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16 July 2023
Open Letter to Chief Executive and Chairman of all Participating Centres and NHS Trusts
CC: Dame June Raine, CEO MHRA
Chair of all Local Research Ethics Committees
Re: NextCOVE study
We wish to draw your attention to a Covid-19 vaccine trial in your hospital which has just started

recruiting children aged 12-17 and which is in contravention of the Declaration of Helsinki® and
other UK and international laws.

NextCOVE? trial was launched last month in Bradford, with several other centres across the UK due
to start recruiting soon, including Leicester. The trial was announced by Yahoo? on the same date,
30th June 2023, that all routine Covid vaccines ended* for healthy children and young adults.

The information leaflet provided by Rotherham Doncaster and South Humber NHS Foundation
Trust, opens with this emotionally loaded paragraph:

‘The COVID-19 pandemic is like nothing we’ve seen in more than a century and it has altered
each and every one of our lives. Now, you or your child could be a part of important research
on an investigational COVID-19 vaccine. By enrolling in the NextCOVE Study, you or your
child will be contributing to a potential solution to the evolving COVID-19 pandemic, which
has affected the entire world.’

Further on it states: ‘By taking part in this trial, you or your child could make a difference for your
family, your community and people everywhere.’

The trial aims to compare two types of Moderna mRNA vaccines for use as boosters, the original
vaccine produced against the Wuhan strain, compared against the latest bivalent vaccine which is a
50:50 mix of the original with a new omicron strain. There is no placebo control.

It is notable that the only group currently able to get a Covid vaccine® in the UK are high risk
children aged 6 months to 4 years, all other vaccines having been suspended through the
summer. Boosters are likely to be available again this autumn, only for specified high risk groups.
Healthy young adults, let alone children, are not recommended to have boosters.

1 https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/

2 https://www.rdash.nhs.uk/wp-content/uploads/2023/06/mRNA-1283-

P301 Recruitment Brochure UK English V2 21Mar2023 digital-GR-edit.pdf

3 https://uk.news.yahoo.com/covid-19-vaccination-trial-begins-073007587.html

4 https://www.gov.uk/government/news/people-urged-to-get-covid-jab-before-offer-ends

5 https://www.nhs.uk/conditions/covid-19/covid-19-vaccination/about-covid-19-vaccination/
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It is hard, therefore, to see how these boosters could significantly benefit the children entering the
trial, which is an absolute requirement for research on children. The Declaration of Helsinki® states
that ‘All medical research involving human subjects must be preceded by careful assessment of
predictable risks and burdens to the individuals and groups involved in the research in comparison
with foreseeable benefits to them and to other individuals or groups affected by the condition under
investigation’.

The Medicines for Human Use (Clinical Trials) Regulations 2004° enacted the Declaration of Helsinki
into UK law, and further provides that ‘The rights, safety, and well-being of the trial subjects are the
most important considerations and shall prevail over interests of science and society’. The landmark
international Universal Declaration on Bioethics and Human Rights(2005)” states that ‘Scientific
research should only be carried out with the prior, free, express and informed consent of the person
concerned’. Article 7, referring to people without the capacity to consent, states, ‘authorization for
research and medical practice should be obtained in accordance with the best interest of the person
concerned’ and that ‘research should only be carried out for his or her direct health benefit’.

The trial information leaflet does not mention any direct health benefit to the recipient, the aim of
the study being ‘to learn more about how it works in the body’. The JCVI recently published a table
of numbers needed to vaccinate® and for the age group 16-19, it requires 193,500 vaccinations to
prevent one severe hospital admission. For healthy 20—29-year-olds the number is even larger at
418,100.

But if there is no tangible benefit, what of the potential harms? The Declaration of Helsinki clearly
requires these to be given. The NextCOVE information leaflet states:

e ‘The trial vaccine is investigational and has not yet been approved for use in adults or
children. This means we are still researching the product and we do not know if it is effective
and safe to use. We do not know if it will prevent SARS-CoV-2 infection or reduce the severity
of COVID-19 illness.’

This statement surely renders the trial illegal for children or any other groups who cannot give
informed consent, and very questionable even for healthy adults.

