HIT Research Centre, University of Padova - Ethical Committee - Informed Consent template 
(adapted from Standard EUR Informed Consent Form template version 0.2)

Version March, 2022
Instructions. 
· This template applies to studies in which participants are adult healthy individuals. In other cases as well as in cases in which additional permission must be granted by other bodies (caregivers, school, employer) separate consents must be prepared for each type of participant involved. 
· In case of research with minors, the consent must make explicit the name of the minor involved in the study and include the following sentence "I [name, surname] declare to be the parent of /or to hold parental authority on [name of the minor]". Either both parents sign the consent or the one signing the consent ticks the statement "I declare that all who hold parental authority on [nome minore]" agree with the participation of said minor to the study described in the information note preceding this declaration (in Italian: "dichiaro che tutti coloro che condividono la patria potestà sono d’accordo con la partecipazione del bambino allo studio descritto nell'informativa", 
· If the study includes deceit, then a separate consent to use the data collected must be obtained after the debriefing on the actual goals of the study has taken place. 
· This document must be written in the language in which it will be given to the participants.
· If a shorter version of the information note is needed (for instance, in case of online studies and surveys), (a) the link to the full information note must be provided along with (b) the recommendation to download it and fulfill so as to keep it after the need of the study when the link will be inactive. The short version must provide information about the data controller, the contact information, their affiliation, the data collected, the purpose of the collection, the length of the study, the sponsor, the risks, the right to withdraw, the format in which the data are stored.
· In the actual information note, please remote the header used here, and these instructions notes. For the remaining parts, only remove the parts in grey; if you think some aspects are not applicable to your study, please mark them with a strikethrough for the sake of the evaluation by the Ethical Committee.
· If you foresee the use of different consents (e.g., with both minors and adults, with different conditions, in case of deceit, in different languages), please unite them in one pdf to be uploaded but provide clear guidelines to understand which version applied to which condition. It is very useful to ease the work of this committee if the parts that differ are highlighted.




	
	INFORMATION NOTE

	Project Title
	Project title

	Purpose of the Study
	This research is being conducted by [principal investigator name, contact, INSTITUTION NAME, including link to website]. 
This research is sponsored by [COMPLETION BY PRINCIPAL INVESTIGATOR, including link to website]. 
The research [has/has no] commercial purpose.
The purpose of this research project is [COMPLETION BY PRINCIPAL INVESTIGATOR] and its larger implications are [RELEVANCE OF THIS RESEARCH FOR SOCIETY, IF ANY]. Please use simple, straightforward language and be short. No technical terms.  
In case of deceit: If some deceit in the procedure makes it necessary to provide full information about the goals of the study after the data collection has taken place, we recommend asking for the consent to process data both before and after the session. In the information note used after the data collection involving deceit, please highlight what has changed compared with the presession note, so the participant will immediately find and recognize the changes. Include in the pre-session consent a statement like this: 'All information that does not compromise the validity of the data collection was provided in this information note. After the data collection you will be asked again for your permission to process the collected data, which will not be elaborated without such permission. ' Keep the deceit at a minimum, describing the goal as close as possible to the real one without compromising your study.


	Data collection procedure
	If you decide to participate, you will be asked by... 
The description must contain the following information:
- name of person in the research team realating wth the participant; it can be different from the principal investigator] 
- the data collection technique used
- the kind of data collected as specifically as possible without being suggestive so the prospective participant will know whether s/he is willing to undergo that procedure. Clarify whether some of the data are of specific categories (aka sensitive data; Sensitive data are those revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, trade-union membership, genetic data, biometric data, data concerning health and data relating to sexual orientation or activity). This must use simple, straightforward language and be short. No technical terms. No task instructions here or bibliographic references. In case you need to hide some information here or deceive, you also need a second consent form at the end of the data collection. 
The data collection session takes place in [LOCATION] and lasts approximately [COMPLETION BY PRINCIPAL INVESTIGATOR]. 
The data collected will be used exclusively to fulfill the scientific purpose described above. [If needed, one can add: “The data collected here can be used to fulfill scientific purposes compatible (in Italian: “affine”) to the ones declared here”; especially if data are anonymized and it no longer possible to ask the consent for using the data in a different yet interconnected study]

To participate, you must [ADD INCLUSION CONDITIONS, e.g. age, ..]. 

