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	(To be filled in by the Committee)  Nº PI-     

 FORMTEXT 
 FORMTEXT 

     
       Version:        Date:       /      


Application for Report on Ethical Aspects of Research Projects                          Involving Human Beings
PRINCIPAL INVESTIGATOR(1)
	Name: 
	 FORMTEXT 

     

 FORMTEXT 


	Centre:(2)
	
	Unit:
	     

 FORMTEXT 


	Phone:
	     

 FORMTEXT 

	E-mail:
	     

 FORMTEXT 



RESEARCH PROJECT (3) 
	Title: 
	     

 FORMTEXT 


	Starting date:
	     
	Ending date:
	     


SOURCE OF FINANCE PROVIDED(4) 
	 FORMCHECKBOX 

 Agency:      

	 FORMCHECKBOX 

 Call(5) :        

	 FORMCHECKBOX 

 Other. Especify:       FORMTEXT 



Commitments:

a) All the information in this document is truthful. 

b) I undertake responsability to take into account all the modifications that the Committee might propose in order to get the approval of the procedure.

c) I commit myself to inform about any relevant modification*, adverse event or incident that might occur during the period of study and affect to the final decision of the Committee.

d) I will not begin the experimental protocol without the favourable report.

e) Under my direct supervision, records of the experimental procedure will be maintained and made available to the Committee members when required.

I understand that the Committee may discontinue or modify the current project if any of the above conditions are not fulfilled.

Date:      




Signature
Signed by:      
*Relevant modification: - change of the Project Responsible, - changes in some of the objectives of the Project, - change in the use of the samples
	1. PROJECT DATA(6)  

	   Title:
	     

	 Abstract:(7)  (Justification, objectives, design, justification for choosing the type and size of the sample)

      


	2. ENCLOSED DOCUMENTS

	Compulsory
	Optional

	Project Copy
	 FORMCHECKBOX 

	Publications (n.)
	     

	Informed Consent and Participant 

Information Model(8) (9)
	 FORMCHECKBOX 

	Other Reports (especificy)
	     

	Human Samples or Tissues Transfer 
Agreement (if applicable)(10)
	 FORMCHECKBOX 

	Letters
	     

	Sample cession document (if applicable)(11)
	 FORMCHECKBOX 

	
	

	Curriculum vitae (brief)
	 FORMCHECKBOX 

	
	


	3. GROUPS/ TYPES OF SAMPLES AND PARTICIPANTS INVOLVED IN THE STUDY(12)

	Indicate the groups of samples or persons involved
	Group 1
	     

	
	Group 2
	     

	
	Group 3
	     

	
	Group 4
	     

	
	Group 5
	     

	4. RESEARCH INVOLVING INTERVENTIONS ON HUMAN BEINGS, INCLUDING SAMPLE EXTRACTIONS 

	Protection of personal data and duty of confidentiality
	If the investigator belongs to the ISCIII: Have you registered in the ISCIII the personal data processing activities that you will be conducting for the development of the project?

   FORMCHECKBOX 
 YES             FORMCHECKBOX 
  NO

The investigators of the ISCIII will be able to contact the data protection delegate of the Instituto de Salud Carlos III (dpd@isciii.es) to carry out this procedure. (13)

· If the investigator does not belong to the ISCIII: Has he fulfilled with the regulations for the purposes of control of personal data processing?
Indicate the procedure or procedures required by this regulation      


	Indicate the method to be used for data dissociation 
	 FORMCHECKBOX 
 Reversible dissociation(14)
 FORMCHECKBOX 
 Non reversible dissociation(15)

	
	Explain the procedure:      

	Is there any provision on the insurance of possible pains?(16)
	 FORMCHECKBOX 
 Yes (indicate assurance company and conditions of the contract):

     

	
	 FORMCHECKBOX 
 No (explain):      

	Is it planned to carry out any genetic test?17)
	 FORMCHECKBOX 
 Yes  
	Does the team have an expert in genetics to inform the participant about the results?
	 FORMCHECKBOX 
 Yes (explain):       

	
	
