyv

o ‘Eviuma evnuépwong — ouykatdBeong acBevoug

e Ao@oAioTriipio cupBoAalo
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ATtroTeAei eubuvn Tou gpeuvnTA N TAPNON TNG KEIPUEVNG VOUOBECIag OXETIKA WE TNV evnuépwon /
eCaopahion adeiwv ammd EBvikr) Emtpot) Acovioloyiag, E.O.®P., Apxn MNMpooTtaciag Aedouévwv
MpoowTrikoU XapakTtipa A 6,TI GAAO KaTA TTEPITITWAN ATTAITEITA.
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Eeidr) dev utrdpxer GAo BEua yia ouitnon AUsTal n ouvedpiaon.
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| 3 ’ GENERAL HOSPITAL
4 "PAPAGEORGIOU" SCIENTIFIC

NOZOKOMEIO
MATTATEQPTIOY

COUNCIL

MEETING 382t

Today, on 15t -05-2024, Wednesday at 13:00 after noon, in the Scientific Council room of the
Hospital, following an invitation by the President of the Scientific Council, the following members

of the Scientific Council met:

Present
1 Grimbizis Grigorios Professor of Obstetrics- President
Gynecology
Dimitrios Farmakis Director of Cardiology Member
Sahpekidis Vasileios Head of Cardiology Member
Stavros Antoniou Head of Second Surgery Member
Department
5 Florou Maria Pediatric Surgery Resident Member
6 Persidou Eleftheria PE Pharmacy Director Member
7  Tsiviki Anastasia Nurse PE Member
8 Tzouanopoulou Nikolitsa Public Health Supervisor Member

Once a quorum was established, the following items on the agenda were discussed:

ES 382" /15-05-2024
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ITEM 1° : RESEARCH PROTOCOLS

TOPIC 1.1°: Approval of prospective study observation with title:
"Optimization of kangaroo care to reduce neonatal severe infection/sepsis and resistant
bacterial colonization among high-risk infants in the Neonatal Intensive Care Unit: a
pragmatic, multicenter, parallel randomized hybrid implementation-effectiveness study
(NeoDeco)" at the Second Neonatology Clinic and NICU of Aristotle University of
Thessaloniki Hospital

The Executive Committee, having taken into consideration document no. 4714/16-02-2024 from
Mr. Christos Tsakalidis, Professor of Neonatology. Director of the Second Neonatology Clinic
and NICU of Aristotle University of Thessaloniki at our Hospital, regarding the approval of a
prospective observational study entitled: "Optimization of kangaroo care to reduce severe
neonatal infection/sepsis and resistant bacterial colonization among high-risk infants in
the Neonatal Intensive Care Unit: a pragmatic, multicenter, parallel randomized hybrid
implementation-effectiveness study (NeoDeco)" and with Reference Code: 2024-B2015-
332, with Mr. Mitsiakos Georgios, Professor of Pediatrics-Neonatology, as the principal
investigator,

unanimously recommends

In favor of approving the conduct of a prospective observational study entitled: "Optimization
of kangaroo care to reduce severe neonatal infection/sepsis and resistant bacterial
colonization among high-risk infants in the Neonatal Intensive Care Unit: a pragmatic,
multicenter, parallel randomized hybrid implementation-effectiveness study (NeoDeco)"
and with Reference Code: 2024-B2015-332, with Mr. Mitsiakos Georgios, Professor of
Pediatrics-Neonatology, as the principal investigator, and recommends the approval of the
following:

» The clinical study will be conducted at the Second Neonatology Clinic and Second
Neonatal Intensive Care Unit of Aristotle University of Thessaloniki.

e Principal investigator is the Mr.  Mitsios Georgios, Professor  of Pediatrics-
Neonatology
* The clinic is staffed by nine specialist physicians.

The Ethics Committee approves the purpose and objectives of the study, as described in detail
by the applicant.

The applicant states the following:
» The purpose of the study is to determine the effects on high-risk newborns born after <
32 weeks of gestation and treated in high-tech neonatal intensive care units which
implement optimized kangaroo care at the unit level, compared to standard care in terms
of the following:
v severe infection/sepsis in newborns and/or
v/ colonization with resistant bacteria over time
e Given that the impact of optimized kangaroo care is more likely to be relevant to
infections/colonization occurring during

ES 382" /15-05-2024
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the course of hospitalization in the NICU, hospital-acquired infections are of interest
for the study.

» To facilitate the microbiological evaluation of multiple samples, the presence of
specific resistance genes will be considered indicative of colonization with resistant
bacteria.

* The main objective of the implementation evaluation is, through continuous monitoring
of the implementation process and analysis of the implementation outcomes, to:

v/ The evaluation of the fidelity, acceptance, feasibility, and sustainability of the
intervention regarding skin-to-skin contact for optimized kangaroo care.

v/ To evaluate implementation strategies in terms of fidelity, acceptance, feasibility,
and sustainability.

v Identify facilitators and barriers to the implementation of skin-to-skin contact for
optimized kangaroo care.
kangaroo care

e The study is funded by Fondazione Penta ETS (Penta) European Union Horizon
2020 Research and Innovation Program.

e The members of the project team are as follows:

v/ The principal investigator is Mr. Georgios Mitsiakos, Professor of Pediatric
Neonatology at Aristotle University of Thessaloniki, with a 2% participation rate.

v The co-investigator is Ms. Dimitra Gialabrinou, Assistant Professor — Pediatric
Neonatologist, with a 2% participation rate.

¢ The principal investigator and his colleagues have the experience, expertise, and
capacity to conduct the study.

e Proposed duration of the study: Start: April 2024 End: December
2025Duration: 17 months

¢ The maximum number of newborns to be included in this study is 50.

* The hospital has the necessary number of newborns from which those suitable for
participation in the study will be selected.

e The hospital has the material and technical infrastructure required by the study
protocol to enable the study to be conducted and completed.

e There is no financial burden on the hospital for conducting the study.

¢ What measures will be taken to ensure the confidentiality of personal data? The
research data will be stored in a computer database and participants will be identified
only by their personal number. The correspondence between this number and the
personal details of each participant will be kept in a separate file, which will be kept by
the principal investigator.

For the purpose of approval, the researcher submits, in print and electronically, the relevant
documents, which are approved:

o Letter of submission

* Researcher's Affidavit for laboratory tests and in-hospital referral for clinical and
paraclinical tests

e Accompanying letter from Neo Deco

e Protocol (summary in Greek and English)

« Confidentiality notice and consent for data processing

e Patient information and consent forms

¢ Insurance contract

ES 382" /15-05-2024
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It is the researcher's responsibility to comply with current legislation regarding
information/obtaining permits from the National Ethics Committee, the National Organization for
Medicines, the Personal Data Protection Authority, or any other authority as required.
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AMNOZNAZMA MPAKTIKQN
APIOMOZ 2YNEAPIAZHZ 682

JAuepa tnv 30" Maiou 2024, nuépa Méumtn kat wpa 13:00, ota ypadeia tou levikol Nocokopeiou
MANATEQPTIOY cuvAABav ta mapakdtw HEAN Tou A.Z. autol, Og £KTAKTN cuvedplaon WLETA amd TpOoKAnon Tou
Mpogdpou tou A.3.:

1. MyanA Kapoapuwtng

2. Ipipa BaotAkn

3. Navaywwtng BAdxog

4. Antdotohog ABavaoladng
5. Xpriotog Mamadg

6. Mapia Zapnylavvidou

Noyw kwAupatog ev mapéotn o K. AnuRtplog Matdung o onoiog e€ouclodotnoe tov K. Mpdedpo yla va tov
QVTUTPOoWMNEVOEL 0T cuvedpilaon kat va Pnoicel avt’ autou eni kabe {ntripatog nou Oa teel mpog Yrduon.

Mpo tn¢ évapéng tng ouvedpiaong to Swuateio Epyalopévwy tou Nocokopeiov mpaypatonoinos mapdotacn
KalL TAPESWOE UTIOUVN LA OXETIKA UE To Béua 4 tng Zuvebpilaong.

Eniong mapéotnoav ot k.k. Zoxapoldn BapoapouAa kat EvayyeAia MoUuAd WG ypapuaTeiS.
Adou SlamiotwOnke anaptia, culnTAONKav Ta MapakATw Béuata:

1.

2. O¢para Emotnuovikou Tuppouliou.

2.1 Ate€aywyn TPOOTTIKAG KEAETNG TtapaTpnong Ue titho: «BeAtiotomnoinon tneg dpovtidag “kaykoupd” yla
™ pelwon tg veoyvikng coBapng Aolpwéng/ondng katl tou avOektikol Baktnplakol amolklopol HeTally Bpedwv
vPnAol kwvduvou otn Movada Evtatikng NoonAeiag Neoyvwv: HLa TPOYHUATIOTIKA, TIOAUKEVTPLKY, TAPAAANAN
TUXOLOTIOLNKEVN MEAETN UBPLOIKAG edaployng - anoteAeopatikotntag (NeoDeco)» otn B NeoyvoAoyikr) KAwikA kat
MENN A.M.0. tou Nocokopeiou.

11.
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Ofua 2°: O¢pata Emotnuovikou Zuppouliou.

Ofpa 2.1: Aefaywyn TPOOMTIKAG MEAETNG Tapatipnong e Titho: «BeAtiotomoinon tng ¢povridag
“kKoykoupo” ywa T peiwon tng veoyvikrg coBapnc Aoipwéng/ondng Kat tou avOektikol Baktnplakol
anowiopol petall Bpedwv vPnlol kwvdlivou otn Movada Evratikic NoonAeiag Neoyvwv: pia
TPOAYHATLOTIKN), TOAUKEVIPIKY, TAPAAANAN Ttuxatomoinpévn HeAETn  UBPLSIKAG edapuoyng -
anoteAeopatikotntag (NeoDeco)» otn B° Neoyvoloyikr KAwiki kat MENN A.M.0. tou Noookopeiou.

To A.2. adol éNafe umddn Tou:

1. To ur’ aptB. mpwrt. 12963/16-05-2024 Mpaktikd tng 382"° Tuvedplaong tou Emiotnuovikol Zuppouliiou
(@épa 1°.1), ocbudwva pe to omoio To EmMoTnUovVikO ZUMBOUALO YyVWHOSOTEL UTEP TNG €yKpLong OLeEaywyng
TIPOOMTIKAG MEAETNG TapatApnong He titho: «BeAtiotomoinon tng dpovtidag “kaykoupd” yia tn Helwon tng
veoyvikng ocofapng Aoipwéng/ondbng kat tou avOektikol BaKTNELAKOU amoOlKIopoU HeTafl Bpedwv uPniou
KwdlUvou otn Movada Evrtatiki¢ NoonAsiog Neoyvwv: Hlot TPAYHATIOTIKY, TIOAUKEVTPLKN, TOPAAANAN
TuxaLomolnpévn Hehétn uPpLdikng epappoyng-anoteAeopatikdtntag (NeoDeco)» kat pe Kwdikd Avadopdg: 2024-
B2015-332 otn B’ Neoyvoloyikrp KAwikr kot MENN A.M.0. tou Noookopeiou pe kUplo gpeuvnth Tov K. MEwpylo
Mntotdko, KaBnyntr Mawdlatpikrg-Neoyvoloyiag Tng ev Aoyw KAWVIKAC.

2. To amd 25-04-2024 pAvupa NnAekTpovikoU Ttoxudpopeiou tng OWKOVOULKAG YTnpeoiag, oto omoio
avadépetal OtL:

«Avadoplka pe T oUPaon TNG eV AOyw LEAETNG, Oa BEéNape va oo yvwplooupe Ta €EAG:

A) Arto tv § 9 (Mpolmoloylopog — ApotBég) tng cupuPaong, dev mpoPAénetal emiBdapuvon tou Noookopeiou
yla TNV TuXOV Slevépyela Sladopwy epyactnplakwyv eéetdoswv/voonAeiag K.A.T..

B) H apolBry tou Nocokoueiou UPoug 7.500 €, Ba kataPAnOolV TUNUOTIKA amd Tn Xopnyo €Talpeia OTo
Noookopeio 6mwe opiletal amd tn cUUBACN KAl ATO TO MPOYPOULA TTANPWHWVY.

3. Tnv ur’ apB. Ala/8342/10-07-1998 kotvr urtoupytkn anddacn twv Yroupywv Okovoutlkwy Kot Yyeiag kat
Mpovolwag (DEK B’ 711) «Eykplon Tou Eowteplkoy Kavoviopou Aettoupyiag tou [levikol [epidepelakol
Noookopeiou Mamayewpylou», OMwg TpomomnolOnke, CUPMANPWONKE Kol LOYVUEL OREPQ, EKTOG OId EKElva TA LEPN
¢ ur’ apd. 20/86652/16/5-1-2018 TPOMOMOLNTIKAG KOWAG UMOUPYIKAC anddacng Twv Youpywv OLKOVOULKWY
kat Yyeiag (DEK B’ 151), mou akupwBnkav e tThv aptdu. 1500/2019 anddaon tou Tuppouliov tng Emkpateiag kat
nou adopoloav (a) otnv mapdypado 16 tou dpBpou 9 Tou apxkol Ecwteptkol Kavoviopol Asttoupyiag kot (B)
otnv napadypado 1 tou dpbpou 11 tou apxkol Ecwrteptkol Kavoviouol, omoTe w¢ MPOG AUTEG TIC SUO0 TIPWTEG
Slatdgelg e€akohouBel va toxUel o apxikog EKA [KYA Ala/ 8342/1998 (DEK B’ 711)], 6nwg katd Kopoug €xeL
tpormonotnBeil, pe teAevutaia TpomononTikn tnv ur’ aplOu. MN2a/2183/02-05-2024 (DEK 2781/t.B’/16-05-2024)».

