Guidance for Researchers 
[Remove this section upon completion of the template]
Clinical trials of Investigative Medicinal Products (CTIMP) Participant Information Leaflet/Informed consent form. 
Please read carefully before drafting your Participant Information Leaflet and Consent Form (PIL/ICF)
The Trinity College Dublin Data Protection Office and Sponsor office have prepared this guidance document to help researchers conducting health research in Ireland to draft an information leaflet which complies with national and European data protection law and EU and Irish Clinical Trials legislation.
In Ireland, health research is governed by the GDPR[footnoteRef:2], the Data Protection Acts 1988 -2018 and the Health Research Regulations 2018 (as amended). [2: . Regulation (EU) 2016/679 (General Data Protection Regulation), the Data Protection Acts 1988 to 2018] 

If your clinical trial is being carried out in Ireland, you must obtain informed consent from the participants to participate in the trial, and you must also need to obtain their explicit consent to processing their data.
If it is not possible to get explicit consent from the participant (e.g. Patient is intubated) then you must apply to the Health Research Consent Declaration Committee (HRCDC) Home - HRCDC. Trinity research DPO and Sponsor team can help guide you through this process. 
Explicit consent is informed consent of which you have a record.
Instructions
This template is for Clinical Trials of Investigative Medicinal Products (CTIMP) which come under the remit of the EU Clinical trials regulation EU CTR 2014[footnoteRef:3],[footnoteRef:4].  [3:  S.I. No. 41/2022 - European Union (Clinical Trials on Medicinal Products for Human Use) (National Research Ethics Committees) Regulations 2022]  [4:  Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use] 

Guidance and templates for other types of research (observational and other types of interventional trials, studies involving bio sample use) are available at www.tcd.ie/dataprotection/research/ or you can contact research Data Protection or Sponsor office.
You may also need to include additional sections in your information leaflet, depending on your trial. 
All advisory text should be deleted before finalising the document.

Introduction 
An information leaflet is an important document for a number of reasons:
· It provides potential participants with all the information they need to fully understand what taking part in a research trial means for them (including any risks and benefits);
· It provides potential participants with information on where to get additional information if needed, and outlines how they can withdraw their consent; and
· It ensures that the participant and Trinity as an organisation have a record of the information provided to the participant.
Process
It is important that participants are given enough time to consider the information leaflet.  
After reading the information leaflet, participants should be encouraged to ask any questions that they may have or discuss any worries or concerns regarding the research. Informed consent can only be provided once participants confirm that all of their questions have been answered and the researcher is assured that participants understand the following three points:
1. what the research is about
2. what participation will entail, and 
3. any risks that may be involved[footnoteRef:5] [5: . Extract from the Statement by the EU Commission (Ethics and Data Protection, November 2018).] 

Best practice is that participants provide their written consent to participate. The information leaflet and consent form together provide written evidence of informed consent. 
You must keep records of the information leaflet and consent form provided to research participants to evidence compliance with data protection law. 
Tips for Drafting an Information Leaflet
Researchers should pay attention to the content, length and appearance of the information leaflet. 
1. Content
Keep it simple. We recommend that you draft your information leaflet to a reading age of a 12-year-old. 
Use clear and plain English so that the information is easy to read.  Do not cut and paste directly from a Research Ethics application or trial protocol.
If you need to use abbreviations or acronyms, spell them out. 
Define unavoidable medical language such as ‘inclusion’, ‘exclusion criteria’, ‘controls’ etc. 
Be consistent with any terms you use in your documents. For example, if you call something a clinical trial, use this term and not ‘project’. It can confuse your readers if you use different words for the same thing. 
Tailor the information to the individual that is providing the consent. For example, if a parent/guardian of a child is consenting on their behalf, please tailor your information leaflet to that situation. 
2. Length 
Keep the information concise. Ensure that there is no avoidable repetition. It may be useful to cross-reference to other section(s) to avoid repetition.  
Keep sentences to an average of 15 to 20 words. 
Break up long paragraphs and complex information. Use bullet points and subheadings. 
3. Appearance 
The National Adult Literacy Agency has provided useful plain English writing tips.  
Use a clean and clear font (Calibri, Arial, Verdana or Tahoma work well). A good standard size is 12 points. 
Use visuals to add to your message.
Use lower case bold to stress a point. Do not use block capitals. 

