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	Decision
CEUMinho-1/2018

Approves the Guidelines and the Guide of the Ethics Committee for Research in Environmental Sciences
	The specialised committees of CEUMinho, namely the Ethics Committee for Research in Environmental Sciences (CEICA), were created pursuant to Article 73 of the Statutes of the University of Minho, as approved by Legislative Order No 13/2017 of 29 August, published in the Official Gazette, 2nd series No 183 of 21 September 2017, in accordance with Article 8 of the Rules of Procedure of the Ethics Council of the University of Minho (CEUMinho), approved by this body on 19 October 2018 and homologated by Decision of the General Council No 35/2018).
In view of Article 8(5) of the Rules of Procedure of CEUMinho, a proposal for the operating rules of CEICA was drawn up, including a guide for the submission of requests for the ethical evaluation of R&D projects.
In this context, the Ethics Council assembled in a plenary session on 14 December 2018 to approve by unanimity of the members present the Guidelines and the Guide of CEICA, as set out in the annex of this Decision.


University of Minho, 18 December 2018


The Chairperson of the Ethics Council
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Chapter I
Definition, Mission and Duties

Article 1
Object

The present guidelines establish the operating rules of the Ethics Committee for Research in Environmental Sciences, hereinafter referred to as CEICA, created by the Ethics Council of the University of Minho (CEUMinho), in compliance with Article 8 of the Rules of Procedure of CEUMinho, approved by this body on 19 October 2018 and homologated by the General Council on 17 December 2018.

Article 2
Definition and Mission

1.CEICA is entrusted with securing and promoting ethical standards in order to protect and guarantee the integrity, dignity, honesty and ethical quality in experimental and research activities in environmental sciences carried out in the research units/subunits of UMinho.

2.In the performance of its duties CEICA acts in compliance with the law, the deontological codes and the national and international declarations and guidelines on ethics and bioethics, in accordance with the legal provisions deriving from Decree-Law no 80/2018 of 15 October, which lays down the principles and rules applicable to the composition, constitution, competencies and functioning of ethics committees which are part of health institutions and further institutions where clinical research is carried out.

3.It is CEICA’s duty to act with political and professional independence and without subordination to market influences.

Article 3
Scope and Competencies

1. Experimental and research activities carried out at UMinho in the fields of environmental sciences and technologies, fall within CEICA’s competency, in order to ensure that research objectives do not violate the rights and ethical principles of the dignity, safety and well-being of human beings and animals used in research.

2.CEICA shall analyse the issues submitted to it by CEUMinho in accordance with the provisions set forth in the Rules of Procedure of this Council.

3.CEICA’s competencies are as follows:

a) To issue opinions regarding the procedural verification and ethical evaluation of research and development projects involving activities of scientific, scientific-technological or experimental nature in environmental sciences, taking place in the organic research units and subunits of UMinho, including the studies in related fields such as biodiversity (micro and macro), geodiversity and 
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environmental preservation, natural resources, water and soils, technologies, environmental impact and management, law and environment, environmental promotion and education.
b) To promote, by the most suitable means, the general principles of ethics and bioethics regarding research in environmental sciences and technologies, through studies, opinions or other documents, in articulation with CEUMinho;
c) To comment on the protocols for scientific research which have been submitted to it by CEUMinho and which have been celebrated within the scope of environmental sciences and technologies at UMinho.

4.The opinions referred to in the preceding number shall respect and be issued without interfering with the competencies which, according to the law, fall within the scope of competent authorities and/or national or international ethics committees for research.

5.When deemed necessary, CEICA may request from third parties all the information considered relevant for the clarification of matters subjected to reasoned opinions.

6.CEICA does not provide opinions on issues of legal or disciplinary nature.

Article 4
Opinions and Deadlines

1. The requests for an ethical opinion referred to in the previous article should be presented by the respective coordinating researcher(s) following the instructions listed in the guide for the submission of applications to CEICA, which is mentioned in the annex and does form an integral part of these guidelines.

2. The submission of requests for opinions is open at all times, whereas any issuance of opinions by CEICA is regulated by the terms laid down in Article 6(4).

3. The request shall include information about the person responsible for the organic unit/subunit and/or the service where the project shall be developed and/or where data shall be collected. It shall also include an opinion about the framework, support and viability of the project within the respective organic structure.

4. In the case of projects which are part of programmes leading to an academic degree, or projects within the scope of a thesis, dissertation or project/internship, the request shall include an opinion from the scientific supervisor(s).

5. Opinions issued by CEICA shall be given in written form and do not have a binding character; however, this committee reserves the right to communicate issued opinions to the competent authorities.

6. One or more rapporteurs shall be designated to draw up the opinions regarding the matters in question. External experts might be consulted when necessary.
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7. The opinions will be sent by CEUMinho to the requesting entity.