	Compliance statement
	[ONCE YOU ASCERTAIN THIS TO BE TRUE, PLEASE DECLARE THAT: "This project complies with the current pertinent regulations related to research ethics and professional deontology, such as: The General Data Protection Regulation (EU) 2016/679 ("GDPR"), the decree “Regole deontologiche per trattamenti a fini statistici o di ricerca scientifica pubblicate ai sensi dell’art. 20, comma 4, del d.lgs. 10 agosto 2018, n. 101 - 19 dec 2018”, and [DELETE NON RELEVANT ONES] The European Convention on Human Rights (1950), The Oviedo Convention (1997), the Protocol on Biomedical Research (2007), the EU Charter on Fundamental Rights (2000),  World Medical Association (WMA), Declaration of Helsinki (2008), The UNESCO Universal Declaration on Bioethics and Human Rights (2005), ICH Harmonised Tripartite Guideline. Guideline for Good Clinical Practice (1997)"
For the Covid pandemic: The principal investigator declares to comply with the measures to contain the contagium from Covid-19 in place at the time of the data collection, and to inform the participant about the risks of contagion depending on the participation to the present study, as well as about the measures to prevent them./ “Il proponente dichiara di ottemperare alle misure di contenimenti del contagio da Covid-19 valide al momento della ricerca e di rendere noti al partecipante I rischi di contagio legati alla partecipazione e le misure di contenimento adottate.” / [attach the description of covid-related risks and measures as an addendum]


	Incidental findings
	[the purpose of this field is to inform participants of the kind of incidental findings they can expect e.g., position of the participants scores with respect to the average - and to let them decide whether they want to be informed or not and how they can express this decision]

	Potential Risks and Discomforts and related minimization procedures
	This requires a risk analysis exercise: clarify what obvious physical, legal or economic risks are associated with participating in the study, and the related minimization procedures. Then, explain how the participant discomfort will be detected (e.g., agreeing on a signal) and stop the session

	Potential Benefits 
	[clarify what specific or general benefits derive from participating in the research; benefits can include to contribute to the advancement of the knowledge in …; the benefit can also be an individual feedback about some aspects of the study.
if any treatment is tested, be clear about the expected improvements and if there is going to be any. Foresee a session in which the participants not benefitting from the treatment because of the study design can – if they want – receive the treatment] 

	Compensation
	[clarify if any compensation has to be expected (financial, course credits, …)and when]

	Right to Withdraw and Questions
	Your participation in this research is completely voluntary.  You may choose not to take part at all. If you decide to participate in this research, you may stop participating at any time, even if you gave consent. If you decide not to participate in this study or if you stop participating at any time, you will not be penalized or lose any benefits to which you otherwise qualify. [PLEASE ADD WHAT IS APPROPRIATE: IN CASE OF WITHDRAWAL THE DATA COLLECTED UP TO THAT MOMENT WILL/WILL NOT BE SAVED/PROCESSED FOR ANALYSIS].
If you decide to stop taking part in the study, if you have questions, concerns, or complaints, or if you need to report an injury related to the research, please contact the principal investigator.


	Confidentiality and anonymization procedure
	The research team has the following components: [NAMES AND AFFILIATION]. All components commit to treat the data collected with confidentiality and have received proper instruction about the specific nature of this commitment and of the project approved by the HIT Ethical Committee. 
Your privacy will be protected to the maximum extent allowable by law. Data are stored in a secure location in the researchers’ offices or on the researcher’s password-protected computers only trained research staff will have access to your responses. [Explain how long the data will be stored and in which form; if indefinitely, add: Personal data can be kept for statistic or scientific purposes even beyond the time necessary to reach the goals for which they have been collected or subsequently elaborated, according to 5, § 1e of GDPR; remember that in this case you need to grant the right to delete the data at any time, unless you destroy all identification data].
No personally identifiable information will be reported in any research product. No image collected during the session will be displayed in publications or presentations unless you explicitly agreed in the declaration form below.
· If the anonymized dataset will be stored in a public repository or will be otherwise  publicly accessible: participants should be informed on how their data will be shared; for example, repository type or name, and access procedure
· Describe the anonymization procedure or pseudonymization procedure for each kind of data (it might be different for images and text). Avoid stating generically that data will be anonymized if you are using mixed image and textual data. Make sure that reverse tracing is not possible. Ensure that after anonymization also include contextual information that might lead to the identification of the participant.