	
	 FORMCHECKBOX 
 No (justify):      

	
	 FORMCHECKBOX 
 No

	Does the study affect to...?(18)


	 FORMCHECKBOX 
 Pregnant women or women in her breast feeding period
 FORMCHECKBOX 
 Minors
 FORMCHECKBOX 
 Persons without capability to express their consent
 FORMCHECKBOX 
 Social or ethnic groups
 FORMCHECKBOX 
 Others (students, staff employed at the institution…)

Justify:      



	5. RESEARCH INVOLVING STORED BIOLOGICAL SAMPLES(19)   

	Origin type and number of samples
(Also indicate if biobank or collection and registration number on the NRB)(20)             
	Group 1   
	     

	
	Group 2
	     

	
	Group 3
	     

	
	Group 4
	     

	
	Group 5
	     

	Samples were stored previous to Biomedical Research Law(21)
	 FORMCHECKBOX 
 Yes
	Explain       

	
	 FORMCHECKBOX 
 No
	

	
	Are samples anonymous? (explain)      


	
	New consents will be provided (enclose model)       


	Would the research be less effective or even impossible without the patient identification data?(22)
	 FORMCHECKBOX 
 Yes   
	(explain):      

	
	 FORMCHECKBOX 
 No  
	

	In case that the samples come from a biobank or a collection(23)

	 FORMCHECKBOX 
 A material transfer agreement (MTA) from biobank/collection to researcher is available (enclose the MTA) 

 FORMCHECKBOX 
 An Informed consent for the project that originated the collection is available (enclose model)


	6. SAMPLES DESTINY   

	Samples destiny (The options must be included in the Informed consent document)(20)
	 FORMCHECKBOX 
 Destruction
 FORMCHECKBOX 
 Incorporation into a collection

 FORMCHECKBOX 
 Incorporation into a biobank
Comments:      
If samples are to be stored in a biobank, do you have the conformity of the biobank to incorporate samples?  Yes   FORMCHECKBOX 
  No  FORMCHECKBOX 

If the answer is yes, please attach the biobank response.
              


	7. USE OF HUMAN OOCYTES, HUMAN STEM CELLS, EITHER EMBRYONIC OR ADULT, INCLUDING THE INDUCED ONES (iPS), OR CELL/TISSUES OBTAINED FROM HUMAN FETUSES (24)

	Type of samples
	1
	     

	
	2
	     

	
	3
	     

	iPS induction
 
	 FORMCHECKBOX 
 Yes
	Explain the procedure:      

	
	 FORMCHECKBOX 
 No
	


	8. USE OF HUMAN DATA(6) 

	Indicate the method to be used for data dissociation
	 FORMCHECKBOX 
 Reversible dissociation (14)
 FORMCHECKBOX 
 Non reversible dissociation (15)

	
	Explain the procedure:      

	9. PLANS TO INFORM THE STUDY RESULTS TO THE PARTICIPANTS(25)

	Reporting of results to study participants (26)
	Will you report the study results to the participants?

 FORMCHECKBOX 
  Yes              FORMCHECKBOX 
 No               FORMCHECKBOX 
 Not applicable
If the answer is Yes:

Will you inform on the overall / global results?  FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No 

Explain the procedure:      
If the answer is No or Not applicable, explain the reason      
Will you report on individual results?  FORMCHECKBOX 
 Yes              FORMCHECKBOX 
 No 

Explain the procedure:      
              

	Dissemination of the research and its results (27)
	Publication of the project in public databases of research projects (28):
    

      Indicate if you have published the project in a database  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
    

      If yes, indicate which one (s)      
Planned publications of the results:      
Do you plan to share the data on which these results are based in a timely manner?(29)      FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, indicate which one (s)      



INSTRUCTIONS
· All referenced documents are available on the website of the Institute of Health Carlos III (ISCIII) and in the Intranet.

1. Data of the Principal Investigator or Responsable of the Unit where the Project or service activity will be conducted. 

