
Clinical study agreement

Name of the study: Prevalence, diagnosis, management and outcome of mesenteric ischemia: a prospective,
observational multicenter study (AMESI Study) (hereinafter: study)

PARTIES to the agreement
Sponsor:
Name: University of Tartu,

Representing person: Pille Taba, Head of the Institute of Clinical Medicine

Institution: Fundación Pública Andaluza para la Gestión de la Investigación en Salud de Sevilla
Name: Fundación Pública Andaluza para la Gestión de la Investigación en Salud de Sevilla

Representing person: José Cañón Campos. Managing Director

1. SCOPE OF THE AGREEMENT
Under this agreement, the parties agree to conduct a clinical study as defined in the Protocol in Appendix 1 AMESI
Study, as may be amended from time to time. The study is part of the project �Acute mesenteric ischemia:
development of an algorithm for diagnosis and management� (PRG1255) funded by the Estonian Research Council.

2. PURPOSE OF THE AGREEMENT
The purpose of this agreement is to agree on terms and conditions, as well as procedures, according to which the
study will be conducted, and on the division of duties and responsibilities between the parties conducting the study.

3. CONTACT PERSONS
Contact person(s) for the Sponsor:

Contact person(s) for the Institution:

4. TIMELINE and SCHEDULE OF THE STUDY
4.1. This clinical study can only be initiated after full approval by the local ethics committee at the study site

(Institution) has been obtained.
4.2. The purpose of the study is to screen Institutional patients and to enrol appropriate patients with Acute

Mesenteric Ischaemia (AMI) during the study period. On suspected cases, only basic data is collected; no
reimbursement is provided. For confirmed cases, a full data set is collected and recruitment will be reimbursed
by the Sponsor.

4.3. The global target is to enrol at least 400 patients with confirmed AMI by 31.12.2022. The objective for the
Institution is to be ready to commence recruitment in May 2022 (the earliest study start date is 16.05.2022)
and recruit the first subject into the study by 30.09.2022. The Sponsor of the study is, however, entitled to
suspend the recruitment of new subjects if a sufficient number of subjects has been recruited into the study
globally at the interim analysis time point four months after the study start.














