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Objective of the Stars project

Develop new personalised eHealth solutions to reduce stress in patients planned for surgery during the
entire care process

Pre-clinical Clinical Post-clinical
| am so nervous. | am really stressed! May | follow my daily routine?
Will everything be ok? Will | be in safe hands? | can’t do anything by myself.
How long will | be in the Was the operation successful? When will | get well?
hospital? Is this pain normal?
Will I have pain? | want to go home.

When will | be operated?



The Stars project in a Nushell

e Universiteit Maastricht (C) *
* Academisch Ziekenhuis Maastricht (P) % Maastricht University
e Agencia de Qualitat i Avaluacio Sanitaries de Catalunya
* Hospital Sant Joan De Déu (P)

* Fundacio Parc Tauli (P)

* Servicio Andaluz De Salud (P)

* Bedin Sara (independent expert on innovation procurement) ;eg;gg,gﬁg;;;gg

* [stituto Nazionale di Riposo e Cura per Anziani INRCA (P) Hospial Uriversitario Reina Sofi
e Zenit Zentrum fur Innovation und Technik in NRW - GmbH
e Laurea-ammattikorkeakoulu Oy

e Ethniko Kai Kapodistriako Panepistimio Athinon ' Parc Tauli

(¥) Maastricht umc+

Hospital Universitari :
ospi niversitari Sant Joan de Déu

DSENGE
o

Barcelona - Hospital B

11 partners from 6 countries

5 buyers form 3 countries

A total of 3.26 million euro invested in the development of the solution

Original duration 4 years extended to 66 months from 01/01/2017 to 30/06/2022
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Lesson learned 1 — PCP Topic

PCP Is focuses on the development of prototypes for future commercialization

» The topic of the procurement should been well defined , with clear boundaries and possible very
focused
» Pay attention to external (not manageable) factor that can impact on result
+* Other potential interfering processes
** Interoperability with other systems
¢ Logistic aspect




Lesson learned 2 — Role of the participant

In PCP procurer and suppliers work together but non collaborate (competition among different suppliers)

» the PCP partner should focus on the problem not on the solution
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Lesson learned 3 — Project organization

Time is a critical resource

PCP phase are mainly regulated by law->Time delay are difficult to recover

Take necessary time for validation phase

Phase 0 Call for Phase |

Curiosity Te nd ers Solution design
Driven
Research Call open for
industry
Open participation
Market

Consultation Development phase

Reporting

Evaluation

Tender for 2" phase
Evaluation and selection
Waiting time

Phase Il

Prototype
development

Development phase
Intermediate evaluation
Reporting

Final evaluation

Tender for 3" phase
Evaluation and selection
Waiting time

Phase Il

Original
development of
limited volume of
first test pro-ducts
/ services

" Protocol definition

Ethical approval
Production & deployment
Filed test

Reporting

Final evaluation



Lesson learned 4 — Test phase

Digital health solution represent complex health interventions that are
» under fixed regulation

“* MDR

*» GDPR and cybersecurity issues

*»» Ethical approval

» resources (time, money, effort) consuming
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Consider this aspects in planning
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Overall assessment of the experience

Would you do it
again?

Marco Dellabella (chief urological surgeon):

Faced with a complex and innovative challenge and limited time, deploy all available
resources and establish a rapid response team.

(the Stars trial has been done in 1° semester 2022 still under Covid restriction)
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Thanks for the attention
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