INSERT ON LETTERHEAD OF THE ORGANISATION TO WHICH YOU BELONG

Rome  dd/mm/yyyy                    

                                    To the National Ethics Committee 

for Research Trials Conducted by Public Research Bodies (EPR) 

and Other National Public Bodies (CEN)

Istituto Superiore di Sanità (National Institute of Health)

V.le Regina Elena, 299

Postcode 00162, Rome 

Subject: Request for evaluation of the project ‘PROJECT NAME’

The undersigned NAME OF PROPOSER, Scientific Director of the project entitled ‘PROJECT NAME’, requests that this project be submitted for review by the National Ethics Committee for Research by Public Research Bodies (EPR) and other national public bodies (CEN).

(ONLY for multicentre studies) This is a multicentre study involving N centres in Italy and/or abroad.

For the purposes of evaluation, the following documents are attached:

· (All. A) - Study protocol version dated dd/mm/yyyy (TO BE COMPLETED)

· (All. B) - List of centres involved and their local contact persons (if the study is multicentre)

· (All. C) - Patient information and informed consent forms dated dd/mm/yyyy (TO BE COMPLETED)

· (All. D) - Personal data processing information forms dated dd/mm/yyyy (TO BE COMPLETED)

· (All. E) - Curriculum vitae of the principal investigator and any publications relevant to the proposed study

· (All. F) Assessment by the DPO of the affiliated institution
· ADD ANY OTHER DOCUMENTS SUBMITTED FOR EVALUATION TO THE LIST (QUESTIONNAIRES, CRFs, DATA MANAGEMENT PLAN, ETC.)

Thank you for your attention, 

                                                                                                        Dr. SCIENTIFIC DIRECTOR

For review of the scientific, methodological and organisational aspects of the proposal in question

                                                                                                  Dr. CENTRE/DEPARTMENT DIRECTOR

