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Executive Summary

This deliverable provides information on the H - Requirement No. 1, concerning humans
in research activities as identified and established according to EU and national
directives. It should be focused on the procedures adopted by the Consortium to carry
out the action in compliance with ethical principles and applicable international, EU and

national law.

However, in accordance to the nature of the research carried out under the

INTERMODEL EU project, human participants are not required.
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1. Introduction

1.1 Scope

The scope of this document is to present the informed consent procedures that must be

implemented before the start of relevant research.

It is important to point out that the research carried out under INTERMODEL EU project
does not imply the process of personal data. Therefore, there is no need for defining the
foreseen contents of the Participants’ Information Sheet that should be provided to all

individuals who will participate in the case of studies before giving their consent.

Data collected for the project excludes personal sensitive data and is basically related to
intermodal terminals (e.g. handled volume, number of cranes, number of trucks per day,

etc.).

1.2 Audience

The intended audience of this document is the INTERMODEL Consortium.

1.3 Definitions / Glossary

The main terms used in this deliverable are described as follows:

POPD - Requirement: Details on the procedures and criteria that will be used for the

protection of personal data must be provided.

1.4 Abbreviations

The abbreviations used in the present document are:
GA: Grant Agreement
POPD: Protection Of Personal Data

REA: Research Executive Agency
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1.5 Structure

e Introduction: contains an overview of this document, providing its Scope,

Audience, and Structure.

e Project information: contains a description of the ethics requirements that the

project should comply with and the type of information to be managed.

e Conclusions: gathers the main issues concerning POPD requirements.
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2. Project Information

In accordance with the information related to the ethics requirements of the
INTERMODEL EU project, regarding the ethical report to be submitted in the sixth
month, it is appropriate to set up a framework, if necessary, regarding the scope and
the subject of this specific activity. First, it is necessary to bear in mind that the general
relevant principles are, on one hand, those of ethics nature and, on the other hand,
those following the application of international, European and National laws. Second,
the Project Grant Agreement, which regulates and defines the project activities,

contains a list of ethics requirements that represent relevant operative criteria.

However, it should be pointed out that INTERMODEL EU project does not involve
research including human participation. And the type of data that will be collected for
the research carried out throughout the project is related to terminals such as volumes,

modal splits, equipment, etc.

The issues related to ethics within the project were categorized according to a scheme
— based on different characteristics identified — which is referred as ‘Ethics

requirements’.

Specifically, the criteria on the basis of which the ethical verification must be carried out

and formulated is focused on:

a) Evaluation of the detailed information provided about the procedures used for
data collection, for data storage, for data protection, for the eventual elimination
of data collected, always checking that the data processing complies to the
national legislation of the individual countries in which the data is collected and

processed, together with the European Union legislation;

b) Evaluation of detailed information to be provided in relation to the informed

consent procedures;
c) Adoption of informed consent procedures and their actual implementation;

d) Verification of the communication of the details on types of treatment of

sensitive data;

e) Presence of specific authorization given through the informed consent

procedures to collect and process personal data;
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f) Anticipation of the submission to the REA of the authorizations of the approval
of the competent authorities, which concern individual ethical issues different

from the collection of personal data;

g) Designation, if required, of an external independent Ethics Advisor, appointed to

oversee the potential ethical concerns involved in the research;

h) Adoption of models for the collection of informed consent as well as information
sheets that should have a language and terms that are easily understood by the

participants in the research.

2.1 POPD - Requirements

2.1.1 POPD - Requirements n.1
Ethics requirement description

Detailed information must be provided on the procedures that will be implemented for
data collection, storage, protection, retention and destruction and confirmation that

they comply with national and EU legislation.
Verification of the activities carried out by partners

Data management is described in deliverable D14.1 ‘Data management plan’, which

includes standards and methodology for data collection, storage and preservation.

2.1.2 POPD - Requirements n.2
Ethics requirement description

Detailed information must be provided on the informed consent procedures that will be

implemented.
Verification of the activities carried out by partners

No questionnaires or surveys on sensitive personal data will be carried out. Thus, as the
data handled will be related to design and operation of intermodal terminals/hinterland
mobility/railway connection between different terminals, it is concluded that the

project does not require the definition of consent procedures.

In the case where the consortium could consider to gather the opinion of human

experts, the information will be collected in a completely anonymous way, as
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established in the Data Management Plan and those experts will be part of the
consortium members / stakeholders which already have their own procedures for data

protection.

If the opinion of external experts or potential users is needed in the future, the
information will be also collected in an anonymous way and the Data Management Plan
will be updated with all the necessary to comply with EC directives and national

regulations regarding POPD.

2.1.3 POPD - Requirements n.3
Ethics requirement description

Justification must be given in case of collection and/or processing of personal sensitive
data.

Verification of the activities carried out by partners

As explained in deliverables D10.1 ‘H — Requirements’ and D14.1 ‘Data management
plan’, no personal sensitive data is collected.

2.1.4 POPD - Requirements n.4
Ethics requirement description

Copies of ethical approvals for the collection of personal data by the competent National
Data Protection Authority must be submitted to the REA.

Verification of the activities carried out by partners

No personal data is collected throughout the project.

2.1.5 POPD - Requirements n.5
Ethics requirement description
Templates of the informed consent forms and information sheet must be submitted.
Verification of the activities carried out by partners
As already abovementioned, no personal sensitive data is collected, therefore it is not

required to define a template of the informed consent forms and information sheet.
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2.1.6 POPD - Requirements n.6
Ethics requirement description

An external independent Ethics Advisor must be appointed to oversee the ethical
concerns involved in this research. A report by an Ethics Advisor must be submitted to

the REA with the financial reports.
Verification of the activities carried out by partners

There is no need for an external independent Ethics Advisor appointed to oversee the
potential ethical concerns involved in the research, as the data collected will not include

any sensitive personal data.

3. Conclusions

Data collected throughout the project does not include any type of sensitive personal
data, and will be provided by some of the partners within the Consortium according to
the GA.

In the case where the consortium could consider to gather the opinion of human
experts, the information will be collected in a completely anonymous way, as
established in the Data Management Plan and those experts will be part of the
consortium members / stakeholders which already have their own procedures for data

protection.

If the opinion of external experts or potential users is needed in the future, the
information will be also collected in an anonymous way and the Data Management Plan
will be updated with all the necessary to comply with EC directives and national

regulations regarding POPD.
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