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To the President of the Ethical Committee of the Politecnico di Milano
Form for requesting an opinion from the Ethical Committee 
PART 1: PROJECT IDENTIFICATION
1.1 Project title
………………………………………………………………………………………………………..
…………………………………………………………..……………………………………………
1.2 Scientific project coordinator (Attach resume)
………………………………………………………………………………………………………
1.3 The research: 
	Involves human beings (data surveys or personal signals, apparatuses for surgery, test and validation of new measuring and/or surgery devices, interviews, observations, collection of biological samples, physiological parameter measurements, information collected and used for different purposes)

	Yes/no

	Does it involve the use, production and collection of human tissue or cells?
	Yes/no

	Does it involve the collection of personal data (research on the treatment of information relative to an identified or identifiable natural person)? 
Treatment intends any operation relative to the collection, recording, organisation, preservation, elaboration, modification, extraction, consultation, the use of spread information, freezing, cancellation of personal data.

	Yes/no

	Can it result in the ‘double’ use of technology (research, technology, information that with a military, terroristic etc. purpose or use)?

	Yes/no

	Can it determine the possibility of technology and information that could be used for non ethic purposes?
	Yes/no

	Other ethical issues that do not fall into the previous types (description)
	Yes/no


1.3.1 Details/reasons for the points in section 1.3 that received a positive answer
.................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................................... 
1.4 Indicate any other researchers involved, connected institutions, their address (attach brief and specific resumes) 
…………………………………………………………………………………………………….………………………………………………………………………………………………………
1.5 Research premises
………………………………………………………………………………………………………
1.6 Is authorisation from other Institutions (e.g. hospitals, schools, prisons) required to access data or involve participants? If yes, attach a copy of the authorisation letter
………………………………………………………………………………………………………
………………………………………………………………………………………………………
1.7  Do the Coordinator and research group members, as well as the respective families, have specific interests in the result of the study? (Attach declaration)
………………………………………………………………………………………………………………………………………………………………………………………………………………
1.8  Does the research coordinator have enough time, the correct equipment, structures and staff to carry out the research? (Attach declaration, countersigned by the manager of the structure concerned)
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….…
1.9 Are interventions that require specific professions (e.g. doctor, psychologist, nurse, etc.) pursuant to laws in force required? If yes, specify.
……………………………………………………………………………………………………………………………………………………………..……………………………………………………………………………………………………………………………………………………..……
PART 2: PROJECT SPECIFICATIONS
2.1 Any financing Institutions or Sponsors (indicate contribution) 
………………………………………………………………………………………………………………………………………………………………………………………………………………..
2.2 Programmed research starting date

………………………………………………………………….….
2.3 Programmed research duration (in months) 