4. Tig dlatagelg twv apbpwv 15 kat 17 tng and 24-05-1991 20uPBaong petafl tou EAANviKoU Anpogciou kot
tou 16pUpatog «I8pupa Mamayswpyiou», Tou KupwOnke pe to N. 1964/1991 (DEK 146/telxog A'/26-09-1991),
OTWC TPOTOTOLNONKE, CUUMANPWONKE KaL LOYUEL OUEPQ.

5. Tnv urt’ aptB. M14p/r.N. 66112/2022/22-02-2023 (OEK 181/01-03-2023, Tevxog Y.0.A.A.) KYA tou Yroupyou
Yyelag kat tng AvamAnpwtplag YmoupyoU Yyeiag mepl ouykpdtnong Kal oplopol PeEAwV 01O ALOLKNTIKO ZUMBOUALO
tou I.N. «MAMATEQPTIOY», appodiotntag 3ng Y.Ne. Makeboviag.

Ouddwva anodaocilet

EykpiveL:

1. Tn Sieaywyr] mpoomtikAg HEAETNG tapatrpnong Le TitAo: «BeAtiotonoinon tng ppovridag “kaykoupo”
ylwa tq peiwon g veoyvikrg coBapig Aoipwéng/ondPng Kat tou avOekTtikol BAKTNPLAKOU QTOWKIGHOU HETAED
Bpedwv uvPnlou kwdlvou otn Movada Evratiki NoohAeiog Neoyvwv: Hia TPOYHATIOTIKH, TLOAUKEVTPLKH,
napdAAnAn tuxatomownpévn MHeAETn uPBpldKnG edappoyng-anoteAecpatikotntag (NeoDeco)» kal pe Kwdiko
Avadopadg: 2024-B2015-332 otn B° NeoyvoAoyikny KAwikr) kat MENN A.MN.O. tou Nocokoueiou HE KUPLO EPELVNTH
Tov K. lewpyto Mntowdko, Kabnynti Naidlatpikng-Neoyvoloyiag tng ev Adyw KAWIKAG.

2. Ta oxetikd éyypada mou katatédnkav kal eykpidnkav and to Emetnuovikod ZupBolAlo tou Nocokopelou.
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MeTd amd autd Kal un umdpxovtog dAAou B£patog mpog culitnon £éAnée n cuvedplaon.

O NPOEAPO2

MuanA Kapapuwtng

TA MEAH

Amnootolog ABavaoladng

Xpriotog Mamdg

Mapia ZapnyLavvidou

Mavaywwtng BAayxog
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H ANTINPOEAPOZ

Baowwkn MNpifa

OI TPAMMATEIZ

Zaxapoudn BapoapouAa

MouAd Euayyehia
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EXCERPT FROM THE
MINUTES
MEETING NUMBER 682

Today, on 30May 2024, at 1:00 p.m., the following members of the Board of Directors met at the offices of
PAPAGEORGIOU General Hospital for an extraordinary meeting, following an invitation by the Chairman of the
Board:

1. Michael Karaviotis

2. Vasiliki Griva

3. Panagiotis Vlachos

4. Apostolos Athanasiadis
5. Christos Papas

6. Maria Sarigiannidou

Due to unforeseen circumstances, Mr. Dimitrios Matamis was unable to attend and authorized the President
to represent him at the meeting and vote on his behalf on any issue put to the vote.

Before the meeting began, the Hospital Employees' Union held a presentation and submitted a memorandum
on item 4 of the meeting agenda.

Ms. Zacharoudi Varsamoula and Ms. Evangelia Moula were also present as secretaries. After a
quorum was established, the following issues were discussed:

1.

2. Issues of the Scientific Council.

2.1 Conducting a prospective observational study entitled: "Optimization of kangaroo care to reduce severe
neonatal infection/sepsis and resistant bacterial colonization among high-risk infants in the Neonatal Intensive Care
Unit: a pragmatic, multicenter, parallel randomized hybrid implementation-effectiveness study (NeoDeco)" at the
Second Neonatology Clinic and NICU of the Hospital.

11.
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Item 2° : Scientific Council Issues.

Item 2.1: Conducting a prospective observational study entitled: "Optimization of kangaroo care to reduce
severe neonatal infection/sepsis and resistant bacterial colonization among high-risk infants in the
Neonatal Intensive Care Unit: a pragmatic, multicenter, parallel randomized hybrid implementation-
effectiveness study (NeoDeco)" at the Second Neonatology Clinic and NICU of the Hospital.

The Board of Directors, having taken into consideration:

1. Minutes No. 12963/16-05-2024 of the 382nd*"Meeting of the Scientific Council (Item 1° .1), according to
which the Scientific Council recommends the approval of a prospective observational study entitled: "Optimization
of kangaroo care to reduce severe neonatal infection/sepsis and resistant bacterial colonization among high-risk
infants in the Neonatal Intensive Care Unit: a pragmatic, multicenter, parallel randomized hybrid implementation-
effectiveness study (NeoDeco)" and with Reference Code: 2024-B2015-332 at the Second Neonatology Clinic and
NICU of the Hospital, with Mr. Georgios Mitsiakos, Professor of Pediatrics-Neonatology at the Clinic, as the principal
investigator.

2. The email dated 25-04-2024 from the Financial Service, which states that:

"With regard to the contract for this study, we would like to inform you of the following:

A) According to § 9 (Budget — Fees) of the contract, the Hospital will not be charged for any laboratory
tests/hospitalization, etc.

B) The Hospital's fee of €7,500 will be paid in installments by the sponsoring company to the Hospital as
specified in the contract and the payment schedule."

3. Joint Ministerial Decision No. A1a/8342/10-07-1998 of the Ministers of Finance and Health and Welfare
(Government Gazette B' 711) "Approval of the Internal Operating Regulations of the Papageorgiou General Regional
Hospital," as amended, supplemented, and currently in force, except for those parts of No. C2a/86652/16/5-1-2018
amending joint ministerial decision of the Ministers of Finance and Health (Government Gazette B' 151), which were
annulled by decision no. 1500/2019 of the Council of State and which concerned (a) paragraph 16 of Article 9 of the
original Internal Rules of Procedure and (b) paragraph 1 of Article 11 of the original Internal Rules of Procedure, in
which case the original Internal Rules of Procedure [Joint Ministerial Decision No. Ala/ 8342/1998 (Government
Gazette B' 711)], as amended from time to time, with the latest amendment being No. C2a/2183/02-05-2024
(Government Gazette 2781/B/16-05-2024).

4. The provisions of Articles 15 and 17 of the Agreement of 24-05-1991 between the Greek State and the
"Papageorgiou Foundation," ratified by Law 1964/1991 (Government Gazette 146/Issue A/26-09-1991), as amended,
supplemented, and currently in force.

5.No. C4b/G.P. 66112/2022/22-02-2023 (Government Gazette 181/01-03-2023, Issue Y.0.D.D.) Joint
Ministerial Decision of the Minister of Health and the Deputy Minister of Health on the formation and appointment
of members to the Board of Directors of the "PAPAGEORGIOU" General Hospital, under the jurisdiction of the 3rd
Regional Health Authority of Macedonia.

Unanimously decides

Approves:

1. The conduct of a prospective observational study entitled: "Optimization of kangaroo care to reduce
severe neonatal infection/sepsis and resistant bacterial colonization among high-risk infants in the Neonatal
Intensive Care Unit: a pragmatic, multicenter, parallel randomized hybrid implementation-effectiveness study
(NeoDeco)" and with Reference Code: 2024-B2015-332 at the Second Neonatology Clinic and NICU of the Hospital,
with Mr. Georgios Mitsiakos, Professor of Pediatrics-Neonatology at the Clinic, as the principal investigator.

2. The relevant documents were submitted and approved by the Hospital's Scientific Council.
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After that, and with no other items for discussion, the meeting was adjourned. THE

CHAIR

Michael Karaviotis

THE MEMBERS

Apostolos Athanasiadis

Christos Papas

Maria Sarigiannidou

Panagiotis Vlachos
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THE VICE-CHAIR

Vasiliki Griva

THE SECRETARIES

Zacharoudi Varsamoula

Moula Evangelia
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Italy
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AZIENDA OSPEDALIERA UNIVERSITARIA

Comitato Etico Locale Palermo 1

Verbale N° 14 Seduta del 06/06/2024

OMISSIS STUDI

11. OPTIMISING KANGAROO CARE TO REDUCE NEONATAL SEVERE
INFECTION/SEPSIS AND RESISTANT BACTERIAL COLONISATION
AMONG HIGH - RISK INFANTS IN NEONATAL INTENSIVE CARE A
PRAGMATIC, MULTICENTRE, PARALLEL CLUSTER RANDOMISED
HYBRID IMPLEMENTATION EFFECTIVENESS STUDY (NEODECO).

PROT NEODECO

Sperimentatore: Prof. Mario Giuffre
Centro: UOC di Neonatologia
Sponsor: Fondazione Penta ETS

[1 CEL esamina la sottoelencata documentazione ed approva all’'unanimita:

e o @ o

Richiesta di parere alla conduzione dello studio

Lettera di trasmissione V1.0 20240503

Protocollo dello studio V3.0 20240408

Foglio Informativo e modulo di consenso informato per il genitore/legale
rappresentante V1.0 20240409

Informativa sulla Privacy e consenso al trattamento dati personali V1.0 20231013
Lista delle variabili V2.0 20240314

Convenzione economica V1.0 20240301

Assicurazione V1.0 20230628

Elenco centri partecipanti allo studio V 1.0 20230628.

I1 Presidente del Comitato Etico Locale Palermo 1
Prof. M. Mezzatesta

[t 0o L(-((.hql..«
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AZIENDA OSPEDALIERA UNIVERSITARIA
Comitato Etico Locale Palermo 1

Verbale N° 14 Seduta del 06/06/2024

Il giomo 06 Giugno 2024, si ¢ riunito il Comitato Etico Locale Palermo 1 dell’A.O.U.P. di
Palermo, istituito con deliberazione n. 1017 del 19.07.2023 dell’Azienda Ospedaliera
Universitaria Policlinico “Paolo Giaccone” di Palermo.

Sono presenti:

Prof. M. Mezzatesta — in qualita’ di clinico — Presidente

Dott. L. Aprea — Direttore Sanitario di Presidio — Delegato dal Direttore Sanitario — in
qualita di Clinico — componente

Prof. G. Badalamenti - in qualita di clinico — componente

Prof. M. Barbagallo - in qualita di clinico — componente

Prof.ssa Carla Cannizzaro — in qualita’ di farmacologo — Vice Presidente

Prof. C. Costantino — in qualita di biostatistico - componente

Ing. A. D"Aquila — in qualita di esperto in dispositivi medici — componente

Dott. L. Galvano . in qualita’ di medico di medicina generale territoriale - componente

Dott. G. Montalbano — in qualita di pediatra componente esterno - componente

Dott. M. Noto - in qualita di rappresentante dell’area delle professioni sanitarie interessata
alla sperimentazione — componente

Dott. A. Pasquale — in qualita di farmacista ospedaliero — componente

Prof. E. Grassedonio - esperto clinico nel settore delle procedure tecniche, diagnostiche e
terapeutiche, invasive e semi invasive - componente

Dott. F. La Placa - in qualita di rappresentante delle associazioni di pazienti o di cittadini
impegnati sui temi della salute — componente

Dott. L. Sesta — in qualita di esperto di bioetica

Assenti giustificati:

Prof.ssa A. Argo — in qualita di medico legale - componente

Dott. P. Russo — esperto in nutrizione

Ing. M. P. Scozzaro — in qualita di ingegnere clinico - componente
Prof. G. Stassi — esperto in genetica - componente

Segreteria Tecnica Scientifica: Responsabile STS Grazia Scalici — Collaboratori: Gabriella
Donzelli — Anna Maria Leto - Gaetana Saletta — Vincenzo Gennusa

I componenti del Comitato dichiarano di astenersi dal pronunciarsi in merito a
quelle sperimentazioni per le quali possa sussistere un conflitto di interessi di tipo
diretto o indiretto.
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Local Ethics Committee

Palermo 1
Minutes No. Meeting of

14 06/06/2024
OMISSIS STUDIES

11. OPTIMISING KANGAROO CARE TO REDUCE NEONATAL SEVERE
INFECTION/SEPSIS AND RESISTANT BACTERIAL COLONISATION
AMONG HIGH-RISK INFANTS Ihf NEOhfATAL IfsfT niSIVE CARE A
PRAGMATIC, MULTICENTRE, PARALLEL CLUSTER
RANDOMISED , ,
mourn 1xrerE  xnox xrrscrivmxss sroor(mooEco;.

rRoT xxonECO

Investigator: Prof. Mario Giuffre
Center: UOC of Neonatology
Sponsor: Fondazione Penta ETS

D CEL examines the documentation listed below and unanimously approves:

* Request for opinion on the conduct of the study

» Cover letter VI.0 20240503

» Study protocol V3.0 20240408

»  Information sheet and informed consent form for the parent/legal
representative V1.0 20240409

» Privacy Policy and consent to the processing of personal data VI.0 20231013

» List of variables V2.0 20240314

» Economic agreement V1.0 20240301

* Insurance VI.0 20230628

 List of centers participating in the study V 1.0 20230628.