The leaflet then goes on to state:

o Allvaccines may have some side effects, and this is true for this investigational vaccine too.

o In other trials of individuals receiving investigational vaccines similar to mRNA-1283.222, the
most common side effects were fever, headache, muscle aches or pain, joint aches or pain,
tiredness, nausea/vomiting and chills. These side effects have been more commonly reported
after the later injections of the investigational vaccine and typically last between 2 and 3
days.

6 hitps://www.legislation.gov.uk/uksi/2004/1031/pdfs/uksi 20041031 en.pdf

7 https://www.unesco.org/en/legal-affairs/universal-declaration-bioethics-and-human-rights
8https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment data/file/1131409/appendi
x-1-of-jcvi-statement-on-2023-covid-19-vaccination-programme-8-november-2022.pdf
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There is no mention of myocarditis in the information leaflet, despite the fact that the highest age
group for this serious complication is 16-17s according to information presented to the FDA® at 69.1
cases per million second doses in males. A further paper from the same group gave a rate of 105.9
per million doses!®. These studies are using passive reporting systems but one study from Thailand,
where boys were brought back for blood tests on day 3 and 7 after their second dose, found an
extremely worrying 1 in 43! with clinical or subclinical myocarditis/pericarditis. Many reports only
include the Pfizer vaccine which was the predominant mRNA vaccine in use, but a study from
Canada shows the incidence of myocarditis after Moderna was significantly higher than after the
Pfizer vaccine, especially in young adults aged 18-2912,

There is also no mention that far from side effects ‘typically lasting between 2 and 3 days’, the
effects of myocarditis may include permanent scarring to heart muscle with increased risk for
sudden death. It has been suggested that post-vaccination myocarditis in children is mild and
settles quickly, but this is not borne out by the facts. One small follow-up study'? has been
published in which 69% of the children studied still had significant abnormalities on cardiac MRl
scans 3-8 months after their initial illness. The Late Gadolinium Enhancement (LGE) seen on the
scans has previously been described as an indicator of risk for later deaths!4. In a large follow-up
study from the US*, 519 children with myocarditis reported to the VAERS system, were followed 3-
6 months later. 30% still had intermittent pain, 26% were still on medication. Of 151 who had a
follow-up cardiac MRI scan, 54% were still abnormal. There has been sufficient concern that the
FDA are now funding a large study of children with MACiV® (Myocarditis After COViD Vaccination).

An analysis of the results from the original Pfizer and Moderna mRNA vaccine trials found that 1 in
800 suffered a serious adverse event, as defined by the WHO endorsed Brighton Collaboration?’.
Thus on balance, the risks from these trial injections potentially outweigh the benefits by as much
as 500:1. Indeed, the JCVI itself'® concluded in July 2021 that the balance of benefit and risk was
too close to recommend to healthy under 18s — that was long before omicron and when we knew a
lot less about the poor efficacy and apparent immune imprinting of the vaccines.

9 https://www.fda.gov/media/153514/download

10 https://jamanetwork.com/journals/jama/fullarticle/2788346

11 https://www.mdpi.com/2414-6366/7/8/196

12 https://www.sciencedirect.com/science/article/pii/S0735109722068243

13 https://www.jpeds.com/article/S0022-3476(22)00282-7 /fulltext#%20

14 https://jcmr-online.biomedcentral.com/articles/10.1186/1532-429X-13-S1-M7

15 https://www.thelancet.com/journals/lanchi/article/P11S2352-4642(22)00244-9/fulltext

16 https://www.nymc.edu/news-and-events/news-archives/us-fda-awards-dr-supriya-jain-19-million-to-support-
research-on-covid-19-vaccine-associated-myocarditis.php

17 https://www.sciencedirect.com/science/article/pii/S0264410X22010283

18 https://www.gov.uk/government/publications/covid-19-vaccination-of-children-and-young-people-aged-12-to-17-
years-jcvi-statement/jvci-statement-on-covid-19-vaccination-of-children-and-young-people-aged-12-to-17-years-15-july-
2021
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As outlined above, recruitment of children to the NextCOVE trial is in clear breach of the
Declaration of Helsinki!?, the Medicines for Human Use (Clinical Trials) Regulations 2004%° and the
Universal Declaration on Bioethics and Human Rights(2005)21.

