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Le projet MORPHEUS et I'étude ETHER en quelques mots

Retour d’expérience sur I'étude clinique ETHER

Arorphos ETHER .

A STUDY BY m 07’?/2&“6
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The “MORPHEUS” project aims to reach 2 major objectives.

The first key objective : to DEVELOP a time-dependent multicomponent intervention
(TDMI) score integrated in a shared decision-making process with the aim to optimize
anticoagulation effectiveness.
Based on 2 approaches:
1- Quantitative : literature, merged cohorts (“MC-MORPHEUS?”)
2- Qualitative : socio-anthropology

The second key and ultimate objective : to VALIDATE the effectiveness of the TDMI score
integrated in a shared decision-making process.

1- Quantitative : stepped wedge cluster randomized trial (“ETHER?)
2- Qualitative : ethnography
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PROGNOSIS IMPROVEMENT OF UNPROVOKED VENOUS THROMBOEMBOLISM
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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
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ETHER -

A STUDY BY MWW

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.
‘ V=

BREST

CENTRE HOSPITALIER
UNIVERSITAIRE

Funded by the
European Union



ETHER .

A STUDY BY Mtrr;v/uws

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.

Total number of
patients: 2 400
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ETHER .

Clinical study overview: ETHER
A STUDY BY Ma'rpfwws

Periods of inclusion

Period 1
12 months

Period 2
3 months

Period 3
3 months

Period 4
3 months

Period 5
3 months

Period 6

3 months

S 1 Usual Intervention Intervention Intervention Intervention Intervention
équence Practice TDMI TDMI TDMI TDMI TDMI
1 1 . Usual Usual Intervention Intervention Intervention Intervention
Duration per patient: 18 months Sequence 2 : : S o o o
Practice Practice
1 1 . Usual Usual Usual Intervention Intervention Intervention FO”OW-Up
Duration of recruitment: 27 months sequence3 [l ISGRIN NREEE | o o I8 e
H . Usual Usual Usual Usual Intervention Intervention
TOtaI ETHER duratlon' 45 months sequence 4 Practice Practice Practice Practice TDMI TDMI
Sequence 5 Usual Usual Usual Usual Usual Intervention

Practice

Practice

Practice

Practice

Practice

TDMI

27 months — 6 periods

18 months

Total duration: 45 months
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ETHER .

A STUDY BY Mtrr;v/wws

Clinical study overview: ETHER

Visit Vi | v2 V3 vyg |V 3/study
end visit
Month MO M3 M6 M12 M18
Day Day0 |90£10| 180£30 | 36530 | 54530
Type of visit Cs Cs Cs or Pc Cs Cs
Informed consent X
Inclusion/exclusion criteria X
Past medical history X
Concomitant treatments X X X X
Questionnaires™** X X X
Biobank * X X* X*
Imaging collection® X X X X
TDMI application X X* X* X
Treatment compliance™®** X X X X X
Outcomes assessment X X X X
Adverse events X X X X
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Clinical study overview: ETHER

Bl 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




Aulorisations ,

(hﬂfrfa&uﬂijgjﬂn rﬂg'lm . * Pays et centres B
> Circuils

Vigilances Lettre d’information/Consentement/Non opposition

RETOUR D’EXPERIENCE ETHER

* Protocole en anglais

* Qualification
 Circuits logistiques
(données, traitement, biocollection, Imagerie, etc ...)

S—

(en frangais et en anglais)
* Soumission aux autorités compétentes dans chaque pays

* CRF

* Documents/Questionnaires/Procédures

* Contractualisation
* Mep

* RGPD

A
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1 4

BUDGET

@ecrin

12

Funded by the
European Union



FACTEURS CLES DE SUCCES

Coordonnateur

11y heactivit

oy

W

13



FACTEURS CLES DE SUCCES
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MORPHEUS
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