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	Patient Information Sheet	
ACHIEVE study (Assessment of Cardiovascular Health – Individual EValuative Exercise)

Full title: Digital and remote ‘health check’ screening for cardiovascular disease in a workplace setting; a cohort study.
Chief Investigator: Dr Stacey Fisher
· [bookmark: _Int_BzaolbBo]We would like to invite you to participate in a research study. Before you decide, you need to understand why this study is being done and what it will involve for you. 
· Please take the time to read the following information carefully.
· [bookmark: _Int_dFdhqOv6]Talk to others about the study if you wish. 
· Ask us if there is anything that is not clear or if you would like more information. 
· [bookmark: _Int_Hwrm6Z1U]Take time to decide whether or not you wish to take part. 

Thank you for taking the time to read this information sheet.
Who is carrying out the study and why? 
We would like to invite you to take part in a research project called the ACHIEVE study. This project is a follow-up of a workplace-based health check initiative that you took part in back in late 2024 to early 2025. At the time you were given a PocDoc ‘Healthy Heart Check’ test kit, where you used a tiny amount of blood from your finger, to check your cholesterol and other blood fats (lipids). You may recall that the initial health check project was organised by Cumbria Health; for this follow-up project they have teamed up with North Cumbria Integrated Care NHS. This current study is led by Dr Stacey Fisher, GP at both Cumbria Health and North Cumbria Integrated Care NHS Foundation Trust (‘NCIC’); she also manages research across a number of GP practices in North Cumbria. The study is run in collaboration with wider staff from Cumbria Health and NCIC.
 
The reason for doing this project is to evaluate what the longer-term effect may be of a workplace-based health check. We would like to answer questions such as: 
- Does it help or motivate employees to improve their (heart) health, and  
- 	Have employees actually received and benefitted from medical treatment if the test last time showed that their BMI, and/or cholesterol was too high? 

Only by repeating the PocDoc Healthy Heart Check can we get a full picture of the impact of this workplace health check initiative. For some participants we would also like to check their GP medical records to check if they received appropriate support and – if indicated – treatment on the back of the initial PocDoc Healthy Heart Check that they did back in late 2024 to early 2025. 

Why have I been invited?
We are inviting all of the original ~4000 volunteers in Cumbria (aged 25 to 80 years) who completed the PocDoc Healthy Heart Check just over a year ago. You have been invited to participate in this research study because you took part in the original project and your employer has indicated that this is the case, and you are still employed by them. 
In order to evaluate if the workplace health check is effective we need to analyse and compare data from as many cases as possible, and this is why we would like to invite as many of the original volunteers as possible. 
What is being tested and how is it tested? 
If you do decide to take part in the study and give consent for this, we will send you a PocDoc Healthy Heart Check kit in the post. You can then complete the check from the comfort of your own home. The accuracy of the kit has been confirmed, and it is approved as a screening tool. Figure 1 shows an overview of the items you will receive in the kit.

The PocDoc Healthy Heart Check will give the following test results:
· Cholesterol Profile: This includes levels of HDL ("good" cholesterol), LDL/Non-HDL ("bad" cholesterol), and triglycerides. 
· BMI: Body Mass Index, a measure of body weight relative to height. 
· NHS Heart Age: A comparison of your heart health to that of someone your actual age, based on NHS guidelines. 
· 10-Year Risk Assessment (QRISK3): An estimate of your likelihood of experiencing a heart attack or stroke in the next decade. This score takes into account factors like age, sex, ethnicity, cholesterol, BMI, and lifestyle

An abnormal test result for any of the above parameters will be based on nationally agreed cut-off values (the NHS uses those same cut-off points). 

