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NIHR BioResource  

 

 

 

PARTICIPANT INFORMATION SHEET 

GENBIO – Molecular investigation of GENetic factors in cardiovascular and 

immune-related traits and diseases using a BIOresource of healthy volunteers 
 

 

Dear Volunteer, 

 

We are writing to you to ask if you would consider participating in our research study, which 

involves: 

 Asking a few questions about your date of birth and gender, your medical history, whether 

you smoke, and any current medications you are taking; 

 Recording your height, weight, body mass index (BMI), body fat, and blood pressure; 

 Taking a 50 ml blood sample. 

 

Summary of the study visit: 

 
 

Please take the time to read the following information carefully and decide whether or not you 

wish to take part in this study. Thank you! 
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Section 1: Purpose of the study and what will happen 
 

 
 

What is the purpose of this study? 

Cardiovascular disease (e.g. heart attacks, stroke) and immune-related diseases (e.g. type I 

diabetes) are very complex in how they develop. A number of factors, including a person’s 

age, gender, ethnicity, weight, blood pressure, cholesterol and whether you smoke or have 

diabetes, contribute to the risk of developing these diseases. A person’s genetic make-up can 

also increase or decrease their risk of developing a disease. In this study, we are interested in 

identifying and characterising the complex biological pathways that drive the development 

of these diseases. In order to do this, we will measure specific cell and molecule 

characteristics in your blood, and associate these with your genetic variants. Ultimately, we 

hope our research will lead to improved treatments and better patient care. 

 

Why have I been invited? 

You are a healthy volunteer who has been selected for this study based on your initial 

recruitment into the NIHR BioResource. You are part of a small group of people whose genetic 

make-up are of particular interest to us, and could help us to better understand the connection 

between genetic factors, a person’s risk of cardiovascular and immune-related diseases, and 

the underlying biology of these diseases. 

 

If you do have any concerns about your risk of or your health more broadly, we would advise 

you to discuss this further with your doctor. 

 

Do I have to take part? 

Taking part in this research study is entirely voluntary. It is up to you to decide whether or not 

you wish to take part. If you decide to take part, you will be given this information sheet to keep 

and will be asked to sign an Informed Consent Form. If you do decide to take part, you are still 

free to withdraw from the study at any time without giving a reason. 

 

A decision to withdraw or not to take part will not affect the healthcare or any future medical 

treatment you would normally receive. If you choose to withdraw from the study, no further 

data will be generated. However, already distributed material will not be withdrawn, and will 

continue to be used in this study. This data or tissue will not be identifiable to the research team 

(i.e. has been made anonymous), or any other delegated personnel to whom access was given. 
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What will happen to me if I take part? 

 You will be invited to attend an appointment at the NIHR BioResource at Addenbrooke’s 

hospital in Cambridge. 

 You may be asked to not eat in the 12 hours before your visit. This includes not 
consuming caffeine-containing products and alcohol in the last 12 hours. The study team 
will confirm this with you if you decide to take part.  

 Upon arrival at your appointment, there will be further opportunity to discuss with a 

research nurse any issues and questions you may have. Then, we will ask you to sign the 

consent form if you are happy with all the study details (approx. 10 min). 

 You will be asked to complete a questionnaire, e.g. about your date of birth and gender, 

your medical history, whether you smoke, and any current medications you are taking. 

We will record your height, weight, body mass index and blood pressure (approx. 

25 min). 

 We will take one blood sample of 50 ml, which is around eight teaspoons (approx. 20 

min). 

 

Following your study visit, the BioResource will contact you, thanking you for participating in 

the study. 

 

What are the possible benefits of taking part? 

This study has no therapeutic value but is a contribution to basic and translational science. We 

hope the research will help us to identify the genes that influence cardiovascular and immune-

related diseases and to enable us to easily identify individuals at risk of developing these 

conditions. Ultimately, we hope this may lead to treatments to prevent the diseases occurring. 

 

What are the possible disadvantages and risks of taking part? 

Some discomfort may occur when the needle is placed in the vein and the blood is drawn, and 

there is the possibility that a bruise may develop. Needle-related complications are rare but can 

include haematoma, arterial puncture, bruising or painful arm which may result from nerve 

irritation through a haematoma or from direct injury to a nerve or other structure. Light-

headedness and fainting may also result from blood sampling. 

 

Expenses and payment 

We will cover all expenses for travelling to and from the site where the sample will be taken. 

 

Section 2: Study conduct 
 

 
 

Will any of the results obtained with my sample predict the risk of disease? 

