Notes to Researchers:
This template is intended to help Principal Investigators prepare a patient Information Sheet 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 participant Information Sheet should be used together with the Informed Consent Form. 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 patient Information Sheet 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 be consistent with the consent form, study protocol, data protection arrangements, and any data sharing, sample transfer, material transfer, or future-use arrangements

TEMPLATE ON FOLLOWING PAGE - this page should be deleted when preparing the information sheet
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Ethics Approval Number: To be completed once Ethical Approval is obtained
Information Sheet for xxxxxxx
This is information sheet is for recently diagnosed individuals with recently diagnosed Type 2 diabetes aged 50 to 80 years attending Mater Dei Hospital diabetes clinic who are being invited to participate in the research study titled “xxxxxxx”
Before you decide whether to take part, please read this information carefully. You may also discuss it with your family, doctor, or another person you trust. You do not have to decide immediately. Please ask the research team if anything is unclear
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]
Introduction
The purpose of this study is to [insert simple explanation of the aim of the study].
We are doing this research because [insert short explanation of the problem, knowledge gap, or reason for the study]. The results may help us better understand [condition/topic] and may help improve future care, services, or research.
Why have you been invited?
You have been invited because [insert reason, e.g. you have been diagnosed with…, you attend this clinic, you are aged…, you meet the study criteria].
Not everyone will be able to take part. The research team will check whether the study is suitable for you.
Do you have to take part?
No. Taking part is entirely voluntary.
You may choose not to take part. Your decision will not affect your medical care, your relationship with your doctors, or any services you receive.
You may also change your mind later and stop taking part. If you decide to withdraw, the research team will explain what will happen to any information or samples already collected from you.
What will happen if you take part?
If you agree to take part, the following will happen:
1. [Insert first study activity, e.g. we will ask you to sign a consent form.] 
2. [Insert second study activity, e.g. we will ask you some questions about your health.] 
3. [Insert third study activity, e.g. we will collect information from your medical records.] 
4. [Insert any tests, samples, questionnaires, interviews, visits, or follow-up.] 
5. [Insert what happens at the end of the study.] 
The research team should explain clearly which procedures are part of your usual care and which are being done only for research.
How long will the study take?
Your participation in the study will last approximately [insert duration].
You will be asked to attend [insert number] study visits. Each visit will take about [insert time]. Some follow-up may take place by [telephone/email/clinic visit/medical record review].  If applicable.
Will samples be taken? Use only if applicable.
As part of this study, we will collect [blood/tissue/saliva/urine/other sample] from you. The sample will be used to [insert purpose]. The amount collected will be [insert amount in simple terms, e.g. about one teaspoon of blood].
Your sample will be labelled with a study code rather than your name, where possible. It will be stored at [insert location] for [insert period]. After this time, it will be [destroyed/stored for future approved research/returned to clinical care, as applicable].
Will my existing medical information be used? Use only if applicable.
The research team may collect information from your medical records that is relevant to this study. This will include information about your [diagnosis, test results, treatment, follow-up, and other health information] needed for the research.
Only information needed for the study will be collected. The information used for analysis will be [coded/de-identified/anonymised] so that you are not directly identified.
What are the possible risks or disadvantages?
Taking part in this study may involve the following risks or disadvantages:
· [insert risk/discomfort/inconvenience]
· [insert risk/discomfort/inconvenience]
· [insert risk/discomfort/inconvenience]
There may also be risks that are not yet known. The research team will monitor the study and will explain what support is available if a problem occurs.
If the study involves questionnaires, interviews, or record review, add:
This study does not involve any additional medical procedure. However, some questions may feel personal or sensitive. You may skip any question you do not wish to answer.
If you experience any side effect, injury, distress, or other problem that may be related to the study, you should contact:
Principal Investigator: [insert name]
Telephone: [insert number]
Email: [insert email]
Outside normal working hours, or in an emergency, you should contact [insert emergency contact/service, e.g. the relevant clinical team, ward, emergency department, or hospital switchboard].
If you require medical care because of harm or injury related to your participation in the study, appropriate treatment will be provided free of charge within the National Health Service, in accordance with normal clinical practice.
What are the possible benefits?
You may not receive any direct benefit from taking part in this study. The information collected may help improve knowledge about [insert condition/topic] and may help future patients, services, or research.
If there may be direct benefit, use:
You may benefit from [insert realistic benefit]. However, this cannot be guaranteed.
Will you be paid or reimbursed?
You will not be paid for taking part in this study.
Use if reimbursement applies:
Reasonable expenses such as [travel/parking/other] may be reimbursed. The amount and process for reimbursement will be explained to you by the research team.
How will my information be kept confidential?
Instruction to researchers: State where the data will be stored, who will have access, whether the data will be coded or anonymised, and what technical safeguards will be used. Do not simply write “data will be kept confidential”. Include practical details such as secure server, restricted access, password protection, encryption where applicable, and secure transfer methods.
All information collected about you during the study will be treated as confidential.
Where possible, your information will be identified by a study code rather than by your name. The link between your name and the study code will be kept securely and separately. Only authorised members of the research team will have access to identifiable information where this is necessary for the study.
Electronic study data will be stored securely on [insert secure institutional server / approved hospital system / approved research database]. Access will be restricted by appropriate safeguards, such as encrypted, password protection and access controls. If study data need to be transferred electronically, this will be done using secure approved methods.
Portable storage devices, such as USB drives or external hard drives, shall not be used unless absolutely necessary. If they are used, they shall be encrypted and password-protected.
Information from the study may be published or presented, but you will not be identified in any report, publication, or presentation.
Data protection
There are two alternative standard paragraphs, depending on whether GDPR consent is or is not the lawful basis.
Where GDPR consent is the lawful basis
