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IMPACT-COVID-19 

(Influence of Military Preventive policy for recruit Training on COVID-19 seroconversion; part of approved protocol 

1070MODREC20 ‘The influence of stress and lifestyle on illness and injury during phase one training’.) 

  

Invitation to take part: 

You are invited to take part as a civilian volunteer in this research study being conducted by the 

Ministry of Defence and Leeds Beckett University. You should only take part if you want to; choosing 

not to take part will not disadvantage you in any way. Before you decide whether you want to take 

part, it is important for you to understand why the study is being done and what taking part will 

involve. Please take time to read this information carefully and discuss it with others if you wish. Ask 

us if there is anything that is not clear or if you would like more information. 

What is the purpose of the research? 

This study is a subset of a larger study asking if a set of prevention measures in military recruits can 

prevent infections like COVID-19. We want to understand how and why military recruits may become 

vulnerable to illness and injury, including COVID-19. We want to know whether recruits who are taking 

prevention measures, including vitamin D, show different rates of infection from the virus that causes 

COVID-19, SARS-CoV-2, than people in civilian life. 

In this research study, we will ask you to have some blood tests for us to measure calcium, vitamin D 

and previous SARS-CoV-2 infection. We will also ask you to complete some questionnaires about 

symptoms of COVID-19 that you may have experienced. 

Public Health England guidelines recommends taking vitamin D supplements during the Covid 

pandemic. It is up to you if you take vitamin D. For this study we are particularly interested in the 

SARS-Cov-2 rates in those who do not take vitamin D. 

Who is doing this research? 

This military aspect of the study is being led by a research team from Liverpool John Moores University 

working with the Defence Medical Services. The civilian aspect of the study is a collaboration being 
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jointly led by the Defence Medical Services and Leeds Beckett University. The study is funded by the 

Ministry of Defence. 

Why have I been invited to take part? 

You have been invited to take part because you are between 18 and 33 years of age and live local to 

Leeds. 

Do I have to take part? 

No. This study is voluntary and it is up to you to decide whether you wish to take part. You can ask the 

study team any questions (in private if you prefer). If you do wish to take part, we will invite you to 

sign a consent form to show you have agreed to take part. You may pull out of the study at any time 

without giving a reason. If you decide not to participate, it will not affect your relationship with any of 

the researchers. Deciding not to participate will have no bearing on the outcome of any of activities 

that you are doing with Leeds Beckett University (e.g. undergraduate courses). 

What will I be asked to do? 

Following the reading of this document we will ask you to wait 24 hours before considering whether 

you want to take part. Should you decide to take part, your contact time with researchers will be 

approximately 30 minutes during week 1. They will also be available to you, should you need it, later 

in the study, but your participation can carry on entirely ‘remotely’ after week 1. This will limit risks 

associated with face-to-face contact in the present pandemic situation. 

Week 1 (Baseline) 

Health History Questionnaire 

This is a short questionnaire that asks about your general health, your height, weight, sex and 

ethnicity. We will assess whether you have had any previous symptoms, over the past few months, 

which could be consistent with a previous coronavirus infection. 

For female volunteers, we will ask you to confirm that, as far as you are aware, you are not pregnant 

and we will request that you inform us should you become pregnant during the study. We would not 

be able to continue including you in the study should you become pregnant during it. There will be no 

pressure from the study team to not become/avoid pregnancy and you will be free to decide to 

become pregnant at any point. 
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Vitamin D 

We will ask you about whether you are taking Vitamin D. If you are taking Vitamin D, we will not be 

able to enter you into the study. We will also ask that you inform of us if you decide to start taking 

Vitamin D at any time during your participation in the study. We may not be able to continue to include 

you in the study if you do decide to start taking Vitamin D. You will be entirely free to decide to take 

Vitamin D at any point and you will not be pressured by the study team to stop or avoid taking it. 

Blood test 

This will look at the levels of vitamin D in your blood and the levels of calcium (which can be affected 

by vitamin D). It will also test whether or not you have been in contact with the coronavirus (SARS-

CoV-2) by two methods: 

a) a normal blood test (we will perform this in the usual way- by inserting a needle into your vein). We 

will take a small amount of blood from you (maximum of 8.5 ml, or ~2 teaspoons). 

b) a dried blood spot test. Here we will ask you to prick your finger and drop the blood onto some 

special paper. We will teach you how to perform this at this visit. 