Moreover, it has come to our notice that another trial centre is offering £1500 to children at
completion of the study. This contravenes the Ethical Research Involving Children(ERIC) guidance??,
which specifically advises, ‘Ensure that any payment is not used to unduly bribe, coerce or pressure
children or parents to participate in research’. Can you confirm whether or not similar financial
inducements have been offered by your research team?

This trial must cease recruiting children, with immediate effect and before a healthy volunteer
comes to harm.

Yours sincerely,

Khomad . Joo

Dr Rosamond Jones, MBBS, DRCOG, MD, FRCPCH, convenor Children’s Covid Vaccines Advisory
Council, on behalf of 100 health professionals and academics
CCVAC | Children's Union (childrensunion.org)

Professor Anthony J Brookes, Professor of Genomics & Health Data Science, University of Leicester
Professor Richard Ennos, MA, PhD. Honorary Professorial Fellow, University of Edinburgh

Professor John A Fairclough, BM BS, BMed Sci, FRCS, FFSEM(UK), Professor Emeritus, Honorary
Consultant Orthopaedic Surgeon

Professor David Livermore, BSc, PhD, retired Professor of Medical Microbiology

Professor Dennis McGonagle, MB BCh, PhD, FRCPI, Professor of Investigative Rheumatology

Professor Roger Watson, FRCP Edin, FRCN, FAAN, President of the National Conference of University
Professors, Academic Dean Southwest Medical University China

Professor Keith Willison, PhD, Professor of Chemical Biology, Imperial, London

Lord Moonie, MBChB, MRCPsych, MFCM, MSc, House of Lords, former parliamentary under-
secretary of state 2001-2003, former consultant in Public Health Medicine

Dr Shiraz Akram, BDS, Dental Surgeon
Dr Victoria Anderson, MBChB, MRCGP, MRCPCH, DRCOG, General Practitioner

Julie Annakin, RN, Immunisation Specialist Nurse

19 https://www.wma.net/what-we-do/medical-ethics/declaration-of-helsinki/

20 https://www.legislation.gov.uk/uksi/2004/1031/pdfs/uksi 20041031 en.pdf

21 https://www.unesco.org/en/legal-affairs/universal-declaration-bioethics-and-human-rights
22 https://childethics.com/payment-compensation/#1652396073278-952504c9-a815
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Wendy Armstrong, Practice Nurse

Helen Auburn, Dip ION, MBANT, NTCC, CNHC, Registered Nutritional Therapist

Dr Ancha Bala Joof, MBChB, MRCGP, General Practitioner

Dr Elyse Baril-Guerard, MD, CCFP, MRCGP, General Practitioner

Dr Mark A Bell, MBChB, MRCP(UK), FRCEM, Consultant in Emergency Medicine, UK
Dr Michael D Bell, MBChB, MRCGP, retired General Practitioner

Dr Ashvy Bhardwaj, MBBS, DRCOG, MRCGP (2018)

Dr Alan Black, MBBS, MSc, DipPharmMed, Retired Pharmaceutical Physician

Dr David Bramble, MBChB, MRCPsych, MD, Consultant Psychiatrist

Dr Gillian Breese, BSc, MB ChB, DFFP, DTM&H, General Practitioner

Dr Emma Brierly, MBBS, MRCGP, General Practitioner

Dr lan Bridges, MBBS, retired General Practitioner

Dr Elizabeth Burton, MB ChB, Retired General Practitioner

Dr David Cartland, MBChB, BMedSci, General practitioner

Catherine Cassell, RGN, Practice Nurse

Angela Chamberlain, BSc (Hons), Midwife

Dr Peter Chan, BM, MRCS, MRCGP, NLP, General Practitioner, Functional Medicine Practitioner
Dr Marco Chiesa, MD, FRCPsych, Consultant Psychiatrist, Visiting Professor

Dr Bernard Choi MBBS MRCGP DCH DRCOG General Practitioner

Michael Cockayne MSc, PG Dip, SCPHNOH, BA, RN, previous Occupational Health Manager at
Bradford Teaching Hospitals Trust

Mr lan F Comaish, MA, BM BCh, FRCOphth, FRANZCO, Consultant ophthalmologist

James Cook, BN, MPH, NHS Registered Nurse

Dr David Critchley, BSc, PhD, 32 years in Pharmaceutical R&D as a Clinical Research Scientist
Dr Christine Dewbury, retired General Practitioner

