l 
(This template is for either clinical trials or clinical research)
(language used throughout form should be at the level of a local student of class 6th/8th)

Notes to Researchers:

This template is adapted from the template used by the World Health Organization Research Ethics Review Committee (WHO ERC). It is intended to help Principal Investigators prepare an Informed Consent Form for clinical studies. Researchers must adapt the template to the specific design, procedures, risks, benefits, data arrangements, sample arrangements, and participant group of their own study.
The Informed Consent Form should be used together with the participant Information Sheet. The Information Sheet explains the study in detail. The Consent Form records the participant’s agreement to take part and, where applicable, their agreement to specific optional elements of the study.
Some sections include suggested wording or optional consent statements. These are examples only. Researchers should adapt, remove, or replace them depending on the study design and participant group.
In this template:
· Square brackets indicate where study-specific information must be inserted, for example: [insert study title]. 
· Standard black text contains wording that may be included in the final Informed Consent Form, if applicable. 
· Highlighted text contains instructions or prompts for researchers and must be removed before submission and before giving the Consent Form to participants. 
· Red text indicates optional wording, example wording, or alternative wording. Researchers should select the wording that applies to their study and delete the options that do not apply. 
· Tick boxes indicate optional consent statements or declarations that may be used where relevant. 
· Any section marked “if applicable” or “where applicable” should be included only where relevant to the study. 
· Before submission, all square brackets, researcher instructions, unused options, comments, highlighting, and unnecessary tick boxes should be removed. 
The final Informed Consent Form should be written in plain language that participants can understand. Avoid technical, legal, or medical jargon where possible. Where technical terms are necessary, explain them briefly in simple words. It must also be consistent with the Information Sheet, study protocol, data protection arrangements, and any data sharing, sample transfer, material transfer, or future-use arrangements.
Optional consent items, such as future use of samples or data, should be presented separately so that participants can agree or refuse without affecting their participation in the main study, where this is possible.
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Informed Consent Form for                                               

This informed consent form is for [insert participant group] in [insert location/setting] who are being invited to participate in the research study titled “[insert study title]”.

You may provide the following information either as a running paragraph or under headings as shown below.
[Name of Principal Investigator]
[Name of Organization]
[Name of Sponsor]
[Name of Proposal and version]

I have been invited to participate in research about [insert topic]. The purpose and details of the study have been explained to me by ____________________________, and any questions which I raised have been adequately clarified. I have also been provided with a written information sheet regarding this study, which I have read and understood.

I give my consent to the Principal Investigator ____________ to either make the appropriate observations/tests or both and to take the necessary samples.  I am aware of the inconveniences which this will cause.

I have been informed that the results of this study may be used for medical or scientific purposes and that the results achieved from this study in which I am participating may be reported or published: however, I shall not be personally identified in any way, either individually or collectively, without my express written permission. 

[bookmark: Check3]|_| I also agree that any remaining samples/data may be stored and used for future ethically approved scientific research in the same or a related field, as described in the Information Sheet and subject to applicable legal, ethical and data protection safeguards. My identity will not be disclosed in any report or publication.

In addition, data in relation to the study will be retained in an anonymised form/coded/pseudonymised/de-identified, for a maximum of ____________, following which it will be completely erased, [unless a longer retention period is required for scientific, regulatory, audit or other justified purposes. Any extension to the retention period must be submitted to, and approved by, the Research Ethics Committee before the original retention period expires.]

I am under no obligation to participate in this study and am doing so voluntarily.
I may withdraw from the study at any time, without giving any reason.  This will not influence in any way the care, attention and treatment normally given to me (applicable only in case of patients receiving treatment).

I have been informed that any complications and/or adverse effects which may arise during or as a consequence of the study will be recorded and any treatment which this may entail will be given within the Government Health Services.

I am not receiving any remuneration for participating in this study. (If reimbursement or payment is offered, replace it with study-specific wording.)
Consent for Data Processing
I am aware that my personal data as described in the Information Sheet will be processed for the purposes of this study, which aims to [insert aim]. I have been informed of the safeguards in place to protect my data, including who will have access to it and how long it will be retained for.

