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	RESEARCH ETHICS COMMITTEE (CEI) 
Application for report on ethical aspects of research projects B1 v. june 2026



Application for Report on Ethical Aspects of Research Projects 
Involving Human Beings

Principal investigator (PI)
Name and surname:      
Centre:       




Unit:      
E-mail:      




Phone:      
Research Project
Title:      
Starting date:      




Ending date:      
Source of finance provided
: 
 FORMCHECKBOX 
 Agency:          

 FORMCHECKBOX 
 Call:          

 FORMCHECKBOX 
 Own fundus of Centre.

 FORMCHECKBOX 
 Other (especify):      
Type of application
 FORMCHECKBOX 
 New project.
 FORMCHECKBOX 
 Subproject of a parent project approved by the ISCIII Research Ethics Committee (REC) – please provide the reference number:      
 FORMCHECKBOX 
 Amendment to a project approved by this REC – please provide the reference number:      
PI Commitments:
1. All the information in this document is truthful. 
2. I undertake to inform the Committee of any relevant modification to the project, adverse event, or incident occurring during the study period for its evaluation, including but not limited to:
a. change of the project’s principal investigator,
b. change in any of the project’s objectives,

c. change in the collection and/or use of samples,

d. modification of the approved documentation provided to participants,

e. change in the source of funding.

3. I will not initiate any experimental protocol included in this project (participant recruitment, sample collection, data gathering, etc.) until I have received a favorable opinion from the Committee.

4. I will keep records of the experimental process available for review by Committee members.

5. I understand that failure to comply with any of the above conditions may result in the Committee suspending or modifying the project..

Date:      


Signed by:      
1. Enclosed documents
	Compulsoty
	Optional

	Informed Consent and Participant 

Information Model, where applicable
 
	 FORMCHECKBOX 

	Proyect
	 FORMCHECKBOX 


	
	
	Related publications (n)
	 FORMCHECKBOX 


	PI Curriculum vitae (brief) 
	 FORMCHECKBOX 

	Letters
	 FORMCHECKBOX 


	Anexo III_MPD_ISCIII of the Project Management Procedure, where applicable

	 FORMCHECKBOX 

	Others. Please spacify
	     


2. Description of the study protocol (between 1000 and 2000 words)
This section must contain a succinct description of the following subsections, providing sufficient information for the Research Ethics Committee to evaluate the research activity that the applicant group will carry out and which is the subject of this ethical review. Indicate:

· Brief summary of the project.

· Background and justification of the project.

· Hypothesis and objectives.

· Methodology:

· Design,
· Participants (including inclusion and exclusion criteria, and justification of sample size),
· Recruitment process (including the procedure for informing participants and obtaining informed consent) and access to data/samples (origin or procedures for obtaining samples, etc.),
· Expected risks and benefits,
· Study variables,
· Statistical analysis plan.

· Description of data and/or sample management.

     
3. Protection of Personal Data and Duty of Confidentiality
	Registration and Control of Personal Data.
	If the Principal Investigator belongs to ISCIII, Annex III MDP must be attached to this application for the relevant evaluation by the ISCIII Data Protection Officer.

After review, the DPO may request additional documentation and will prepare a report that will be sent to the Principal Investigator of this application.

Has the data processing activity been registered in your institution prior to submitting this application?
  FORMCHECKBOX 
 Yes. Please explain:       
  FORMCHECKBOX 
 No. 

	
	If the Principal Investigator does not belong to ISCIII, has the data processing activity been registered in your institution?
 FORMCHECKBOX 
 Yes. Please indicate the reference number:       
 FORMCHECKBOX 
 No. Please provide justification:      

	Disociación de datos
	What method of data dissociation will be used?
 FORMCHECKBOX 
 Pseudonymization or Coding (reversible dissociation)

 FORMCHECKBOX 
 Anonymization (irreversible dissociation)


	
	Explain the procedure:      

	
	Would the research be less effective or impossible without the patient's identifying data?

 FORMCHECKBOX 
 No. 

 FORMCHECKBOX 
 Yes. Please explain:      

	Origin of the Data (only if Annex III is not attached) 
	Please indicate all applicable options: 

 FORMCHECKBOX 
 Directly obtained from participants (interview, questionnaire, mobile application, etc.) — supporting information must be attached. 
 FORMCHECKBOX 
 Medical records:      
 FORMCHECKBOX 
 Databases:      
 FORMCHECKBOX 
 Provided by another institution or entity:      
 FORMCHECKBOX 
 Other (specify):      


4. Groups of people to be included in the study
	
	Description of participants included in the study
	No. of participants

	Group 1
	     
	     

	Group 2
	     
	

	Group 3
	     
	

	Group 4
	     
	

	Group 5
	     
	

	Potentially vulnerable groups.
	Is it planned to recruit or use data from any of the following groups in the study?
 FORMCHECKBOX 
 Pregnant or breastfeeding women.

 FORMCHECKBOX 
 Minors.

 FORMCHECKBOX 
 Individuals unable to provide consent.
 FORMCHECKBOX 
 Specific ethnic or social groups.

 FORMCHECKBOX 
 Other groups (students, institutional staff, etc.).
Provide justification for each case:      

	Insurance coverage for potential harm 
.
	Is there any type of insurance coverage for potential harm?
 FORMCHECKBOX 
 Yes. Please specify the insurance provider and the policy conditions:      
 FORMCHECKBOX 
 No. Please provide justification:      


5. Research with human biological samples
 

If the research requires the use of human biological samples, please indicate the data of the samples from each group of people, using the same numbering as in section 4 of this form.
	
