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RESEARCH PROJECT REPORT FOR THE CEIm
	Title



	Code (if applicable):


	Project report language: 

	If written in English, a summary of the report in Spanish must be provided


	Principal investigator

	Full name:

	Category:

	Department:
	Area:

	Telephone:
	Email: 

	This project has previously been submitted to the CEIm: NO  FORMCHECKBOX 
   YES  FORMCHECKBOX 
   
If the answer is yes, indicate:
1. CEIm project code:  RP No.: __/____
2. If this new version includes a change of Principal Investigator:

NO  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, remember to submit the new signature sheet to the Secretary’s Office.
3. If this new version includes amendments in the report:

NO  FORMCHECKBOX 


YES  FORMCHECKBOX 
  If yes, remember to submit a summary indicating changes 



              made to the CEIm Secretary’s Office.



	Type of Project according to number of participating centres:

	Is it Multi-centre?
 FORMCHECKBOX 
 Yes, does it have a resolution from another REC/CEIm?     FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes, specify:____________________
                                                                                                  (attach copy of the resolution)
          Is there a coordinating centre?                          FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes, specify:____________________
 FORMCHECKBOX 
 No (single centre)


	REQUIRED SECTION

	Research with collection of information on drugs

	Any research involving the collection of individual data on people’s health and with one of the following purposes:
1. Determine the beneficial effects of drugs, as well as their modifying factors, including patients’ perspective, and their relationship with resources used to achieve them.
2. Identify, characterise or quantify adverse drug reactions and other risks for patient safety related to their use, including possible risk factors of effect modifiers, and measure the effectiveness of risk management measures.
3. Obtain information on drug use patterns in the population.
The purpose of observational drug studies must be to complement information already known on the drug without interfering with normal clinical practice.

	Does the research comply with the above?
 FORMCHECKBOX 
 No    
 FORMCHECKBOX 
 Yes – It is an Observational Drug Study – ODS  (RD357/2020) (Requirements: http://www.vhir.org/portal1/article_menu_comites.asp?s=&contenttypeid=317&contentid=1327&sub=352)


	NOTE. If drug data has been collected and in its evaluation the CEIm considers it complies with the definitions of “Observational Drug Study”, it will be evaluated as such and the normal procedure may be delayed as it has not been submitted according to the relevant requirements. The evaluation deadline for Observational Drug Studies (total of 30 calendar days) will be when the study is found to comply with this definition.


	Documents submitted (include version and date) 

	


	Contact person for communication with CEIm (if not the PI)

	Full name:

	Telephone:
	Email:


	Promoter  REQUIRED SECTION

	Note on definition of promoter:
· The promoter will be responsible for project data as well as the responsibilities assigned by current legislation. 
· If the promoter is the research team from our centre, check VHIR; if not, tick external and indicate the name.
· In multi-centre projects, the coordinating centre where data from all participating centres will be stored must be the promoter and this must be specified in the protocol.


	☐ Internal (VHIR)  
☐ If other, specify:__________________________


	Telephone:

	Email:

	Sources of non-hospital funding (if any)

	Agency / Company / Institution / Grant:

	

	File number (if available): 



	REQUIRED SECTION

	CEIm evaluation fees

	 FORMCHECKBOX 
 Fee exemption requested
Justify/reasons: 
If this section is filled in, do not submit the fee exemption form

	 FORMCHECKBOX 
 Request for Invoice
Remember to send invoicing data by email to facturacion@vhir.org


	 FORMCHECKBOX 
  Request for temporary exemption from fees due to unresolved grant application
Remember to the attach the “Temporary exemption from fees” form available on our website.