All consent forms [and audio recordings] [and questionnaires] will be kept under lock and key in a cupboard at the office of the Researcher at Mater Dei Hospital; only the Researcher will have access to this cupboard. On completion of transcriptions, the audio recordings will be destroyed.
All electronic data relating to the study will be stored on secure institutional systems using password protection, restricted access and encryption. Access will be limited to authorised members of the research team only. Participants will be identified by a study code rather than by name wherever possible. Any document linking the study code to the participant’s identity will be encrypted, stored separately from the research data, and accessible only to authorised members of the research team.

[Where GDPR consent is the lawful basis for data processing ] 
I am aware that, under the General Data Protection Regulation (GDPR) and applicable national legislation that implements and further specifies the relevant provisions of said Regulation, I have the right to withdraw my consent at any time, without affecting the lawfulness of processing based on consent before its withdrawal. 
I understand that I have the right to obtain access to and rectify my data, and where applicable, to ask for the data concerning me to be erased for processing to be restricted. 
I am also aware of my right to lodge a complaint with the Office of the Information and Data Protection Commissioner (IDPC) in Malta. 
If I have any questions during the study, I may contact the Principal Investigator ____________ on mobile number_________. Where applicable, I may also contact the Data Protection Officer _____________________ on _______________________________ with any questions or concerns relating to the processing of my personal data.
[bookmark: Check2]|_| I hereby consent to the processing of my personal data for the purposes of this study, in accordance with Article 6(1)(a) GDPR and where applicable, Article 9(2)(a) GDPR. 

[Where GDPR consent is not the lawful basis for data processing]

I am aware that my personal data will be processed in accordance with the General Data Protection Regulation (GDPR), the Data Protection Act, Cap. 586, and other applicable legislation. The lawful basis for processing my personal data, and the applicable condition for processing special category data where relevant, are explained in the Information Sheet.

I understand that I have rights under data protection law, including the right to obtain access to my data and to request rectification of inaccurate data. Where applicable, I may also request erasure or restriction of processing.

I understand that some rights may be limited where data have already been anonymised, or where continued processing is necessary for scientific research purposes and is subject to appropriate safeguards.

I am also aware of my right to lodge a complaint with the Office of the Information and Data Protection Commissioner (IDPC) in Malta.

If I have any questions during the study, I may contact the Principal Investigator ____________ on mobile number_________. Where applicable, I may also contact the Data Protection Officer _____________________ on _______________________________ with any questions or concerns relating to the processing of my personal data.
[bookmark: Check1]|_|  I understand that my personal data will be processed for the purposes of this study as explained in the Information Sheet. The legal basis for processing, the applicable Article 9 condition where special category data are involved, the safeguards in place, and my rights under the GDPR and the Data Protection Act, Cap. 586, are explained in the Information Sheet.

      Print Name of Participant__________________
Date of Birth of Participant ________________ (dd/mm/yyyy)
Signature of Participant ___________________
Date ___________________________ (dd/mm/yyyy)

For participants who are unable to read or sign the consent form [footnoteRef:1] [1:  A  literate witness must sign (if possible, this person should be selected by the participant and should have no connection to the research team).   
] 


I have witnessed the accurate reading of the consent form to the potential participant, and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely. 

Print Name of witness__________________
Signature of witness ___________________
Date ___________________________ (dd/mm/yyyy)


Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant, and to the best of my ability made sure that the participant understands that the following will be done:
1. [Enumerate what will be done]
2.
3.
I confirm that the participant was given an opportunity to ask questions about the study, and all the questions asked by the participant have been answered correctly and to the best of my ability. I confirm that the individual has not been coerced into giving consent, and the consent has been given freely and voluntarily. 
  
A copy of this ICF has been provided to the participant.

[bookmark: bookmark=id.ds1x2sx4pjem]Print Name of Researcher/person taking the consent________________________ 
Signature of Researcher /person taking the consent__________________________
Date ___________________________ (dd/mm/yyyy)

[bookmark: bookmark=id.hb3rnqykxnhh][bookmark: bookmark=id.2q1ufhwk9ajr]