Researchers will need to tailor this template to their own Trials. 


Participant Information Leaflet – Template
	Clinical Trial Title 
	[INSERT DETAILS]  
Guidance - use a simplified version of your trial title which is understandable to a lay person. Do not cut and paste from the protocol or ethics submission. Please ensure that the same trial title is used on your consent form. 

	Clinical trial number:
	

	Research Site(s)
	[INSERT DETAILS]

	Principal Investigator(s) and Co-Investigator(s) (Trial Team)

	[INSERT DETAILS] (insert names, titles and contact details including Trinity School/Department/Unit)

	Trial coordinator/Project manager 
	

	Trial Organiser/Sponsor 

	Trinity College Dublin 
Email: ClinicaltrialSponsorship@trinity.ie

	Data Controller
	Trinity College Dublin (research data)

	Data Protection Officer (Research Data)	
	Data Protection Officer
Secretary’s Office 
Trinity College Dublin
Dublin 2

	Data Controller (Hospital - medical records) 
(If applicable - delete if not required)
	[INSERT DETAILS]

	Data Protection Officer (Hospital) 
(If applicable - delete if not required)
	[INSERT DETAILS]

	Participant Identification
Number:
	


[image: ]Insert Hospital or Collaborator logo if appropriate


Page 2 of 2
[PIL/ ICF] [TRIAL NAME], VX.X [Date] 
Introductory Statement 
Guidance
You must provide an introductory statement which outlines the purpose of the research and makes it clear that participation is entirely voluntary. It should also outline the process of informed consent. 
It should be clear that not taking part will have no negative consequences for the participant; for example, reduced care and treatment by a health practitioner providing care and treatment etc.
· Use clear and accessible language in your introduction.
·  Explain that there are different sections to the information leaflet. 
· Remind potential participants that they can also ask for assistance or further information at any stage.
Sample Text 
We would like to invite you to take part in a [insert short name of trial] Clinical trial that is being carried out by [insert trial team details] at [insert site details]. 
The trial is being organised by [Insert SPONSOR NAME] and contact email details. 
This document is called a “Participant Information Sheet and Informed Consent Form”. It describes the purpose and procedures of the research you have been invited to participate in, including the risks and possible benefits, and how your medical information will be used. You can take a copy of this form home to review. If you wish, you may ask advice from others, such as your personal doctor (GP) or family, before you decide whether to participate in this research or not.
If there is anything which is not clear, or if you would like more information, please ask the researchers. You should understand the benefits and any risks of taking part in this trial so that you can make a decision that is right for you. 

	Do I have to take part?


Guidance
· The answer is ‘No’. It should be clear that taking part is entirely voluntary. 
· State clearly that there will be no adverse/negative consequences if they do not take part - e.g. withdrawal will not affect clinical care if they are patients.
· Ensure that the participant knows they can change their mind and opt out later without giving a reason.

Sample Text
No, you don’t have to take part in this trial. It is entirely voluntary and up to you. If you decide not to take part, it won’t affect your current or future [insert as appropriate - e.g. medical care or education or employment]. Don’t feel rushed or under pressure to take part or to make a quick decision You can change your mind and opt out at any time even if the trial has started.

This leaflet has six parts:
Part 1 - The Trial
Part 2 - Data Protection 
Part 3 - Approval, Organising and Funding 
Part 4 - Future Research 
Part 5 - Further Information 
Part 6 – Next steps 

Part 1 - The Trial
	Why have I been invited to take part?


Guidance
Explain specifically why the potential participant has been invited to join the trial- e.g. because they have a specific condition, they belong to a particular demographic etc, they are a healthy individual etc.
State how many participants you are intending to involve in the trial and their characteristics - e.g. healthy volunteers, people with ‘X’ condition etc.
Make sure that people with no medical training or background understand the words you use. Do not assume participants will understand words and terms such as ‘inclusion’, ‘exclusion criteria’ or ‘control’.
Sample Text
You are being invited to participate in this trial because you have [insert name of medical condition]. 
	[bookmark: _Hlk109394723]Why is this trial being done?