In the unlikely event that the calcium level is high or the dried blood spot showed recent exposure to 

SARS-CoV-2, we would contact you directly to let you know before week 5. This would mean it’s not 

possible to continue in the study. 

After this we will ask you to test yourself. This will involve the following: 

Weeks 5, 9, 12 

Every three weeks 3-5 weeks we will ask you to perform: 

Symptom questionnaire 

This is a short questionnaire that will assess if you have had any symptoms suggestive of a possible 

coronavirus infection over the past 3-5 weeks. We will send you reminders to complete these. The 

survey is completed online. 

Blood Spot test 

This will test if you have been in contact with the coronavirus (SARS-CoV-2). You will perform this 

yourself. It is a self-administered finger-prick test where you apply a spot of blood onto a piece of filter 

paper. You are not required to meet the study team on these weeks (unless you are having difficulties 

doing the test and need us to help). You will receive the testing kits on the day you are recruited to 
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the trial. We will train you how to perform these tests. Once you have completed the tests, we will 

ask you to return them to us in a sealed envelope provided to you in the kit. A returns method that is 

convenient to you will be established closer to the start of the study, involving a ‘letterbox’ drop off 

(into a local drop-off point or post box). 

Week 16 

We will arrange to see you again at week 16. We will take a blood test (we will perform this in the 

usual way- by inserting a needle into your vein). This test will check your final status for evidence of 

contact with COVID-19. We will inform you of this result. It will also allow us to check your levels of 

vitamin D and calcium in the blood. We will also ask you to perform the dried blood spot test and 

symptom questionnaire as you have done previously. We will ask about whether you took Vitamin D 

tablets during the study and, for female volunteers, about whether you are pregnant (and if so, when 

you became pregnant). We anticipate that the face-to-face visits at weeks 1 and 16 will occur at one 

of the Leeds Beckett University campuses (Headingley). 

A guide to the testing measures is provided in the Table below. 

 

 

Table: testing schedule following introduction to the study. At least 24 hours will be allowed to 

consider the decision to enter the study. DBS= Dried Blood Spot test, taken as a finger prick test by 

you after training in the technique. 

 

 

Time 

 

Blood Test 
Symptom 
questionnaire 
 

 
 
Face to Face 
attendance 

Coronavirus 
(SARS-CoV-2) 

Vitamin D 
Levels 

Calcium 

 
 

Week 1 YES YES YES YES YES 

Week 5 
YES 

(DBS only) 
NO NO YES NO 

Week 9 
YES 

(DBS only) 
NO NO YES NO 

Week 12 
YES 

(DBS only) 
NO NO YES NO 

Week 16 YES YES YES YES YES 
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Are there any direct benefits to me of taking part? 

There are no specific benefits to you from taking part in this study. 

What are the possible disadvantages (or risks) of taking part? 

The risks involved in taking part in this research are small. The only source of possible localised mild 

discomfort and bruising would be when the blood sample is drawn. 

What happens if I get COVID-19 during the trial? 

If you develop COVID-19 (confirmed by an appropriate test done by the NHS) during the trial this 

information will be captured by the symptom questionnaire. You can still participate in the trial 

because we can still get useful information about changes in your serology markers. You will of course 

have to self-isolate for 10 days from the start of symptoms as per the current government guidance. 

If this 10-day period includes the time-point at which we would have been seeing you for a face-to-

face blood test then DO NOT attend this appointment. Instead, please contact us and we will send you 

an extra dried blood spot test kit to be done at the time you would have been having a face-to-face 

appointment. 

What if you learn something new about my health? 

We will inform you if we find any significant abnormality in your calcium at any time point and we will 

advise you to seek further advice from your GP. We will inform you regarding any positive evidence 

of SARS-CoV-2 infection or a low vitamin D level at the end of the study.  

We will inform you regarding any positive serology to SARS-CoV-2 at the end of the study. You may be 

infected with SARS-CoV-2 (the virus that causes COVID-19) during the study but not develop symptoms 

during this time. However, blood tests taken during the study might indicate you have developed 

serology markers. You will be informed of this only at the end of the study (if you were informed during 

the study this might alter your behaviour and your study participation). This would not alter any clinical 

treatment, as this would only be started when symptoms developed, and you visited your GP or testing 

centre. 

Can I withdraw from the research and what will happen if I withdraw? 

