Follow up of adverse events (AE)
No AE related to the intake of immunonutrition are expected and therefore only 30-days and 90-days postoperative surgical complications will be reported to evaluate primary and secondary endpoints. All serious AEs will be followed until they are resolved or stabilized, including after the end of the study. If immediate safety and protective measures have to be taken during the conduct of the study, the investigator notifies the local ethics committee of these measures, and of the circumstances necessitating them, within 7 days.

Criteria for discontinuing or modifying interventions
Immunonutrition has been used for more than 15 years and no critical safety issues have been reported. Side effects (i.e. severe diarrhea or nausea requiring medical attention) related to the investigational product will not be considered as a criterion for discontinuation of the intervention.

Monitoring
The monitoring will be performed by the clinical trial unit of Lausanne, in accordance with ICH GCP E6(R2). The monitor (independent of the research team) will carry out this activity according to a pre-established monitoring plan adapted to the risk of the clinical trial. The monitor will verify that the clinical trial is conducted, and that the data are generated, documented, and reported in accordance with the requirements of the protocol, the GCP and the applicable regulatory requirements. In concrete terms, an initiation visit, intermediate visits, and a closing visit will be organized on each site by the monitor in accordance with the monitoring plan. At each site, the local principal investigator will ensure that the monitor always has access to the trial data and source documents and will respond to questions and requests for corrections during the monitoring visits.

Protocol amendments
Substantial changes to the study setup and study organization, the protocol and relevant study documents will be submitted to the local ethics committee for approval before implementation. Under emergency circumstances, deviations from the protocol to protect the rights, safety and well-being of human subjects may proceed without prior approval of the local ethics committee. Such deviations shall be documented and reported to the ethics committee as soon as possible.

Roles and responsibilities
The sponsor is the university hospital of Lausanne (CHUV), which is responsible for providing to the investigator the necessary information to conduct the clinical trial, to ensure proper monitoring of the trial and certifying compliance to ethical bodies and Swiss legislation. The sponsor can be contacted by email (bpr@chuv.ch).
The funding body is not involved in the study design; collection, management, analysis, and interpretation of data; or the decision to submit for publication.

Data management system 
The study coordinator will be responsible for entering relevant data from the eCRF or results from the laboratory in Excel data bases. Data generation, transmission, archiving and analysis of personal data within this study will strictly follow the applicable Swiss legal requirements for data protection. Study data will be entered into the eCRF. The REDCap® software will be used and is validated by the Lausanne University Hospital for the research data-management. Prerequisite is the voluntary approval of the subject given by signing the informed consent prior to start of participation in the clinical trial. REDCAP® database runs on a server maintained by the IT-Department of the Lausanne University Hospital.

Data security, access, and back-up
All data will be stored on the Lausanne University Hospital’s secure server. Study data entered into the eCRF are only accessible by authorized persons. Password protection and user right management ensure that only authorized study personal and local authorities (if necessary) will have access to the data during and after the study. Biological material is appropriately stored in a restricted area only accessible to authorized personnel according to the regulation of the urology biobank of Lausanne University Hospital (identification with badge).

Insurance
In the event of study-related damage or injuries, the liability of CHUV, as the sponsor, provides compensation, except for claims that arise from misconduct or gross negligence.

Publications
The results of the projects will be published in peer-reviewed scientific journals and presented in scientific congresses. Authorship to publications will be granted according to the rules of the International Committee of Medical Journal Editors (ICMJE).
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