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STRATOSPHERE

Call opening date: 06/10/2021

Full Stage:

Submission of the full proposal : 

21/04/2022

Answer from the EU Commission: 

05/08/2022 > Reserve list

Answer from the EU Commission: 

05/06/2023 > Approved

≈6 Months

≈10 Months

M0 = 1st DEC 2023

≈5 Months





Prognosis improvement of unprovoked vEnous THromboEmbolism

with the use of a shared decision-making process including a time-

dependant multicomponent risk prediction scores intERvention. An

international academic two-stepped wedge cluster randomized trial.



Clinical study overview: ETHER

Full title: Prognosis improvement of unprovoked vEnous THromboEmbolism with the use of a

shared decision-making process including a time-dependant multicomponent risk prediction

scores intERvention. An international academic twostepped wedge cluster randomized trial.
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Total number of 

patients: 2 400



Clinical study overview: ETHER
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Follow-up

18 months

Period 1

12 months

Period 2

3 months

Period 3

3 months

Period 4

3 months

Period 5

3 months
Period 6

3 months

Sequence 1

Sequence 2

Sequence 3

Sequence 4

Sequence 5

27 months – 6 periods 18 months

Total duration: 45 months

Periods of inclusion

Duration per patient: 18 months

Duration of recruitment: 27 months

Total ETHER duration: 45 months
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Clinical study overview: ETHER



Clinical study overview: ETHER

Countries (sites): CHE (1), ESP (8), DEU (3), DNK (1), FRA (22), NLD (4) and POL (3). 
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RETOUR D’EXPERIENCE ETHER

11



• Circuits logistiques

(données, traitement, biocollection, Imagerie, etc …)

RETOUR D’EXPERIENCE ETHER
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• Protocole en anglais

• CRF

• Lettre d’information/Consentement/Non opposition

(en français et en anglais)

• Soumission aux autorités compétentes dans chaque pays

Dès la soumission du projet à l’AAP

• Pays et centres BUDGET

• Documents/Questionnaires/Procédures

• Contractualisation

• Mep

• RGPD

• Qualification



FACTEURS CLES DE SUCCES
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• Moyens

FACTEURS CLES DE SUCCES
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• Budget

• Réseau

• Temps

• Communication

• Réactivité et Disponibilité

• ECRIN

• Préparation

• Partenaires

• Coordonnateur

• Expérience

U1304

U1059

U1263

CIC 1412

CIC1408



MORPHEUS
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helene.fortin-prunier@chu-brest.fr