We cannot answer this question. Many of the studies that will be carried out using these 

samples aim to discover variations in the genetic code (so-called ‘genetic markers’) that might 
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predict the risk of certain diseases. However, it may be years before we can confirm how 

important or accurate these markers are and determine the associated risk. 

 

If you are contacted to take part in a future study, this does not mean that your health is at risk. 

All individuals carry risk and protective DNA variants in their genes, and we are a long way 

from understanding how they balance each other and what combination of markers interacting 

with other factors (such as age, gender, smoking and drinking habits, etc.) cause disease. 

 

What if new information becomes available? 

Sometimes during the course of a study, new information becomes available which might affect 

your decision to continue participating in this study. The NIHR BioResource staff team will 

contact you to discuss the new information and whether you wish to continue participating in 

the study. 

 

What if there is a problem? 

Any complaint about the way you have been dealt with during the study or any possible harm 

you might suffer will be addressed. If you have any concerns about any aspect of this study, you 

should speak to the NIHR BioResource team who will do their best to answer any questions. 

 

In the event that something that does go wrong and you are harmed by taking part in the 

research and this is due to someone’s negligence then you may have grounds for a legal action 

for compensation against Addenbrooke’s Hospital or the University of Cambridge. 

 

If you wish to complain or have any concerns about any aspect of the way you have been 

approached or treated during this study, you can do this through the NHS complaints 

procedure. In the first instance, it may be helpful to contact the Patient Advice and Liaison 

Service (PALS) at your hospital (PALS, Box 53, Level 2, Cambridge University Hospitals NHS 

Trust or Tel. 01223 216756). 

 

Will my taking part in this study be kept confidential? 

Yes. In order to maintain confidentiality, each study participant will be assigned a unique study 

number that will be maintained throughout the study and used on all your study documentation. 

All specimen samples will be stored and referred to by the number only. The identity of the 

volunteers will not be available to anyone in the research team who will use the samples. The 

study will be carried out in an anonymous manner. Test results obtained from your sample will 

be stored in laboratory notebooks and research databases linked only to your unique sample 

number (‘linked anonymised’). This number will be linked to your personal information, but 

within the study, you will only be identified by this unique number. 

 

What will happen to my blood samples?  

Blood samples that are collected in this study will be stored safely and will be accessible to 

authorised staff only. Your samples will only be identified by your unique study number and all 

other information will be securely held, with restricted access, by the NIHR BioResource. Genes 

are made up of DNA, and we wish to isolate, analyse and store a sample of your DNA. We wish 

to also isolate, test or culture other components of the blood such as cells, RNA, protein and 

metabolites. If required, we may conduct genetic analyses of your DNA. To carry out all these 
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analyses in your donated sample, we may transfer it to collaborating scientists with relevant 

expertise or who have access to specialised equipment. For example, these collaborators can 

be based at the Cambridge Biomedical Research Campus at Addenbrooke’s Hospital or the 

Wellcome Sanger Institute. If you do not consent to your sample being utilised in future studies, 

then they will be destroyed in accordance with Human Tissue Authority’s (HTA) code of 

practice. 

 

What will happen to the results of the research study? 

The results of all analyses (including genetic data) will be published in peer-reviewed scientific 

journals and used for medical presentations and conferences. In accordance with current 

publication guidelines (NHS Health Research Authority), the results will be made available to 

the scientific community on an open-access platform. You will not be personally identified in 

these results. If you would like to obtain a copy of the published results please contact the study 

team directly who will be able to arrange this for you. 

 

What happens if an invention is made using my sample? 

Your donated samples and related information are given as a non-returnable, absolute gift. This 

means that you will not receive payment in any form. In case of an invention results from the 

research undertaken with your samples (e.g. if a new blood test to improve diagnosis or better 

medicines for the treatment of patients is developed), you will neither receive any 

compensation nor will funds be forthcoming to you. We and our collaborators may work in 

partnership with the private sector (e.g. pharmaceutical or biotech industry) to successfully 

develop any invention for the benefit of patients. Part of the profits earned with inventions will 

be reinvested in biomedical research. 

 

What will happen to the data at the end of the study?  

Anonymous data recorded during this study may be shared with other researchers in line with 

national and international data transparency initiatives. Furthermore, anonymised data 

generated in this study may be used to support other research in the future, such as a follow-

on study. All personal participant identifiable details are securely held with restricted access 

on a password-encrypted database by the NIHR BioResource where you have previously 

consented to permit the storage of your personal data as part of becoming a member of the 

NIHR BioResource. Any participant identifiable data recorded to study documentation during 

the study (e.g. the completion of Informed Consent) will be archived alongside other study 

related documentation and data in a secure location in accordance with the sponsors’ standard 

operating procedures, policies and other procedures for a minimum of 5 years. 