2. Select the Centre. Other Centres (external organization included): specify it in the “Unit” field. 

3. Copy the Title of Project to be evaluated.
4. Select one of the next choices. 
5. Specify the exact call.  
6. Research Projects that involve the use of human beings must adhere to the principles stated in the Declaration of Helsinki, in the Convention of the Council of Europe on Human Rights and Biomedicine and in the Declaration of UNESCO on Human Rights and Human Genome. They must fulfill the Spanish legislation on the scope of biomedical research and personal data protection: Law 3/2018, of December 5, of Protection of Personal Data and guarantee of digital rights; Law 41/2002, regulatory base on the autonomy of the patient and rights and obligations related to information and medical documentation, and Law 14/2007 on biomedical research. 
7. Copy the Abstract of Project to be evaluated.
8. Law 14/2007: Article 4.1. Informed consent and the right to information. The free will of persons that may participate in biomedical research or that could provide their biological samples shall be respected. Their previous express and written consent must be provided once the adequate information has been provided. The information provided shall be written and shall encompass the nature, importance, implications and risks of the research in the terms provided for in this Law. 
9. The informed consent and the information form for the patient must be a single document. The minimum content of this document may be consulted in the file of this Committee in this regard.
10. By means of the Sample Transfer Agreement, the Biobank/ Institution guarantees the compliance with basic ethics and quality requirements in relation with the samples, while the investigator undertakes responsability to use those samples for the specific Project they were requested. (See Document CEI Cession-Transfer (D-2: CEI Cession/Transfer). 
11. The Sample Cession Document guarantees that the samples were assigned to the Bioank with full knowledge of the Institution where they were obtained, as well as the patient´s control right on the use of his or her samples and associated data. (See Document CEI Cession-Transfer (D-2: CEI Cession/Transfer).
12. Patients, family, healthy controls, samples with special characteristics, stored before or after Biomedical Law 14/2007.
13. Law 14/2007: Article 5.1. "The protection of personal privacy and the confidential treatment of personal data resulting from biomedical research activity shall be ensured, in accordance with the provisions of the Regulations for the protection of personal data. The same kind of guarantees shall be applicable to biological samples as the source of personal information”. 


The “Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (GDPR), and Law 3/2018, of December 5, of Protection of Personal Data and guarantee of digital rights does not oblige the registration of files in the AEPD. However, the regulation establishes the implementation of other specific security measures which cancel, neutralize or reduce the likelihood of incidents occurring. Among them is the registration in the ISCIII of all the data treatments of a personal nature. The researchers of the ISCIII will be able to contact with the data protection delegate of the Instituto de Salud Carlos III (dpd@isciii.es) that can facilitate the process.


Investigators does not belong to the ISCIII shall include the regulations laid down in their bodies for the purposes of control of the processing of data of a personal nature.
Law 14/2007: Article 3. Definitions. K. “Codified or reversibly disassociated data”: data that is not associated to an identified or identifiable persona as the information that identified that person has been substituted or detached using a code that permits the reverse operation. The General Data Protection Regulation (GDPR) incorporates the term seudonymization. Seudonymisation means the processing of personal data in such a manner that the personal data can no longer be attributed to a specific person without the use of additional information. Such additional information has to appear separately and to be subject to technical and organizational measures designed to ensure that personal data is not attributed to an identified or identifiable natural person.
14. Law 14/2007: Article 3. Definitions. P. “Dissociated biological sample”: sample which can not be associated to an identified or identifiable person as the nexus which had all the information that identifies the subject has been destroyed or because such association requieres an unreasonable effort.
15. Law 14/2007: Article 18. Compensations for damages and their assurance. 1. Those persons, who have suffered damages as a consequence of their participation in a research Project, shall receive a compensation that corresponds in accordance with that provided in the following sections. 2. The undertaking of a research that entails an invasive procedure in human beings shall require the previous assurance of the general and special damages that could be derived for the person in whom it has been carried out. 
16. Law 14/2007: Article 49. Right to Information and right not to know. 1. The subject source shall be informed on the genetic data of a personal nature that are obtained in the genetic analysis according to the terms in which he manifested his volition, notwithstanding the right to access that is established in the legislation of free volition. 2. When the subject source has exercised his right not to know the results of a genetic analysis, then only that information that is necessary for the follow up of a prescribed treatment by the doctor and that has been accepted by the patient shall be provided. When this information is necessary to avoid a serious damage for the health of his biological family, then the affected or their legally authorized representative may be informed. In every case, the communication shall be exclusively limited to the data necessary for these ends. 