Provide an outline of the purpose of your trial in lay language. 
Sample Text
We are doing this trial to understand…. / Explore the experiences of … / identify the appropriate supports that would improve….
	What is the Investigational Medicinal Product [IMP] and its effect(s)? 


Guidance
Provide an outline of your IMP and its effect(s) in lay language. Add information on placebo if applicable. 
Sample Text
The [IMP] is [etc..]
	Who can take part in this trial?  


Guidance
Provide an outline of the inclusion and exclusion criteria in lay language. 
	[bookmark: _Hlk109561908]What does taking part involve? 


Guidance
This is the most important section as it details what will be involved in the clinical trial from a participant’s point of view, and in the order, they will experience it. 
You may add a schedule of visits if applicable. 
Consider:
· How long the participant will be involved in the research; how often they will need to attend a research session; and how long visits will be.
· If there are multiple trial / site visits, describe them and the location, in the order the participant will experience them.
· Who will the participant be dealing with - will it be the PI or someone else?
· Outline any plans for long-term monitoring/follow-up. 
· Add a table of the visit 
· Description of each test/procedure

Sample Text - All projects (Consent Process) 
If you decide to take part, a member of the research team will discuss this information leaflet and consent form with you. You will be given a copy of your signed consent form and this leaflet to keep. 
Sample Text - Questionnaire 
We will ask you to complete a questionnaire. 
The questionnaire will ask your views/opinions on [insert topic]. 
Sample Text – Laboratory test or other procedure
We will ask you to give a sample for laboratory testing. This may include [blood / urine / saliva / other – specify as appropriate]. The procedure will be carried out by a trained member of the research team using standard clinical procedures to ensure your safety and comfort.
The sample will be used to [briefly describe purpose, e.g., analyse specific biomarkers / assess health indicators related to the study]. All samples will be handled confidentially and labelled with a trial ID number rather than your name.
	What are the possible benefits of taking part?


Guidance
Explain what the known and /or possible benefits (if any) may be to the participant or, if no direct benefit, state the public interests of the research. 
Ensure that potential participants are aware that you do not know what the outcome will be, and this is why you are conducting the research. 
Sample Text - General
Taking part in this trial may not directly benefit you. However, we hope that this research may help us to better understand [INSERT RESEARCH AREA] and may result in new policies/guidelines/tests, drugs or treatment approaches. 
Sample Text – Longitudinal Trial:
This is a long-term clinical trial so the benefits of the research may not be seen for several years. By participating, you are helping to advance science and medicine/education for future generations.
	[bookmark: _Hlk117760361]Are there any possible disadvantages or risks from taking part? 


Guidance
This paragraph always applies. Provide a fair and honest evaluation of the possible consequences of any potential risks or disadvantages. 
Risk of both the IMP itself and any trial procedures, must be clearly explain e.g. 
· Blood draw causing bruise
· Adverse Effects of the IMP 
· Potential breach of patient confidentiality should be considered as a risk. 
· Etc… 
Sample Text
There are no known risks involved in this trial. At all times, the well-being of participants takes priority over research activities. 
Data Breach: we take many measures to ensure the confidentiality of all data and the risk to you of a breach of confidentiality is considered very low [amend as appropriate].
 
	What if something goes wrong? 


Guidance
This section must not be removed. It may be updated to align with your specific trial, please contact the Sponsor Office if needed.
Standard text
It is rare for a medicine to seriously harm anyone in a trial. The trial is covered by insurance policies arranged by the Sponsor (Trinity College Dublin), the hospital/ GP site and the makers of the medicine. The insurance provides cover in accordance with Irish Law for any injury or illness that you may suffer as a direct result of taking part in the clinical trial. In the unlikely event that you are injured or harmed in any way as a result of taking part you will be provided with follow-up care.
In the unlikely event that you become unwell during the trial, your participation may be delayed or terminated, depending on the situation. The trial may be stopped by the Investigator, Sponsor or Ethics committee for various reasons, for example if the Investigator or sponsor has concerns about the safety of continuing the trial, ethical concerns, serious reactions to the medicine etc. 
	Risk management  


Guidance 
Inform in lay language what safeguards are in place to protect participants. For example, highlight the specific training of the trial team, the support provided during the trial (including assistance with transport if needed), and the fact that a contact card will be given to participants.
	What if new information becomes available after I give my consent to take part?