	Data protection rights
	· inform that the participant has to expressly provide or deny their consent to the processing of personal data, when this consent is asked. 
· inform that the participants has the right to request from the institutional privacy referent access to and rectification or erasure of personal data (artt. 15, 16, 17 GDPR). if data erasure is not possible, explain why this is the case (e.g. the impossibility of identifying the data subject due to a process of anonymization – art. 11 GDPR). Clarify that the researchers will delete your data except those that have already been used in a published works under the terms you authorized so far. 
· if the project seems to involve profiling (e.g. "any form of automated processing of personal data evaluating the personal aspects relating to a natural person, in particular to analyse or predict aspects concerning the data subject's performance at work, economic situation, health, personal preferences or interests, reliability or behaviour, location or movements, where it produces legal effects concerning him or her or similarly significantly affects him or her"), the researchers needs to describe the necessary provisions to meet GDPR requirements in this case, and in particular: the right to object (art 21), the right not to be subject to a decision based solely on automated processing (art 22) and the description of the consequences of profiling (principle of fair and transparent processing)


	Data controller (Titolare del trattamento) + institutional privacy referent  (referente per la privacy)
	Please specify who holds the responsibility of the whole data processing (Art. 28 GDPR).  For research carried out at UNIPD, the data controller ('Titolare del trattamento, in Italian) is the University  of Padova. The institutional privacy referent  'Referente organizzativo per la privacy' for a research project at UNIPD is the principal investigator or a member of the research team who is an employee of UNIPD (i.e. not a PhD student). Provide name and contact of the institutional privacy referent.  

	Autorizzati al trattamento
	Members of the research team who participate in the data treatment including PhD students, research fellows, trainees, ...

	Data Processor (responsabile del trattamento)
	Specify if there is any external agency or university or research centre processing the data or any external partner ( Art. 28 GDPR). in case there is one, also clarify what are the terms o f the agreement with respect to data protection and if the data is shared in anonymous format (recommended). In case of transfer to processors located outside the EU, the agreement must reflect the general rights granted to EU citizens by GDPR and that the data processor’s own national regulation might not foresee. The updated list of non-EU countries already providing adequate protection is listed here: https://ec.europa.eu/info/law/law-topic/data-protection/international-dimension-data-protection/adequacy-decisions_en#dataprotectionincountriesoutsidetheeu.

	ETHICAL APPROVAL
	This study has been reviewed and approved by the HIT Ethical Committee [ADD APPROVAL ID ANDS AND DATE]




	
	CONSENT STATEMENTS

	Statement of Consent to participate
	I agree to participate in the research project described in the information note attached here and led by [COMPLETION BY PRINCIPAL INVESTIGATOR]. 
1. I have been given sufficient information about this research project and my questions has been answered to my satisfaction. The purpose of my participation has been explained to me and is clear.
2. My participation is voluntary. There is no explicit or implicit coercion whatsoever to participate.
3. I am at least 18 years of age.

	
	4. I have the right not to answer any of the questions. If I feel uncomfortable in any way during the interview session, I have the right to withdraw from the interview.
5. I have been given the explicit guarantee that the researcher will not identify me by name or function in any reports based on this study, and that my confidentiality as a participant in this study will remain secure. In all cases subsequent uses of records and data will be subject to standard data use policies at the EU (Data Protection Policy).
6. I have been given the guarantee that this research project has been reviewed and approved by [NAME OF ETHICAL COMMITTEE] 
7. I have been given a copy of this consent form co-signed by the interviewer. 


	Signature and Date
	NAME PARTICIPANT
	NAME PRINCIPAL INVESTIGATOR

	
	SIGNATURE 
	SIGNATURE

	
	DATE
	DATE

	Consent to data processing
	1. I was explained and I understood the full goal of the study. 
2. I consent to the processing of the personal data collected during the session in which I participated for the project led by [COMPLETION BY PRINCIPAL INVESTIGATOR].
3. Please keep the one option that is applicable to this research: I know that I have the right to withdraw the consent at any time, I know that I have right to request from the institutional privacy referent access to and rectification or erasure of personal data (Artt. 15, 16, 17 GDPR).  The researchers will delete your data except those that have already been used in a published works under the terms you authorized so far. OR I am aware that the data erasure from the dataset is not possible, because of the impossibility of identifying the data subject due to a process of anonymization  (Art. 11 GDPR)

	Signature and Date
	NAME PARTICIPANT
	NAME PRINCIPAL INVESTIGATOR

	
	SIGNATURE 
	SIGNATURE

	
	DATE
	DATE

	Consent to publishing images
	1. I consent that images taken from photo or video recordings collected during the session can be used when presenting the study and publishing its results. (optional) .
2. Please keep the one option that is applicable to this research: I know that I have the right to withdraw the consent at any time, I know that I have right to request from the institutional privacy referent access to and rectification or erasure of personal data (Artt. 15, 16, 17 GDPR). The researchers will delete your data except those that have been already been used in a published works under the terms you authorized so far.  OR I am aware that the data erasure from publication is not possible, because of the impossibility of identifying the data subject due to a process of anonymization  (Art. 11 GDPR)

	Signature and Date
	NAME PARTICIPANT
	NAME PRINCIPAL INVESTIGATOR

	
	SIGNATURE 
	SIGNATURE

	
	DATE
	DATE
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