Dr Phuoc-Tan Diep, MBChB, FRCPath, Consultant Histopathologist

Dr Damien Downing, MBBS, MRSB, private Physician

Dr Jonathan Eastwood, BSc, MBChB, MRCGP, General Practitioner

Dr Jonathan Engler, MBChB, LIB (hons), DipPharmMed

Dr Elizabeth Evans, MA(Cantab), MBBS, DRCOG, CEO UK Medical Freedom Alliance

Dr Chris Exley, PhD FRSB, retired professor in Bioinorganic Chemistry

Dr John Flack, BPharm, PhD. Retired Director of Safety Evaluation at Beecham Pharmaceuticals
1980-1989 and Senior Vice-president for Drug Discovery 1990-92 SmithKline Beecham
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Dr Sheena Fraser, MBChB, MRCGP (2003), Dip BSLM, General Practitioner

Henry Goodall, MBBS, FFOM, Consultant Occupational Health Physician retired, past President of
the Society of Occupational Medicine

Dr Jenny Goodman, MA, MBChB, Ecological Medicine
Sophie Gidet, RM, Midwife

Cheryl Grainger, BSc, Pharma Training Consultant

Dr Cathy Greig, MBChB (hons), General Practitioner

Dr Ali Haggett, Mental health community work, 3rd sector, former lecturer in the history of
medicine

Mr David Halpin, MBBS, FRCS, Orthopaedic and Trauma Surgeon, retired
Dr Catherine Hatton, MBChB, General Practitioner

Alex Hicks, MEng, MCIPS, Compliance Director (Supply Chain)

Mr Anthony Hinton, MBChB, FRCS, Consultant ENT surgeon, London

Dr Renee Hoenderkamp, General Practitioner

Dr Richard House, PhD, CPsychol, AFBPsS, CertCouns, Chartered Psychologist, former senior
lecturer in Psychology (Roehampton) and Early Childhood (Winchester), retired psychotherapist

Dr Keith Johnson, DPhil, former patents officer

Fiona Jones, BScHons, DipPreSci, PgCertMed Ed, MFRPSII, FRPharmsS, retired Clinical Lead
Pharmacist

Dr Pauline Jones, MBBS, retired General Practitioner

Dr Timothy Kelly, MB BCh BSc, NHS doctor

Eshani King BSc (Hons) FCA CTA BFP - Evidence Based Research in Immunology and Health
Dr Tanya Klymenko, PhD, FHEA, FIBMS, Senior Lecturer in Biomedical Sciences

Dr Flora Kogera, MBBS, hospital Trainee Doctor

Dr Caroline Lapworth, MB ChB, General Practitioner

Dr Branko Latinkic, BSc, PhD, Molecular Biologist

Dr Theresa Lawrie, MBBCh, PhD, Director, Evidence-Based Medicine Consultancy Ltd, Bath
Dr Andrew Lees, MB BS, MRCGP, DCH, retired General Practitioner

Dr Felicity Lillingstone, IMD DHS PhD ANP, Doctor, Urgent Care, Research Fellow
Dr Nichola Ling, MBBS, MRCOG, Consultant obstetrician and digital advisor to NHS England

Katherine MacGilchrist, BSc (Hons) Pharmacology, MSc Epidemiology, CEO, Systematic Review
Director, Epidemica Ltd

Dr C Geoffrey Maidment, MD, FRCP, retired consultant physician
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Mr Ahmad K Malik, FRCS (Tr & Orth), Dip Med Sport, Consultant Trauma & Orthopaedic Surgeon
Dr Ayiesha Malik, MBChB, General Practitioner

Dr Kulvinder S. Manik MBChB, MRCGP, MA(Cantab), LLM, Gray’s Inn

Julie Maxwell, MBBCh, MRCPCH, Associate Specialist Community Paediatrician

Dr Sam McBride, BSc (Hons) Medical Microbiology & Immunobiology, MBBCh BAO, MSc in Clinical
Gerontology, MRCP(UK), FRCEM, FRCP(Edinburgh), NHS Emergency Medicine & geriatrics

Kaira McCallum, BSc, retired pharmacist, Director of strategy UKMFA
Mr lan McDermott, MBBS, MS, FRCS(Tr&Orth), FFSEM(UK), Consultant Orthopaedic Surgeon
Dr Janet Menage, MA, MBChB, retired General Practitioner