	TYPE OF RESEARCH
Indicate if the project includes any of the following ethical aspects
	Yes
	No

	1. Research with embryos, human embryonic cells or human foetal cells or tissues
PLEASE REMEMBER that you must request a Favourable Report from the CREC of the CMRB (Barcelona Regenerative Medicine Centre) before starting the study. http://www.cmrb.eu/comite-etic.html
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Research with minors or individuals incapable of giving consent.
PLEASE REMEMBER that in these cases, you must submit an information sheet and informed consent for the legal representative or relative and/or family member and another information sheet and informed consent for the child. 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Research using invasive techniques
 with patients.
PLEASE REMEMBER that if there is any kind of remuneration for participant subjects, a document justifying it must be submitted or this must be specified in the project report
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Research with healthy adult volunteers. 
PLEASE REMEMBER that if there is any kind of remuneration for participant subjects, a document justifying it must be submitted or this must be specified in the project report 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Research with genetic material or human biological samples.

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Research involving human data collection.
PLEASE REMEMBER that if there is any kind of remuneration for participant subjects, a document justifying it must be submitted or this must be specified in the project report
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Research with substance of human origin, cells, tissues or organs, for use in humans
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Research with a healthcare product for approved use and with CE marking
PLEASE REMEMBER that in the case of a healthcare product with no approved use and/or no CE marking, the study must be approved by the AEMPS

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Research with APP, artificial intelligence tools or big data

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other comments:



	REQUIRED SECTION
PERSONAL DATA PROTECTION MEASURES
What method will be used to disassociate data? (Mark with an X as appropriate)


	 FORMCHECKBOX 
  ANONYMISATION (Technique that eliminates risks of “re-identification” of personal data, guaranteeing that any processing after this technique will not re-identify the data subject, and without distorting real data. Considered irreversible).
Anonymised data is data obtained from personal data processing (anonymisation) with which the original data subject cannot be re-identified. It becomes anonymous data and is outside the scope of personal data protection rights and regulations.
Indicate this in the section of the PATIENT INFORMATION SHEET and INFORMED CONSENT.
 FORMCHECKBOX 
  CODING (data cannot be associated with an identified or identifiable person as they have been replaced with information identifying the person with a code)
Indicate this in the section of the PATIENT INFORMATION SHEET and INFORMED CONSENT.
 FORMCHECKBOX 
  PSEUDONYMISATION Processing personal data such that they cannot be attributed to a data subject without using additional information. This additional information must be separate and subject to technical and organisational measures that guarantee personal data cannot be attributed to an identified or identifiable person. This procedure replaces personal information fields in a data record for one or more artificial identifiers or pseudonyms. It is reversible.
Pseudonymised data are personal data obtained from a process (pseudonymisation) consisting of replacing data (e.g., a unique identifier) with a pseudonym using a pseudonymisation technique so that identification requires additional information.
There must be a technical and functional separation between the research teams and pseudonymisation processors and information must be stored so that re-identification is possible if needed. If there is no separation, data is simply coded. 
Who is responsible for this? 
 FORMCHECKBOX 
 Hospital information system  
 FORMCHECKBOX 
 Other. Specify _________________________________________________
Indicate this in the section of the PATIENT INFORMATION SHEET and INFORMED CONSENT
Specify Data Controller:_____________________________
Indicate data storage time:_____________________________________ 
Is data sharing planned?:  FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes
If the answer is yes, indicate:
Will there be international data transfers?
 FORMCHECKBOX 
 No    
 FORMCHECKBOX 
 Yes, with whom? (Specify countries)______________________________________
In the data protection section of the PATIENT INFORMATION SHEET and INFORMED CONSENT, indicate the data controller, storage time and if data sharing is planned.



	Structured project summary 
(Specify: Background, Hypothesis, Objective, Methods, Relevance) 
Maximum 1 page.


	Background and current state of the topic (Cite references in the next section)


	Most relevant bibliography


	Hypothesis / rationale for the study


	Objectives


	Methodology (Design, participants, sample measurement, procedures, personal data protection, ethics and legal aspects, analysis plan)


	Types and number of ADDITIONAL/DERIVED PROCEDURES of the study 


Are there additional procedures
?         Yes       No
If yes, specify if they are only healthcare procedures or for the purpose of the study, and describe them:
	Prior experience of the research team in the topic


	Applicability of study results / Expected contributions


	Work plan:
· Development phases, duration, start and end dates. 
· Places where the project is expected to be carried out, facilities that will be used