The way that the PocDoc Healthy Heart Check works is: 
· Download the free PocDoc App and follow the registration steps.
· Disinfect your fingertip
· Collect a small finger prick of blood (~ 3 drops of blood), using a finger prick and a capillary tube.
· Apply the blood to the PocDoc lateral flow test (it looks and works in similar way to a COVID test) and start the timer on the app.
· After the timer ends, remove the sticker on the test. 
· Use the app to scan the lateral flow device.
· Once you have scanned the lateral flow device, the App will analyse the test results.
The PocDoc Healthy Heart Check kit will come with detailed instructions on how to use it. If you wish to read the full instructions beforehand, please visit 
https://www.pocdoc.co/lipid-ifu/PocDoc-IFU-v1.8.1.pdf 

In addition, you will be asked to measure your height and weight, so that you can add that information to the PocDoc App and all the test results can be calculated.

Figure 1, The items that form the PocDoc Healthy Heart Check kit. It includes disinfectant wipe, capillary blood collection tube, and finger-prick (bottom right, circled pictures); The white PocDoc test strip, with indicator colours (bottom middle); a screenshot on smartphone showing the test results in the PocDoc App (left); and the box that kit come in (top right).
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Do I have to take part? 
Your participation in the study is voluntary. You do not have to take part. It is entirely up to you to decide whether you would like to be involved in our study. Take your time, discuss things with others and ask us if you would like more information or if anything is unclear. If you do decide to take part, you are free to leave the study at any time and do not have to give a reason why. If you leave the study, your care will not be affected, and neither will the relationship with your employer. 

What will happen to me if I take part? 
If you would like to take part after reading this Participant Information Sheet, and any questions you have had have been answered to your satisfaction (see end of this document for contact details if you do have questions), then please complete the Informed Consent Form and return it to us in the freepost envelope provided. We will then get back to you by sending you the PocDoc kit. We will also return a counter-signed copy of your Informed Consent Form. You will not have to attend a clinic, GP practice, or hospital as part of the study participation. See Table 1 for an overview. 
Table 1, What happens whilst you are in the study 
	Informed consent 

(take ~15 minutes in total)


	After reading this Participant Information Sheet, you complete the Informed Consent Form.

Return the signed Informed Consent Form to the ACHIEVE research team using Freepost envelope (no stamp needed).

If you have any questions, please contact the ACHIEVE research team via tel. 01228 602173 (has answerphone) or email  research.edc@ncic.nhs.uk 


	Health Check activities

(take ~30 minutes in total)

	You will receive your PocDoc Healthy Heart Check kit in the post. 

At a convenient time, but ideally within 4 weeks of receiving the kit, please undertake the health check.

The earlier ‘What is being tested?’ section explains the test kit, what is being tested, and how you go about doing the test and obtaining the results. 

Your GP will also receive your PocDoc Healthy Heart Check test results via the Pocdoc App which feeds into your GP medical records (and NHS App) as soon as you have completed the test. This is to safeguard for any serious medical condition that may be identified, and also to allow you and your GP to potentially consult about any abnormal results. If you are found to have an abnormal cholesterol, lipid, or QRISK3 score, the ACHIEVE study team will notify your GP separately within five working days to ensure that follow-up care is offered. 

Any follow-up care that you may seek or receive after the PocDoC testing does not form part of this ACHIEVE research study.

	Retrospective Review of last time’s Health Check Outcomes 

(done by ACHIEVE research team)
	This is an optional item that patients who are registered with a selection of GP practices can consent to.  You yourself do not have to do anything for this part. 

We ask you if it is ok for us to review your GP medical records to check if appropriate actions were taken on the back of any findings made by doing the health check. These findings could be – for example - high cholesterol.  We only do this review exercise for the results from the tests the last time round (when you volunteered in late 2024 to early 2025)

This means we assess:
· Did you or the GP make contact to consult about the findings
· Was the relevant test repeated in a central laboratory
· Was any treatment, medication or otherwise, indicated and – if so - offered.

