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Preliminary Study Concept Form

This document serves as a *Preliminary Study Concept Form* intended for researchers wishing to submit an initial project overview to the European Neuropathy Foundation (ENF). Its purpose is to allow a rapid pre‑assessment before moving to a full study proposal. Completed forms should be returned directly to the Founder of ENF and Chairman of the International Society of Neuropelveology (ISON), Prof. Marc Possover, at: m.possover@possover.com
1. Applicant Information
Name / Title:
Institution / Department:
Country:
E-mail:
Phone:
2. Project Title
Full title:
Short title / Study ID:
3. Study Type
☐ Clinical investigation (medical device)
☐ Clinical research (non-device)
☐ Preclinical research
☐ Observational study
☐ Registry / database
☐ Other: ______
4. Short Scientific Summary (max. 150 words)
Background / rationale:
Objective:
Hypothesis:
5. Target Population
Participants: ☐ Female ☐ Male ☐ Both
Age range:
Main diagnosis / indication:
6. Planned Sample Size
Estimated number:
Rationale:
7. Study Intervention
Intervention / device / treatment:
Mode of action:
Duration of intervention / follow-up:
8. Objectives
Primary objective:
Secondary objectives:
9. Key Inclusion / Exclusion Criteria
Inclusion:
•
•
•

Exclusion:
•
•
•
10. Study Design
☐ Prospective   ☐ Retrospective   ☐ Interventional   ☐ Observational
☐ Randomized   ☐ Single-arm   ☐ Multicentric

Study duration:
Start: ______   End: ______
11. Investigators & Sites
Sponsor / Lead Investigator:
Participating Centers:
12. Ethical & Regulatory Status
☐ Draft protocol completed
☐ Submitted to ethics
☐ Approved by ethics
☐ CE-status known
☐ FDA pathway relevant

Notes:
13. Requested Support from ENF
☐ Scientific partnership
☐ ENF ethical pre-review
☐ Methodological guidance
☐ Financial support
☐ Access to ENF network
☐ Other: ______
14. Additional Comments
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