 

Can I know the results obtained from my samples? 

It is not planned to report back any research results to participants, as it would be of no direct 

benefit. However, we would let the research participant know if any test result was obtained 

that had an immediate impact on your healthcare. In this case, we would notify the BioResource 

staff, who would then contact you and advise you to see your GP. 

 

Who is organising (sponsoring) and funding the study? 

The study is primarily being funded by the Department of Public Health and Primary Care, 

University of Cambridge. 
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The Cambridge University Hospitals NHS Foundation Trust and University of Cambridge are 

joint sponsors for this study based in the United Kingdom. We will be using information from 

you in order to undertake 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. The Cambridge 

University Hospitals NHS Foundation Trust and University of Cambridge will keep identifiable 

information about you for 5 years after the study has finished. 

 

Your rights to access, change or move your information are limited, as we need to manage your 

information in specific ways in order for the research to be reliable and accurate. If you 

withdraw from the study, we will keep the information about you that we have already 

obtained. To safeguard your rights, we will use the minimum personally-identifiable 

information possible. 

 

You can find out more about how we use your information at https://bioresource.nihr.ac.uk/ 

gdpr/. 

 

Who has reviewed this study? 

All research involving the participation of volunteers is reviewed by an independent Research 

Ethics Committee to protect your safety, rights, wellbeing, and dignity. This study has been 

reviewed and was given a favourable opinion by the Wales Research Ethics Committee 6, 

Institute of Life Science 2, Swansea University, Singleton Park, Swansea SA2 8PP. 

 

Future studies  

With your consent, you may be invited to take part in any future follow-on studies. Any follow-

on study from this will meet all the regulatory requirements and will be granted all regulatory 

approvals required for clinical research to take place. Any follow-on study you are invited to 

take part in is completely voluntary and choosing not to take part will not affect your future 

medical treatment or standard of care. Please also be aware as a member of the NIHR 

BioResource, you may be invited to take part in future studies which are related or completely 

unrelated to this study, a maximum of up to four times in a 12-month period. 

 

Section 3: Data protection and information governance  

 

 
 
What will happen to my personal data?  

The NIHR BioResource will use your name and contact details to contact you about the research 

study, and make sure that relevant information about the study is recorded for your care, and 

to oversee the quality of the study. Individuals from the Cambridge University Hospitals NHS 

Foundation Trust and the University of Cambridge and regulatory organisations may look at 

your medical and research records to check the accuracy of the research study. The NIHR 

https://bioresource.nihr.ac.uk/%20gdpr/
https://bioresource.nihr.ac.uk/%20gdpr/
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BioResource will pass these details to the Cambridge University Hospitals NHS Foundation 

Trust and the University of Cambridge along with the information collected from you.  

 

The only people in the Cambridge University Hospitals NHS Foundation Trust and the 

University of Cambridge who will have access to information that identifies you will be people 

who need to contact you to book the study visits or audit the data collection process. The people 

who analyse the information will not be able to identify you and will not be able to find out your 

name or contact details. 

  

The NIHR BioResource will keep identifiable information about you from this study for 5 years 

after the study has finished. 

 

What will happen to my data in future research? 

Your information could be used for research in any aspect of health or care, and could be 

combined with information about you from other sources held by researchers, the NHS or 

government. Where this information could identify you, the information will be held securely 

with strict arrangements about who can access the information. The information will only be 

used for the purpose of health and care research, or to contact you about future opportunities 

to participate in research. It will not be used to make decisions about future services available 

to you, such as insurance. 

 

Where there is a risk that you can be identified your data will only be used in research that has 

been independently reviewed by an ethics committee. 

 

Further information and contact details 

If you want more information about the study aims, please feel free to contact Dr Dirk Paul by 

phone: +44 (0)1223 748600 or by email: dsp35@medschl.cam.ac.uk. If you have any queries 

about the study visit, please feel free to contact a member of the NIHR BioResource team by 

phone: +44 (0)1223 762915. 

 

Thank you for considering contributing to our study. 

 

Yours sincerely, 

 

 
Dr Dirk Paul  

Chief Investigator, GENBIO study 

 
University Lecturer in Integrative Human Genomics 

Cardiovascular Epidemiology Unit, Department of Public Health and Primary Care, University of Cambridge 

Strangeways Research Laboratory, Wort’s Causeway, Cambridge CB1 8RN, United Kingdom 

mailto:dsp35@medschl.cam.ac.uk

