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HAPPY – Healthy Ageing Pharmacogenetics and Polypharmacy 

INNOVATE UK PROJECT 100258 

Participant information sheet  

General description. 

You are being invited to take part in a research study. Before you decide, 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 or 

relatives if you wish. If there is anything that is not clear, or if you would like more 

information, please ask. This is a voluntary project, and if, when you have heard about 

the study, you would prefer not to take part, your decision will be accepted without 

question and will not affect the standard of care you receive. 

 

In this research study we will assess how genetic makeup may affect the response 

to medication being taken (Pharmacogenomics). Currently your genetics are not 

explicitly taken into account when a doctor prescribes you a medication. 

 

What is the purpose of the study 

This study assesses how genetic makeup may affect the response to medication being 

taken (Pharmacogenomics). Currently your genetic information is not explicitly taken 

into account when a doctor prescribes you a medication. 

 

The aim of this study is to help GP surgeries to manage the medication of people who 

take 3 or more different medications, specifically for heart disease, pain, gastric 

problems or mental health problems. In this study, researchers will work with and 

across two GP surgeries that are taking part in the study to see how prescriptions may 

change for patients depending on their own genetic makeup. These genetic DNA tests 

detect small differences in DNA which can affect the way drugs work and are 

metabolized in your body which can result in potential side effects. The medical risks 

and benefits of having such tests will be discussed with you by the GP researcher. 
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The study will include arranging a review of all your conditions over a number of 

months trying to simplify and make more effective the number and dose of drugs you 

have to take. We will follow up patients who agree to help with the study for up to 1 

year. We are doing this study to find out what difference incorporating genetic 

information might make, whether this has any effect on health, how you feel and on 

the use of other NHS services such as accident and emergency care. 

 

Why have I been invited? 

Your GP surgery has agreed to be part of this research. They have carried out a search 

of their computer records and will invite people across the two GP practices (based in 

Surrey and Bradford) who fulfil the criteria to take part.  

Based on your records, your practice has identified you as someone who would 

be suitable for this study. Now we are asking whether you are willing to take part in 

order to find out whether using genetic data that influences how well drug treatment 

works is better than the usual way of providing care.  

 

How do I take part? 

• Your doctor will go through the options available to you and you will be asked to 

read this patient information sheet. 

• You will be given the opportunity to ask questions. 

• Once you are satisfied that this is a study you would like to take part in, you will be 

asked to sign a consent form. Your doctor will go through the consent form with 

you. 

 

What will happen if I take part? 

If you agree to take part in the study,  

will be asked to complete a questionnaire at the start of the study. This questionnaire 

will ask about your health and wellbeing, how you cope with your illnesses and what 

treatments and other health services you use. 

 

You will be asked to donate a saliva sample from which your DNA will be extracted.  
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Researchers will look at markers in your DNA which are known to be associated with 
how your body processes medication.  

A repeat sample may be requested in some cases where the DNA quality has not 
been sufficient in the initial sample or to confirm results. 

 

Your GP and pharmacist will review this DNA information in conjunction with the 

medications you are taking and how you feel and discuss with you if any changes in 

medication are recommended based on the DNA markers. You will have the 

opportunity to proceed with recommended changes or stay on your current regime.  

 

You will then be asked to complete additional questionnaires 1 month, 3 months, up 

to one year later, also ask about your health and wellbeing, how you cope with your 

illnesses and treatments. These will be made available online. 

The research team would also like your permission to see your health records to get 

information about the number of appointments and treatments you have in the year 

before and the year after you agree to take part. All information will kept in strict 

confidence.  

 

 

 What are the benefits and risks of taking part in the HAPPY study? 

The data from this study may not benefit you directly but could benefit patients in the 

future who are taking multiple medications. The study will not guarantee the removal 

or mitigate the risk of adverse drug reactions if they are experienced. 

The meaning of any relevant results to you will be discussed with you. Genetic 

counselling for pharmacogenomic findings will be available.  

If you consent to the study this will mean giving up some of your time to do this. If you 

become unwell or experience any unwanted effects, you should inform your GP. If you 

think that this happened because you have received your medication to be taken in a 

different way or even if you have been prescribe a new drug, then please also inform 

the research team because we need to record and report any incidents like this. You 
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will not benefit financially if research data from the project leads to new products, 

treatments or medical tests. 

 

What if new information becomes available? Sometimes new information about 

health care comes out. If this happens, your GP will discuss with you whether your 

health care should change and whether your part in the study should continue. 

 

What happens when the research stops? Your help with this study is completed 

once we receive your 1 year follow-up questionnaire. You will continue with your usual 

GP care as before. It is up to your GP practice to decide whether they make any 

continuing changes to the service they provide. The study is due to finish in 2024. All 

GP practices, patients and carers who have taken part will be sent a summary of the 

results. The results will be published for use by academics, health professionals and 

NHS managers. It will not be possible to identify individual patients or carers in any of 

the reports or summaries. 

 

What if there is a problem or if I have a complaint?  