Article 55. Genetic Counseling.1. When a genetic analysis is undertaken for health reasons, then an appropiate genetic counseling must be guaranteed to the interested person, in a manner that shall be established by regulation, always abiding by the criteria of the person interested. 2. The professional who carries out or coordinates the genetic counseling must provide adequate information and counseling, in relation to both the transcendence of the resulting genetic diagnosis as well as the possible alternatives that the subject may choose.

17. Law 14/2007: Article 19. Research during pregnancy and lactation. 1. Any research in which a pregnant woman participates, which shall not produce a direct benefit for her, or embryo, foetus or the child after his birth shall only be authorised if the following conditions are met: a) That the aim of the research is to contribute to produce results that are for the benefit of other women, embryos, foetuses or children. b) That research of similar efficacy is not possible to be undertaken in non- pregnant women. c) That the research entails a minimum risk and damage for the woman and, in its case, for the embryo, foetus or child. d) That the pregnant woman or the legal representatives of the child, in its case, provides their consent in the terms provided in this Law. 2. When research is carried out during the lactation period of a woman, special care must be taken in order to avoid an adverse impact on the health of the child.
Article 20. Protection of persons without the capacity to provide their consent. 1.   “Research on a minor or a disabled person, except when a judicial ruling on disability establishes that the person can provide his consent to research in accordance with a degree of discernment, can only be undertaken if the following conditions are met: a) That the results of the research can produce real or direct benefits for his health. b) That a research of comparable efficacy can not be carried out in persons capable of providing their consent. c) That the person who is going to participate in the research has been provided written information about his rights and the limits provided in this Law and in the regulation that further develops it for his protection, unless that person is not in a state to receive that information. d) That the legal representatives of the person who is going to participate in the research have provided  their written consent, after having received the information established in article 15.The legal representative shall take into account the desires and objections that are previously expressed by the affected person. Additionally, in these cases, actions must be accordance with that provided in section 1 of article 4 of this Law. 2. When it is foreseeable that the research is not going to produce results for the direct health benefit of the subjects referred to in section 1 of this article, the research may be authorized in an exceptional manner if in addition to the requisites established in subjections b), c) and d) of the earlier section, the following conditions are met: a) The object of the research is to contribute, through meaningful improvements  of the understanding of the disease or the condition of the individual, to a beneficial  result for other persons of the same age or with the same disease or conditions, within a reasonable time frame. b) That the research entails a minimum risk and burden to the participating individual. c) That the authorization of the research is made known to the Ministry of the Public Prosecutor.

Article 21. Research on persons unable to consent due to their clinical situation.1. For undertaking research in situations of clinical emergency, in which the person involved may not provide their consent, the following specific conditions must be met: a) That research of comparable efficacy is not possible to be undertaken on persons who are not in that emergency situation. b) That in the event that it is not foreseeable that the research is going to produce beneficial results  for the health of the patient, with the purpose of  benefiting other persons with the same disease or condition, always that it entails a minimum risk and discomfort for him. c) That the authorization of the research is made known to the Ministry of the Public Prosecutor. 2. Any previously expressed objection by the Research Ethics Committee of the centre shall be observed. 3. In reference to section one of this article, research in emergency situations are considered to be those in which the person is not in condition to provide his consent and that, due to their state and the emergency of the situation, the authorization of the legal representatives of the patient or if there are none, of the persons who live with him is impossible to obtain on time. 4. Persons who participate in a research in an emergency situation, or where appropriate, their legal representatives, shall be informed in the shortest time possible of the terms provided in the article 4 of this Law. Likewise, the consent to continue participating in the research must be obtained when the patient is in a condition to provide it.
18. Law 14/2007 Article 61. Conservation and destruction of samples. 1. In case that the sample is kept, the subject source shall be informed in a written manner of the conditions of its conservation, objectives, future uses, assignment to third parties and conditions in order to be able to take them back or ask for their destruction. Nonetheless, the biological samples used in biomedical research shall be solely kept as long as they are necessary for the purposes that justified its collection, except if the subject source has granted his explicit consent for other later uses. 2. The aforementioned in the previous section is understood to be applicable in so far as the identification data of the sample has not been subject to anonimisation in accordance with that provided in this Law.
19. According to the Royal Decree 1716/2011: Article 22. 1, human biological samples collected for biomedical research purposes can be long-term stored either in an authorized biobank or as a collection outside the organization of a biobank. Alternatively the samples can be collected for a single specific project. In this case the samples must be destroyed when the project is over.

