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Participant Information Sheet 

VIP - Vaccination Immunogenicity against SARS-CoV2 in Patients 

with inflammatory bowel disease 

VIP Extension 

 

Invitation 

You are being invited to complete a final VIP study questionnaire. Before you decide to take 

part it is important for you to understand why the research is being done and what it will 

involve. Please take time to read the following information carefully and discuss it with 

friends, relatives and your GP if you wish. Ask us if there is anything that is not clear or if 

you would like more information. Thank you for reading this.  

What is the purpose of the study? 

Results from the VIP study have shown that use of infliximab, infliximab and thiopurne 

combination or tofacitinib are associated with lower antibody levels after COVID-19 

vaccination. Use of vedolizumab, ustekinumab and thiopurines (not in combination with 

infliximab) are not associated with significantly lower antibody levels compared to healthy 

people. In order to understand how these results relate to risk of subsequent COVID 

infection and outcomes in IBD, we need to ask you some further questions. The results of 

this study will help inform public health policy decisions for patients with IBD as well as 

millions of other UK patients treated with immunosuppressive drugs. 

Why have I been invited? 

http://www.imperial.ac.uk/
mailto:nicolas.powell@imperial.ac.uk
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You are invited because you are already a participant in VIP.  

Do I have to take part? 

Your continued participation is entirely voluntary. If you do decide to take part you will be 

given this information sheet to keep and be asked to sign a consent form. If you decide to 

take part you are still free to withdraw at any time and without giving a reason. This will not 

affect your standard of care in the future. If you withdraw, the samples you provided will be 

discarded. In the unlikely event that you should lose capacity to consent during the study, 

you would be withdrawn from the study. Identifiable data or samples already collected with 

consent would be retained and used in the study. No further data or samples would be 

collected or any other research procedures carried out on or in relation to you. 

What will happen to me if I take part? 

We will first ask you to give consent to participate in this extension phase of the study. To 

do this an email will be sent to you with a personalised link. You will then be asked to enter 

your surname and date of birth to confirm your identity before completing the e-consent 

form. You will be asked to continue to complete a questionnaire. You will not be required to 

attend the hospital and you will not be asked to provide any samples.  

What are the possible side- effects of taking part? 

Taking part involves completing a questionnaire. Therefore, no side-effects are anticipated. 

What will happen if something goes wrong? 

We would not expect you to suffer any harm or injury because of your continued participation 

in this study.  

Imperial College London holds insurance policies which apply to this study. If you experience 

harm or injury as a result of taking part in this study, you will be eligible to claim 

compensation without having to prove that Imperial College is at fault. This does not affect 

your legal rights to seek compensation.  

If you are harmed due to someone's negligence, then you may have grounds for a legal 

action. Regardless of this, if you wish to complain, or have any concerns about any aspect 

of the way you have been treated during the course of this study then you should 

immediately inform the Investigator (Dr Nick Powell or Dr James Alexander). The normal 

National Health Service mechanisms are also available to you. If you are still not satisfied 

with the response, you may contact the Imperial College, Research Governance and 

Integrity Team.  
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What are the possible benefits of taking part? 

The information we get from this study is helping us to improve vaccination for patients on 

immunosuppressive treatments in the future.  

Are there any personal results from the research? 

All the results obtained during this study will be used for research purposes only and there 

will be no personal results. The scientific results from this study would not be immediately 

useful to your doctor and could be misleading so none of the results will be communicated 

to the general practitioner.  

Will my identity be protected? 

All information identifying you will be kept in the data management centre and held in the 

strictest of confidence. All records relating to the study will be stored in accordance with the 

provisions of the Data Protection Act. Your samples will carry a code number, which only 

the research team can trace back to you.  

Will my taking part in this study be kept confidential? 

Yes. We follow ethical and legal practice and all information about you will be handled in 

confidence. The research data will be stored on a secure electronic server.  

