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Dr. Pierre DELTENRE
Gastro-entérologie médicale
Hopital Erasme

Brussels, July 31, 2023

Dear Dr. DELTENRE,
Please find further on the answer of the Ethics Committee concerning the below mentioned study.

ETHICS COMMITTEE APPROVAL

We, undersigned, “Board Members” of Ethics Committee Erasme Hospital

808, route de Lennik

B-1070 Brussels, Belgium
confirm that the documents submitted for approval were initially examined on the meeting held on
11/07/2023 (dd/mml/yyyy).

After examination of the answers to the comments received the 26/07/2023, the Ethics Committee gave its
agreement on 31/07/2023 to the following documents:

»  Protocol (References : P2023/254 /| NA) entitled: “The natural history of early porto-sinusoidal
vascular disorder.” (Your Ref.: Version undefined)

The following document(s), included in the submission file, has/have also been reviewed:

»  Ethics Committees Application form signed the 11/06/2023

»  Clinical Trial Agreement: Draft or not yet signed by all the concerned parties

»  eCRF, modified

>

GDPR Statement dated July 24, 2023

We also confirm the suitability of the local investigator and his team and the quality of local facilities.

This agreement is valid from 31/07/2023 till 31/12/2025 provided that the Ethics Committee received
the local clinical trial agreement as required by the Belgian law of May the 7th, 2004.

The Committee reminds the investigator of his personal responsibility for this project. We consider your responsibility, in
accordance with the recommendations of ICH-GCP (E6):

Point 3.3.6.: no subject should be admitted to a trial before the IRB/IEC issues its written approval/favourable opinion of the
trial.

Point 3.3.7.: no deviations from, or changes of, the protocol should be initiated without prior written IRB/IEC
approval/favourable opinion of an appropriate amendment, except when necessary to eliminate immediate hazards to the
subjects or when the change(s) involves only logistical or administrative aspects of the trial (e.g., change of monitor(s),
telephone number(s)).

Moreover, annual trial status and end trial results will be transmitted to the Committee.
The list of the names and qualifications of the members of the Ethics Committee is added in appendix.

We hereby confirm that this Ethics Committee is organized and operates according to ICH GCP and the

applicable law and regulations.
9 /\/>

Pr J.-M. BOEYNAEMS
Chairman
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PrJ.-M. BOEYNAEMS, Médecin Biologiste, MD, PhD, M, Scientifique, Affilié
PrH. LOUIS, Gastro-entérologue, MD, PhD, M, Scientifique, Affilié

Comité d’Ethique PrJ.-L. VACHIERY, Cardiologue, MD, M, Scientifique, Affilié
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i Pr N. D'HAENE, Pathologiste, MD, PhD, F, Scientifique, Affiliée

Mme L. DIDENS, Infirmiére, F, Non Scientifique, Affiliée

Mme E. DUMONT, Juriste, F, Non Scientifique, Affiliée

Mme V. DUTHIE, Infirmiére, F, Non Scientifique, Affiliée

PrV. FONTAINE, Microbiologiste, PhD, F, Scientifique, Affiliée

Dr D. FRENCH, Psychiatre, MD, M, Scientifique, Affilié

Mr R. GIOFFREDI, Membre d'une Association de Patients, M, Non Scientifique, Non Affilié
Dr J. GROSWASSER, Pédiatre, MD, PhD, M, Scientifique, Non Affilié
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DrV. LESAGE, Gériatre, MD, F, Scientifique, Affiliée
Pr J.-M. BOEYNAEMS
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PrH. LOUIS Mr M. MAYER, Conseiller Laique BSc, PhD, M, Non Scientifique, Affilié
Pr J.-L. VACHIERY Dr L. NOBILE, Intensiviste, MD, F, Scientifique, Affiliée )
Dr J. GROSWASSER Mme M. PAESMANS, Experte en méthodologie et statisticienne, F, Scientifique, Affiliée
Mr S. BAUDRY Mme A. PETIAU, Psychologue, F, Scientifique, Affiliée
Prl. LANGER Dr D. PIQUARD, Médecin Généraliste, MD, M, Scientifique, Affilié
Consultants Mr. C. PLOMTEUX, Représentant des Volontaires Sains, M, Non Scientifique, Non Affilié
PrB. BYL Dr J. ROUBY, Généraliste, MD, M, Scientifique, Non Affilié
- PrA. DEMOLS Mme C. SAUVAGE, Kinésithérapeute, BSc, PhD, F, Scientifique, Affiliée
Hire Th-OCCIEE Pr S. SCHIFFMANN, Neurologue, MD, PhD, M, Scientifique, Affilié
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Pr Fl. ROUFOSSE
Mrs S. SCHOLTES, Pharmacienne Hospitaliére, F, Scientifique, Affiliée
Pr F. VERMEULEN
Dr A-L. TREPANT, Anatomo-pathologiste, MD, F, Scientifique, Affili¢e
Pr Ph. VAN DE BORNE, Cardiologue, MD PhD, M, Scientifique, Affilié

Pr C. VERHOEVEN, Biostatisticienne, PhD, F, Scientifique, Affiliée
Dr V. VLIEGHE, Néonatologue Intensive, MD, F, Scientifique, Affiliée



