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Subject: FAVORABLE OPINION
Madam,
The President of the Committee has issued a FAVORABLE opinion, dated 7 December 2011, for the protocol entitled:
“Vagal Neurostimulation (VNS) for Anti‑Inflammatory Purposes:
A New Approach in the Treatment of Crohn’s Disease”
This follows consultation with the rapporteurs and examination by the Committee during sessions held on 09/11/2011 and 07/12/2011.
The sponsor is Grenoble University Hospital (CHU) – BP 217 – 38043 Grenoble Cedex 9.
IRB: 6705
The principal investigator is Prof. Bruno BONAZ, University Clinic of Hepato‑Gastroenterology, CHU Grenoble – RPPS: 10002986163.
Associated Investigators (CHU Grenoble):
· Dr. Nicolas MATHIEU – RPPS: 10004426499
· Dr. Philippe BICHARD – CNOM: 38/5355 – ADELI: 381053552 – RPPS: 10003870127
· Dr. Dominique HOFFMANN – RPPS: 10003870085
· Dr. Laurent VERCUEIL – CNOM: 38‑7338 – ADELI: 38 1077338 6 – RPPS: 10002435757

Committee Members Who Deliberated
1st College
1 — Biomedical Research
· Full members: Dr. HABOZIT Bernard
· Alternates: Dr. ANGLADE Daniel, Dr. KUENTZ François, Mrs. NUIRY Laurence
2 — General Practitioner
· Full member: Dr. TIRARD Véronique
3 — Hospital Pharmacist
· None
4 — Nurse
· None

2nd College
· Ethics Experts
· Full member: Mr. BOARINI Serge
· Psychologist
· Full member: Mr. GRUNWALD Jean
· Alternate: Mrs. NAEGELE Bernadette
· Social Worker
· None
· Legal Experts
· Full members: Mrs. BARTHE‑BOUGENAUX Dominique, Mrs. DUCKI Myriam
· Alternate: Dr. JUGE Joel
· Representatives of Approved Patient and Health System User Associations
· Full members: Mrs. PELLOUX Colette, Mrs. VEYRET Chantal
· Alternate: Mr. ASSORIN Jean‑Marc
No deliberating member of the Committee was affected by a conflict of interest.
Please accept, Madam, the expression of my highest regards.
The President,
Jean Grunwald



Study NSV — CONSENT FORM
Version 2.0 — 11/10/2011
I AGREE TO PARTICIPATE IN THIS RESEARCH UNDER THE CONDITIONS SET OUT ABOVE.
If I wish, I have the right to refuse to participate in this research or to withdraw my consent at any time, without any responsibility or prejudice. I will then inform Dr. __________________________.
The data concerning me will remain strictly confidential. I authorize their consultation only by persons bound by professional secrecy and collaborating in this research.
I may request additional information at any time from the investigating physicians.
I agree that data recorded in connection with this study may be processed by computer, after anonymization, by the sponsor or on its behalf. I understand that my right of access under the Data Protection Act may be exercised at any time.
In the event of stopping participation without withdrawing consent, the data collected before that stop will be used, unless I do not wish so.
I have received a detailed information sheet. I have received a copy of this document and I have been informed that another copy will be kept by the organizers under conditions guaranteeing confidentiality, and I consent to this.
I have been informed that, in accordance with regulations on biomedical research, the Committee for the Protection of Persons South‑East V gave a favorable opinion on XX/XX/XXXX and the French Health Products Safety Agency (AFSSAPS) issued its authorization on XX/XX/XXXX for the conduct of this research.

Participant Details
Name: _________________________________
First name: _____________________________
Date: __________________________________
Signature of participant: __________________
Investigator Details
Name: __________________________________
First name: ______________________________
Date: ___________________________________
Signature of investigator: ________________
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Research Identifier
Title: Vagal Neurostimulation (NSV) for Anti‑Inflammatory Purposes:
A New Approach in the Treatment of Crohn’s Disease
Principal Investigator: Prof. Bruno BONAZ
Contact Information:
University Clinic of Hepato‑Gastroenterology
Hôpital A. Michallon – BP 217 – 38043 Grenoble
Tel: 04 76 76 55 97
Sponsor: Grenoble University Hospital (CHU)
Sponsor Contact:
Clinical Research and Innovation Department
CHU Grenoble – 38043 Grenoble Cedex 09
Tel: 04 76 76 84 55
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