In the Informed Consent Form we have listed the relevant GP practices. Only if you are registered with one of those GP practices will we be in a position to do this review. We will only do this if;
· You have given consent for this
· Your health check had a significant abnormal test result 



How does my GP get my results? 
After you have done your PocDoc Healthy Heart Check test, the PocDoc App will automatically forward the test results to your GP practice (and NHS App).  If any of your results are abnormal (cholesterol, lipids, or QRISK3 score), then within five working days we will also send your GP another notification via the electronic medical record system that GP practices use. On this system they have to acknowledge / act on this notification. After this latest PocDoc test, you and your GP can decide how to progress with managing your care going forward, and none of that will form part of the ACHIEVE study. It is normal practice for us to put an entry on participants’ medical record to say that you have taken part in a research study. For this study we will only do this for cases where you have consented for us to do the Review of Health Check Outcomes part of the ACHIEVE study. 
What are the possible benefits of taking part? 
The PocDoc Healthy Heart Test is an approved screening tool for cardiovascular health. Therefore, by taking part you will get information about the state of your heart health and some wider health information about yourself. If the results are within the normal range then this may give you reassurance. IF one or more results are out of normal range, then you will be made aware of this, and your regular GP practice will be informed of this. Beyond the study, you and your GP may then consult on how to act on these results. You may be offered further tests (including confirmation blood tests done in the central hospital laboratory) and/or you may be offered medication to manage the condition. With the PocDoc App, you will get to know what the health check test results show. By taking part, you may possibly get support and treatment for e.g. high cholesterol, IF these are found to be abnormal through PocDoc testing. 
Overall, your employer, GP and/or any other care teams will manage your care as per usual, whether you take part in this study or not. You cannot claim payments, reimbursement of expenses or any other benefits or incentives for taking part in this research. With your consent, we can share a summary of the overall study findings with you when the study is complete.  
What are the possible disadvantages and risks of taking part? 
We do not anticipate any major personal safety risks with someone taking part in this study. Taking blood from the fingertip comes with the very minor risk of some excessive bleeding and/or possibly some bruising. If the finger is disinfected before taking the blood, the risk of infection is extremely low. As a disadvantage, potentially being diagnosed with a cardiovascular condition may – depending on your exact circumstances - potentially affect any insurance policies or personal licences you may have. 
If you do decide to take part in the ACHIEVE study, and the study team, PocDoc, the sponsor NHS Trust, or national authorities learns of important new information that might affect your willingness to take part or remain in the study, they will tell you as soon as possible. Appropriate precautions are in place to ensure your medical and personal information is kept safe (see next sections).  
How will we use information about you? 
We will need to use information from you and (for some of the study participants) from your GP medical records for this research project.
This information will include your NHS number/name /sex/contact details /date of birth/ email address. 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. North Cumbria Integrated Care NHS Foundation Trust (‘NCIC’) is the sponsor of this research.
NCIC is responsible for looking after your information. We will share your information related to this research project with the following organisations: 
· Cumbria Health (the NHS partner organisation delivering this study), 
· The GP practice that you are registered with, and 
· Vital Signs Solutions Ltd (the funder of the project). 
We will keep all information about you safe and secure by: 
· Only sharing essential patient/person identifiable information with our NHS partner organisations
· Sharing and saving your patient/person identifiable information on NHS password protected computers and servers.
· Only sharing anonymised study data with Vital Signs Solutions Ltd (the funder of the project). It will not include any personal identifiers.
· For the PocDoc App (developed and hosted by Vital Signs Solutions Ltd) you will require to share your email address to activate the App, but this is covered by a separate data agreement between you and Vital Signs Solutions Ltd.
Regardless of whether you take part or not, we will not inform your employer of your choice. And if you take part in this study, we will not share any of your personal study data or personal health data with your employer. They will not be informed of PocDoc test results either. 
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, by using group average outcomes. 
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
· You have the right to ask us to access, remove, change or delete data we hold about you for the purposes of the study. You can also object to our processing of your data. We might not always be able to do this if it means we cannot use your data to do the research. If so, we will tell you why we cannot do this
Will my participation in the study be kept confidential? 
We are approaching in a similar manner as you were approached when you volunteered in the first workplace health check just over a year ago. This means we have approached your employer to ask them to distribute the information about this ACHIEVE study to all employees who took part last time round. All information that you give us will be kept strictly confidential. You will be asked to give your name and contact details because we need to be able to send you the test kits, but also because we wish to match this with your medical information (see the Section ‘Review of Health Check Outcomes’. 

