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Invitation to take part:
You are being invited to take part in a research study. If you are interested in being involved, please read this Participant Information Leaflet.
What is the purpose of the study?

What happens during the study and what will I be asked to do?
If you decide to take part in the study, you will be asked to sign the consent form at the end of this Participant Information Leaflet. This is known as “Informed Consent”. 

What are the possible benefits from taking part in this study?

How long will I be on the study?
Your non - identifiable data and your signed consent form will be securely stored in the Beacon Hospital Research Institute for 5 years post study completion and then destroyed.
Do I have to take part?
No, taking part is entirely voluntary. It is up to you to decide whether or not to take part. If, after considering all of the information in this leaflet and after discussion with your Study Doctor/Study Team, and once all of your questions have been answered, you decide to take part, you will be asked to sign the attached informed consent form and given a copy to keep. If you decide not to take part in the study simply inform the Study Doctor who will ensure you are not included. 
Who is organising and funding the study?

How many people will take part in the study? We hope to recruit
What are the possible risks/side effects of participating in this study?

Possible risks or side effects of participation on this study include
Can I stop being in the study? Yes, you can decide to stop at any time you wish. If you wish to withdraw, please contact the study team whose contact details are listed on the front page.
What are the costs of taking part in this study? Outside your standard of care, there are no costs associated with participation in this study.
Confidentiality and Data Protection

We will ensure that your personal data remains strictly confidential and no one outside the study team will have access to this. 
What personal data will be collected?
The following data about you will be collected for this study:

Who will receive my personal data?

· Only the Beacon Hospital research team will have access to your personal data. No one outside the study team will have access to your data. 
What are my rights regarding my personal data that has been collected for the study?
According to the EU data protection law you have the following rights in relation to your personal data in certain circumstances: 

You have the right:
· To be informed

· To access your information
· To data rectification

· To data erasure

· To data portability

· To object to data processing

· To data restriction

· To object to automated decision making

Who can I contact for more information if I have any queries?

If you have any questions about the study itself, your personal data or you wish to make a complaint please see the Study Contacts on the first page. If you have a concern about data management or wish to contact the Data Protection Officer in Beacon Hospital, please contact dataprotection@beaconhospital.ie or call 01- 6504647. 
Who has reviewed and approved this study?

This study has been reviewed and approved by Beacon Hospital Research Ethics Committee. 

INFORMED CONSENT FORM
Study Title: 
Investigator Name: 











  Please Initial Box

1. I confirm that I have been given a copy of all X pages of the Participant Information Leaflet and Consent form. I have read the participant information leaflet and consent form or it has been read to me.  This information was explained to me and my questions were answered.
2. I am aware of the potential risks and benefits of, and alternatives to taking part                             in this study

3. I understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason. I understand that the data collected up to the point of discontinuation will still be used.
4. I understand that data related to me collected during this study will be processed and analysed as is required by this research study and in accordance with current Data Protection Legislation. 
5. I give my informed explicit consent to have my samples and data used for research as described in the Participant Information Leaflet                 
6.  I understand I will not be entitled to a share of any profits that may arise from the future use of my material/data or products derived from it
Please Initial the box that applies to your wishes
                                                       Yes       No I consent to my anonymised data being archived and placed on an open data storage repository for future research unrelated to this current study with my further consent being required but only if this research is approved by an Ethics Committee.
** Please note: You may decline to give permission for your data being stored in an open repository and still participate in this study.







By signing this consent form, I voluntarily agree to participate in the study titled 
“XXXXXXXXXXXXXXXXX”
_________________________             ________________________
_______________
Participant:  Name (Print) 

 Signature          


Date
_________________________            ________________________
_______________
Investigator: Name (Print) 
               Signature 


              Date



Study Title: 





Study Reference: 





STUDY CONTACTS:





Principal Investigator: 


Hospital Name and Address: Beacon Hospital, Bracken Road, Sandyford Business Park, 


Dublin 18, D18 AK68





Study Sponsor Name: 


Address: 








For questions concerning the procedures of this study, or if any problems arise during the


study, please contact:


XXXXXXXXXXXXXXX


Principal Investigator


Phone: 


Email: 





For questions about your rights or if you wish to make a complaint while taking part in this study, please contact:


Ms Anne Marie Bradshaw


Beacon Hospital Complaints Officer


Phone: 01 293 6600


Email: � HYPERLINK "mailto:Annemarie.bradshaw@beaconhospital.ie" �Annemarie.bradshaw@beaconhospital.ie�





For questions or complaints about data management in the Beacon Hospital please contact: 


Ms Ailish Daly


Data Protection Officer


Phone: 01 6504647


Email: � HYPERLINK "mailto:dataprotection@beaconhospital.ie" �dataprotection@beaconhospital.ie�
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