Chapter II
Composition and Functioning

Article 5
Composition of the Committee and Term of Office of its Members

1.CEICA has a multidisciplinary composition and is made up of five members appointed by CEUMinho.

2.The Chairperson of CEICA is a member of CEUMinho, appointed by this Council upon proposal of its Chairperson.

[bookmark: _Hlk7688847]3.CEICA’s Chairperson shall appoint a Vice-Chairperson from the members of the Committee, to assist him/her in performing his/her duties and to replace him/her when absent or impeded.

4.The term of office of the Chairperson of CEICA and the remaining members coincides with the term of office of CEUMinho.

[bookmark: _Hlk7688928]5.The duties of the members of CEICA shall cease on the following conditions:
a) At the term of office;
b) When taking office in another position or function, incompatible with the performance of their duties as members of CEICA, of which the Committee and CEUMinho shall be given notice;
c) When a member of CEICA presents a justified renounce by means of a written notice, addressed to the Chairperson of CEUMinho, of which the Committee shall be given notice;
d) By decision of CEUMinho, on the grounds of non-compliance with the duties as member of CEICA and after consulting the Committee.

6.CEICA members shall remain in office until they are replaced, except for the cause of cession foreseen in paragraph b) of the preceding number.

7.Whenever deemed necessary in view of the composition and type of issues to be addressed, CEICA may request the collaboration of third-parties as member guests without voting right.

[bookmark: _Hlk7740187]8.CEICA members do not receive any remuneration for their activity, except for the reimbursement of expenses in accommodation and transport by UMinho, according to the law.

Article 6
Functioning

1.CEICA functions in ordinary meetings, presided over by its Chairperson or Vice-Chairperson, as foreseen in the cases under paragraph 3 of the previous article, of which one of its members shall produce a minute.
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2. CEICA shall hold ordinary meetings with quarterly periodicity and may meet extraordinarily whenever summoned by its Chairperson.

3.The presence of the members of CEICA at meetings shall only be compulsory when required in the summons. The remaining meetings may take place via TV or video conference.

4. Duly formulated requests for an ethical opinion shall be reviewed by CEICA within a period of thirty working days, counting from the date of their registration.

[bookmark: _Hlk7739105]5. At the end of each civil year CEICA shall sent an activity report to CEUMinho, which shall be included in the yearly activity report of the Ethics Council sent to the General Council and the Rector.

6. CEICA’ meetings shall be minuted according to the law.

7.CEICA’s secretarial and administrative support is assured by the secretariat of CEUMinho.

[bookmark: _Hlk7893238]Article 7
Duties of the Chairperson

The Chairperson of CEICA shall:

a) Represent CEICA;
b) Coordinate the activities of CEICA;
c) Summon meetings and establish their agenda in accordance with the law;
d) Preside over meetings and oversee proceedings;
e) Ensure that opinions and recommendations are duly forwarded and guarantee compliance to the applicable standards as well as the regularity of decisions;
f) Request the collaboration of guest members following the decisions of CEICA;
[bookmark: _Hlk7734131]g) Perform any further duties pursuant to these guidelines as well as the ones required by CEICA.

Article 8
Impediments

[bookmark: _Hlk7743005]1.None of the members of CEICA may intervene in the production of opinions, recommendations or other documents, should they find themselves in one of the situations of impediment referred to in Articles 69 and 73 of the Code of Administrative Procedure.

2.Members of CEICA who find themselves in a situation of conflict of interests with respect to a certain issue raised by the Committee shall communicate it prior to the analysis of the request and shall not be present during its discussion and voting. This situation will be duly noted in the minute. 
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Article 9
Confidentiality, Personal Data and Archive

[bookmark: _Hlk7743231]1.Members of CEICA, as well as any other participant in the proceedings, are subject to the duties of absolute secrecy, confidentiality and protection of personal data concerning the matters they have to evaluate or which they have learnt of while performing their duties. The same applies afterwards.

2.The treatment of personal data shall comply with the applicable legal standards.

[bookmark: _Hlk7741823]3.CEICA has a suitable and updated computerised archive for applications, thus guaranteeing security and safeguard of the confidentiality and privacy of data and documents, which are kept for the periods referred to in the applicable legal standards.

4.Relevant information regarding the activities of CEICA, namely its constitution, guidelines, the guide for the submission of requests for ethical opinions and the annual activity reports are accessible on the University’s webpage under CEUMinho. 

Chapter III
Final Provisions

Article 10
Amendments

Any amendment to these guidelines shall be submitted by CEICA to CEUMinho for approval.

Article 11
Omissions
Omissions and doubts raised when applying these guidelines shall be settled by CEUMinho, after consulting CEICA.

