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1 Introduction

1.1 Objective

This deliverable is addressed to present the results from the following tasks:

Task 1.8. Secure ethical approvals

IBV is the task leader and have fulfilled and secured appropriate ethical applications for
Spanish authoritires to be able to conduct tasks relate with babies and users. IBV and Dr. Pin
developed a draft with exclusion/inclusion criteria and protocols for its approval by the Ethical
Committee of the Universitat Politecnica de Valencia and clinic Hospital Peset respectively as
independent third party.

IBV defined tests and protocols with the important collaboration of PIN. The protocols
describe objectives, detailed steps, equipment, and newborn babies’ profile (based on weight
and age).

Ethical approvals for the experiments have been obtained at the beginning of the project
before the ethical trials starts (month 3). Ethical approvals are the result of this task and are
attached in annex 1 and 2 of this deliverable.

1.2 Scope

The document covers the following points:
e Ethical Clearance: description of the ethical approvals obtained.
e Official Documents of the Ethical Clearance:
o Original Spanish document for the Ethical Clearance of Hospital Peset
ethics committee.
o Original document for the Ethical Clearance of Universitat Politécnica de
Valéncia research ethics committee.

1.3 Integration within the project objectives

This deliverable belongs to the “WP9. Management and Coordination” because this clearance
is needed for several WPs within the project. Nevertheless, the task to obtain the ethical
clearance is on “WP1. User characterization and system requirements” which is part of the
“Research, Technological development and innovation activities”. This deliverable is needed to
start the trials with users and is an input for the following tasks where users and babies are
involved.

Approval of ethics committee of Peset Hospital has been obtained for trials with babies and
approval of Universitat Politécnica de Valéncia ethics committee for the other tasks where
users are involved.
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RESEARCH, TECHNOLOGICAL DEVELOPMENT & INNOVATION ACTIVITIES  (M1-M22)

WP1: User Characterization and System Requirements (IBV) (m1-m5)

SIDS risk patterns and preventive actions
Requirements for healthy cots
Requirements to obtain Movement, Temperature, pH and Respiration behaviour from newborn
Communication system and User Interface Requirements
Standards of medical care systems
Users Requirements and Scenarios of use

Ethical approvals
\ Treshold risks definition Y,

Figure 1. Block diagram.

2 Ethical clearance

Ethical approval of the Peset Hospital ethics committee for the experiments has been
obtained in order to be able to start the ethical trials (Annex 1). A translation of the original
document can be found in the next lines.

“D. Vicent Valentin Sequra, president of the Research Ethical Committee of the
Dr. Peset Hospital,

CERTIFIES

That this Committee has evaluated and check the clarifications required for the
study named: «Development of a non-invasive baby sleep monitoring and
intelligent control system for the prevention of unexpected death in previously
healthy babies and early detection of risky situations».

Activity code: SME-2013-1.

CEIC code: 86/13.

Valencia, December 2™ 2013.
Signed: Vicent Valentin Segura

CEIC President of the Dr. Peset Hospital.”

Ethical approval of the research ethics committee of the Universitat Politécnica de Valéncia
has also been received (Annex 2).
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3 Annexes

Annex 1: Ethical clearance of Hospital Peset ethics committee

&YX GENERALITAT VALENCIANA
\\\L‘L'F\'.!LLEV..\ DE SANITAY

AGENCIA VALENCIANA DE SALUT
Departament de Salut Valéncia - Doctor Peset

A/A.: Gonzalo Pin Arboledas
Pediatria H. Quirén

Avda Blasco Ibafiez 14.

46010 Valencia

D. Vicent Valentin Segura, Presidente del Comité Etico de Investigacion Clinica del
Hospital Universitario Dr. Peset.

CERTIFICA:

Que este comité en su reunion celebrada ¢l dia 27 de noviembre de 2013 ha evaluado
ha aprobado las aclaraciones solicitadas del estudio titulado; Desarrollo de sistema de
control de monitorizacion inteligente no invasivo del suefio del bebe para la prevencion
de la muerte subita a través de la deteccion de situaciones de riesgo previamente en la
salud de los recién nacidos.

Cédigo de protocolo: SME-2013-1

Cadigo Ceic: 86/13

Valencia 2 de diciembre e 2013
Wi
’ {\”
: XD

Fdo.: Vicent Valentin Segura
Presidente CEIC Hospital Universitario Dr. Peset

* X x
*

Page 5 of 6

* —| ||| —
SEVENTH FRAMEWORK
* x k PROGRAMME

*
* o %



are
Bab\/r(;\eep

D.9.2. Ethical clearance.

Annex 2: Ethical clearance of Universitat Politecnica de Valéncia
research ethics committee

UNIVERSITAT
POLITECNICA
DE VALENCIA

JOSE ESTEBAN CAPILLA ROMA, PRESIDENT OF THE RESEARCH
ETHICS COMMITTEE OF THE UNIVERSITAT POLITECNICA DE
WALENCIA

I DECLARE: that the Research Ethics Committee of this university, in the meeting
held on July 9, 2013, after evaluating the research project "Development of a
non-invasive baby sleep monitoring and intelligent control system for the
prevention of unexpected death in previously healthy babies and early
detection of risky situations. BabyCareSleep” whose principal investigator is
Dr. Pedro Huertas Leyva, has decided to report it FAVORABLY.

Valencia, on July 9, 2013

Fda, José
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