


Sample Patient Information Leaflet and Consent Form
Study Title: 
Study Code (REC ref. No.): 
Protocol Version/date:


Investigator Name: 

Investigator Department: 

Sponsor Name and Address (if not Beacon Hospital):
Data Controller’s/joint Controller’s Identity:

Data Controller’s/joint Controller’s Contact Details:

Data Protection Officer:

DPO’s Contact Details:
Introduction and Background Information
What is the purpose of the study?
Please complete with background rationale (layman’s terms)
Who is organising the research?
What will happen during the study?
Brief outline of the study procedures/timing

A flowchart might be useful.

How many people will take part in the study?

What do I have to do?

How long will I be on the study?

Do I have to take part?

No, it is up to you to decide whether or not to take part.  If you do decide to take part you will be asked to sign the attached consent form and given a copy of this information leaflet to keep.  If you decide to take part but later change your mind, you are free to withdraw at any time without giving a reason.  This will not affect the standard of care you receive.  Likewise, your study doctor may decide to withdraw you from the trial if it is in your best interest.
What are the alternatives for treatment?
What are the possible risks/side effects of participating in this study?

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

What if new information becomes available?
Can I stop being in the study?

Yes, you can decide to stop at any time.  This will not affect the standard of care you receive.
Can anyone else stop me from being in the study?
The study doctor may stop you from taking part in this study at any time if:

· It is in the best interest for your health

· You do not follow your responsibilities for taking part in the study 

· It is discovered at a later time that you do not meet the study participation requirements

· You need treatment not allowed in the study  

· The study is stopped by the sponsor 

· The sponsor stops enrolling new patients for any reason and you are in the screening phase and not yet assigned to a treatment group

· Administrative reasons require your withdrawal
What happens if I am injured because I took part in this study?
Will my taking part in this study be kept confidential?
It is a legal requirement to include this section with all the below components included. Please keep together to make reviewing easier. 
· The purpose or reason for processing their personal data. 
· The legal basis under which you are processing their data.
e.g. legitimate interests interest and for scientific research purposes – see Article 6 and 9 of the General Data Protection Regulations.

· Who are the recipients of the data and will have access to the information
· How long will the data be stored for and, if it is not possible to say, please give the criteria which will be used to determine that period.
· That the data subjects have a right to withdraw consent.
· That the data subjects have a right to lodge a complaint with the Data Protection Commissioner.
· That the data subjects have a right to request access to their data and ask for a copy of it, unless their request would make it impossible or make it very difficult to conduct the research.
· That data subjects have a right to restrict or object to processing, unless their request would make it impossible or make it very difficult to conduct the research. 
e.g. the data subject doesn’t want their data shared but doesn’t mind having it collected and stored. 
· That the data subjects have a right to have any inaccurate information about them corrected or deleted, unless their request would make it impossible or make it very difficult to conduct the research.
· That the data subjects have a right to have their personal data deleted, unless their request would make it impossible or make it very difficult to conduct the research. 
e.g. they wanted to delete their data at the end of a research project just before it is due to be published.
· That the data subjects have a right to data portability, meaning they have a right to move their data from one controller to another in a readable format.   
· Will there be automated decision making, including profiling?  Profiling is any form of automated processing of personal data consisting of the use of personal data to evaluate certain personal aspects relating to the person, in particular to analyse or predict aspects of their performance at work, health or behaviour. 
· That the data subjects have a right to object to automated processing including profiling if they wish.
· You must inform the data subject if you intend to further process their personal data and provide the data subject with information on that other purpose. 
· You must inform the data subject if you wish to transfer their data to a country outside of the EU or an international organisation and advise them of the safeguards you have in place to protect their data.
What are the costs of taking part in this study?

You will not be charged for the cost of tests done for the purpose of this study.  You will not be paid for your participation in this study.  Your travel expenses will not be reimbursed.
What about future use of my sample for research?
If applicable. Biological samples (describe type). 
Where will my samples be stored?
Who will have access to my samples?
Who has reviewed and approved this study?

Contact for further information:

PI contact/Study Nurse contact:

For questions about your, or if you wish to make a complaint while taking part in this study, call  ????????  and your complaint will be dealt with promptly

Sample Informed Consent Form
Study Title: 
Study Doctor Name:



Hospital Name:  
 









     
           Please Initial box
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1. I confirm that I have been given a copy of all __ pages of the Patient Information Leaflet and Consent form________.  I have read the patient 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 understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason and without my medical care or legal rights being affected.


3. I understand that relevant parts of my medical records may be seen by __________ and all organisations as listed in this Patient Information Leaflet provided they agree not to disclose my name.


4. I understand and give informed consent that data related to me collected during this study will be processed and analysed as is required by this clinical study and according to the Data Protection Act. 

5. I understand that my sample may be used for research as described in the Patient Information Leaflet.


6. I agree to my GP being informed of my involvement in this study


     

7. I voluntarily agree to take part in _____ study having been fully informed of the risks, benefits and alternatives.

(If applicable) Please initial the appropriate box:

· I agree that my samples may be kept for future research studies


· I DO NOT AGREE that my samples may be kept for future research studies
· 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.
· I give permission for material/data to be stored for possible future research unrelated to the current study without further consent being required but only if the research is approved by a Research Ethics Committee.
______________________


____________________
____________________

Name of Patient (Print) 


Signature of Patient 


Date

______________________


____________________
____________________

Name of Witness (Print)
   

Signature of Witness


Date

(IF APPLICABLE)
______________________


____________________
____________________

Name of Investigator (Print) 

Signature of Investigator

Date

______________________


_____________________
___________________

Name of Research Nurse/ 


Signature of Research Nurse/

Date
Radiation Therapist
(Print, IF APPLICABLE) 
Radiation Therapist
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