BIOLOGICAL SAMPLES (if any):
	Describe the biological samples and study subject samples will be obtained from: 

	


	Indicate biological sample storage system for future studies:

	 FORMCHECKBOX 
  National biobank (If a Biobank, specify name of the Biobank) _________________
 FORMCHECKBOX 
  Biobank / repository abroad ______________________
 FORMCHECKBOX 
  Collection
 FORMCHECKBOX 
  Use of samples ONLY for this project, with subsequent destruction at the end of the study.
In case of collection, also specify:
Register no. of the National Biobank Register (collections section): _____________
Person responsible for samples: _________________________________________________
Comments: 



	Documents of special relevance for the Clinical Research Ethics Committee PIS-IC:
· Patient information sheet
· Informed consent form
· Genetic sample management procedure (if applicable)

	PATIENT INFORMATION SHEET AND INFORMED CONSENT (PIS-IC)  (mark chosen option with an X):

	PIS-IC submitted:
 FORMCHECKBOX 
 Yes, specify:    
 FORMCHECKBOX 
  Patient information sheet and informed consent (attach documents) 
 FORMCHECKBOX 
 Information sheet and consent for studies with children and/or disabled subjects (attach documents)
 FORMCHECKBOX 
  Other patient information and informed consent documents (for example, for a sub-study, to obtain additional samples, etc.)
 FORMCHECKBOX 
 No, specify:
 FORMCHECKBOX 
 Exemption from informed patient consent requested, justification:
 FORMCHECKBOX 
 No patient information sheet and informed consent provided as samples obtained previously to become part of a sample collection/Biobank will be used; below, specify the original project and/or Collection/Biobank where samples come from:

Original project: RP (       )_____/____ or clinical trial: ____________________

Collection:

Biobank:


	NOTE:  The patient information sheet and informed consent that must be attached to any research project include all essential information, whether invasive procedures, non-invasive complementary examinations, sample anonymisation, sample and/or data coding, etc., of the project the patient will take part in. See standard form on the VHIR website:
http://www.vhir.org/portal1/article_menu_comites.asp?s=institut&contenttypeid=317&contentid=1327&sub=352


Attach PIS-ICs where applicable. Remember to include the version and date on the document submitted. 
PLEASE REMEMBER the documentation to be submitted for project evaluation:
1. Research protocol report.
2. Signature sheet: Principal investigator and collaborator commitment/Acceptance by departments involved (scanned digital format).
3. CEIm evaluation request if submitting a project report other than our standard CEIm form.
4. Patient Information Sheet and Informed Consent or PIS/IC exemption request (the request/justification may be included in the PIS/IC section of this report).
5. Economic report (if the project has funding and in the case of projects with healthcare products).
6. Insurance policy certificate with list of exclusions (if applicable).
7. CE marking certificate and technical data sheet (if a healthcare product).
8. Project approval certificate from another REC/CEIm (in case of sample transfer and multi-centre studies, where applicable).
9. If samples are stored for future research in a repository abroad: information on the repository’s policy must be sent to the CEIm, which must show compliance with the rules applicable to biological sample collections/repositories/biobanks set out in “Recommendation CM/Rec (2016)6 of the Committee of Ministers to member states on research on biological materials of human origin”. The CEIm must specifically be informed of the following: 
1) that the biobank/repository has independent supervision that guarantees the protection of patient data and interests, 
2) there is an independent revision (ethical and scientific) of the various studies to be carried out with the samples and,
3) biological samples will not be transferred to third parties and samples will not be sold.
ALWAYS: in digital format (email: ceic@vhir.org) and a format that may be copied (except scanned signatures).
� Definition of invasive procedure (ACT 14/2007, of 3 July, on Biomedical research): any intervention for the purpose of research that involves a physical or psychological risk for the subject affected.


� Examples of procedures:





Unusual procedures carried out for the purpose of the study, for example, taking an additional blood sample, an additional determination, additional visits, additional evaluations, a radiological examination, invasive technique, questionnaires, randomisation to groups, etc.











Vall d’Hebron University Hospital
Autonomous University of Barcelona
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