Imperial College London is the sponsor for this study and will act as the data controller for 

this study. This means that we are responsible for looking after your information and using 

it properly. Imperial College London will keep your personal data for: 

 • 10 years after the study has finished in relation to data subject consent forms. 

 • 10 years after the study has completed in relation to primary research data. 

We will need to use information from you and your medical records for this research project. 

This information will include your name, NHS/CHI  number, date of birth, gender, ethnic 

origin, postcode and contact details. Your NHS/CHI number is required to allow linkage with 

datasets held by UK government agencies.   People will use your other  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. 

As a university we use personally-identifiable information to conduct research to improve 
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health, care and services. As a publicly-funded organisation, we have to ensure that it is in 

the public interest when we use personally-identifiable information from people who have 

agreed to take part in research.  This means that when you agree to take part in a research 

study, we will use your data in the ways needed to conduct and analyse the research study. 

Health and care research should serve the public interest, which means that we have to 

demonstrate that our research serves the interests of society as a whole. We do this by 

following the UK Policy Framework for Health and Social Care Research. 

SHARING YOUR INFORMATION WITH OTHERS   

For the purposes referred to in this privacy notice and relying on the bases for processing 

as set out above, we will share your personal data with certain third parties.  

• Other College employees, agents, contractors and service providers (for example, 

suppliers of printing and mailing services, email communication services or web services, or 

suppliers who help us carry out any of the activities described above). Our third party service 

providers are required to enter into data processing agreements with us. We only permit 

them to process your personal data for specified purposes and in accordance with our 

policies.  

In view of the urgent public health need underpinning this research and in order to maximise 

the future benefits which can be gained, we plan to make anonymized data from this study 

available for public access including to entities such as Pfizer. 

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. If you choose to stop taking part in the study, 

we would like to continue collecting information about your health from [central NHS records/ 

your hospital/ your GP]. If you do not want this to happen, tell us and we will stop. 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. If you agree to take part 

in this study, you will have the option to take part in future research using your data saved 

from this study. [Insert details of any specific bank/ repository]. 

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/ 

• by asking one of the research team imperial.mictrials@nhs.net  

mailto:imperial.mictrials@nhs.net
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• by sending an email to rde-tr.vipstudy@nhs.net  

• www.vipstudy.uk 

COMPLAINT 

If you wish to raise a complaint on how we have handled your personal data, please contact 

Imperial College London’s Data Protection Officer via email at dpo@imperial.ac.uk, via 

telephone on 020 7594 3502 and/or via post at Imperial College London, Data Protection 

Officer, Faculty Building Level 4, London SW7 2AZ. 

What happens in the unlikely event that I lose capacity to consent during the research 

study? 

In the unlikely event that you lose capacity to consent during the research study, you would 

be withdrawn from the study.  Identifiable data or tissue already collected with consent would 

be retained and used in the study.  No further data or tissue would be collected, or any other 

research procedures carried out. 

 

If you are not satisfied with our response or believe we are processing your personal data 

in a way that is not lawful you can complain to the Information Commissioner’s Office (ICO). 

The ICO does recommend that you seek to resolve matters with the data controller (us) first 

before involving the regulator. 

What will happen to the results of the research study? 

Some of the results of the VIP study have already been published. Further results of this 

research should be published within the next 2 years. None of the participants will be 

identified in the report. If you are interested in receiving a summary of the results, please let 

us know.  

Who has reviewed the study? 

This study has been reviewed and approved by the Wales Research Ethics Committee 

(reference number: 21/WA/0105 ). 

Who is funding the study? 

Pfizer is funding this study. 
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Contact Details for Further Information 

Study Team email: imperial.mictrials@nhs.net telephone: 07880488611 

Chief Investigator: Dr Nicholas Powell, Imperial College London, 10th Floor Commonwealth 
Building, Hammersmith Hospital Campus, W12 0NN 
Email: nicolas.powell@imperial.ac.uk 
 
 
Other Investigators:  Dr James Alexander 
Email: j.alexander@imperial.ac.uk 
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