Article 37. Authorized biobanks and the collections containing non-anonymized samples must be registered in the National Register of Biobanks.

20. Law 14/2007 Second Transitory Disposition: Previously stored samples. Those biological samples obtained previous to the entry into effect of this Law many be used for biomedical research purposes when the subject source has provided his consent or when the samples have been previously anonymised. Nonetheless, codified samples or those identified for biomedical research purposes may be used without the consent of the subject source when the obtaining of this consent entails unreasonable effort as provided in section i) of article 3 of this Law or when it is not possible due to the death of the subject source or when they can not be found. These cases shall require the favourable ruling of the appropriate Research Ethics Committee, which must take into account, at least, the following requisites: a) That it is a research of general interest. B) That the research is less effective or not possible without the identifying data of the subject source. C) That there is no express objection by the subject source. D) That the confidentiality of the data of a personal nature is guaranteed.
21. Law 14/2007. Article 5. Protection of personal data and guarantees of confidentiality.1. The protection of personal privacy and the confidential treatment of personal data that are the result of the biomedical research shall be guaranteed protection, in accordance with that provided in Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data,  Law 3/2018, of December 5, of Protection of Personal Data and guarantee of digital rights and other applicable regulations. The same guarantees shall be applicable to biological samples that are the source of information of personal nature. 2. The conveyance of data of a personal nature to third parties outside the medical-assistance act or to a biomedical research shall require the express and written consent of all those concerned. 3. The use of data related to the health of data of persons with purposes different to those for which the consent was given shall be forbidden. 4. Any person who has access to data of a personal nature, in the duty of their functions in relation with the providing of a medical health care service or biomedical research, whichever the reach of either, shall be subject to the duty of secrecy. 5. If the publication of the results of a research is not possible without identifying the person who participated or who provided biological samples, then these results shall only be published when there has been a previous and express consent of this person. 
22. Law 14/2007. Article 70. Rights of the source subjects.1. That provided in the articles of Chapter III of this title in relation with the obtaining, previous information, consent, confidentiality, assignment, conservation of data and samples, access to data and the right not to know shall be applicable to biological samples deposited in biobanks. 2. Notwithstanding that provided in the previous section, those biological samples that are added to biobanks may be used for any biomedical research, in the terms provided in this Law, always when the source subject, or where appropriate, his legal representatives have provided their consent in these terms.
23. Law 14/2007: Article 34. Guarantees and requisites for research. 1. Research or experimentation with surplus ovocites or preembryos from assisted reproduction techniques, or their biological structures, for purposes related with the obtaining, development and use of embryonic stem cell line sor with other purposes not associated with the development and application of assisted reproduction techniques, shall be undertaken in accordance with that provided in Law 14/2006, of 26 May, and comply with the following requsites: a) That the research abides by ethical principles and the applicable legal regime, especially that provided in this Law and the regulation that develops it, and that it follows the principles of relevance, feasibility and suitability, particularly of the main researcher, of the research team and of the installations of the centre in which  the research takes place. b) That it is based on a research project that is authorized by the State or autonomous authority, after having a favourable report by the corresponding Guarantees Commission for the Donation and Use of Human Cells and Tissues, in projects dealing with matters established in article 35. 2. The authorization of research projects shall be conditioned to the project including at least the following elements: a) The authorization by the management of the centre in which the research is going to take place as well as the favourable report of the corresponding Research Ethics Committee. b)  The disclosure of the common relations and interests that exist, of whatsoever nature, or the absence of such, between the team and the centre that has undertaken each of the processes of assisted reproduction that have generated pre-embryos or that have intervened in the obtaining of the ovocites. c) The written compromise to provide the corresponding public authority the data that permit to identify and to know the conservation of the cell lines that could be obtained as a consequence of the development of the research. d) The compromise of the gratuitous conveyonce of cell lines that could be obtained in the development of research for its use by other researchers. e) Where ovocites or preembryos are used, the indication and justification of their number and origin and the document of the informed consent, signed by the donor, or progenitors, respectively.
Article 35. Report of the Guarantees Commission for the Donation and Use of Human Cells and Tissues. 1. The previous favourable report of the Guarantees Commission for the Donation and Use or Human Cells and Tissues shall be required for those research projects that deal, in whole or in part, with the following matters: a) Research with human preembryos for the derivation of cell lines, for embryologic research and for other research purposes, except for those related with the development and application of assisted reproduction techniques. b) Research with human embryonic stem cells. c) The activation of ovocites through nuclear transfer for therapeutic or research purposes. d) Any other technique, that using in whole or in part, human biological samples, can lead to the obtaining of stem cells. e) Research with embryonic cells or tissues obtained through any of the procedures mentioned in article 33.2. f) Any other line of research that includes cell material of human embryonic origin or other functionally similar. g) Research with embryonic stem cell lines that come from another country, within the EU countries or those outside the EU. This origin shall be specified in the project submitted for authorization. 2. The authority that granted the authorisation to the research project mentioned in the earlier section, shall annually forward its results to the Guarantees Commission for the Donation and use of Human Cells and Tissues.
25. Law 14/2007: Article 26. Duty to inform. According to the provisions of article 4.5, if the research gives rise to information relevant to the health of the participants, it must be made available to them, which will be effective within the framework of ongoing assistance or, failing that, providing specific advice.