Guidance
Standard statement must not be removed. It may be updated to align with your specific trial, please contact the Sponsor Office and Data Protection Officer if needed.
Standard text
Sometimes during the course of a trial, new information becomes available about the medication being studied. If your trial doctor receives any new information about the trial drug that might change your decision to be in the trial, the trial team will tell you about it and discuss with you whether you want to continue in the trial.
If you decide to continue in the trial, you may be asked to read an updated Information Sheet and you may be asked to sign an updated Consent Form.

	What will happen to the results of the trial? 


Guidance
Explain where the results/outcome from the research will be reported, CTIS portal, medical journals etc. 
Make it clear that participants will not be directly identifiable in any publication. 
Sample Text
The results of the trial will be reported on the EU Clinical Trial Portal https://euclinicaltrials.eu/, in [insert medical/scientific/ journals] and presented at medical/scientific conferences. Aggregated data only will be published/presented-no information which reveals your identity will be disclosed. 


Part 2 - Data Protection
	What information about me (personal data) will be used for this trial 


Guidance
Describe what information about the participant (personal data) will be used for this trial.
Please list all the different categories of personal data/information that you will be collecting and using in the trial. 
Sample Text (Interviews)
We will use the following information about you (contact details to arrange an interview), the audio recording of your interview and the final transcript.  
Will medical records be accessed? (REMOVE IF NOT APPLICABLE) 
Guidance
Describe who will access your information, in what situations, and how it will be collected, used, and stored.    
Sample Text
Yes.  A member of your clinical team will access your medical records to share the following information with us for this trial (onset of disease, family history etc). 
All information will be labelled with a code instead of your name to protect your identity.  
	Who will access my personal data?


Guidance
· Explain who will have access to the personal data - e.g. PI, research team, co-investigator, any collaborator etc. and for what purpose. 
· Explain that any sharing of data with third parties, including any transfers outside of Ireland will comply with the GDPR.
· Standard statement must not be removed. It may be updated to align with your specific trial, please contact the Sponsor Office and Data Protection Officer if needed.
Standard sample 
The trial team, and representatives of the Sponsor will need access to your personal data to carry out and overseethe trial. 
Sponsor trial monitors and auditors may require direct access to the research dataset and your medical records under appropriate circumstances, for example to verify your participation in the trial, ensure your safety throughout, and to monitor or audit the trial to ensure it is being conducted properly. Your pseudonymised data relating to safety information may also be shared to National Office for Research Ethics Committees (NREC) under specific and appropriate circumstances.
Any access will be strictly limited to the authorized personnel from any of the organisations listed above.
All staff working on trials are governed by a professional code of ethics to maintain your confidentiality and to comply with the requirements of the General Data Protection Regulation (GDPR) and the Irish Health Research Regulations. Inspectors from the regulatory authorities such as the Health Products Regulatory Authority (HPRA) in Ireland, the Data Protection Commission (DPC) may also require access to your data, in order to ensure that the organisers are carrying it out according to legal requirements. 

	[bookmark: _Hlk109562315]How is the information kept confidential and secure? 


Guidance
State that you will code the research data and that the key to reidentify participants will be kept confidential and separate to the research data.
Explain that only TCD provided secure systems[footnoteRef:6] will be used. [6:  TCD-provided software e.g. MS Teams or ZOOM (using a Faculty-provided ZOOM account), Qualtrics or other TCD Licenced software - this should be stated. ] 