Article 12
Entry into force
Once approved by CEUMinho, these guidelines shall enter into force immediately.



Annex: Guide for the submission of applications to CEICA


Approved at the meeting of CEUMinho held on 14 December 2018
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ANNEX
Guide for the submission of applications to the
Ethics Commission for Research in Environmental Sciences (CEICA)

Applications to CEICA for an ethical opinion on R&D projects, shall be organised in accordance with the fundamental ethical principles and best practices listed in the Code of Ethical Conduct of the University of Minho and in compliance with the Rules of Procedure of the Ethics Council of UMinho (CEUMinho), the guidelines for the functioning of CEICA, as well as the considerations and general guidelines in regulations, standards and directives.
These applications shall be dealt with according to their specificity, as set forth in numbers 1 and 2 of this Guide and shall be presented by the coordinating researchers following the proceedings referred to in number 3 of this Guide. With the purpose of facilitating the organisation of applications, article 4 of this Guide refers to a form which shall be completed and submitted to CEICA for the issuance of an ethical opinion.


1.Research projects involving studies with human beings

Considering the provisions of the Code of Ethical Conduct of the University of Minho and of further applicable legislation and regulations, namely the respect for the confidentiality of information gathered from the participants, their anonymity and the guarantee that they are not subjected to offences or physical, moral, psychological or any other type of harm, the requests for an ethical evaluation of R&D projects in the fields of environmental sciences and technologies, involving studies with/on human beings in particular, shall include the documents mentioned under points 1.a) and 1.b).

a) The research protocol shall include the following:

i. A descriptive and objective project title;
ii. The complete identification of the coordinating researcher(s) and of the members of the research team (and/or the host institution in case of a collective/joint research team);
iii. Identification of the organic unit/subunit where the project shall take place and other units participating in the research, if applicable;
iv. Indication as to whether the project is part of programmes leading to an academic degree (Bachelor, Master’s or PhD), or within the scope of a project/internship, thesis or dissertation; 
v. An introduction including a justification for the study with reference to the research question which generated it as well as its pertinence;
vi. Methodologies justifying the scientific validity;
vii. Ethical considerations;
viii. Resources and/or possible financing sources;
ix. The schedule;
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x. If the project is submitted in a foreign language (English), a summary of the project in Portuguese language must be included. It shall have the following sections:
- Project presentation letter (title, project description and proceedings);
- The Informed, Free and Clarified Consent Form for Research Participation, if applicable.
xi. Annexes as required and indicated under point 1.b) of this document, when applicable.


b) Annexes:

i. A copy of the questionnaires or forms for data collection, if applicable;
ii. The informed consent form in accordance with international, European and national declarations, directives and regulations, if applicable;
iii. A declaration of the coordinating researcher(s), explaining that the collected data is confidential and shall only be used for this particular research;
iv. The Declaration of Commitment Form, for other researchers or research collaborators, if applicable, aimed at documenting their involvement in the confidentiality guarantees given by the coordinating researcher(s) regarding the application;
v. The information referred to in Article 4(3) of CEICA’s guidelines on the framework, support and viability of the project, made available by the responsible person for the organic unit/subunit and/or the institution where the project shall be developed and/or where data shall be collected;
vi. A declaration of the scientific supervisor(s) of the study, if applicable, in compliance with the provisions of Article 4(4) of the guidelines of CEICA;
vii. A copy of the notifications of the competent national, European or international authorities, if applicable, along with their opinion/authorization, when given.
viii. A short Curriculum Vitae of the coordinating researcher(s) and the remaining members of the research team.


2.  Research Projects involving the use of animals

Apart from the documents and information referred to under point 1, the requests for opinions by CEICA on research projects involving animals, shall include the following, in accordance with the applicable legal standards and the European directives in force:

a) [bookmark: _GoBack]An authorization to operate regarding the institution where the project shall be carried out, issued by the Directorate-General for Food and Veterinary (DGAV);
b) A duly completed form of DGAV requesting an authorisation for the scientific use of animals (the form can be accessed on the web page of DGAV);
c) An opinion issued by the Responsible Body for Animal Welfare (ORBEA) on the institution where the project shall be carried out.
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3. Processing the requests for opinions

The submission of requests for opinions is open at all times.
In order to be submitted for an opinion by CEICA, requests shall be produced in accordance with the instructions of this guide and sent by the coordinating researcher to the Chairperson of CEUMinho, by electronic means, using the institutional e-mail address specifically created for this purpose.
In compliance with Article 6(4) of CEICA’s guidelines, ethical opinions shall be issued within a period of thirty working days, counting from the date of their registration in sequence of procedural verification.


4. Project Identification and Description Form

This form, which is available on the University’s webpage under CEUMinho, shall be completed in order to submit projects for an evaluation by CEICA.
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