This research follows guidelines and covers health care that you would normally 

receive, but provided in a different way using information about how your body deals 

with medication.  

If you are concerned about any aspect of the study, please contact your study team 

as indicated on the top of this page. 

 

If you are still unhappy and wish to make a formal complaint, you can contact your GP 

who can advise on the practice and local NHS complaints procedures. Details can be 

found on the website (https://www.thelongcroftclinic.nhs.uk ). 

 

Do I have to take part? 

Helping with this study is voluntary and you are free to stop at any time without giving 

any reason. The information you provided up to that point would still be used. However, 

you can request us to remove all your information. Please contact the research team 
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to let us know your wishes. If you become unwell, you, your family or a person who 

looks after you could contact us on your behalf and ask us to stop sending you 

questionnaires and/or ask us not to use your records in the research. This would not 

affect your rights or future care in any way. 

 

If you DO NOT wish to take part, please inform us. You will not be contacted 

again about the study 

 

Can I withdraw from the project after I give my consent?   

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. This will have no impact on your 

NHS care. If you choose to stop taking part in the study, we would like to continue 

collecting information about your health from your GP. If you do not want this to 

happen, tell us and we will stop. 

 

If we become concerned about your health or safety during the study, we will notify 

you and your GP. 

You can request any unused biological samples to be destroyed at any time.  

 

Other Information about the study 

How is the research funded and sponsored? 

The research is funded by Innovate UK and Congenica. The study is sponsored by 

Congencia. 

 

All research in the NHS is looked at by an independent group of people called a 

Research Ethics Committee, to protect your safety, rights, well-being and dignity. This 

study has been reviewed and approved by the North West - Preston Research Ethics 

Committee (REC 21/PR/0673). 

 

Where is my data processed? 
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Your samples are processed and stored in the UK. Some of the data will be processed 

outside of the UK but no personally identifiable information will be accessible to those 

who do not need to know who you are.  

 

How will we use information about you?  

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

research project.  

This information will include your initials, name, date of birth and 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.  

Some of your information will be sent to Ireland and Finland They must follow our rules 

about keeping your information safe.  

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. 

 

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

• www.hra.nhs.uk/information-about-patients/ 

• https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-

legislation/data-protection-and-information-governance/gdpr-

guidance/templates/template-wording-for-generic-information-document/ 

• By sending an email to jonathan.day@congenica.com 

 

What do I do now? 

If you have any questions about the study please contact the researcher using the 

details on the top of this leaflet. 
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If I do take part:  

What are the wider implications for my family?  

The results and nature of the genomic tests may have implications for you but not 

necessarily directly for members of your family.  

The results of the study could improve the healthcare of your family and others. 

 

Are the uses of the genomic tests I have done fully understood? 

The results of your test may have findings that are uncertain and not yet fully 

understood. To decide whether findings are significant for yourself or others, your data 

will be compared to other patients’ results across the country and internationally. This 

could change what the results mean for you and your medical treatment.  

 

Will there be any gathering of information that requires further analysis?  

If you consent, your data may be used for further analysis. If you consent for the use 

of study data in future research, anonymized and de-identified data will be kept for 

future health research projects, and for validation and improvement of diagnostic 

testing methods. You are not obliged to consent to data being used for future research 

in order to participate in this study.  

 

How will my DNA be stored? How safe and secure will it be? 

You will be asked to provide a saliva sample to allow for analysis of your DNA.  Your 

saliva and DNA samples will be processed and stored securely in the UK. Samples 

will be discarded at the end of the study. 

 

Data generated during the study will only be used for the purposes set out in the study 

protocol and in accordance with the Data Protection Act. Any change in future 

ownership of Congenica will not change the rights of the study subjects. 

 

We will take all reasonable steps to ensure that you cannot be personally identified. 

Researchers may include national or international scientists, healthcare companies 

and NHS staff. To access the data, these researchers must all be approved by an 
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independent committee of experts, including health professionals, clinical academics 

and patients. There will be no access to the data by personal insurers and marketing 

companies. Information governance, meaning who has access and how the data is 

accessed will conform to national standards.  

 

Will the genomic information about me be part of my Health records? 

Results from my genomic test may not be part of your health records as this is not part 

of current standard of care. 

 

What is the value of this research and why should I take part?  

This is a study that will help to inform how we can use genomic information when 

looking after patients like you. For any further questions, your healthcare professional 

can provide information.  

 

Will I be re-contacted after the study finishes recruitment?  

The research investigators will only contact you after the end of the study period if the 

data or samples reveals any clinical trials or other research that you might benefit from. 

If something is relevant to you, there is a process by which this will be shared with 

your NHS clinical team.  

 

Thank you for your help 

 

Dr Judith Hayward  

Shipley Medical Practice, Affinity Healthcare, 

Alexandra Rd, 

Shipley 

BD18 3EG 

Email: Affinity.research@nhs.net

 

HAPPY study clinical lead, Shipley Medical Practice  
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