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Study proposal request form

Name of the study:
Organ committee: ETHAC/ELIAC/EPAC/ETKAC/OPCC

Name PI:

Position:

Affiliation:

Email address:
Senior Investigator:

Email address:

The application should include a request letter and a study protocol, both in English. This study
protocol should at least meet the following criteria:

e Date
e Version
e Sponsors/ Financial disclosure
e General description
- Background;
- Hypothesis/research question/ aim of the study;
- Cohort;
- Methods: study design*, study population and statistics;
e References (in AMA format)
¢ Ethical approval local center*: Yes/Not applicable
¢ Information on the possibility of co-authorship, acknowledgement etc. of the involved or
participating centers
e Disclosure
e Conflict of interest

* In case centers must be addressed for actual follow-up of the patients included in the study, a 172
letter addressing the centers should be provided by the principal investigator.



Requested data
Please describe data variables required per topic. Please note that only substantiated data variables,

essential for the analysis can be provided, in line with the GDPR.
O Donor

Il Recipient

O Transplant data

Il Waiting list data

O Allocation data

O Follow-up data*

O No data required.

Please note
e Scientific publications or abstracts should adhere to the “Regulations for publication
sponsored by Eurotransplant”. Documents with regard to data collection & GDPR can be
found on our website.
¢ Data minimalization according to the GDPR will be adhered to. Data stripped of demographics
will be provided.
¢ In case additional data items are requested after the approval of the initial research proposal

this must be motivated by the PI and will be reviewed by the involved organ committee(s).

* In case centers must be addressed for actual follow-up of the patients included in the study, a 2/2
letter addressing the centers should be provided by the principal investigator.