If you are using any other systems to store data, state the data security of such systems. 
Confirm that the researchers are bound by a professional code of confidentiality (like doctors) or a contractual code of secrecy (that would mean disciplinary action for employees who disclosed or facilitated unauthorised access to the personal data) or some other arrangement that emphasises confidentiality (this may be applicable in the case of medical students).
Confirm that training in data protection law and practice has been provided to those individuals involved in carrying out the research. 
Confirm that a Data Protection Review or a Data Protection Impact Assessment were carried out and provide an indication of the level of risk identified.
Sample Text - General measures
Your privacy is important to us. We take many steps to make sure that we protect your confidentiality. We replace your name with a code at the hospital site (other site) to ensure your confidentiality. Only the Principal Investigator and her/his research team can link the research data back to you.
All research data is held securely on [insert detail e.g. TCD Microsoft Office 365, Restricted server in TCD, secure Cloud environment etc] with access restricted to the research team.  
The PI and co-investigators are governed by a professional code of ethics to maintain your confidentiality.
A data protection impact assessment was carried out and the risk identified was (low).
Sample text on Limitations on Confidentiality (if applicable) 
Confidentiality may be breached in circumstances in which the research team has a strong belief or evidence exists that there is a serious risk of harm or danger to you or another individual. Disclosure may also be required as part of a professional code, legal process, or Garda investigation. In such instances, information may be disclosed to significant others or appropriate third parties without permission from you being sought.  Where possible, a full explanation will be given to you regarding the necessary procedures and the intended actions that may need to be taken. 
	How long will my personal data be needed?


Guidance
For clinical trials, under EU law, we are required to retain your personal data for 25 years after the end of the trial[footnoteRef:7].  [7:  Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use
] 

Sample Text – Data concerning health
During the trial, all data will be stored [insert where]. Only [insert approved members of the research team and Sponsor, and staff at the site and etc? – no names] will have access. Once the trial has completed and closed, the research data (insert type – for example coded transcripts, data concerning health shared from medical records etc.) will be archived by the Sponsor for 25 years after the end of the trial, in compliance with EU and Irish law. After this period, the records will be destroyed in a confidential manner, using the best available methods at the time of destruction.
Sample Text - Audio 
The audio recording of the interview will be retained until it has been transcribed and the content verified after which it will be securely deleted.  
The transcript will be retained for 3 years after the clinical trial end date in line with TCD’s retention policy. 
Sample Text – Consent Forms 
Your consent form will be retained for a period of [insert term] and then securely deleted (include rationale for the term).  
	What is the lawful (legal) basis to use my personal data?


Guidance
Identify the lawful basis for the processing of data by reference to Article 6(1)(e) and Article 9(2)(j) of the GDPR (or consent (Article 6(1)(a) and 9(2)(a) if parent/guardian).
Standard statement must not be removed. It may be updated to align with your specific trial, please contact the Sponsor Office and Data Protection Officer if needed.
Standard statement - Legal basis
The Sponsor is the "Data Controller". This means that the Sponsor is responsible for keeping your data secure. This trial is research in the public interest, as noted above. We also ask for your explicit consent to process your personal data as an additional safeguard required under Irish law. 
Your personal data will only be used in this trial to:
· Perform activities outlined in this trial. 
· Ensure the trial is conducted in accordance with the protocol and relevant EU law.
· Prepare reports or publications about the trial.
· Monitor safety obligations and reporting requirements.
· Prevent fraud.
Sample Text – Parent Guardian of child under 16
We ask for your consent for your child to take part in this clinical trial as their parent/guardian.  (Article 6(1)(a) and 9(2)(a) of GDPR. If your child reaches 16 during the trial, we will ask for their consent to continued use of any personal data collected. 
	What are my rights under Data Protection law?


Guidance
State the rights that individuals have regarding their personal data, noting that these rights are not absolute and are subject to certain restrictions. 
Sample Text - Rights under Data Protection law
  You are entitled to:
· object to our use of your personal data or any further use;
· request access to your personal data and to receive a copy of it;
· request inaccurate personal data be corrected or deleted;
· request restriction of our use of your personal data;
· request deletion of your personal data.
By law you can exercise the above rights in relation to your personal data unless the request would make it impossible or very difficult to conduct the trial. For example, if the trial results are about to be published then we may not be able to delete data as it would impact on the results. 
You can exercise these rights by contacting your trial researcher [INSERT CONTACT DETAILS] or the Trinity College Data Protection Officer, Secretary’s Office, Trinity College Dublin, Dublin 2, Ireland. Email: dataprotection@tcd.ie. Website: https://www.tcd.ie/dataprotection/  
You have the right to raise a concern at any time with the Sponsor and, if you don’t receive a satisfactory outcome, you can contact the DPC (Data Protection Commission): Website: https://dataprotection.ie/en/contact/how-contact-us or by post at: 
DATA PROTECTION COMMISSION
6 PEMBROKE ROW
DUBLIN 2, D02 X963, IRELAND


Part 3 - Approval, Organising and Funding
	Who approved the trial? 


