
Appendix 4 – CONSENT PIS for Participants in Randomised Cohort 

     

Participant Information Sheet 
CONSENT - A Randomised Controlled Trial of Enhanced Informed Consent 
Compared to Standard Informed Consent To Improve Patient Understanding of 
Early Phase Oncology Clinical Trials 

1. Invitation 

We would like to invite you to take part in this research study – please take the time to review this 
information sheet and if you have any further questions, the study doctor or nurse will be able to 
discuss this with you.  

2. What is the purpose of the study? 

We would like to see if we can help patients better understand early phase clinical trials with a 2 page 
study aid and online video educational modules.  Trial participant information sheets can often be 
over 15 pages and we know some patients have trouble reading through so much information.  We 
also know that our trials are complex so we have designed a set of educational videos which are short 
and easy to understand.   

3. What have I been invited to take part in the study? 

You have been invited to take part as we have allocated you to a trial and sent you the trial 
information sheet.  Participating in this information trial is optional but if you do choose to participate it 
would run at the same time you have to consent for the anti-cancer trial.   

4. Do I have to take part? 

No. Your decision to take part in this trial will not impact on your ability to participate in the anti-cancer 
trial in any way.  

5. What will happen during the study? 

If you elect to take part, you will receive standard informed consent information or additional material 
we have developed (videos and a 2 page study aid). This allocation will be done by chance 
(randomly) so that there are 2 equal groups we can compare.  In the experimental group you will 
receive the standard anti-cancer trial information sheet, but will also receive a link to the online 
educational videos and the summary 2 page anti-cancer trial information sheet (2 pages).  You will 
then be asked to complete two online questionnaires.  In the control group, you will receive the 
standard anti-cancer trial information sheet, then receive a link to complete an online questionnaire.  
You will then receive the links to the online educational videos and a summary 2 page anti-cancer trial 
information sheet. You will then be asked to complete the first online questionnaire again, and also a 
second one.   

6. What are the possible side effects? 

You may find the additional information on early phase trials distressing or confusing – if this occurs, 
please contact your Phase 1 clinical nurse specialist or the study doctor and we will address your 
concerns. The trial uses online questionnaires and surveys – we will ask for basic demographic 
details to be entered and sent to us. While our email address is secure, we cannot guarantee the 
security of your method of connecting to the internet so there is a possibility your data may be 
compromised when being sent to us.  If this is a concern for you, please contact us and we can 
discuss alternative options. 
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7. What are the possible benefits of taking part? 

You may gain a better understanding of early phase clinical trials and the nature, purpose, risks and 
benefits of participating in a trial. It may assist you to make an informed decision, in line with your 
values, about whether you wish to participate in a trial. 

8. Will my taking part in the study be kept confidential? 

Your study data and questionnaire responses will be kept confidential but may be looked by 
regulatory authorities to ensure the trial is being conducted safely. The information will be collected 
and stored by the ICR for at least 25 years after the clinical trial has closed.  

9. How will we use information about you?  
 

We will need to use information from your responses to the questionnaires for this research project.  
This information will include your 
-       Initials and DOB 
-       RMH ID number 
-       Contact details 
People will use this information to do the research or to check your records to make sure that the 
research is being done properly. People who do not need to know who you are will not be able to see 
your name or contact details. Your data will have a code number instead. We will keep all information 
about you safe and secure. Once we have finished the study, we will keep some of the data so we 
can check the results. We will write our reports in a way that no-one can work out that you took part in 
the study. 
 

10. What are your choices about how your information is used? 
 
You can stop being part of the study at any time, without giving a reason, but we will keep information 
about you that we already have. We need to manage your records in specific ways for the research to 
be reliable. This means that we won’t be able to let you see or change the data we hold about you.  
 

11. Where can you find out more about how your information is used? 
 

You can find out more about how we use your information  
·         at www.hra.nhs.uk/information-about-patients/ 
·         our leaflet available from www.hra.nhs.uk/patientdataandresearch 
·         by asking one of the research team 
·         by sending an email to informed.consent@nhs.net or  
·         by ringing us on 0207 352 8171 and requesting to speak to the Royal Marsden Data Protection 
Officer  
 

12. Involvement of GP/family practitioner 

We will send your GP a letter to tell them you are taking part in this clinical trial.  

13. Who is organising this study? 

The study is being organised and sponsored by the Royal Marsden Hospital.  

14. Who has reviewed the study? 

All research in the National Health Service (NHS) is looked at by an independent group of people 
called a Research Ethics Committee to protect your safety, wellbeing, rights and dignity.  

15. Further information and contact details 

If you have any questions or concerns please contact Chief Investigator – Dr Juanita Lopez, Contact 
Number – 020 8661 3539.  

Thank you for taking the time to read this information sheet 
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