……………………………………………………..……………...
2.4 Give a brief description in Italian of the research programme (possible schematic representation of the protocol)
……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..………………………
2.5 Project description:
2.5.1 Proposed survey method
…………………………………………………………………………………………………………………………………………………………………………………………………….………
………………………………………………………………………………………………………
2.5.2 Description of the procedure (attach protocol and copy of the material used). Specify any approaches that are different from the normal procedure.
………………………………………………………………………………………………………………………………………………………………………………………………………..……
………………………………………………………………………………………………………
2.5.3 Possible bibliographical references that could be useful
…………………………………………………………………………………………………………………………………………………………………………………………………………….
PART 3: INFORMATION ABOUT THE PARTICIPANTS
3.1 Which types of subject will take part in the study? 
· Students
· Adults (aged 18 and over, and able to express their consent)
· Children and young people aged under 18 
· Elderly (aged 65 and over, and able to express their consent)
· Subjects who are not Italian mother tongue speakers
· Subjects with cognitive/mental problems who CANNOT express their consent)
· Other people whose ability to express consent can be compromised (indicate why)
· Subjects with physical disability (specify which)
· Institutionalised subjects (e.g. prisoners, hospitalised patients, etc.) 
· Patients and/or clients signalled by doctors, psychologists or other professional categories
· Other people whose ability to express consent can be compromised (indicate why)
· It is not possible to determine the subject type (e.g. issued through the Internet)
………………………………………………………………………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………
3.2 Should some of the subjects be dependent on the researcher or one of his/her collaborators, can it be supposed that their decision to take part was made completely freely and without any type of pressure (e.g. student/professor, patient/doctor, employee/employer)? If no, indicate what will be done to minimise the possiblity of the subject feeling obliged to take part in the research 
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..……………………
3.3 Characteristics of those who take part in the research (specify possible inclusion/exclusion criteria).
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..………………………
3.4 How will the information and the invitation to take part in the research be spread? Attach a copy of any posters or letters to be sent.
………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….…………………
3.5 Will those who take part in the study receive any type of bonus?
………………………………………………………………………………………………………………………………………………………………………………………………………..……
………………………………………………………………………………………………………
PART 4 RISK EVALUATION AND MANAGEMENT
4.1 The research includes
· the use of questionnaires (attach a copy);
· structured or semi-structured interviews (attach copy of the questions to be asked; if not possible, indicate the matters that will be treated);
· In-depth interviews;
· focus groups;
· autobiographical narration
· diary keeping;
· observation of the behaviour of subjects without their knowledge;
· observation of subject behaviour;
· audio or video recordings of the subjects;
· administration of stimuli, duties or procedures and recording of behavioural, opinion or judgement answers;
· administration of stimuli, duties or procedures that the subject may find disturbing, stressful, physically or psychologically painful, both during and after the study;
· recording of eye movements;
· use of TMS (Transcranial Magnetic Stimulation);
· immersion in environments of virtual reality;
· recording of invoked potential;
· administration of tests, questionnaires or experimental protocols through the Internet (web, email);
· use of neuropsychological tests;
· neuroimage techniques (e.g. fMRI);
· the implementation of behaviour that could decrease the subject's self-confidence, or induce embarrassment, displeasure or depression;
· procedures for tricking the subjects;
· the administration of substances or agents (e.g. pharmaceuticals, alcohol);
· the collection of human tissue or fluid samples (e.g. blood tests);
· participation in clinical tests;
· other (specify)
………………………………………………………………………………………………………………………………………………………………
4.2 Should the research include the use of procedures that could be stressful to or dangerous for the participants, describe the nature of the risks and the reasonably expected consequences of the procedures used.
……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….……………
4.3 Is there a specific insurance policy for civil liability in addition to that of the University? If yes, attach a full copy of the insurance contract.
…………………………………..………………………………………………………………………………………………………………………………………………………………….…………
4.4 How do you expect to face possible complications or adverse reactions? 
………………………………………………………………………………………………………………………………………………………………..……………………………………………
4.5 Do you think there may be benefits for those who take part in the research? Which?
………………………………..……………………………………………………………………………………………………………………………………………………………………………….
4.6 Attach a copy of the Informative Note and the Declaration of Consent.
4.7 Considering that the information will be given to all the potential participants, who will be asked to give consent on behalf of those subjects who are not in a condition to give their own? Specify the role of the person asked to give consent and the reasons why the subject cannot give his/her own consent.
………………………..………………………………………………………………………………………………………………………………………………………………………………………
……………………….………………………………………………………………………………
4.8 Should it not be possible, for the purposes of study realisation, to inform the participants before starting experimentation on the objective of same, specify what methods will be used in the informative meeting to be held later on.
…………………………………………………………………………………………………………………………………………………………………………………………….………………
………………………………………………………………………………………………………
4.9 Which methods will be used to receive any doubts and answer requests for further details made by subjects during the study?
………………..………………………………………………………………………………………………………………………………………………………………………………………………
4.10 How will the participants be informed of the possibility of receiving, directly or indirectly, any other datum relative to their psycho-physical conditions that may become necessary during the research?
………………………………………………………………………………………………………………………………………………………………………………………………………..……
………………………………………………………………………………………………………
PART 5 RISK EVALUATION AND MANAGEMENT
DATA CONSENT, TREATMENT, PRESERVATION AND SAFETY
5.1 Attach the informative note regarding the treatment of personal data pursuant to current legislation. 
5.2 Declare how the anonymity of the participants will be guaranteed (e.g. the use of ID codes)
…………………………………...……………………………………………………………………………………………………………………………………………………………………..……
5.3 Should it be necessary to preserve the identification data of the participants, specify the reasons and the methods used to inform the subjects.
……………………………...…………………………………………………………………………………………………………………………………………………………………….…………
5.4 What safety measures will be used to guarantee that data confidentiality is respected? 
………………………………………………………………………………………………………………………………………………………………………………………………………..……
………………………………………………………………………………………………………
5.5 Who will be able to access the data that is collected and the results (still intermediate) of the research?
……………………………………………………………………………………………………………………………………………………………………………………………..………………
5.6 For how many years will the collected data be kept after the research has ended?
……………………………………………………………………………………………………………………………………………………………………………………………….……………
5.7 Indicate how the sensitive data will be preserved (the person in charge of keeping it correctly and the place where it will be kept).
..............................................................................................................................................
………………………………………………………………………………………………………
5.8 Other information on data treatment
………………………………………………………………………………………………………
……………………………………………………………………………………………………… 
Place, date                                                full signature of the scientific coordinator
____________      _________                 __________________________________