Guidance
Standard statement must not be removed. It may be updated to align with your specific trial, please contact the Sponsor Office and Data Protection Officer if needed.
Sample Text
Research trials like this one are reviewed by independent bodies — a Research Ethics Committee and the National Competent Authority — to ensure your rights and welfare are protected. This trial has been reviewed and approved by the National Research Ethics Committee (NREC) in Ireland (Home – NREC: nrecoffice.ie) and by the Health Products Regulatory Authority (HPRA) (The Health Products Regulatory Authority: hpra.ie), which regulates human medicines in Ireland.
 
Approval was granted on [INSERT DATE].
	Who is organising and funding this trial?


Guidance
Specify any person/collaborator who provides funding for, or otherwise supports, the trial (whether or not they will access the data). 
Specify the sponsor is Trinity College Dublin. 
Specify if the trial is in part fulfilment of an academic qualification. 
Sample Text - Examples (Non-exhaustive)
This trial is being undertaken by [insert name] as part of their academic studies / Masters / Ph.D. studies. It is self-funded.
Or
This trial is being completed as part of a collaboration between [insert] and [insert]. Funding for this collaboration is being provided by [insert detail]. 
Or
This trial is being funded by [insert detail]. They will be provided with an anonymous report. They will not access any personal data.
	Will I be paid for taking part? Compensation arrangements 


Guidance
State the costs of participation and any reimbursements or compensation to be provided (if any)
Sample Text
No, we are not paying you to take part in the trial. 
Or
No, we are not paying you to take part. However, you will be reimbursed for travel expenses if you need to make any visits that you would not normally have made as part of your routine clinical care. 
Or
Yes, we are paying you to take part. Detail if a ‘good will’ / token gesture is being given to participants
Consider if payment to an accompanying person (for parking, meal) should be provided, if participant needs to be accompanied. 




Part 4 - Future Research (MAY NOT APPLY - REMOVE IF IT DOES NOT APPLY)
	Will my personal data be used in future studies?


Guidance
In relation to the use of participant personal data for  future studies, the DPO’s office interprets the Health Research Regulations as allowing researchers to seek participant consent to use their personal data for future health research purposes providing that consent is  for  a specified area ( for example dementia as this was your original trial), or more generally in that area ( for example infectious diseases v COVID) or a related area ( for example MS and ALS). In all cases, you must specify the area or consent to future use cannot be considered to be valid. 
For any future use of data by third parties, please consult the RDPO, as consent may not be in place for this, and there may be other considerations. (researchdpo@tcd.ie).
Drafting Guidance
Make it clear that consent to future use of data is voluntary, and the participant can withdraw their consent to future research at any time. 
Make it clear that this research will only take place if it has research ethics approval or subject to an approval process which includes ethical approval, legal agreement etc. 
Sample Text
With your consent we would like to keep data collected from you for this trial for future research of (same area of research), for example we might revisit [insert detail].
Or
With your consent we would like to keep data collected from you for this trial for (insert timeframe) for future research in the area of [general area of research]. We hope this will help researchers continue to examine and further understand the [insert trial field] in the years to come. 
Or
With your consent, we would like to share the data collected from you for this trial with academic collaborators in Europe, and we may also wish to share with pharma companies who may manufacture and develop new medicines, tests and treatments in a highly regulated environment. 
Academic researchers can make discoveries which identify the possibility of new medicines and treatments. Due to high-costs and the expertise involved, pharma companies may build on these discoveries to deliver these new medicines and treatments for patients. No identifiable data will be shared with companies. 
To access any data held by the research team, researchers must get ethical approval from an independent research ethics committee and sign and adhere to a legal contract outlining how the data are to be used and kept confidential. 
You can withdraw your consent to future use at any stage. 


Part 5 - Further Information
	What happens if I change my mind?