The Chair of the Local Ethics Committee Palermo 1
Prof. M. Mezzaiestn

Jttoean liceca bt
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UNIVERSITY HOSPITAL COMPANY

Local Ethics Committee

Palermo 1
Minutes No. Meeting of

14 06/06/2024

On June 6, 2024, the Local Ethics Committee Palermo 1 of the A.O.U.P. of Palermo,
established by resolution no. 1017 of July 19, 2023, of the University Hospital Policlinico
*Paolo Giaccone" of Palermo, met.

Present:

Prof. M. Mezzatesta — in his capacity as clinician — Chairman

Dr. L. Aprea — Presidio Medical Director — Delegate of the Medical Director — in his
capacity as Clinician — member

Prof. G Badalamenti — in his capacity as clinician — member

Prof. M. Barbagallo — in his capacity as clinician — member

Prof. Carla Cannizzaro — in her capacity as pharmacologist — Vice President

Prof. C. Costantino — in his capacity as biostatistician — member

Eng. A. D'Aquila — as an expert in medical devices — member

Dr. L. Galvano, as a local general practitioner - member Dr. G Montalbano, as an external
pediatrician - member

Dr. M. Noto, representing the healthcare professions involved in the trial, member

Dr. A. Pasquale — as a hospital pharmacist — member

Prof. E. Grassedonio — clinical expert in the field of technical, diagnostic, and therapeutic
procedures, both invasive and semi-invasive — member

Dr. F. La Placa — as representative of patient associations or citizens involved in health
issues — member

Dr. L. Sesta — as an expert in bioethics

Justified absences:
Prof. A. Argo - as medical examiner - member Dr. P. Russo -
nutrition expert

Eng. M. P. Scozzaro - as a clinical engineer - member Prof. G Stassi -
expert in genetics - member

Technical Scientific Secretariat: Head of STS Grazia Scalici — Collaborators: Gabriella
Dorizelli — Anna Maria Leto — Gaetana Paletta — Vincenzo Gennusa

The members of the Committee declare that they will refrain from commenting on
those experiments for which there may be a direct or indirect conflict of interest.
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Azienda Ospedaliera Universitaria S.Anna di Ferrara
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teececes: SERVIZIO SANITARIO REGIONALE
EMILIA - ROMAGNA

Area Vasta Emilia Centrale Comitato Etico di Area Vasta Emilia Centro

Il Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna (CE-AVEC) é stato istituito con delibera regionale n. 923 del 05/06/2023
Il CE-AVEC opera in conformita al D.M. del 26 gennaio 2023 “Individuazione di quaranta comitati etici territoriali” e al DM del 30 gennaio 2023
“Definizione dei criteri per la composizione e il funzionamento dei comitati etici territoriali”

Bologna, 17/10/2024

586/2024/Sper/AOUFe valutato nella seduta del 17/10/2024

Dott.ssa Silvia Fanaro
U.O. Neonatologia e T.I.N.
AOU Ferrara
silvia.fanaro@unife.it

Dott.ssa Federica D’Ambrosio
Fondazione Penta ETS
federica.dambrosio@pentafoundation.org

Oggetto: Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant
bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid implementation-effectiveness study

Codice Protocollo: NeoDeco

Codice interno CE: 586/2024/Sper/AOUFe

Promotore: Fondazione Penta ETS (finanziamento Horizon 2020)

Centro Coordinatore: Azienda Ospedaliero Universitaria di Padova

Sperimentatore Responsabile: Dott.ssa Silvia Fanaro

Centro clinico: U.O. Neonatologia e T.I.N. — Azienda Ospedaliero Universitaria di Ferrara

Elenco della documentazione esaminata:

Lettera di trasmissione

Protocollo di studio

Sinossi

Foglio informativo e modulo di consenso informato per il genitore/legale rappresentate
Informativa sulla privacy e consenso al trattamento dei dati personali

Lista delle variabili (CRF)

Elenco centri partecipanti allo studio

No o~ WNPE

Allegato: elenco dei componenti del Comitato Etico presenti al momento dell’espressione del presente parere

NOTA: per qualsiasi successiva comunicazione relativa allo studio in oggetto & indispensabile fare riferimento al
codice interno CE che identifica lo studio (indicato nell’oggetto) e alla data della seduta di valutazione.

Il presente parere é spedito dalla Segreteria Locale presso I'Azienda Ospedaliero-Universitaria di Ferrara.

Le comunicazioni in merito a questo parere devono essere inoltrate all’indirizzo emadomitatoetico@ospfe.it

Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna
http://www.aosp.bo.it/content/comitato-etico
Per i contatti si rimanda al sito web sopra indicato
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teececes: SERVIZIO SANITARIO REGIONALE
EMILIA - ROMAGNA

Area Vasta Emilia Centrale Comitato Etico di Area Vasta Emilia Centro

Il Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna (CE-AVEC) é stato istituito con delibera regionale n. 923 del 05/06/2023
Il CE-AVEC opera in conformita al D.M. del 26 gennaio 2023 “Individuazione di quaranta comitati etici territoriali” e al DM del 30 gennaio 2023
“Definizione dei criteri per la composizione e il funzionamento dei comitati etici territoriali”

8 Certificato assicurativo

9 Curricula degli sperimentatori

10 Modello dichiarazione conflitto di interessi

11 Bozza di convenzione economica

12 Invitation Letter Horizon 2020

13 Modulo di fattibilita locale

14 Parere Comitato Etico del centro coordinatore

II Comitato Etico, nella seduta telematica del giorno 17/10/2024, esprime all’'unapianéee
favorevole alla conduzione dello studio.

Si precisa che

* Lo studio potra essere avviato solo dopo aver ricevuto il nulla osta da parte della Direzione
Generale della struttura sanitaria di riferimento ai sensi dell’art. 7 della L.R. n. 9/2017.

« Ai fini del monitoraggio dellandamento dello studio in oggetto, lo Sperimentatore
Responsabilee tenuto a fornire al Comitato Etico rapporti periodici sullo stato di
avanzamento dall’avvio dello studio fino al termine dello stesso, annualmente o piu
frequentemente in caso di eventi che incidano significativamente sullo svolgimento dello studio
e/o aumentino il rischio per i soggetti partecipanti. A tal fine e possibile utilizzare il modulo
disponibile sul sito web del Comitato Etico
(https://www.aosp.bo.it/sites/default/files/Allegatierca/modulo_monitoraggio_ceavec.ddcx
Il modulo compilato, firmato e datato, andra inviato esclusivamente in formato elettronico
all'indirizzo e-mail dedicatomonitoraggiostudi@ospfe.iindicando nell’oggetto il nome del
centro clinico di riferimento, il nome del relativo Sperimentatore ed il codice assegnato dal
Comitato allo studio.

Cordiali saluti

Il Presidente

Allegato: elenco dei componenti del Comitato Etico presenti al momento dell’espressione del presente parere

NOTA: per qualsiasi successiva comunicazione relativa allo studio in oggetto & indispensabile fare riferimento al
codice interno CE che identifica lo studio (indicato nell’oggetto) e alla data della seduta di valutazione.

Il presente parere é spedito dalla Segreteria Locale presso I'Azienda Ospedaliero-Universitaria di Ferrara.

Le comunicazioni in merito a questo parere devono essere inoltrate all’indirizzo emadomitatoetico@ospfe.it

Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna
http://www.aosp.bo.it/content/comitato-etico
Per i contatti si rimanda al sito web sopra indicato
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Area Vasta Emilia Centrale Comitato Etico di Area Vasta Emilia Centro

Il Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna (CE-AVEC) é stato istituito con delibera regionale n. 923 del 05/06/2023
Il CE-AVEC opera in conformita al D.M. del 26 gennaio 2023 “Individuazione di quaranta comitati etici territoriali” e al DM del 30 gennaio 2023

“Definizione dei criteri per la composizione e il funzionamento dei comitati etici territoriali”

Componenti Comitato Etico Area Vasta Emilia Centro (CE-AVEC)
Seduta telematica del 17/10/2024

Nome e Cognome Qualifica secondo il DM 30 Struttura di appartenenza Presente/
gennaio 2023 Assente
EI|sa_betta Poluzzi - Farmacologo Universita degli Studi di Bologna P
Presidente
Primiano Iannone - Clinico Esperto in . A
Vicepresidente Gastroenterologia AUSL di Bologna
Federica Banorri Esperto in materia giuridica IRCCS AOU di Bologna P
Rappresentante delle Associazioni . P
. . o A Rappresentante di AGD,
Francesca Bonetti .d' pa2|ent_| 0 fje' C|_ttad|n| Associazione Giovani Diabetici
impegnati sui temi della salute
Elisabetta Cagni Fisico medico AUSL di Reggio Emilia P
Clinico Esperto in Chirurgia P
Fausto Catena Generale AUSL della Romagna
Paolo Cristiani Cllnlcq Esperto in Ginecologia e Libero professionista P
Ostetricia
Alessandra De Palma Medico legale IRCCS AOU di Bologna P
Danilo Di Diodoro Clinico Esperto in Psichiatria in quiescenza P
Clinico Esperto in nuove P
Giuseppe Di Pasquale procedure_tecnlghe, ghagnostlc_h € Libero professionista
e terapeutiche, invasive e semi-
invasive
Susanna Esposito Pediatra AOU di Parma P
Carla Faralli Esperto in Bioetica Universita degli Studi di Bologna P
Simona Ferrari Esperto in Genetica IRCCS AOU di Bologna A
Graziella Filippini Clinico Esperto in Neurologia In quiescenza P
Carlo Finelli Clinico Esperto in Ematologia Libero professionista P
Lorenzo Gasperoni Farmacista SSN IRST "Dino Amadori" - IRCCS P
. . Rappresentante dell’Area delle IRCCS - Istituto Ortopedico Rizzoli P
Monica Guberti o - .
professioni sanitarie di Bologna
Carlo Impallomeni Clinico Esper_to in Ortopedia e AUSL di Imola P
Traumatologia
Lamberto Manzoli Biostatistico Universita degli Studi di Bologna A
P

Gianluca Mazza

Esperto in materia assicurativa

IRST "Dino Amadori" - IRCCS

Allegato: elenco dei componenti del Comitato Etico presenti al momento dell’espressione del presente parere

NOTA: per qualsiasi successiva comunicazione relativa allo studio in oggetto & indispensabile fare riferimento al
codice interno CE che identifica lo studio (indicato nell’oggetto) e alla data della seduta di valutazione.

Il presente parere é spedito dalla Segreteria Locale presso I'Azienda Ospedaliero-Universitaria di Ferrara.

Le comunicazioni in merito a questo parere devono essere inoltrate all’indirizzo emadomitatoetico@ospfe.it

Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna
http://www.aosp.bo.it/content/comitato-etico
Per i contatti si rimanda al sito web sopra indicato
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Area Vasta Emilia Centrale Comitato Etico di Area Vasta Emilia Centro

Il Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna (CE-AVEC) é stato istituito con delibera regionale n. 923 del 05/06/2023
Il CE-AVEC opera in conformita al D.M. del 26 gennaio 2023 “Individuazione di quaranta comitati etici territoriali” e al DM del 30 gennaio 2023
“Definizione dei criteri per la composizione e il funzionamento dei comitati etici territoriali”

Michela Pastore Medico di Medicina Generale MMG in convenzione con AUSL P
Ferrara
Elisabetta Sanvito Esperto in Dispositivi Medici in quiescenza P
Emanuela Scarpi Biostatistico IRST "Dino Amadori" - IRCCS
Patrizia Serra Esperto in Nutrizione IRST "Dino Amadori" - IRCCS P
Esperto in Anestesia e A

Savino Spadaro AOU di Ferrara

Rianimazione
Marcello Tiseo Esperto in Oncologia AOU di Parma A

Partecipano alla seduta i seguenti rappresentanti delle Segreterie (senza diritto di voto):

«  Stefania Proni, Giacomo Chiabrando, Marta Sperti, Alessandra Brunetti, Serena Di Rienzo, Urbano Briganti:
Segreteria centrale e Segreteria locale presso IRCCS-Azienda Ospedaliero Universitaria di Bologna;

e Corrado Iacono, Giulia Tempesta: Segreteria locale presso Azienda USL di Bologna e di Imola;

«  Simonetta Gamberini, Arianna Ferretti Cherkes Zade: Segreteria locale presso Istituto Ortopedico Rizzoli;

e Marco Voci: Segreteria locale presso Azienda Ospedaliero Universitaria di Ferrara

Allegato: elenco dei componenti del Comitato Etico presenti al momento dell’espressione del presente parere

NOTA: per qualsiasi successiva comunicazione relativa allo studio in oggetto & indispensabile fare riferimento al
codice interno CE che identifica lo studio (indicato nell’oggetto) e alla data della seduta di valutazione.

Il presente parere é spedito dalla Segreteria Locale presso I'Azienda Ospedaliero-Universitaria di Ferrara.

