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1. The Research Ethics Committee
1.1. The trend in the EU is to have a National Research Ethics Committee; this is also true in 
       Cyprus. The Research Ethics Committee (REC) was established in accordance with a   

       decision made by the University of Nicosia Senate and it is in line with the mission of  

       the Cyprus National Bioethics Committee (CNBC)
.
1.2.  The guiding principle for the REC’s decisions is the protection of research participants’ human rights. The primary purpose behind this principle is to ensure that no research project is permitted to override or outweigh the health, care, dignity, human rights and well-being of the participant. Researchers, in the presentation of their projects, must address issues of ethics and sensitivity of participants and information, and provide adequate guarantees in relation to these issues. 
1.3.  The purpose of the REC is also to contribute to the protection of researchers and the University of Nicosia from risk emanating from research.
1.4.  The REC is an independent Committee in its decision making powers.
2. Membership
2.1. Membership will consist of:
(a) Two members from each School.  
(b) One representative from the Research & Innovation Office
2.2.  Schools must call for nominations. Nominations will be reviewed by and final decision will be taken by the School Research Committees. 

2.3.  The length of service for each member will be 2 years.
2.4.  The members are entitled to an additional consecutive term of service (maximum of two
         consecutive terms would be allowed). The members are entitled to apply for new  

         membership two years after his / her two consecutive terms end. 
2.5. The members of the REC will be electing the Chair of the REC a period of 2 years.
2.6.  In case the REC cannot evaluate any research projects due to lack of 

 expertise from its members on the particular project in question, then the REC  

       reserves the right to send research projects to a selected number of experts from the 
       University of Nicosia or elsewhere or to invite these experts to attend the REC’s 
       meeting. These experts will evaluate the projects and report to the REC. Such 

             experts shall not be eligible to vote.  
2.7. The REC may form ad hoc committees to evaluate research projects or to undertake 

       the control of research activities and outputs. 

2.8. The REC reserves the right to form committees to undertake the monitoring of research projects and research databases (e.g. BioBanks). Such committees would work on the basis of regulations approved by the REC and the Senate.  
3. Conflict of Interest
3.1.   It is in the REC’s best interest that the composition, procedures, and decision-making     

        are independent of political, institutional, professional, and market influences.
3.2.   A member of the REC who has a conflict of interest must make this known to the  
        Committee and not participate in any decision regarding the project in question.
4. Research by University Students

4.1. For projects conducted during bachelor and master degree studies, supervisors and students must abide by the Code of Research Ethics (CRE) and they do not have to submit an application to the REC for full review. However, in case any members of faculty are uncertain about the ethical aspects of the projects they are supervising then they are welcomed to submit an application to the REC.

4.2. All student projects which use face-to-face interviews, focus groups and human material for research have to be submitted to the REC for full review. 
4.3. PhD candidates have to follow the procedures as set out for research projects. 
5. Application and Decision Making Procedures
5.1.      All University of Nicosia faculty members and researchers must abide by the 
     University rules and regulations and the Code of Research Ethics (CRE) and must apply  

     to the REC for any research projects, which involve the name “University of Nicosia” or    

     is carried out at its premises or uses the facilities of the University of Nicosia
. 
5.2.      The REC meets on the last Wednesday of each month to review all project applications.
5.3.      The applicants must submit their application to the RIO at least two working 


weeks before the REC’s monthly meeting. In case an application arrives after 

the monthly deadline then the application will be reviewed at following month’s meeting. 
5.4.        In case no applications are submitted, the RIO will inform the REC members to


cancel the meeting. 

5.5. The applicants must fill out:

· Annex 1: If the project is in Life Sciences or related fields in Medicine, Biology, Chemistry and other applied sciences
· Annex 2: If the project is in Humanities, Social Sciences, Law, Business, ICT and other relevant disciplines
5.6.  The applicant must send the application electronically at research@unic.ac.cy. 
5.7.  The REC reserves the right to review all research applications that are submitted under the name of the University of Nicosia, are carried out at its premises or use facilities belonging to the University of Nicosia, irrespective of whether the project is by an individual researcher or an independent affiliated research centre.

5.8.  The applicant will be notified of the REC’s decision within 6 weeks from the date that an application is received from the RIO. 
5.9.  The decision of the REC may take the form of:

(a) Approval without any amendments; or
(b) Approval subject to amendments; or
(c) Rejection
5.10. The response will be prepared and sent by the RIO.  

5.11. The REC can take a decision when at least 5 out of the 9 members are present. 

5.12. The target of the REC is to reach a consensus decision.  However, in cases where consensus cannot be reached, a majority vote determines the outcome. Should there be the case where consensus is not reached and there is an equal number of opposing votes then the Chair of the Committee has the casting vote. 
5.13. The researcher must inform the REC in case there are changes in the research procedures or in case the research project discontinues.  
5.14. A decision to reject a project requires the REC to provide a detailed justification for its decision.