	No. of samples
	Type of biological samples
	Source of the samples 
In case of a biobank or registered collection, please also indicate its identification or registration number.

	Group 1
	
	
	

	Group 2
	
	
	

	Group 3
	
	
	

	Group 4
	
	
	

	Group 5
	     
	
	


	Use of oocytes, adult or embryonic stem cells
	If the research requires the use of oocytes, adult or embryonic stem cells, including induced ones, as well as human fetal cells and tissues, please indicate the type of sample
: 
     


	
	Does the research involve the generation of Induced Pluripotent Stem Cells (iPSC)
?
 FORMCHECKBOX 
 No. 
 FORMCHECKBOX 
 Yes. Please specify:      


5.1. In the case of using previously stored biological samples:

	Biobank

	Is there a confirmation letter from the biobank authorizing the provision of these samples for the current project? 

 FORMCHECKBOX 
 Yes. Please attach.
 FORMCHECKBOX 
 No. Please explain:      


	Registered collection
	Is informed consent model available for the research that originated the collection?

 FORMCHECKBOX 
 Yes. Please attach.
 FORMCHECKBOX 
 No. Please explain:      
Is informed consent from the donors available for their use in the current study?

 FORMCHECKBOX 
 Yes. Please attach. 

 FORMCHECKBOX 
 No. Please explain:      


	Other

	Is informed consent from the donors available for their use in the current study?

 FORMCHECKBOX 
 Yes. Please attach. 

 FORMCHECKBOX 
 No. Please explain:      



5.2. In the case of using new biological samples collected prospectively, please attach the informed consent from the donors to this application.
6. Provisions for the reporting of study results 
,
  
	Communication of results to the study participants.
	Is it planned to inform the participants about the overall or general results? 

 FORMCHECKBOX 
  Yes. Please describe the procedure:      
 FORMCHECKBOX 
  No. Please provide justification:      
 FORMCHECKBOX 
  Not aplicable. Please provide justification:      

	
	Will individual results be communicated to the participants? 

 FORMCHECKBOX 
  Yes. Please describe the procedure:      
 FORMCHECKBOX 
  No. Please provide justification:      
 FORMCHECKBOX 
  Not aplicable. Please provide justification:      

	
	Will any genetic testing be performed? 

 FORMCHECKBOX 
 Yes.             FORMCHECKBOX 
 No.       
If yes, does the team include an expert in that field to inform the donor about the results? 

 FORMCHECKBOX 
  Yes. Please describe the procedure:      
 FORMCHECKBOX 
  No. Please provide justification:      


	Dissemination of the research findings and outcomes.
	Please indicate if the project has been registered in any public research project database.  

 FORMCHECKBOX 
  Yes. Please especify:      
 FORMCHECKBOX 
  No.

	
	Please indicate where you plan to publish the results:      

	
	Do you plan to share the data on which the results are based?
 
 FORMCHECKBOX 
  Yes. Please indicate which data will be shared:       

 FORMCHECKBOX 
  No.


� Please indicate whether funding has been approved, is currently under application, or is pending a decision. 


� The informed consent (explicit and written, once adequate information has been provided) and the patient information sheet must form a single document. To prepare it, you may refer to this Committee’s document outlining the minimum required contents (� HYPERLINK "https://www.isciii.es/documents/d/guest/d-1-cei-contenido-hip_ci-sep-2022-pdf" ��D-1: CEI HIP/CI�).


� In the event that the Principal Investigator belongs to the ISCIII, � HYPERLINK "https://sirena.isciii.es/institucional/proteccion-datos/" ��Anexo III_MPD_ISCIII � of the Procedure for Project Management must be submitted for review by the Data Protection Officer. 


� Law 14/2007 on biomedical research defines coded or reversibly dissociated data as data not associated with an identified or identifiable person because the information that identifies that person has been replaced or detached using a code that allows the reverse operation. The General Data Protection Regulation incorporates the term pseudonymization and defines it as the processing of personal data in such a way that it can no longer be attributed to a data subject without the use of additional information. This additional information must be kept separately and be subject to technical and organizational measures intended to ensure that personal data is not attributed to an identified or identifiable natural person.


� Anonymization: process by which it becomes impossible by reasonable means to establish the link between a data point and the subject to whom it belongs. It is also applicable to biological samples.


� Spanish Law 14/2007 on biomedical research. Article 5. Protection of personal data and confidentiality safeguards.


� The conduct of research involving an invasive procedure in human subjects will require prior insurance coverage for any damages and harm that may arise for the participants (Spanish Law 14/2007 on Biomedical Research, Article 18.2).


� Spanish Law 14/2007 on Biomedical Research. Article 61�. Storage and destruction of samples.


� Spanish Law 14/2007 on Biomedical Research. Artícle 34. Guarantees and requirements for the research.


� Spanish Law 17/2022, of September 5, which amends Law 14/2011, of June 1, on Science, Technology, and Innovation. Final Provision One.


� Spanish Law 14/2007 on Biomedical Research. Article 26. Deber de informar and 27. Información sobre los resultados. 


� Council for International Organizations of Medical Sciences (CIOMS). International Ethical Guidelines for Health-Related Research Involving Humans. � HYPERLINK "https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf" ��Guideline 24�.


� Sharing the dataset used to reach the conclusions presented in an article, as well as any additional data necessary to fully reproduce the study results, may be a requirement for publication in some journals. See the Ethics Committee document “� HYPERLINK "https://www.isciii.es/documents/d/guest/guia-para-publicar-datos-en-repositorios-publicos-dic-2019" ��Guía para preparar bases de datos clínicos brutos para publicar en repositorios públicos�”. 





Page. 7 | 7

[image: image1.png]