Le comunicazioni in merito a questo parere devono essere inoltrate all’indirizzo emadomitatoetico@ospfe.it

Comitato Etico Area Vasta Emilia Centro della Regione Emilia-Romagna
http://www.aosp.bo.it/content/comitato-etico
Per i contatti si rimanda al sito web sopra indicato
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Area Vasta Emilia Centrale Ethics Committee of the Emilia Centro Area

The Emilia Central Area Ethics Committee of the Emilia-Romagna Region (CE-AVEC) was established by Regional Resolution No. 923 of June 5, 2023. The
CE-AVEC operates in accordance with the Ministerial Decree of January 26, 2023 "Identification of forty territorial ethics committees" and Ministerial
Decree of January 30, 2023 "Definition of criteria for the composition and functioning of territorial ethics committees.”

Bologna, October 17, 2024

586/2024/Sper/AOUFe evaluated during the session of 10/17/2024

Dr. Silvia Fanaro
Neonatology and Neonatal
Intensive Care Unit, Ferrara
University Hospital
silvia.fanaro@unife.it

Dr. Federica D’ Ambrosio Penta ETS
Foundation
federica.dambrosio@pentafoundation.org

Subject: Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant bacterial
colonisation among high-risk infants in neonatal intensive care: a pragmatic, multicentre, parallel cluster
randomised hybrid implementation-effectiveness study

Protocol code: NeoDeco

Internal EC code: 586/2024/Sper/AOUFe

Promoter: Penta ETS Foundation (Horizon 2020 funding) Coordinating

Center: Padua University Hospital Principal Investigator: Dr. Silvia Fanaro

Clinical Center: Neonatology and NICU Unit — Ferrara University Hospital

List of documentation examined:

Cover letter

Study protocol

Synopsis

Information sheet and informed consent form for parents/legal guardians
Privacy policy and consent to the processing of personal data

List of variables (CRF)

List of centers participating in the study

NN AW N~

Attachment: list of members of the Ethics Committee present at the time of issuing this opinion

NOTE: for any subsequent communication relating to the study in question, it is essential to refer to the internal EC code that
identifies the study (indicated in the subject line) and the date of the evaluation meeting.

This opinion is sent by the Local Secretariat at the Ferrara University Hospital.

Communications regarding this opinion should be sent to the following email address: comitatoetico@ospfe.it

Ethics Committee for the Emilia Centro Area of the Emilia-Romagna Region
http://'www.aosp.bo.it/content/comitato-etico
For contact details, please refer to the website indicated above
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Area Vasta Emilia Centrale Ethics Committee of the Emilia Centro Area

The Emilia Central Area Ethics Committee of the Emilia-Romagna Region (CE-AVEC) was established by Regional Resolution No. 923 of June 5, 2023. The
CE-AVEC operates in accordance with the Ministerial Decree of January 26, 2023 "Identification of forty territorial ethics committees" and Ministerial
Decree of January 30, 2023 "Definition of criteria for the composition and functioning of territorial ethics committees.”

8  Insurance certificate

9 Curricula vitae of the investigators

10 Conflict of interest declaration form

11  Draft economic agreement

12 Horizon 2020 Invitation Letter

13 Local feasibility form

14 Opinion of the Ethics Committee of the coordinating center

During its online meeting on October 17, 2024, the Ethics Committee unanimously expressed its approval
for the study to go ahead.

It should be noted that

e The study may only be started after receiving approval from the General Management of the relevant
healthcare facility in accordance with Article 7 of Regional Law No. 9/2017.

e For the purposes of monitoring the progress of the study in question, the Principal Investigator is
required to provide the Ethics Committee with periodic reports on the progress of the study from its
inception to its completion, annually or more frequently in the event of events that significantly affect the
conduct of the study and/or increase the risk to participants. For this purpose, the form available  on
the website website of the Ethics

(https://www.aosp.bo.it/sites/default/files/Allegati ricerca/modulo_monitoraggio ce
avec.docx). The completed, signed, and dated form must be sent exclusively in electronic format to the
dedicated email addressmonitoraggiostudi@ospfe.it , indicating in the subject line the name of the
clinical center of reference, the name of the relevant Investigator, and the code assigned to the study by
the Committee.

Kind regards

The President

S

Attachment: list of members of the Ethics Committee present at the time of expressing this opinion

NOTE: for any subsequent communication relating to the study in question, it is essential to refer to the internal EC code that
identifies the study (indicated in the subject line) and the date of the evaluation meeting.

This opinion is sent by the Local Secretariat at the University Hospital of Ferrara.

Any communications regarding this opinion should be sent to the following email address: comitatoetico@ospfe.it

Ethics Committee for the Emilia Centro Area of the Emilia-Romagna Region
http://'www.aosp.bo.it/content/comitato-etico
For contact details, please refer to the website indicated above
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Ethics Committee of the Emilia Centro Area

The Emilia Central Area Ethics Committee of the Emilia-Romagna Region (CE-AVEC) was established by Regional Resolution No. 923 of June 5, 2023. The
CE-AVEC operates in accordance with the Ministerial Decree of January 26, 2023 "Identification of forty territorial ethics committees" and Ministerial

Decree of January 30, 2023 "Definition of criteria for the composition and functioning of territorial ethics committees.”

Members of the Emilia Centro Area Ethics Committee (CE-AVEC) Telematic

meeting of 17/10/2024
First and last name Qualification according to Affiliation Present/Abs
Ministerial Decree of January 30, ent
2023
EIisallbetta Poluzzi - Pharmacologist University of Bologna P
Chair
Prlmlano .Iannone - Clinical Expert in Gastroenterology Local Health Authority of Bologna A
Vice President
Federica Banorri Legal expert IRCCS AOU of Bologna
Representative of patient or citizen . o
Francesca Bonetti associations Represeptatlye of AGD, Association of
. . . Young Diabetics
involved in health issues
Elisabetta Cagni Medical physicist AUSL (Local Health Authority) of Reggio P
Emilia
Fausto Catena Clinical Expert in General Surgery Romagna Local Health Authority P
Paolo Cristiani CIinicaI.Expert in Gynecology and Freelancer P
Obstetrics
Alessandra De Palma Medical examiner IRCCS AOU of Bologna P
Danilo Di Diodoro Clinical Expert in Psychiatry Retired
Clinician Expert in new invasive and
. . semi-invasive technical, diagnostic,
Giuseppe Di Pasquale and therapeutic procedures Freelancer
invasive
Susanna Esposito Pediatrician AOU of Parma P
Carla Faralli Expert in Bioethics University of Bologna P
Simona Ferrari Expert in Genetics IRCCS AOU of Bologna A
Graziella Filippini Clinical Expert in Neurology Retired P
Carlo Finelli Clinical Expert in Hematology Freelancer P
Lorenzo Gasperoni Pharmacist, National Health Service IRST "Dino Amadori" - IRCCS P
. . Representative of the Healthcare IRCCS - Rizzoli Orthopaedic Institute in P
Monica Guberti ;
Professions Area Bologna
Carlo Impallomeni Clinical Expertin Orthopedics Imola Local Health Authority P
and Traumatology
Lamberto Manzoli Biostatistician University of Bologna A
Gianluca Mazza Insurance expert IRST "Dino Amadori" - IRCCS P

Attachment: list of members of the Ethics Committee present at the time of issuing this opinion

NOTE: for any subsequent communication relating to the study in question, it is essential to refer to the internal EC code that
identifies the study (indicated in the subject line) and the date of the evaluation meeting.
This opinion is sent by the Local Secretariat at the University Hospital of Ferrara.

Any communications regarding this opinion should be sent to the following email address: comitatoetico@ospfe.it

Ethics Committee for the Emilia Centro Area of the Emilia-Romagna Region

http://'www.aosp.bo.it/content/comitato-etico
For contact details, please refer to the website indicated above
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Area Vasta Emilia Centrale Ethics Committee of the Emilia Centro Area

The Emilia Central Area Ethics Committee of the Emilia-Romagna Region (CE-AVEC) was established by Regional Resolution No. 923 of June 5, 2023. The
CE-AVEC operates in accordance with the Ministerial Decree of January 26, 2023 "Identification of forty territorial ethics committees" and Ministerial
Decree of January 30, 2023 "Definition of criteria for the composition and functioning of territorial ethics committees.”

Michela Pastore General Praciitioner I(:Beneral Practitioner affiliated with AUSL
errara
Elisabetta Sanvito Expert in Medical Devices Retired
Emanuela Scarpi Biostatistician IRST "Dino Amadori" - IRCCS
Patrizia Serra Nutrition Expert IRST "Dino Amadori" - IRCCS
Savino Spadaro Expert |.n AnestheSIa and AOU of Ferrara A
Resuscitation
Marcello Tiseo Expert in Oncology Parma University Hospital A

The following representatives of the Secretariats participate in the meeting (without voting rights):

e  Stefania Proni, Giacomo Chiabrando, Marta Sperti, Alessandra Brunetti, Serena Di Rienzo, Urbano Briganti: Central
Secretariat and Local Secretariat at IRCCS-University Hospital of Bologna;

e  Corrado lacono, Giulia Tempesta: Local Secretariat at the Local Health Authority of Bologna and Imola;
e  Simonetta Gamberini, Arianna Ferretti Cherkes Zade: Local Secretariat at the Rizzoli Orthopaedic Institute;
e  Marco Voci: Local Secretariat at Ferrara University Hospital

Attachment: list of members of the Ethics Committee present at the time of issuing this opinion

NOTE: for any subsequent communication relating to the study in question, it is essential to refer to the internal EC code that
identifies the study (indicated in the subject line) and the date of the evaluation meeting.

This opinion is sent by the Local Secretariat at the University Hospital of Ferrara.

Communications regarding this opinion should be sent to the following email address: comitatoetico@ospfe.it

Ethics Committee for the Emilia Centro Area of the Emilia-Romagna Region
http://'www.aosp.bo.it/content/comitato-etico
For contact details, please refer to the website indicated above
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Italy

Azienda Ospedaliera Universitaria di Modena
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Prot. AOU 0031801/24 del: 08/11/2024

Comitato Etico Area Vasta Emilia Nord

Il Comitato Etico Territoriale € stato istituito con D.G.R. n. 923 del 5 giugno 2023 e ss.mm.ii. € opera in conformita alla
L. 11 gennaio 2018, n. 3 "Delega al Governo in materia di sperimentazione clinica di medicinali nonché disposizioni per
il riordino delle professioni sanitarie e per la dirigenza sanitaria del Ministero della salute”, al D.M. 26 gennaio 2023
“Individuazione di quaranta comitati etici territoriali” e al D.M. 30 gennaio 2023 "“Definizione dei criteri per la
composizione e il funzionamento dei comitati etici territoriali”

Prof. Alberto Berardi

Neonatologia e Nido

Azienda Ospedaliero-Universitaria di Modena
Sede Policlinico

alberto.berardi@unimore.it

Dott. Claudio Vagnini
Direttore Generale
Azienda Ospedaliero-Universitaria di Modena

Dott. Ottavio Alessandro Nicastro
Direttore Sanitario
Azienda Ospedaliero-Universitaria di Modena

Oggetto: 385/2024/SPER/AOUMO - NeoDeco (NCT05993442) “Ottimizzazione della Kangaroo Care per la
riduzione delle infezioni neonatali severe/sepsi e della colonizzazione da batteri resistenti in neonati ad alto rischio in
terapia intensive neonatale: studio pragmatico, multicentrico, a bracci paralleli, randomizzato a cluster, con intervento
ibrido di implementazione/efficacia (Optimising kangaroo care to reduce neonatal severe infection/sepsis and resistant
bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic, multicentre, parallel cluster
randomised hybrid implementation-effectiveness study)”.

Promotore NON COMMERCIALE: Fondazione Penta ETS (European Union’s Horizon 2020 research and innovation
programme under grant agreement/Programma UE in materia di Ricerca e Innovazione Orizzonte 2020 della
Commissione Europea sotto l'accordo di sovvenzione N. 965328 - Progetto Establishing innovative approaches for
optimal infection prevention of resistant bacteria in NICUs by integrating research, implementation science and
surveillance in a sustainable global platform - NeoIPC)

Sperimentatore: Prof. Alberto Berardi

Centro clinico: U.0. Neonatologia e Nido

Elenco della documentazione esaminata:

0 _Elenco dei documenti sottomessi_v1.0 del 17.07.2024.docx

1.1_Lettera d'intenti_03.05.2024 firmata 06.05.2024. pdf

1.2_Lettera di chiarimenti_Padowva _30.08.2024, pdf

2_Elenco centri partecipanti_v3.0 del 13.02.2024. pdf

3_Protocollo_v3.0 dell'08.04.2024, pdf

4 Sinossi_v3.0 dell'08.04.2024.pdf

51_Feglic informativo e consenso_v1.0 del 09.04.2024 clean.docx

5.1_Foglic informative e consenso_v1.0 del 09.04.2024 track.docx

5.2_Informativa e consenso al trattarmento dei dati personali_v1.0 del 17.09.2024_clean.docx
5.2_Informativa e consenso al trattamento dei dati personali_v1.0 del 17.09.2024_track.docx
6_Lista delle variabili_v2.0 del 14.03.2024, pdf

7_Certificato assicurativo_28.08.2023.pdf

8_CV Berardi_14.02.2024.pdf

9 _Appendice 15_05.03.2024.pdf

10_Bozza di convenzione sulla trasferibilita dei dati.doc

11_GAP invitation letter.pdf

12.1_Parere condizionato CEC_seduta del 25.07.2024, pdf

12.2_Parere favorevele CEC_04.09.2024. pdf

12.3_Lettera invio parere favorevole CEC_seduta del 25.07.2024, pdf

13_Meodulo di fattibilita_vistate il 09.10.2024.pdf

Il Comitato Etico, nella seduta del 07/11/2024, esprime PARERE FAVOREVOLE alla conduzione dello studio.