Your personal data will be processed on the basis of your consent under Article 6(1)(a) of the General Data Protection Regulation. Where special category data, such as health or genetic data, are processed, this will be done on the basis of your explicit consent under Article 9(2)(a) GDPR.
You may withdraw your consent to the processing of your personal data at any time. This will not affect the lawfulness of any processing carried out before you withdrew consent.
You have rights under data protection law, including the right to request access to your personal data, to ask for inaccurate data to be corrected, and, where applicable, to ask for your data to be erased or restricted. You also have the right to lodge a complaint with the Office of the Information and Data Protection Commissioner in Malta.
For questions about data protection, you may contact [insert PI/contact person] or the Data Protection Officer at [insert details].
Where GDPR consent is not the lawful basis
Your personal data will be processed for the purposes of this research in accordance with the lawful basis explained in this Information Sheet. In many health and scientific research studies, consent to take part in the study is not the same as consent under GDPR for the processing of personal data.
You may still withdraw from the study at any time. If you withdraw, the research team will explain what this means for any information already collected about you. In some cases, information already collected may continue to be used where this is necessary for the scientific validity of the study, legal obligations, or research governance.
You have rights under data protection law, including the right to request access to your personal data, to ask for inaccurate data to be corrected, and, where applicable, to ask for your data to be erased or restricted. Some rights may be limited where this is allowed by law for scientific research, but any limitation must be justified and explained.
You also have the right to lodge a complaint with the Office of the Information and Data Protection Commissioner in Malta.
For questions about data protection, you may contact [insert PI/contact person] or the Data Protection Officer at [insert details].
What happens if I withdraw?
You may stop taking part in the study at any time.
If you withdraw, no further study procedures will be carried out unless you agree otherwise. The research team will explain whether information or samples already collected can still be used, whether they can be destroyed, or whether they must be retained for scientific, legal, or governance reasons.
Your decision to withdraw will not affect your medical care or any services you receive.
Who will have access to my information?
The following people or organisations may have access to information collected during the study, where necessary:
· the research team; 
· authorised staff at [institution]; 
· the study sponsor or funder, where applicable; 
· regulatory or audit bodies, where applicable; 
· ethics or governance bodies, where required. 
Any access will be limited to what is necessary for the study.
Will my data or samples be shared outside Malta?
Use only if applicable.
Some information and/or samples collected during this study may be shared with [insert name of hospital, university, laboratory, company or research organisation] in [insert country/countries].
This is needed because [insert reason, for example: specialist testing will be carried out there / the study is being carried out with research partners in that country / the data will be analysed by that organisation / the samples will be tested in that laboratory].
The information and/or samples shared may include [insert what will be shared, for example: coded clinical information, blood samples, tissue samples, scan images, laboratory results, genetic information, questionnaire answers].
Your name and direct identifying details will be removed before anything is shared. Your information and/or samples will usually be labelled with a study code instead of your name. The list linking your name to your study code will be kept securely by [insert Maltese hospital/institution/team], unless there is a clear reason why identifiable information must be shared.
Only the information and/or samples needed for this study will be shared. The organisation receiving the information and/or samples will only be allowed to use them for the agreed study purpose.
There is a written agreement between the organisations involved. This agreement describes what may be shared, why it is being shared, who may use it, how it must be protected, how long it may be kept, and what must happen to it at the end of the study. 
If sharing within the EU:
Your information is shared with an organisation within the European Union or European Economic Area, and thus it will continue to be protected by European data protection law.
If sharing outside the EU:
Your information needs to be sent to a country outside the European Union or European Economic Area, this is only happen as appropriate legal and security safeguards are in place. These safeguards are intended to make sure that your information remains protected even after it leaves Europe.
Your information will be sent using secure approved methods, [insert secure transfer method]. Samples, sent, will be packed, labelled, transported, and tracked using appropriate procedures.
You will not be named or identified in any report, publication, or presentation from this study.
What will happen to the results?
The results of this study may be published in scientific journals, presented at conferences, or used in reports. You will not be identified in any publication or presentation.
Use if participants will receive results:
A summary of the study results may be made available to participants on request once the study is completed.
Return of individual results or findings
Use one of the following.
No individual results will be returned
This study is not designed to provide individual clinical results. You should not expect to receive individual results from taking part. If the research team finds something that may be important for your health, this will only be returned to you if there is a clear clinical pathway and appropriate confirmation.
Individual results may be returned
Some individual results may be returned to you if they are clinically relevant and confirmed through the appropriate clinical pathway. The research team will explain which results may be returned, how they will be confirmed, and who will discuss them with you.
Who can you contact?
If you have questions about the study, you may contact:
Principal Investigator: [name]
Department/institution: [insert]
Telephone: [insert]
Email: [insert]
For questions about your rights as a research participant, you may contact:
Mater Dei Hospital Research Ethics Committee [insert general contact details]
For data protection questions, you may contact:
Data Protection Officer: [insert name/contact, if applicable]
Email: [insert]

Researcher checklist before submission
Before submitting this Information Sheet, please check that you have:
	Removed all template guidance notes; 
	

	Removed all square brackets; 
	

	Used plain language suitable for participants; 
	

	Explained why the person is being invited; 
	

	Clearly separated usual care from research procedures; 
	

	Explained all samples, tests, questionnaires, interviews, and follow-up; 
	

	Stated whether there are direct benefits or no direct benefits; 
	

	Explained risks and inconvenience honestly; 
	

	Included the correct GDPR/data protection paragraph; 
	

	Stated who will access the data; 
	

	Stated whether data or samples leave Malta; 
	

	Stated how long data and samples will be kept; 
	

	Included contact details for the PI and DPO, where applicable; 
	

	Checked that the Information Sheet and Consent Form say the same thing.
	