Dr Franziska Meuschel, MD, ND, PhD Affiliations, IDF, BSEM, Nutritional, Environmental and
Integrated Medicine

Dr Graham Milne, MBChB, MRCGP, DRCOG, General Practitioner

Dr Scott Mitchell, MBChB, MRCS, Associate Specialist, Emergency Medicine

Dr Alistair ] Montgomery, MBChB, MRCGP, DRCOG, retired General Practitioner

Dr Alan Mordue, MBChB, FFPH, Retired Consultant in Public Health Medicine & Epidemiology
Dr David Morris, MBChB, MRCP(UK), General Practitioner

Margaret Moss, MA(Cantab), CBiol, MRSB, Director, The Nutrition and Allergy Clinic, Cheshire
Dr Greta Mushet, MBChB, MRCPsych, retired Consultant Psychiatrist in Psychotherapy

Dr Angela Musso, MD, MRCGP, DRCOG, FRACGP, MFPC, General Practitioner

Dr Sarah Myhill, MBBS, Dip NM, Retired GP, Independent Naturopathic Physician

Mr Colin Natali, Consultant spinal surgeon

Dr Chris Newton, PhD, Biochemist

Julie Nicholls, LCSP(Phys), IEMT, former RGN, Body-Mind Coach

Dr Rachel Nicoll, PhD, Medical researcher

Sue Parker Hall, CTA, MSc (Counselling & Supervision), MBACP, EMDR. Psychotherapist

Dr Christina Peers, MBBS, DRCOG, DFSRH, FFSRH, Menopause Specialist

Rev Dr William J U Philip MB ChB, MRCP, BD, Senior Minister The Tron Church Glasgow, formerly
physician specialising in cardiology

Dr Julia Piper, FRCGP, BM BS, BMedSci, DFFP, AFMCP, DipOccMed, DipMedAcc

Dr Angharad Powell, MBChB, BSc (hons), DFRSH, DCP (Ireland), DRCOG, DipOccMed, MRCGP,
General Practitioner

Dr Gerry Quinn, PhD, Microbiologist
Dr Naomi Riddel, MBBCh, MSc, MRCPsych, Consultant Child Psychiatrist
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Mr Angus Robertson, Orthopaedic Surgeon

Dr Jessica Robinson, BSc (Hons), MBBS, MRCPsych, MFHom, Psychiatrist and Integrative Medicine
Doctor

Dr Jon Rogers, MB ChB (Bristol), retired General Practitioner

Mr James Royle, MBChB, FRCS, MMedEd, Colorectal Surgeon

Dr Alison Sabine, MBChB, MRCP, Consultant Rheumatologist

Sorrel Scott, Grad Dip Phys, Specialist Physiotherapist in Neurology, 30 years in NHS
Dr Rohaan Seth, BSc (Hons), MBChB (Hons), MRCGP, Retired General Practitioner

Dr Rajendra Sharma, MBBCh, BAO, LRCP&S(Ire), MFHom, Private Doctor, Medical Director, Dr
Sharma Diagnostics

Dr Magdalena Stasiak-Horkan MBBS, MRCGP (2017), DCH, General Practitioner
Natalie Stephenson, BSc (Hons) Paediatric Audiologist

Matthew Taylor, retired Paramedic

Dr Noel Thomas, MA, MBChB, DObsRCOG, DTM&H, MFHom, Retired Doctor

Dr Livia Tossici-Bolt, PhD, NHS Clinical Scientist

Marco Tullio Suadoni, RN, BSc (Hons) Adult Nursing, MSc, Specialist Palliative Care Lead
Dr Helen Westwood, MBChB (Hons), MRCGP, DCH, DRCOG, General Practitioner
Dr Carmen Wheatley, DPhil, Orthomolecular Oncology

Dr Samuel White, MBChB, MRCGP

Mr Lasantha Wijesinghe, FRCS, Consultant Vascular Surgeon

Dr David Williams, retired General Practitioner

Dr Stephanie Williams, Dermatologist

Dr Lucie Wilk, MD, MRCP, Rheumatologist

Anne Wynne-Simmons, MBBS, MRCGP, DCH, retired General Practitioner

Dr AZ, MBChB, NHS Specialty doctor