Si ricorda che lo studio potra essere avviato solo dopo aver ricevuto il nulla osta/autorizzazione da parte
della Direzione dell’Ente di competenza della struttura di riferimento.
(Referente Dott. Pasquale Mighali - e-mail dirsan.autorizzaz@aou.mo.it).

Segreteria Centrale
Comitato Etico Area Vasta Emilia Nord
Via Venceslao Sahtage; 9600f26 - 41123 Modena
T.+39.059.422.3492 - F.+39.059.422.2324
randighieri.silvia@aou.mo.it



Comitato Etico Area Vasta Emilia Nord

Il Comitato Etico Territoriale € stato istituito con D.G.R. n. 923 del 5 giugno 2023 e ss.mm.ii. € opera in conformita alla
L. 11 gennaio 2018, n. 3 "Delega al Governo in materia di sperimentazione clinica di medicinali nonché disposizioni per
il riordino delle professioni sanitarie e per la dirigenza sanitaria del Ministero della salute”, al D.M. 26 gennaio 2023
“Individuazione di quaranta comitati etici territoriali” e al D.M. 30 gennaio 2023 "“Definizione dei criteri per la
composizione e il funzionamento dei comitati etici territoriali”

Resta inteso che ai fini del monitoraggio dell’'andamento dello studio in oggetto, lo Sperimentatore Responsabile dovra
comunicare al Comitato Etico, facendo riferimento alla Segreteria di propria competenza, le seguenti informazioni
relativamente a questo singolo centro sperimentale: data di inizio arruolamento, data di fine arruolamento e data di
conclusione dello studio. In ogni caso, a partire dall’anno di approvazione dello studio e fino alla sua conclusione, almeno
una volta all'anno e comunque entro e non oltre il 31 dicembre, dovra essere fornito un rapporto annuale sullo stato di
avanzamento dello studio. Per le suddette comunicazioni occorre utilizzare il modulo disponibile sul sito web del Comitato
Etico AVEN. Il modulo compilato, firmato e datato, andra inviato in formato elettronico.

NOTA: per qualsiasi successiva comunicazione relativa allo studio in oggetto € indispensabile fare riferimento al codice
interno CE che identifica lo studio (indicato nell’'oggetto) e alla data della seduta di valutazione.

IL PRESIDENTE

Allegato: Elenco Componenti CE AVEN

Segreteria Centrale
Comitato Etico Area Vasta Emilia Nord
Via Venceslao Sahtager 9700flb - 41123 Modena
T.+39.059.422.3492 - F.+39.059.422.2324
randighieri.silvia@aou.mo.it



Comitato Etico Area Vasta Emilia Nord

Il Comitato Etico Territoriale € stato istituito con D.G.R. n. 923 del 5 giugno 2023 e ss.mm.ii. € opera in conformita alla
L. 11 gennaio 2018, n. 3 “"Delega al Governo in materia di sperimentazione clinica di medicinali nonché disposizioni per
il riordino delle professioni sanitarie e per la dirigenza sanitaria del Ministero della salute”, al D.M. 26 gennaio 2023
“Individuazione di quaranta comitati etici territoriali” e al D.M. 30 gennaio 2023 "“Definizione dei criteri per la
composizione e il funzionamento dei comitati etici territoriali”

Seduta in data 07/11/2024
Componenti del CE e qualifiche

Cognome e nome Ruolo Afferenza Presenza/Assenza
Presidente Esperto in Sperimentazione
GRILLI ROBERTO GIUSEPPE clinica AUSL Romagna Presente
Vicepresidente
DE PONTI FABRIZIO Farmacologo UNIBO Assente
COMPONENTI
ALBERGHINI LUCIA Farmacista ospedaliero AUS.LBO in (;qmando 'n Presente
Regione Emilia-Romagna
Rappresentante delle
BETTINI ANNALISA associazioni di pazienti o dei AUSLBO Presente
cittadini impegnati sui temi
della salute
BIANCHINI DAVID Esperto in dispositivi medici iEgESD'”C’ Amadori Presente
Clinico - Esperto in nuove
procedure tecniche,
BORIANI GIUSEPPE diagnostiche e terapeutiche, UNIMORE Presente
invasive e semi-invasive
CAFARO ALESSANDRO Farmacista ospedaliero %EEESDIHO Amadori Presente
CIONI GIORGIO Clinico - Esperto in Cardiologia Libero professionista Presente
COPPOLA TERESA Esperto in materia assicurativa AOUPR Assente
Rappresentante dell'area delle
CREMONINI VALERIA professioni sanitarie AUSL Romagna Presente
DE PALMA ROSSANA f;'{g'rcn‘;’ Esperto in Medicina A riposo Presente
FERRARI ISABELLA Esperto in Materia giuridica UNIMORE Presente
FRANCIOSI VITTORIO Clinico - Esperto in Bioetica Libero professionista Presente
GIORDANO BRUNA Ingegnere clinico AUSLPR Presente
INGRAVALLO FRANCESCA Medico Legale UNIBO Presente
LENZI MARINELLA C|_InICO - I?sperto n_ Libera professionista Presente
Ginecologia ed Ostetricia
LONGONI MARCO Clinico - Esperto in Neurologia AUSL Romagna Presente
MAGGIORE UMBERTO Clinico - Esperto in Nefrologia UNIPR Assente
MAGLIETTA GIUSEPPE Biostatistico AOUPR Presente
ORLANDINI DANILO Clinico — Esperto in Nutrizione Libero professionista Presente
ORSI CAROLA Medico di Medicina Generale AUSLPR Presente
PANZA COSTANTINO Pediatra AUSLRE Presente
PERCESEPE ANTONIO Clinico - Esperto in Genetica UNIPR Presente
RIDOLFI LAURA Clinico - Esperto in Oncologia %EEESDIHO Amadori Assente
ROTI GIOVANNI Clinico - Esperto in Ematologia UNIPR Presente
ZONA STEFANO Clinico - Esperto in Malattie AUSLMO Assente
infettive

Si dichiara che si sono astenuti dal pronunciarsi i Componenti che potevano avere conflitti di interesse diretti o
indiretti con le sperimentazioni valutate.

Segreteria Centrale
Comitato Etico Area Vasta Emilia Nord
Via Venceslao Santi, 14 - 9° piano - 41123 Modena
T.+39.059.4pé§é938—df. 429.059.422.2324
randighieri.silvia@aou.mo. it




Prot. AOU 0031801/24 dated: 08/11/2024

Emilia Nord Area Ethics Committee

The Regional Ethics Committee was established by Regional Council Resolution no. 923 of June 5, 2023, as amended, and
operates in accordance with
Law no. 3 of January 11, 2018, "Delegation to the Government on clinical trials of medicinal products and provisions
for the reorganization of the health professions and health management of the Ministry of Health," and Ministerial
Decree of January 26, 2023.
“Identification of forty regional ethics committees” and Ministerial Decree of January 30, 2023 “Definition of criteria
for the composition and functioning of regionape&ficAlbevvd Besardi
Neonatology and Nursery
Modena University Hospital Polyclinic
alberto.berardi@unimore.it

Dr. Claudio Vagnini
General Director
Modena University Hospital

Dr. Ottavio Alessandro Nicastro
Healthcare Director
Modena University Hospital

Subject: 385/2024/SPER/AOUMO — NeoDeco (NCT05993442) "Optimization of Kangaroo Care to reduce severe
neonatal infections/sepsis and colonization by resistant bacteria in high-risk newborns in neonatal intensive care: a
pragmatic, multicenter, parallel cluster randomized hybrid implementation-effectiveness study."

NON-COMMERCIAL promoter: Fondazione Penta ETS (European Union’s Horizon 2020 research and innovation program
under grant agreement/European Commission’s Horizon 2020 EU Research and Innovation Program under grant
agreement No. 965328 — Project Establishing innovative approaches for optimal infection prevention of resistant bacteria
in NICUs by integrating research, implementation science and surveillance in a sustainable global platformm — NeolPC)
Investigator: Prof. Alberto Berardi

Clinical center: Neonatology and Nursery Unit

List of documentation examined:

0_Elenco dei documenti sottomessi_v1.0 del 17.07.2024. docx

1.1_Lettera d'intenti_03.05.2024 firmata 06.05.2024, pdf

1.2_Lettera di chiarimenti_Padowva _30.08.2024, pdf

2_Elenco centri partecipanti_v3.0 del 13.02.2024, pdf

3_Protocollo_v3.0 dell'08.04,2024, pdf

4 _Sinossi_v3.0 dell'08.04,2024, pdf

51_Feglic informative e consenso_v1.0 del 09.04.2024_clean.docx

51_Feglic informative e consenso_v1.0 del 09.04,2024 track.docx

5.2_Informativa e consenso al trattamento dei dati personali_v1.0 del 17.09.2024_clean.docx
5.2_Informativa e consensc al trattamento dei dati personali_v1.0 del 17.09.2024_track.docx
6_Lista delle variabili_v2.0 del 14,03.2024. pdf

7_Certificato assicurativo_28.06.2023.pdf

8_CV Berardi_14.02.2024.pdf

§_Appendice 15_05.03.2024.pdf

10_Bozza di convenzione sulla trasferibilita dei dati.doc

11_GAP invitation letter.pdf

12.1_Parere condizionato CEC_seduta del 25.07.2024.pdf

12.2_Parere favorevole CEC_04.09.2024, pdf

12.3_Lettera invio parere favorevele CEC_seduta del 25.07.2024. pdf

13_Meodule di fattibilita_vistato il 09.10.2024. pdf

At its meeting on November 7, 2024, the Ethics Committee expressed a FAVORABLE OPINION on the conduct of the study.

Please note that the study may only be started after receiving clearance/authorization from the
management of the competent authority of the reference facility.
(Contact person: Dr. Pasquale Mighali - emaildirsan.autorizzaz@aou.mo.it ).

Central Secretariat of the
Ethics Committee for the Emilia Nord
Area Page 99 of 1
Via Venceslao Santi, 14 — 9th floor - 41123 Modena
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Emilia Nord Area Ethics Committee

The Regional Ethics Committee was established by Regional Council Resolution no. 923 of June 5, 2023, as amended, and
operates in accordance with
Law no. 3 of January 11, 2018, "Delegation to the Government on clinical trials of medicinal products and provisions
for the reorganization of the health professions and health management of the Ministry of Health," and Ministerial
Decree of January 26, 2023.
“Identification of forty regional ethics committees” and Ministerial Decree of January 30, 2023 “Definition of criteria
It is understood that for the plarpidsesashpasiiiterivgdtfien priograss affregéostuldst ivics aestioritelrs Principal Investigator must
communicate the following information relating to this single trial center to the Ethics Committee, through the relevant
Secretariat: start date of enrollment, end date of enrollment, and date of completion of the study. In any case, starting
from the year of approval of the study and until its conclusion, at least once a year and in any case no later than December
31, an annual report on the progress of the study must be provided. For the above commmunications, the form available on
the AVEN Ethics Committee website must be used. The completed, sighed, and dated form must be sent in electronic
format.

NOTE: For any subsequent communication regarding the study in question, it is essential to refer to the internal CE code
that identifies the study (indicated in the subject line) and the date of the evaluation session.

THE PRESIDENT

Digitally signed by: ROBERTO GIUSEPPE GRILLI Date:
08/11/2024 10:41:46

Attachment: List of CE AVEN members

Central Secretariat of the
Ethics Committee for the Emilia Nord
Area Page 100 of 127
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Emilia Nord Area Ethics Committee

The Regional Ethics Committee was established by Regional Council Resolution no. 923 of June 5, 2023, as amended, and
operates in accordance with
Law no. 3 of January 11, 2018, "Delegation to the Government on clinical trials of medicinal products and provisions
for the reorganization of the health professions and health management of the Ministry of Health," and Ministerial
Decree of January 26, 2023.
“Identification of forty regional ethics committees” and Ministerial Decree of January 30, 2023 “Definition of criteria

for the commﬂmw@ﬂiomjlﬂ[fﬂmﬂ?tﬁ@ committees”
members and qualifications

Surname and first name Role Affiliation Present/Absent
Chair Expert in Clinical Trials
GRILLI ROBERTO GIUSEPPE AUSL Romagna Present
Vice President .
DE PONTI FABRIZIO Pharmacologist UNIBO Absent
COMPONENTS

AUSLBO in command in the
ALBERGHINI LUCIA Hospital pharmacist . nc . I Present
Emilia-Romagna Region

Representative of patient

BETTINI ANNALISA associations or citizens involved | ;¢ 5 Present
in health issues

IRST "Dino Amadori"
BIANCHINI DAVID Expert in medical devices IRCCS fne Amadort Present

Clinician — Expert in new
GIUSEPPE BORIANI invasive and semi-invasive UNIMORE Present
technical, diagnostic, and

therapeutic procedures

IRST "Dino Amadori"

CAFARO ALESSANDRO Hospital pharmacist IRCCS Present
CIONI GIORGIO Clinician — Cardiology expert Freelancer Present
COPPOLA TERESA Insurance expert AOUPR Absent

Representative of the

CREMONINI VALERIA . AUSL Romagna Present
healthcare professions
Clinician — E tin Int |

DE PALMA ROSSANA ‘nictan = Expert in Interna Retired Present
Medicine

FERRARI ISABELLA Expert in Legal Matters UNIMORE Present

FRANCIOSI VITTORIO Clinician — Expert in Bioethics Freelancer Present

GIORDANO BRUNA Clinical Engineer AUSLPR Present

INGRAVALLO FRANCESCA Medical examiner UNIBO Present
Clinician — Expert in

LENZI MARINELLA P . Freelancer Present
Gynecology and Obstetrics

LONGONI MARCO Clinician — Expert in Neurology AUSL Romagna Present

MAGGIORE UMBERTO Clinician — Expert in Nephrology UNIPR Absent

GIUSEPPE MAGLIETTA Biostatistician AOUPR Present

ORLANDINI DANILO Clinician — Nutrition Expert Freelancer Present

ORSI CAROLA General Practitioner AUSLPR Present

PANZA COSTANTINO Pediatrician AUSLRE Present

PERCESEPE ANTONIO Clinician — Expert in Genetics UNIPR Present

IRST "Dino Amadori"
RIDOLFI LAURA Clinician — Oncology Expert fne Amadort Absent
IRCCS

ROTI GIOVANNI Clinician — Expert in Hematology | UNIPR Present
Clinician — Infectious Diseases

ZONA STEFANO ‘et fous 2t AUSLMO Absent

Specialist

It is hereby declared that those members who could have had direct or indirect conflicts of interest with the trials
evaluated abstained from voting.