Yes. You are free to withdraw from this study at any time by contacting any of the named investigators. 

Taking part in the study if you are a student or employee at Leeds Beckett University will not affect 

the outcome of your degree or impact on your career. If you withdraw from this study, unless you 

specifically request for all your data to be destroyed, any information provided up to the point of 
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withdrawal will remain in the study. To safeguard your rights, we will use the minimum personally-

identifiable information possible. 

Will I receive any expenses or payments? 

You will be given a £25 Amazon voucher on completion of the study. 

Who do I contact if I have any questions or a complaint? 

Contact the study team (contact details below) for questions about the study, appointments or any of 

the tests and supplements.  

Contact the Independent Medical Officer (IMO) for questions about anything else. Their role is to act 

independently of the study team and to ensure your safety. 

If you are unhappy with any aspect of the study, please discuss this with a member of the research 

team. If you remain unhappy, please contact the IMO (contact details below). You could also contact 

the Leeds Beckett University Research and Ethics committee. 

What happens if I suffer any harm? 

It is very unlikely that you will suffer harm as a result of this study. If you suffer any harm as a direct 

result of taking part in this study, you can apply for compensation under the MoD’s No-Fault 

Compensation Scheme. 

What will happen to any samples I give? 

Small samples of your blood will be collected during this study. All of your samples will be given a 

unique code to maintain confidentiality. The larger samples of your blood drawn into plastic tubes will 

be stored securely in a locked freezer. The dried blood spots will be securely stored after delivery until 

processing. You are free to withdraw your samples from the study at any time. Samples will be 

destroyed after the last sample is analysed. All samples that we collect and store will comply with the 

Human Tissue Act (2004). 

Will my records be kept confidential? 

Your name, contact details and study data will be kept strictly confidential. The research team will use 

this information to contact you about the research study, make sure that relevant information about 

the study is recorded in your notes, and to oversee the quality of the study.  

Electronic records of your anonymised study data will be entered into a password protected database. 

After information from the health questionnaires have been entered into a database, the 
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questionnaires will be securely destroyed. Only anonymised data will be published following 

completion of the study. 

We will keep identifiable trial information about you for a minimum of 10 years after the study ends, 

before being securely destroyed. 

If you withdraw from the study, data collected up to when you withdrew from the study will be 

retained for use in the study, unless you request, in writing, for your data to be destroyed.  

All information will be subject to the current conditions of the Data Protection Act 2018. 

What if I am withdrawn from the study? 

Should you decide to start taking vitamin D during the study, we may have to withdraw you from 

further measurements. Unless you objected, we would still like to use the information collected about 

you up until that point. At the end of the whole study, we would let you know about your personal 

results (SARS-CoV-2 status, Vitamin D status) in the same way that we will for participants completing 

the study. Should you become pregnant during the study, we would have to withdraw you from 

further measurements. Unless you objected, we would still like to use the information collected about 

you up until that point. At the end of the whole study, we would let you know about your personal 

results (SARS-CoV-2 status, Vitamin D status) in the same way that we will for participants completing 

the study. 

Who has reviewed the study? 

This study has been reviewed and given favourable opinion by the Ministry of Defence Research Ethics 

Committee (MoDREC), as well as the Carnegie School of Sport Research Ethics Committee. 

Compliance with the Declaration of Helsinki 

This study will be conducted in accordance with the principles defined in the Declaration of Helsinki 

as adopted at the 64th WMA General Assembly at Fortaleza, Brazil in October 2013. 
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Further Information and Contact Details: 

 

IMPACT COVID email address: impact-covid19@leedsbeckett.ac.uk 

 

Independent Medical Officer 

Dr Asim Suleman 

Hollyns Health and Wellbeing Allerton 

Allerton Health Centre 

Belldean Road, Bradford BD15 7WA 

Telephone: 01274 880 650 

Email: asim.suleman@bradford.nhs.uk 

 

Leeds Study Coordinator: 

Name: Prof John O’Hara 

Telephone: tel:01138125239 

E-mail: J.OHara@leedsbeckett.ac.uk 

 

Chief Investigators: 

Name: Prof David R Woods 

Telephone: 01214158660 

E-mail: doctordrwoods@aol.com 

 

Name: Prof Julie Greeves 

Telephone: 01264 886792 

E-mail: julie.greeves143@mod.gov.uk 

mailto:impact-covid19@leedsbeckett.ac.uk