All your personal details will be treated as STRICTLY CONFIDENTIAL, in line with the Data Protection Act and General Data Protection Regulation for health and care research. Your data collected during your participation in the ACHIEVE study will be entered into a password-protected database and analysed – using only NHS computers and servers (Cumbria Health and NCIC).  For the data analyses, your study data will not be identified by your name – only by participant number. Appropriate measures will be enforced to protect your identity in all presentations and publications, as required by United Kingdom regulations. The Sponsor’s clinical research staff, consultants, one or more nominated research organisation(s) working on behalf of Sponsor, Sponsor’s auditors or their representatives, the NHS representatives and regulatory authorities may have direct access to the study files, but your medical records will not be accessed.

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

What if something goes wrong?
If you have any concerns at any stage of your involvement in this research project, please feel free to discuss these with the research team. We will do our best to resolve any problems quickly. If you are still unhappy and wish to complain about any aspect of the way you have been approached, the normal National Health Service (NHS) complaints mechanisms are available to you (via sponsor’s complaints department, complaints@ncic.nhs.uk). The study is covered by NHS insurance in relation to the design, management and conduct of the research, but not for no fault compensation.
What will happen if I don’t want to carry on with the study? 
Your participation in the study is voluntary. You can choose not to take part. You can leave the study at any time and do not have to give a reason why. If you leave after signing the study consent form, you will not be able to re-join the study. Any data collected up to the point where you leave will be destroyed, and no new information will be collected. If you leave the study, your employer will manage you as they would normally do. 
International transfers
Your data will not be shared outside the UK 
How will we use information about you after the study ends?
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?
You can find out more about how we use your information:

•   by sending an email to information.governance@ncic.nhs.uk  (the Data Protection Officer / Information Governance Department at the sponsor’s NHS Trust), or 
•  By ringing us on 01228 814008.
•  By reading our leaflet available from www.hra.nhs.uk/patientdataandresearch  , and www.hra.nhs.uk/information-about-patients/  
•  By asking one of the research team, our contact details are further down this leaflet at ‘Contact for further information’

Who is organising and funding the study? 
North Cumbria Integrated Care NHS Foundation Trust is the sponsor for the study, and Vital Signs Solutions Ltd (provider of PocDoc Healthy Heart Check point-of-care test) will provide a research grant to the study team. The study has been reviewed and given a favourable opinion by the National Ethics Research Service (London - Fulham  Research Ethics Committee, REC ref: 25/PR/1602), the Health Research Authority (reference 360452) and the NHS Trust (North Cumbria Integrated Care NHS Foundation Trust). 
The research team acts as a contact point and coordinator for patients requiring information and support. If concerns are raised, referral of patients/families on to other professional agencies will be done as appropriate and according to the Trust guideline. 
Contact for further information
You can get more information or answers to your questions about the study, your participation in the study, and your rights, from the ACHIEVE research team:
· Name:	Dr Stacey Fisher (Chief Investigator) 
· Phone number: 01228 602173. If we miss your call, there is a confidential answer phone on this number. If you leave a message we will respond to you at the earliest opportunity. 
· Email:  research.edc@ncic.nhs.uk 
Generic information on taking part in clinical research can be obtained from the Patient Experience Team, tel 0800 633 5547 or PET@ncic.nhs.uk , or from websites such as the NHS Choices website, http://www.nhs.uk/Conditions/Clinical-trials/Pages/Introduction.aspx 
Independent advice can be obtained from the Patient Advice & Liaison Service (PALS)
Email: pals@ncic.nhs.uk , Telephone: 01228 814008

Thank you for taking the time to read this information sheet
IRAS ref 360452		Page 4 of 9
image3.png
ACHIEVE study




image4.png




image1.jpeg
NHS |

North Cumbria

Integrated Care
NHS Foundation Trust




image2.png
N

CumbriaHealth