Central Secretariat of the
Ethics Committee for the Emilia Nord
Area
Via Venceslao ﬂaagelqe-ﬁdfﬂ@r -41123 Modena
T.+39.059.422.3492 — F.+39.059.422.2324
randighieri.silvia@aou.mo.it
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Italy

Ospedale San Bortolo di Vicenza
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COMITATO ETICO TERRITORIALE
AREA SUD OVEST VENETO

Istituito con Decreto del Direttore Generale dell’Area Sanita e Sociale n. 330 del 29 marzo 2023
con sede operativa c/o Azienda Ospedaliera Universitaria Integrata Verona
P.le A. Stefani, 1 - 37126 Verona - Tel. 045 8123236 - Fax 045 8123177

e-mail: comitatoetico@aovr.veneto.it

PEC: comitatoetico.aovr@pecveneto.it

Prot. n.5063 del 21/01/2025

Sperimentatore: Dott.ssa Stefania Vedovato, CENTRO: Azienda ULSS n. 8 Berica — Terapia Intensiva
Neonatale di Vicenza

Promotore: Fondazione Penta ETS

URC: Azienda ULSS n. 8 Berica

Oggetto: Prog. 445CET - Studio clinico: Optimising kangaroo care to reduce neonatal severe infection/sepsis
and resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid implementationeffectiveness study (NeoDeco) — Codice
Protocollo: NeoDeco

In riferimento alla richiesta di autorizzazione dello studio in oggetto, si trasmettono le decisioni del Comitato
Etico Territoriale Area Sud-Ovest Veneto riunitosi in data 14-01-2025, tramite conferenza via web.

Si rammenta che per |'attivazione della sperimentazione & necessario attendere, ove previsto, la ricezione
dell'autorizzazione della propria Amministrazione.

Il Comitato Etico Territoriale
in osservanza a quanto previsto dalla legislazione vigente in materia di
sperimentazione clinica
ha esaminato la richiesta in oggetto, ed in particolare la seguente documentazione:

Documentazione generale:

e Parere favorevole del Comitato Etico Coordinatore —data: 25/07/2024

e Parere favorevole del Comitato Etico Coordinatore — data:16/09/2024 — note: scioglimento condizioni
e Protocollo di studio - vers: 3.0 - data: 08/04/2024

e Sinossi del protocollo - vers: 3.0 — data: 08/04/2024

e Scheda raccolta dati (CRF) - vers: 2.0 — data: 14/03/2024

e Polizza assicurativa o certificato assicurativo firmato dal contraente

e Elenco dei centri partecipanti - vers: 6.0 - data: 01/08/2024

Documentazione centro-specifica:

e Raccolta, conservazione e uso futuro di campioni biologici

e Foglio informativo e modulo di consenso informato - vers: 1.1 - data: 29/11/2024

e Modulo per il consenso al trattamento dei dati personali - vers: 1.0 - data: 17/09/2024
e Dichiarazione sostitutiva per mancanza lettera per il MMG — data: 16/09/2024

e Curriculum Vitae dello Sperimentatore Principale — data: 03/12/2024
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e Certificazione GCP — data: 21/11/2024

e Dichiarazione sul conflitto d’interesse dello Sperimentatore Principale (Dol) — data: 01/09/2024

e Dichiarazione per I'accertamento della natura indipendente dello studio - vers: 1 data: 01/08/2024
e Modulo di fattibilita locale - vers: 1.0 - data: 27/08/2024

e Bozza di convenzione economica — vers: 01 — data: 03/10/2024

e Lettera di trasmissione — data: 10/09/2024

e Lettera di chiarimenti — vers.: 2.0 — data: 18/12/2024

Data arrivo documentazione completa: 18-12-2024
HA ESPRESSO IL SEGUENTE PARERE:

Approvato

Note/richieste: In data 18/12/2024 sono pervenuti presso la segreteria del CET ASOV i chiarimenti relativi
allo studio. In particolare & pervenuta una lettera di chiarimenti in risposta alle richieste del CET, il CV della
Dr.ssa Vedovato con certificato GCP annesso, la polizza di studio specifica, ed infine il foglio informativo e
modulo di consenso informato aggiornato.

Il CET ASQV procede con I'approvazione dello studio.
APPROVATO

Si ricorda che:

e Lo Sperimentatore & tenuto a segnalare al Comitato Etico Territoriale I'arruolamento del primo
paziente.

e Al termine della Sperimentazione, lo Sperimentatore dovra inviare al Comitato Etico Territoriale la
relazione finale, al termine di ogni anno inoltre lo Sperimentatore dovra inviare altresi la relazione
annuale.

Componenti del Comitato Etico Territoriale Area Sud-Ovest Veneto presenti alla discussione:

e BONETTI Andrea, Clinico esperto in materia di sperimentazione clinica

*  GAJOFATTO Alberto, Clinico esperto in materia di sperimentazione clinica

e PASINI Felice, Clinico esperto in materia di sperimentazione clinica

e BRUGNARO Pierluigi, Clinico esperto in materia di sperimentazione clinica

e  MALLEO Giuseppe, Clinico esperto nello studio di nuove procedure tecniche, diagnostiche e
terapeutiche, invasive e semi invasive

¢ RIGON Giulio, Medico di Medicina Generale Territoriale

e  GANGEMI Michele, Pediatria

e DEL BIANCO Paola, Biostatistico

e LEONE Roberto, Farmacologo

* RANIERO Dario, Esperto in materia assicurativa

e STRINI Veronica, Rappresentante dell'area delle professioni sanitarie interessata alla
sperimentazione

Documento firmato digitalmente e archiviato nel rispetto della normativa vigente
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e BONINSEGNA Fernando, Rappresentante delle associazioni di pazienti o cittadini impegnati sui temi
della salute

e  GIRI Maria Grazia, Fisico Medico

e BRESOLIN Chiara, Ingegnere Clinico

e MELOTTI Paola, Esperto di genetica, in relazione agli studi di genetica

e CASTELLO Roberto, Clinico esperto in materia di sperimentazione clinica

* CORDIANO Alessandra, Esperto in materia giuridica

e VENTURINI Francesca, Farmacista ospedaliero

Componenti del Comitato Etico Territoriale assenti:

e DI FRANCESCO Vincenzo, Esperto in nutrizione, in relazione allo studio di prodotti alimentari
sull’'uomo

e SPONGA Matteo, Medico Legale

e ZUPPINI Teresa, Esperto dispositivi medici

e DE BERNARDO M. Gloria, Esperto di bioetica

| sopraindicati componenti del Comitato dichiarano di astenersi dal pronunciarsi su quelle sperimentazioni
per le quali possa sussistere un conflitto di interessi di tipo diretto o indiretto.

Verona, 14-01-2025

D'Ordine del Presidente del Comitato Etico
Territoriale Area Sud-Ovest Veneto
L'Ufficio di Segreteria
Dott.ssa llaria Bolcato

Documento firmato digitalmente e archiviato nel rispetto della normativa vigente
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SOUTHWEST VENETO
TERRITORIAL ETHICS COMMITTEE

Established by Decree of the Director General of Health and Social Services No. 330 of March 29, 2023,
with operational headquarters at the Integrated University Hospital of Verona
P.le A. Stefani, 1 - 37126 Verona - Tel. 045 8123236 - Fax 045 8123177 e-

mail: comitatoetico@aovr.veneto.it

PEC: comitatoetico.aovr@pecveneto.it

Prot. no. 5063 of January 21, 2025

Investigator: Dr. Stefania Vedovato, CENTER: Local Health Authority no. 8 Berica — Neonatal Intensive Care Unit of
Vicenza

Promoter: Fondazione Penta ETS URC:

Local Health Authority no. 8 Berica

Subject: Prog. 445CET - Clinical study: Optimising kangaroo care to reduce neonatal severe infection/sepsis and
resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic, multicentre,
parallel cluster randomised hybrid implementation-effectiveness study (NeoDeco) — Protocol Code: NeoDeco

With reference to the request for authorization of the study in question, we hereby convey the decisions of the
South-West Veneto Regional Ethics Committee, which met on January 14, 2025, via web conference.

Please note that, where applicable, you must wait for authorization from your local administration before
starting the trial.

The Territorial Ethics Committee
in compliance with the provisions of current legislation on clinical trials
examined the request in question, and in particular the following documentation:

General documentation:

e  Favorable opinion of the Coordinating Ethics Committee — date: July 25, 2024

* Favorable opinion of the Coordinating Ethics Committee — date: 09/16/2024 — notes: dissolution conditions
e Study protocol — version: 3.0 — date: 08/04/2024

* Protocol synopsis - version: 3.0 - date: 04/08/2024

e Data collection form (CRF) — version: 2.0 — date: 03/14/2024

e Insurance policy or insurance certificate signed by the contractor

e List of participating centers - version: 6.0 - date: 08/01/2024

Center-specific documentation:

e Collection, storage, and future use of biological samples

e Information sheet and informed consent form - version: 1.1 - date: 11/29/2024

e Form for consent to the processing of personal data - version: 1.0 - date: 09/17/2024
e Substitute declaration for lack of letter for the GP - date: 09/16/2024

e  Curriculum Vitae of the Principal Investigator — date: 12/03/2024
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e  GCP certification - date: 11/21/2024

e Declaration of Conflict of Interest by the Principal Investigator (Dol) — date: 09/01/2024

¢ Declaration for the assessment of the independent nature of the study — version: 1 date: 01/08/2024
® Local feasibility form — version: 1.0 — date: 08/27/2024

e Draft economic agreement — version: 01 — date: 03/10/2024

e Transmission letter - date: 09/10/2024

e Letter of clarification - version: 2.0 - date: 12/18/2024

Date of arrival of complete documentation: 12/18/2024
HAS EXPRESSED THE FOLLOWING OPINION:

Approved

Notes/requests: On 12/18/2024, clarifications regarding the study were received by the CET ASOV secretariat.
Specifically, a letter of clarification was received in response to the CET's requests, along with Dr. Vedovato's CV
with attached GCP certificate, the specific study policy, and finally the updated information sheet and informed
consent form.

The CET ASOV proceeds with the approval of the study.
APPROVED

Please note that:
e The Investigator is required to report the enrollment of the first patient to the Local Ethics Committee.

e At the end of the trial, the Investigator must send the final report to the Local Ethics Committee. At the
end of each year, the Investigator must also send the annual report.

Members of the South-West Veneto Regional Ethics Committee present at the discussion:

e BONETTI Andrea, Clinical expert in clinical trials

e GAJOFATTO Alberto, Clinical expert in clinical trials

e PASINI Felice, Clinical expert in clinical trials

e BRUGNARO Pierluigi, Clinical expert in clinical trials

e  MALLEO Giuseppe, Clinical expert in the study of new invasive and semi-invasive technical, diagnostic,
and therapeutic procedures

e RIGON Giulio, General Practitioner

e GANGEMI Michele, Pediatrics

e DEL BIANCO Paola, Biostatistician

e LEONE Roberto, Pharmacologist

¢ RANIERO Dario, Insurance expert

e STRINI Veronica, Representative of the of healthcare  concerned involved in
the trial

Document digitally signed and archived in accordance with current legislation
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BONINSEGNA Fernando, Representative of patient associations or citizens involved in health issues
GIRI Maria Grazia, Medical Physicist

BRESOLIN Chiara, Clinical Engineer

MELOTTI Paola, Genetics expert, in relation to genetic studies

CASTELLO Roberto, Clinical expert in clinical trials

CORDIANO Alessandra, Legal expert

VENTURINI Francesca, Hospital Pharmacist

Members of the Regional Ethics Committee absent:

DI FRANCESCO Vincenzo, Nutrition expert, in relation to the study of food products on humans
SPONGA Matteo, Medical Examiner

ZUPPINI Teresa, Medical Device Expert

DE BERNARDO M. Gloria, Bioethics Expert

The above-mentioned members of the Committee declare that they will abstain from commenting on those trials
for which there may be a direct or indirect conflict of interest.

