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Consent Form (16-18 years old)

To be completed by the participant. 

Study Title: Feasibility randomised controlled trial of digital physical activity promotion materials for young people with cystic fibrosis (Digi PA for Youth CF – Feasibility). 

Study Sponsor: Royal Devon University Healthcare NHS Foundation Trust. 

Principal Investigator: Dr Samantha van Beurden. 

Version: 4.0 (15/11/2022).

  









          
                                                                                                                                                                                                  PLEASE INITIAL BOX 
1. [image: image1.png]I confirm that I have read the information sheet dated 15/11/2022 (Version 4.0) for the 
above study. I have had the opportunity to consider the information, ask questions, 
and have had any questions answered satisfactorily.
2. [image: image2.png]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. 
3. I understand that if I withdraw from this study the research team will still use any data 
collected up until that point unless you make an explicit request for this to be removed. 
I also understand that once my data has been included in the analysis and has been 
fully anonymised it can no longer be removed. This is because the research team will 
no longer be able to identify which data is yours. 

4. I understand that data collected during the study may be looked at by individuals from 
the University of Exeter, University of Bristol, Regulatory Authorities, and/or from the 
Royal Devon University Healthcare NHS Foundation Trust (Study Sponsor) where it is 
relevant to the conduct of this research. I give permission for these individuals to 
have access to my data.

5. I understand that I will be assigned to one of two groups receiving digital physical 
activity materials but will not know which one as this decision is made at random 
(by a computer) and cannot be changed. I also understand that I will be able to 
access these materials for a total of 6-months (24-weeks). 

                                                                                                                                                                                               PLEASE INITIAL BOX

6. I understand that my GP and usual clinical care team will be informed of my 
participation in this trial, and that the research team will communicate this 
information on my behalf.


7. Once informed of my participation, I understand that my GP and/or usual clinical care 
team may notify the research team that I should not be taking part in this trial. If this is 
the case, I will be contacted by the research team and will not be able to take any 
further part in this trial. 

8. I understand that my participation in the study lasts for a total of six months (24 weeks), 
with data collection taking place at three timepoints. I also understand that this data 
collection involves completing several questionnaires, measuring my physical activity 
levels, and taking part in a maximum of two interviews (if requested). Full details are 
included in the 16-18 years old copy of the information sheet (Version 4.0, 15/09/2022).   
9. I understand that my contact details (e.g., email and telephone) will be used throughout 
the trial period to contact me about the various data collection activities and to verify 
answers provided in the questionnaires (if required). 


10. I understand that any information given by me may be used in future reports, articles, 
websites, training materials, or presentations by the research team, but that my name 
will never appear alongside this information. 

11. I understand that an anonymised copy of the study data will be made publicly accessible 
for an indefinite period (e.g., via the Open Science Framework). The anonymised 
dataset may then be used for re-analysis/secondary analysis by the same and/or 
other researchers – without obtaining further consent. The scope of these analyses 
is currently unknown.  

12. I agree to take part in the above study. 

Optional Questions (only initial the box that aligns with your preference (i.e., yes, or no?)):                 PLEASE INITIAL BOX
                                                                                                                                                                                                
A. Would you like to be informed about the study results? This will initially 
take the form of a lay summary (i.e., short report).  

B. Would you like your contact details to be kept securely for up to five years 
following the end of this research study and used by researchers from 
the research team to contact you about future related projects? 

If you want to take part in this study, please date and sign below: 
Print Name: ______________________    Signature: ____________________    Date: _________________
The person from the research team who explained this project to you needs to sign too: 

Print Name: ______________________    Signature: ____________________    Date: _________________
When completed: 1 x for participant; 1 x for research site file; 1 x to be kept in medical notes.
PARTICIPANT ID NUMBER: ________________
YES?





NO?





 YES?





NO?
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