Guidance
Explain that participation is voluntary, and participants may change their minds at any stage, and they do not have to give a reason.
State that withdrawal from the trial will not affect the care that participants receive from any relevant service - e.g. for patients, from the HSE. If there are limitations on withdrawal from the trial, this must be stated. 
Ensure that participants know how to withdraw from the trial. 
Sample Text
Your participation in this trial is voluntary, and you can change your mind even if the trial has started.
You do not have to give a reason for changing your mind. This will not affect your [insert as appropriate e.g. medical care /education/treatment/education/employment] in any way. 
If you would like to withdraw from the trial, please contact [insert name and email/phone number] who can organise this for you. 
We will discuss with if you are happy for us to continue to use information about you (personal data) which has already been collected. If you do not consent to your personal data being retained for this trial, we will delete any information that could identify you. 
Please note that we will not be able to remove personal data which has been collected for a regulated clinical trial, as this may affect the power of the trial- i.e. its ability to give a clear answer to the research question. We will not contact you again.
	Who should I contact for information or concerns?


Guidance
State who the participant should contact for additional information on the trial, or if they have any concerns in relation to the trial.
Sample Text
If you have any concerns or questions, you can contact:
Principal Investigator: [insert name and email address]
If you have any questions in relation to your rights under data protection law, you can contact the Data Protection Officer, Trinity College Dublin: Data Protection Officer, Secretary’s Office, Trinity College Dublin, Dublin 2, Ireland. Email: dataprotection@tcd.ie. Website: https://www.tcd.ie/dataprotection/ (remove if site DPO is contact point). 
Under GDPR, if you are not satisfied with how your data is being processed, you have the right to raise a concern with the Office of the Data Protection Commission, 6 Pembroke Row,
Dublin 2, D02 X963, Dublin 2, Ireland. Website: www.dataprotection.ie 

Part 6 - Next Steps
	Will I be contacted again?


Guidance
· Explain if you will be contacting the participant again
· State how contact will be made e.g. via the gatekeeper/directly to the individual
· Ensure that the participant knows if they will be contacted again
Sample Text
If you need time to consider your participation in the trial, we will arrange to contact you again in  X days, or you can contact the trial team at the number given. trial
Or
If you would like to take part in this trial, we will ask you to contact [insert contact details] and you will be asked to sign the Consent Form on the next page. 

Thanks 
Thank you for taking the time to read this Participant Information Leaflet.
You will be given a copy of this Leaflet and the signed Consent Form to keep. Please retain these in case they are needed for future reference. 


To be completed by the Participant 	
	I confirm that I have read the information leaflet, dated      /    /           for the above trial. 
I have had the opportunity to consider the information, ask questions and have had these answered satisfactorily.
	YES □
	NO □

	I understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason, without my medical care or legal rights being affected. I understand that if I withdraw, all data collected before withdrawal will need to be stored for 25 years, after the end of the trial, to ensure the safety of the trial. 
	YES □
	NO □

	I understand that relevant sections of my medical records and data collected for the trial may be accessed by individuals working for or with the Sponsor, or by regulatory authorities or the Ethics Committee.
	YES □
	NO □

	I understand that there are no direct benefits to me from participating in this trial.
	YES □
	NO □

	Consent to take part in the Trial 
	
	

	I consent to take part in this trial having been fully informed of the risks, benefits, and purpose of the trial.
	YES □
	NO □

	I agree to be contacted by researchers as part of this trial.
	YES □
	NO □

	I consent to information about me (personal data) being used for this trial including data concerning my health as outlined in Part 2 of the PIL.
	YES □
	NO □

	I agree to my healthcare professional/General Practitioner (GP) being informed of my participation in the trial.
	YES □
	NO □



	Participant’s Name (Block Capitals):
	

	Participant’s Signature:
	

	Date: 
	


To be completed by the RESEARCHER:
	I have fully explained the purpose and nature (including benefits and risks) of trial to the participant in a way that he/she could understand. I have invited him/her to ask questions on any aspect of the trial. 
	YES □
	NO □

	I confirm that I have given a copy of the information leaflet and consent form to the participant. 
	YES □
	NO □



	Researcher’s Name (Block Capitals):
	

	Researcher’s Title & Qualifications:
	

	Researcher’s Signature:
	

	Date: 
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