Verona, January 14, 2025

By order of the President of the South-West
Veneto Regional Ethics Committee The
Secretariat
Dr. llaria Bolcato

Document digitally signed and archived in accordance with current legislation
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EUSKO JAURLARITZA

GOBIERNO VASCO

Euskadiko Medikamentuen - ¢
gaineko lkerkuntza Batzorde Etikoa Si<
: OSASUN SAILA

Comité de Etica de la Investigacion

con medicamentos de Euskadi DEPARTAMENTO DE SALUD

APPROVAL OF THE ETHICS COMMITTEE FOR RESEARCH WITH MEDICINAL
' PRODUCTS OF EUSKADI (CEIm-E)

Ms. Iciar Alfonso Farnds
Vicepresident of Ethics Committee for research with medicinal products of Euskadl (CEIm-E)

CERTIFIES
That this committee, according to the Law 14/2007, of July 3rd, on Biomedical Research, evaluated the proposal
to carry out the protocol of the study “Optimising kangaroo care to reduce neonatal severe infection/sepsis
and resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid implementation-effectiveness study. (NeoDeco)” and
internal code P12024135,
Protocol version: Version 3.0 08/04/2024

Informed Consent Form version:

GENERAL / Version 2.0 basada en la version 3.0 del protocolo. Fecha 8/04/2024
Privacy Notice and consent for data processing / Ver. 1.0_13/10/2023

And, this committee, which met on August 7, 2024 (minutes 15/2024) agrees to accept it to be carried out at
different sites, acting as researcher:

o Begofa Loureiro Gonzalez (Pediatria) Hospital Univers/taricmm/

Vitoria, Spain, August 7, 2024
Signed:

. 7 /
Ms. Iciar Alfonso Farnos

Vicepresident of Ethics Committee for research with medicinal products of Euskadi (CEIm-E)

Nota: Se recuerda la obligacion de:

- Incluir en Osabide la alerta correspondiente a cada paciente, de que se encuentra bajo estudio o ensayo clinico
- Enviar un informe de segmmlento anual y el informe final que incluya los resultados del estudio (si el estudlo dura ‘menos de un
afio, con el informe final serd suficiente). Mas informacidn en la pagina web del CEIm-E: http: .euskadi.

clinica/
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C E I l I ! r_’_ . _EUSKO JAURLARITZA
5%

. GOBIERNO VASCO

Euskadiko Medikamentuen
gaineko lkerkuntza Batzorde Etikoa

i : . OSASUN SAILA
Comité de Etica de la Investigacién

con medicamentos de Euskadi . DEPARTAMENTO DE SALUD

COMPOSITION OF THE CEIm-E

Anexo I
Presidente Iiigo de Miguel Beriain
Vicepresidenta : Iciar Alfonso Farnds
Secretaria técnica Maria Rodriguez Velasco
Secretaria suplente Nagore Garda Goitiandia

Vocales Ma Teresa Audicana Berasategui

' ' Ignacio Diez Gonzélez
Saioa Domingo Echaburu
Jose M@ Gonzélez de Castro
Miguel Angel Goenaga
Ma José Lopez Varona
José Ignacio Pijoan Zubizarreta
Iratxe Urreta Barallobre
Eva Ferreira Gonzdlez de Vifiaspre
Jestis Angel Molinuevo Tobalina
Ana Blanca Yoller
Isabel Tejada Minguez
Miguel Angel Moran Rodriguez
Ignacio Garitano Gutiérrez
Lara Olazar Gomez
Victor Bustamante Madariaga
Cristina Alfaro Autor
Estibaliz Cristobal Dominguez
Pedro Gonzélez Fernandez
Laura Serrano de Lucas
Helena Barrasa Gonzalez
Vanesa Regulez Campo
Blanca Sampedro Andrada

Nota: Se recuerda la obligacion de:

- Incluir en Osabide la alerta correspondiente a cada paciente, de que se encuentra bajo estudio o ensayo clinico

- Enviar un informe de seguimiento anual y el informe final que incluya los resultados del estudio (si el estudio dura menos de un
afio, con el informe final sera suficiente). Mas informacion en la pagina web del CEIm-E: http://www.euskadi.eus/comite-etico-investigacion-
clinica,
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C E I I I | SR 7 - EUSKO JAURLARITZA

Euskadiko Medikamentuen E 5] . GOBIERNO VASCO

gaineko Ikerkuntza Batzorde Etikoa

Comité de Etica de la Investigacion
con medicamentos de Euskadi

OSASUN SAILA
DEPARTAMENTO DE SALUD

APPROVAL OF THE ETHICS COMMITTEE FOR RESEARCH WITH MEDICINAL
PRODUCTS OF EUSKADI (CEIm-E)

Ms. Iciar Alfonso Farnos
Vicepresident of Ethics Committee for research with medicinal products of Euskadi (CEIm-E)

CERTIFIES

. That this committee, according to the Law 14/2007, of July 3rd, on Biomedical Research, evaluated the proposal
to carry out the protocol of the study “Optimising kangaroo care to reduce neonatal severe infection/sepsis
and resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid |mpIementaﬂon-effect:veness study. (NeoDeco)” and
internal code P12024135,

Protocol version: Version 3.0 08/04/2024
Informed Consent Form version: GENERAL / Versidn 2.0 basada en la version 3.0 del protocolo. Fecha 8/04/2024

And, this committee, which met on August 7, 2024 (minutes 15/2024) agrees to accept it to be carried out at
different sites, acting as researcher:

e Begofia Loureiro Gonzalez (Pediatria) Hospital Universitario Cruces

Vitoria, Spain, August 7, 2024
Signed:

e

LT

Ms. Iciar Alfonso Farnds
Vicepresident of Ethics Committee for research with medicinal products of Euskadi (CEIm-E)

Nota: Se recuerda la obligacién de:

- Incluir en Osabide la alerta correspondiente a cada paciente, de que se encuentra bajo estudio o ensayo clinico

- Enviar un informe de segulmlento anual y el informe final que incluya los resultados del estudio (si el estudio dura menos de un
afio, con el informe final sera suficiente). Mas informacidn en la pagina web del CEIm-E: http://www.euskadi.eus/comite-etico-investiqacion-
clinica
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Comité de Etica de la Investigacion

con medicamentos de Euskadi . DEPARTAMENTO DE SALUD

COMPOSITION OF THE CEIm-E

Anexo 1
Presidente . Ififgo de Miguel Beriain
Vicepresidenta Iciar Alfonso Farnos
Secretaria técrica Maria Rodriguez Velasco
Secretaria suplente Nagore Garda Goitiandia
Vocales M@ Teresa Audlicana Berasategui

Ignacio Diez Gonzéalez

Saioa Domingo Echaburu

Jose Mé Gonzélez de Castro
Miguel Angel Goenaga

Ma José Lopez Varona

José Ignacio Pjjodn Zubizarreta
Iratxe Urreta Barallobre

Eva Ferreira Gonzdlez de Vifiaspre
Jestis Angel Molinuevo Tobalina
Ana Blanca Yoller

Isabel Tejada Minguez

Miguel Angel Moran Rodriguez
Ignacio Garitano Gutiérrez
Lara Olazar Gomez

Victor Bustamante Madariaga
Cristina Alfaro Autor

Estibaliz Cristobal Dominguez
Pedro Gonzélez Fernandez
Laura Serrano de Lucas
Helena Barrasa Gonzalez
Vanesa Regulez Campo

Blanca Sampedro Andrada

Nota: Se recuerda la obligacion de:

- Incluir en Osabide la alerta correspondiente a cada paciente, de que se encuentra bajo estudio o ensayo clinico
- Enviar un informe de seguimiento anual y el informe final que incluya los resultados del estudio (siel estudlo dura _menos de un
afio, con el informe final serd suficiente). Mas informacién en la pagina web del CEIm-E: http: .euskadi.

clinica
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Consejeria de Salud y Consumo

Junta de Andalucia

CERTIFICADO ACUERDO COMITE DE ETICA DE LA
INVESTIGACION

D/Dfia. MARIA GLORIA LUQUE FERNANDEZ, secretario/a del CEIm Provincial de Malaga, CEIm
acreditado y constituido conforme a los requisitos recogidos en el Decreto 8/2020, de 30 de enero,
por el que se regulan los 6rganos de ética asistencial y de la investigacion biomédica en Andalucia
(BOJA nim. 24, de 5/2/2020),

CERTIFICA:

que dicho comité, en su sesién nimero 08, celebrada el dia 29/08/2024, con la asistencia de los
miembros recogidos en el anexo Il, ha acordado la ACEPTACION de la comunicacién referida a
continuacion, con las consideraciones recogidas en el anexo |, segun consta todo reflejado en el
acta de la sesion.

Y para que conste y surta los efectos oportunos, expide el presente certificado, con la indicacién
de hacerlo con anterioridad a la aprobacion de la correspondiente acta.

Cdédigo de la comunicacién/solicitud: SICEIA-2024-001864

Tipo de comunicacion/solicitud: Inicio de investigacion en Andalucia

Titulo de la investigacion: Optimising kangaroo care to reduce neonatal severe infection/sepsis and
resistant bacterial colonisation among high-risk infants in neonatal intensive care: a pragmatic,
multicentre, parallel cluster randomised hybrid implementation-efffectiveness study (neoDeco)

Cadigo del estudio: 29011

Promotor: Fondaziones Penta ETS

CRO:

Investigador coordinador o principal: MARIA DEL CARMEN LOPEZ CASTILLO

Version y fecha de protocolo: 3 de

Versién y fecha de la adenda al protocolo: de

Versién y fecha del consentimiento informado: 2 de 08/08/2024

Version y fecha de la lista de investigadores: de

Codigo seguro de verificacion:bj3xuSICEIA14H2uwxTaeF6j078qwE
Permite la verificacion de la integridad de una copia de este documento electrénico en la direccién:https://ws050.juntadeandalucia.es/verificarFirma/

PAGINA 1/3 FIRMADO POR MARIA GLORIA LUQUE FERNANDEZ
FECHA FIRMA 02/10/2024 ORGANISMO: CONSEJERIA DE SALUD Y CONSUMO
ID FIRMA bj3xuSICEIA14H2uwxTaeF6j078qwE
FECHA REGISTRO ARIES 02/10/2024 15:01 CODIGO DE REGISTRO | 2024999010461232

bj3xuSICEIAL4H2uwxTaeF6j078qwE
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Consideraciones:

Anexo |

Cadigo seguro de verificacion:bj3xuSICEIA14H2uwxTaeF6j078qwE
Permite la verificacién de la integridad de una copia de este documento electrénico en la direccién:https://ws050.juntadeandalucia.es/verificarFirma/

PAGINA 2/3 FIRMADO POR MARIA GLORIA LUQUE FERNANDEZ
FECHA FIRMA 02/10/2024 ORGANISMO: CONSEJERIA DE SALUD Y CONSUMO
ID FIRMA bj3xuSICEIA14H2uwxTaeF6j078qwE

FECHA REGISTRO ARIES

02/10/2024 15:01

CODIGO DE REGISTRO

2024999010461232

bj3xuSICEIALAH2uWXTaeF6/078qwE
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Relacién de asistentes:

Presidente: D/Dfia. MANUEL ENRIQUE HERRERA GUTIERREZ

Anexo |l

Vicepresidente: D/Diia. JUDITH ADRIANA SANABRIA CABRERA

Secretario/a:  D/Dfia. MARIA GLORIA LUQUE FERNANDEZ

Vocales:

D/Diia. ANA MARIA ALONSO TORRES
D/Dfia. ANDRES FONTALBA NAVAS
D/Diia. CAROLINA LOPEZ ALVAREZ
D/Dfia. CRISTOBALINA MAYORGA MAYORGA
D/Diia. FRANCISCO ANTONIO NIETO VEGA

D/Diia. IBON EGUILUZ GRACIA

D/Dfia. Isabel Maria Cornejo Pareja
D/Dfia. JOSE LEIVA FERNANDEZ
D/Dfia. JOSE CARLOS BENITEZ MONTANEZ
D/Dfia. JOSE LUIS GUERRERO ORRIACH
D/Dfia. JUAN CARLOS DEL RiO VALENCIA
D/Dfia. JUAN GUILLERMO QUESADA GARCIA

D/Dfia. LAURA CANO GARCIA

D/Dfia. MARIA DOLORES LOPEZ CARMONA

D/Dfia. MARIA VICTORIA DE LA TORRE PRADOS
D/Diia. MARTA BLASCO ALONSO
D/Dfia. MIGUEL ANGEL CONESA MUNOZ

D/Dfa. NIEVES BEL PENA

D/Dfia. RAFAEL ESTEBAN CARVIA PONSAILLE

Cadigo seguro de verificacion:bj3xuSICEIA14H2uwxTaeF6j078qwE
Permite la verificacién de la integridad de una copia de este documento electrénico en la direccién:https://ws050.juntadeandalucia.es/verificarFirma/

PAGINA 3/3 FIRMADO POR MARIA GLORIA LUQUE FERNANDEZ
FECHA FIRMA 02/10/2024 ORGANISMO: CONSEJERIA DE SALUD Y CONSUMO
ID FIRMA bj3xuSICEIA14H2uwxTaeF6j078qwE
FECHA REGISTRO ARIES 02/10/2024 15:01 CODIGO DE REGISTRO | 2024999010461232

bj3xuSICEIALAH2uWXTaeF6/078qwE
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Consejeriade Salud y Consumo

Junta de Andalucia

CERTIFICATE OF AGREEMENT BY THE RESEARCH
ETHICS COMMITTEE

Ms. MARIA GLORIA LUQUE FERNANDEZ, secretary of the Provincial CEIm of Malaga, CEIm
accredited and constituted in accordance with the requirements set forth in Decree 8/2020, of
January 30, regulating healthcare ethics and biomedical research bodies in Andalusia (BOJA no.
24, of February 5, 2020),

CERTIFIES:

that said committee, at its eighth meeting, held on August 29, 2024, with the members listed in
Annex Il in attendance, agreed to ACCEPT the communication referred to below, with the
considerations set out in Annex |, as recorded in the minutes of the meeting.