5.15. The applicant has 30 days after the announcement of the formal decision to appeal. 
5.16. To appeal, the applicant applies to the REC for a second evaluation. In case of disagreement with REC’s new decision, the applicant has the right to apply to the URC for a final decision. 
6. Participant Consent to Participate in Research

6.1. Written consent from research participants in a research project is required.
6.2. Researchers should use the Informed Consent Form provided by CNBC (see  

                         Annex 3)
6.3. An Informed Consent Form must be submitted with the application. 
ANNEX 1

	S4.1 REC Checklist for Projects in Medicine, Biology, Chemistry and Other Applied Sciences 

	 

	A. General Information 

	

	Name & Surname
	

	Position
	

	Department & School
	


	B. Project Information 

	

	Funding Agency 
	

	Project Title
	

	Project Code
	

	Estimated Project Start 

& End Date
	


	Project Duration 

(in months)
	

	Role in Project
	□ Host Organisation           □ Partner

	Research Proposal Submitted Under
	□ University of Nicosia       □ University of Nicosia Research Foundation (UNRF)

	Summary 

(max. 300 words)
	

	Literature review 

(max. 500 words)
	

	Research method(s) and procedure(s)

(max. 500 words)
	

	Expected results 

(max. 500 words)
	

	Bibliography 
	


	C. Ethics Information 

	Subject/Topic(
	YES
	NO

	Participation of human subjects
	
	

	Individuals who cannot provide own written consent
	
	

	Individuals between the ages of 16- 18 years
	
	

	Individuals below the age of 16 years old
	
	

	Participation of adult (above the age of 18 years) volunteers
	
	

	Participation of specific group of patients
	
	

	Use of any biological samples of human origin
	
	

	Use of human genetic material
	
	

	Use of stem cells
	
	

	Use of stem cells from human embryos
	
	

	Use of stem cells from human subjects
	
	

	Use of embryonic tissue
	
	

	Use of human embryos
	
	

	Use of human oocytes
	
	

	Use of human sperm cells
	
	

	Use of pharmaceutical regimes
	
	

	Use of placebo
	
	

	Known side effects of the pharmaceutical regimes
	
	

	Management of personal data
	
	

	Management of medical data
	
	

	Management of biochemical data
	
	

	Management of genetic data
	
	

	Management of anonymous data
	
	

	Human cloning
	
	

	Human reproductive cloning 
	
	

	Production of human embryos (all stages)
	
	

	Intervention for the introduction of permanent changes in the human genome (heritable change)  
	
	

	Use of animals
	
	

	Generation or use of transgenic organisms
	
	

	Use of stem cells of animal origin
	
	

	Intervention for the introduction of permanent changes in the animal genome (heritable change)
	
	

	Use of genetically modified microorganisms/organisms
	
	

	Use of genetically modified plants
	
	

	Genetic modification of microorganisms or/and plants
	
	

	Release of genetically modified microorganisms and/or organisms and/or plants
	
	


	Signature: 
	
	Date: 
	


ANNEX 2

	S4.2 REC Checklist for Projects in Humanities, Social Sciences, Law, Business and Other Relevant Disciplines 

	

	A. General Information 

	

	Name & Surname
	

	Position
	

	Department & School
	


	B. Project Information 

	

	Funding Agency 
	

	Project Title
	

	Project Code
	

	Estimated Project Start 

& End Date
	

	Project Duration 

(in months)
	

	Role in Project
	□ Host Organisation           □ Partner

	Research Proposal Submitted Under
	□ University of Nicosia       □ University of Nicosia Research Foundation (UNRF)

	Summary 

(max. 300 words)
	

	Literature review 

(max. 500 words)
	

	Research method(s) and procedure(s)

(max. 500 words)
	

	Expected results 

(max. 500 words)
	

	Bibliography 
	


	 C. Ethics Information

	1.Risks to, and safety, participants

	Could the research induce any psychological stress or discomfort?


	Yes/No

	Does the research involve any physically invasive or potentially physically harmful procedures?


	Yes/No

	2. Data protection

	Will any part of the research involve audio, film or video recording of individuals?


	Yes/No

	Will the confidentiality of data, including the identity of participants (whether specifically recruited for the research or not) be ensured?


	Yes/No

	Will feedback of findings be given to participants?


	Yes/No

	Will the data be destroyed after use?


	Yes/No

	Is any information likely to be passed on to external companies or organisations in the course of the research?


	Yes/No

	3. Research design

	Will participants be informed in writing about the purpose of the study and the use of the results?


	Yes/No

	Do participants have a right to withdraw from the study at any time?  