Article 27. Information about the results. 1. Once the investigation is completed, the responsible investigator will send a summary thereof to the competent authority that gave the authorization and to the corresponding Research Ethics Committee. 2. The results of the research will be communicated to the participants, whenever they request it. 3. Investigators must publish the general results of the investigations once they have been completed, attending to the requirements regarding personal data referred to in article 5.5 of this Law and without prejudice to the corresponding intellectual property rights and industrial that could be derived from the investigation.

26. Council of International Organizations of Medical Sciences (CIOMS). International ethical guidelines for health-related research with human beings. Guideline 24: Public accountability for health-related research. Public accountability is necessary to realize the social and scientific value of health-related research. Dissemination of research results is essential to obtain social value. Both negative and inconclusive results and positive results from all studies should be published or otherwise made publicly available. Any publication or report resulting from a research study should indicate which research ethics committee has authorized the study. Researchers and sponsors should also share information and data from past research.

27. There are two large prospective public records of research projects:

- ClinicalTrials.gov, a service of the US National Institutes of Health. USA:

https://clinicaltrials.gov/

- International Clinical Trials Registry Platform (ICTRP):

http://www.who.int/ictrp/en/

http://www.who.int/ictrp/es/

See also the document entitled “Previous registration of the research project in a database accessible to the public”, available on the CEI website
https://www.isciii.es/QueHacemos/Servicios/ComitesEtica/CEI/Paginas/SolicitudInforme .aspx

28. Sharing the data set used to reach the conclusions drawn in an article, as well as any additional data necessary to reproduce the results of the study in its entirety, may be a requirement for publication in some journals, such as those in the journal. Public Library of Science (PLoS) group. Other prestigious journals, such as Nature and Science, have also established clear data exchange requirements.

29. See the document entitled “Guide to prepare raw clinical databases to publish in public repositories”, available on the CEI website 
https://www.isciii.es/QueHacemos/Servicios/ComitesEtica/CEI/Paginas/SolicitudInforme. aspx

B-2: CEI PI. Application form. April 2020
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