And for the record and to take effect, this certificate is issued, with the indication that it is done
prior to the approval of the corresponding minutes.

Communication/request code: SICEIA-2024-001864

Type of communication/request: Start of investigation in Andalusia

Research title: Optimizing kangaroo care to reduce neonatal severe infection/sepsis and resistant
bacterial colonization among high-risk infants in neonatal intensive care: a pragmatic, multicenter,
parallel cluster randomized hybrid implementation-effectiveness study (neoDeco) Study code: 29011
Sponsor: Fondaziones Penta ETS

CRO:

Coordinating or principal investigator: MARIA DEL CARMEN LOPEZ CASTILLO

Protocol version and date: 3

Protocol addendum version and date:

Version and date of informed consent: 2 of 08/08/2024 Version and

date of list of researchers: of

Secure verification code: bj3xuSICEIA14H2uwxTaeF6j078qwE
Allows verification of the integrity of a copy of this electronic document at:https://ws050.juntadeandalucia.es/verificarFirma/

PAGE 1/3 SIGNED BY MARIA GLORIA LUQUE FERNANDEZ
DATE SIGNED 10/02/2024 ORGANIZATION: DEPARTMENT OF HEALTH AND CONSUMER
AFFAIRS
SIGNATURE ID bj3xuSICEIA14H2uwxTaeF6j078qwE
ARIES REGISTRATION DATE 10/02/2024 3:01 p.m. REGISTRATION CODE 2024999010461232
b3 sice 141l vl eFeid 8oy
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Considerations:

Secure verification code: bj3xuSICEIA14H2uwxTaeF6j078qwE
Allows verification of the integrity of a copy of this electronic document at:https://ws050.juntadeandalucia.es/verificarFirma/

PAGE 2/3 SIGNED BY MARIA GLORIA LUQUE FERNANDEZ
DATE OF SIGNATURE 10/02/2024 ORGANIZATION: DEPARTMENT OF HEALTH AND CONSUMER AFFAIRS
SIGNATURE ID bj3xuSICEIA14H2uwxTaeF6j078qwE
DATE OF RE}%IS;—RATION IN 10/02/2024 3:01 p.m. REGISTRATION CODE 2024999010461232
T i

bj3xuSICEIA14H2uwxTaeF6/078qwE
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List of attendees:

Chair Mr./Ms. MANUEL ENRIQUE HERRERA GUTIERREZ
Vice President: Ms. JUDITH ADRIANA SANABRIA CABRERA
Secretary: Mr./Ms. MARIA GLORIA LUQUE FERNANDEZ
Members:

Mr./Ms. ANA MARIA ALONSO TORRES

Mr./Ms. ANDRES FONTALBA NAVAS

Mr./Ms. CAROLINA LOPEZ ALVAREZ

Mr./Ms. CRISTOBALINA MAYORGA
MAYORGA Mr./Ms. FRANCISCO ANTONIO
NIETO VEGA Mr./Ms. IBON EGUILUZ GRACIA
Ms. Isabel Maria Cornejo Pareja Mr.

JOSE LEIVA FERNANDEZ

Mr./Ms. JOSE CARLOS BENITEZ MONTANEZ
Mr./Ms. JOSE LUIS GUERRERO ORRIACH
Mr./Ms. JUAN CARLOS DEL RiO VALENCIA
Mr./Ms. JUAN GUILLERMO QUESADA
GARCIA Mr./Ms. LAURA CANO GARCIA
Mr./Ms. MARIA DOLORES LOPEZ CARMONA
Mr./Ms. MARIA VICTORIA DE LA TORRE PRADOS
Mr./Ms. MARTA BLASCO ALONSO

Mr./Ms. MIGUEL ANGEL CONESA MUNOZ
Mr./Ms. NIEVES BEL PENA

Mr/Ms RAFAEL ESTEBAN CARVIA PONSAILLE

Security verification code: bj3xuSICEIA14H2uwxTaeF6j078qwE

Allows verification of the integrity of a copy of this electronic document at:https://ws050.juntadeandalucia.es/verificarFirma/

PAGE 3/3 SIGNED BY MARIA GLORIA LUQUE FERNANDEZ
DATE SIGNED 10/02/2024 ORGANIZATION: DEPARTMENT OF HEALTH AND CONSUMER
AFFAIRS
SIGNATURE ID bj3xuSICEIA14H2uwxTaeF6j078qwE
DATE OF RE'-_\C’-I]IES;'RATION IN 10/02/2024 3:01 p.m. REGISTRATION CODE 2024999010461232
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COMITE DE ETICA PARA LA INVESTIGACION CON MEDICAMENTOS DEL

DEPARTAMENTO DE SALUD DE ALICANTE - HOSPITAL GENERAL
C/. Pintor Baeza, 12 - 03010 Alicante

http://www.depl19.san.gva.es

Teléfono: 965-913-921

Correo electrénico: ceim_hgua@gva.es

Ref. CEIm: PI2024-145 - Ref. ISABIAL: 2024-359

INFORME DEL COMITE DE ETICA PARA LA INVESTIGACION CON
MEDICAMENTOS

Reunidos los miembros del Comité de Etica para la Investigacion con
medicamentos del Departamento de Salud de Alicante - Hospital General, en su
sesién del dia 30 de octubre de 2024 (Acta 2024-10), y una vez estudiada la
documentacidon presentada por DfAa. Caridad Tapia Collados del Servicio de
Pediatria del Hospital General Universitario Dr. Balmis, tiene bien a informar que el
proyecto de investigacion titulado “Optimising kangaroo care to reduce
neonatal severe infection/sepsis and resistant bacterial colonisation among
high-risk infants in neonatal intensive care: a pragmatic, multicentre,
parallel cluster randomised hybrid implementation-effectiveness trial
(NeoDeco)"”, se ajusta a las normas deontoldgicas establecidas para tales casos.

Y para que conste a los efectos oportunos, firmo la presente en Alicante.

Fdo. Dr. Luis Manuel Hernandez Blasco
Secretario Técnico CEIm Departamento de
Salud de Alicante - Hospital General
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ANEXO I:

Compromisos contraidos por el investigador con respecto al CEIm:
Se recuerda al investigador que la ejecucién del proyecto de investigacién le supone los
siguientes compromisos con el CEIm:
- Ejecutar el proyecto con arreglo a lo especificado en el protocolo, tanto en los aspectos
cientificos como en los aspectos éticos.
- Notificar al Comité todas las modificaciones o enmiendas en el proyecto y solicitar una
nueva evaluacion de las enmiendas relevantes.
- Enviar al Comité un informe final al término de la ejecucion del proyecto. Este informe
debera incluir los siguientes apartados:
I.  Indicacion del numero de registro del proyecto en bases de datos publicas de
proyectos de investigacion, si procede;
Il. la memoria final del proyecto, semejante a la que se envia a las agencias
financiadoras de la investigacion;
1. larelacion de las publicaciones cientificas generadas por el proyecto;
IV. el tipo y modo de informacién transmitida a los sujetos del proyecto sobre los
resultados que afecten directamente a su salud y sobre los resultados generales del

proyecto, si procede.

El Comité, dentro del ejercicio de sus funciones, podria realizar el seguimiento aleatorio

de los proyectos durante su ejecucion o al finalizar el mismo.
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En lo referente al tratamiento de datos con fines de investigacién y docencia, el Comité
Etico de Investigacion con Medicamentos (CEIm) informayy, por la presente, hace constar

que:

1.- Como norma general, en cumplimiento de la legislacion vigente y a efectos de proteger
la intimidad y anonimato del paciente, los investigadores y alumnos tendran prohibido el
acceso al historial clinico de este salvo darse alguna de las siguientes salvedades:

a) Que medie consentimiento expreso del paciente a acceder a su historial clinico

aun no estando disociados o anonimizados sus datos.

b) Que los datos obrantes en el historial clinico se encuentren disociados o

anonimizados por profesional sanitario sujeto al secreto profesional u otra persona

sujeta a una obligacion equivalente de secreto.
2.- Tanto los investigadores como los alumnos y sus responsables docentes manifiestan
estar informados, ser conocedores y comprometerse a cumplir con el resto de obligaciones
fijadas por la Orden SSI/81/2017, de 19 de enero, reguladora de las pautas basicas
destinadas a asegurar y proteger el derecho a la intimidad del paciente por los alumnos y
residentes en Ciencias de la Salud, por la Ley 41/2002, de 14 de noviembre, bésica
reguladora de la autonomia del paciente y de derechos y obligaciones en materia de
informacién y documentacion clinica y por el Reglamento (UE) 2016/679 del Parlamento
Europeo y del Consejo, de 27 de abril de 2016, relativo a la proteccion de las personas
fisicas en lo que respecta al tratamiento de datos personales y a la libre circulacién de
estos datos, asi como por el resto de disposiciones legales aplicables, si las hubiere, en la
referida materia. Siendo, en consecuencia, responsables directos de los eventuales

incumplimientos en los que se concurriera y eximiendo al Comité de estos.

El Comité y las partes tienen por hechas las anteriores manifestaciones a los efectos

legales oportunos.
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ETHICS COMMITTEE FOR RESEARCH WITH MEDICINES OF THE

ALICANTE HEALTH DEPARTMENT - GENERAL HOSPITAL
C/. Pintor Baeza, 12 — 03010 Alicante
http://www.depl19.san.gva.es
Telephone: 965-913-921
Email: ceim_hgua@gva.es

Ref. CEIm: P12024-145 - Ref. ISABIAL: 2024-359

REPORT FROM THE ETHICS COMMITTEE FOR RESEARCH WITH
MEDICINES

The members of the Ethics Committee for Research with Medicines of the
Alicante Department of Health — General Hospital, at their meeting on October
30, 2024 (Minutes 2024-10), and having studied the documentation submitted by
Ms. Caridad Tapia Collados of the Pediatrics Service of the Dr. Balmis University
General Hospital, it is pleased to report that the research project entitled
"Optimizing kangaroo care to reduce neonatal severe infection/sepsis and
resistant bacterial colonization among high-risk infants in neonatal intensive
care: a pragmatic, multicenter, parallel cluster randomized hybrid
implementation-effectiveness trial (NeoDeco)” complies with the ethical
standards established for such cases.

And for the record, | sign this document in Alicante.

Signed by Luis Manuel Hernandez Blasco -
21424371D, on 12/11/2024 at 1:02:10 p.m.

Signed Dr. Luis Manuel Hernandez Blasco
Technical Secretary CEIm Alicante Health
Department — General Hospital
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ANNEX I:

Commitments made by the researcher with respect to the CEIm:

The researcher is reminded that the execution of the research project entails the

following commitments to the CEIm:

- To carry out the project in accordance with the protocol, both in scientific and ethical

aspects.

- Notify the Committee of any modifications or amendments to the project and request

a new evaluation of the relevant amendments.

- Send a final report to the Committee upon completion of the project. This report must

include the following sections:

I.  Indication of the project's registration number in public research project
databases, if applicable;
II.  the final project report, similar to the one sent to research funding agencies;

III. A list of scientific publications generated by the project;

IV.  The type and manner of information transmitted to the project subjects on the
results that directly affect their health and on the overall results of the project, if

applicable.

In the exercise of its functions, the Committee may randomly monitor projects during

their implementation or upon completion.
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With regard to the processing of data for research and teaching purposes, the Ethical

Committee for Research with Medicines (CEIm) hereby informs and states that:

1.- As a general rule, in compliance with current legislation and for the purposes of
protecting patient privacy and anonymity, researchers and students shall be prohibited
from accessing the patient's medical records except in the following circumstances:

a) The patient has given their express consent to access their medical records,

even if their data has not been dissociated or anonymized.

b) The data contained in the medical records have been dissociated or

anonymized by a healthcare professional subject to professional secrecy or

another person subject to an equivalent obligation of secrecy.
2.- Researchers, students, and their teaching supervisors declare that they are informed,
aware of, and committed to complying with the other obligations established by Order
SS1/81/2017, of January 19, regulating the basic guidelines for ensuring and protecting
the right to patient privacy by students and residents in Health Sciences, by Law
41/2002, of November 14, regulating patient autonomy and rights and obligations
regarding clinical information and documentation, and by Regulation (EU) 2016/679 of
the European Parliament and of the Council, of April 27, 2016, on the protection of
natural persons with regard to the processing of personal data and on the free
movement of such data, as well as by any other applicable legal provisions, if any, in
this area. They are therefore directly responsible for any breaches that may occur and

exempt the Committee from such breaches.

The Committee and the parties accept the above statements as valid for all legal

purposes.
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