	Yes/No

	Are any of the participants likely to be particularly vulnerable, such as elderly or disabled people, adults with incapacity, your own students, members of ethnic minorities, or in a professional or client relationship with the researcher?
	Yes/No

	Will any of the participants be under 16 years of age?


	Yes/No

	Will any of the participants be interviewed in situations which will compromise their ability to give informed consent, such as in prison, residential care, or the care of the local authority?


	Yes/No

	Will participants receive any financial or other benefit from their participation?


	Yes/No

	Will it be necessary for participants to take part in the study without their knowledge and consent? (e.g. covert observation of people in non-public places)


	Yes/No


	Signature: 
	
	Date: 
	


ANNEX 3

	CONSENT FORM(
For Participation in a Research Study

(These documents consist of  ………….…..  pages)


You are requested to participate in a research program. Below (please see “Information for Patients and/or Volunteers”) you will be provided with all the details and explanations, in simple language, regarding your participation in the study and what may happen to you, if you agree to participate.  All the dangers concerning your health and rights, resulting from your participation in the study, will be explained to you in full detail.  In addition, you will be warned for any possible discomfort that you may suffer.  You will be informed on the information and/or material that you will be asked to provide voluntarily for the study and who will have access to this information and material.  The duration, for which the investigators will have access to the information and/or material that you will provide, will be specified to you.  The aims of the study, will be explained and what is hoped to be achieved as a result of your participation.  Also, the benefits of the investigators and the financial sponsors, that may result from the study, will be outlined. You should not consent to participate in the study should you have any doubts concerning the study and your health and rights. You should not consent to participate in the study if you find it unclear. Should you decide to participate, you must provide information and details on whether you participated in any other research study within the last 12 months. Furthermore, if you decide to participate and you are a patient, your treatment will not be altered nor affected by your decision.  You are free to withdraw from the study at any time you wish.  If you are a patient, your decision to withdraw from the study, will have absolutely no repercussions on your present or future treatment. If you participate in the study, you are free to file substantiated complaints on any aspect or against any investigator of the study. These complaints may be filed/reported to the Research Ethics Committee. 
All the pages of these consent documents should have your name and signature.
	Short title of the Program you are asked to participate

	

	Principal Investigator of the Program you are asked to participate

	


	Last name:
	……………………………………………….……….
	First name:
	………………………………………..

	Signature:
	
	Date:
	


	CONSENT FORM

For Participation in a Research Study

(These documents consist of  ………….…..  pages)

	

Short title of the Program you are asked to participate

	


	Are you providing consent for yourself or someone else?  
	

	If you are providing consent for someone else give details and his/her name.

	


	Question
	Yes or No

	Did you complete the consent documents your self?
	

	Within the last 12 months, did you participate in any other research study?
	

	Did you read and fully understand the information provided regarding the Study?
	

	Did you have a chance to ask questions you may have regarding the Study?
	

	Did you receive adequate answers and explanations to your questions?
	

	Do you understand that you can withdraw from the study at any time you wish?
	

	Do you understand that, should you withdraw from the study you do not have to provide any explanation for your decision to any one?
	

	Do you understand that, should you withdraw from the study there will be no consequences on possible therapeutic treatment you are receiving or may receive in the future?
	

	Do you agree to participate in the Study ?
	

	With whom did you meet and discuss the study?


	Last name:
	……………………………………………….……….
	First name:
	………………………………………..

	Signature:
	
	Date:
	


	CONSENT FORM

For Participation in a Research Study

(These documents consist of  ………….…..  pages)

	

Short title of the Program you are asked to participate

	


INFORMATION FOR PATIENTS AND/OR VOLUNTEERS

	Last name:
	……………………………………………….……….
	First name:
	………………………………………..

	Signature:
	
	Date:
	


	CONSENT FORM

For Participation in a Research Study

(These documents consist of  ………….…..  pages)

	

Short title of the Program you are asked to participate

	


INFORMATION FOR PATIENTS AND/OR VOLUNTEERS 

	Last name:
	……………………………………………….……….
	First name:
	………………………………………..

	Signature:
	
	Date:
	


� According to the 2001 Law Providing for the Establishment and Function of the National Bioethics Committee: A National Bioethics Committee is established, whose mission is the constant monitoring, survey, systematic analysis and evaluation of the issues and problems that relate to the scientific research, progress and implementation of the sciences of biotechnology, biology, medicine, genetics and pharmaceutics as well as to the human intervention on the biological procedure and the human genotype and the investigation of their moral, deontological, social, humanistic and legal dimensions.





� The REC does not review research proposals but approved research projects only. 


( Source: Cyprus National Bioethics Committee, www.bioethics.gov.cy


( Source: Cyprus National Bioethics Committee, www.bioethics.gov.cy
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