Open letter to the MHRA

« Dr June Raine, Chief Executive, MHRA

« Professor Lim, Chairman, JCVI COVID-19 subcommittee

. Hon Sajid Javid, Secretary of State for Health and Social Care
« Professor Sir Chris Whitty, Chief Medical Officer for England

. Sir Patrick Vallance, Government Chief Scientific Adviser

« Dr Jenny Harries OBE, Chief Executive, UKHSA

19 January 2022

Dear Dr Raine, Professor Lim, Mr Javid, Professor Whitty, Sir Patrick
Vallance & Dr Hatrries,

URGENT

RE: Signals that Covid-19Vaccines may have caused death in
childrenand young adults

We write to demand an immediate, urgent investigation to determine
whether the Covid-19 vaccines are the cause of significant numbers
of deaths seen recently in male children and young adults.

We also request that anonymised data and information known to be
available, showing how many children have died following a Covid-19
vaccine and within how many days, be published for full
transparency, in the public interest.

On Thursday 13" January 2022, at a hearing in the High Court[1] in
London, evidence was presented showing a significant increase in
the number of young male deaths following roll out of the Covid-19
vaccinations compared with the prior five-year average between
2015 and 2019. It is important to look at male deaths separately,
given what is known about higher risks from myocarditis in young
males.

Between 1° May to 24" December 2021 there were

. 402 registered deaths in 15-19-year-old males, 65 more than
the 337 five-year average;

« by contrast, 163 registered deaths in females, 12 less than the
175 five-year average; and


https://www.hartgroup.org/open-letter-to-the-mhra-regarding-child-death-data/#_ftn1

« combining those, 565 deaths of males and females registered
in total, 53 more than expected.

The Office for National Statistics has accepted that the increase in
young male deaths is a statistically significant increase, with the
mortality rate falling outside the expected confidence intervals from
earlier years’ data.

Even more concerning is the fact that the actual number of deaths
occurring of young males in this period is likely to be significantly
higher than those registered. This is because the ONS estimates
that owing to delays in registration, on average registered deaths in
the period account for only 62% of actual deaths occurring. Any
death where there was uncertainty about the cause will have been
referred to the coroner and such deaths can take a long time to be
registered. The fact that a signal is already evident in registered
deaths is therefore a great concern.

Allowing for the ONS estimate, the 65 excess male deaths could
represent 105 excess deaths of these young men, assuming the
proportion of deaths that have been referred to the coroner is similar
to previous years. If there have been more coroner’s referrals this
year, the figure could be higher.

Since at least 13 October 2021, the Secretary of State and JCVI
have been made aware of this increase in male deaths through their
representation by the Government Legal Department in High Court
proceedings. In addition, the ONS has itself now recognised that
more work could be undertaken to examine the mortality rates of
young people in 2021 and has confirmed in writing that it intends to
undertake that work “when more reliable data are available.”

There are already signals of risk

The incidence of higher mortality in young males in 2021 coinciding
with the roll out of Covid-19 vaccines cannot be dismissed as
coincidental, since there have already been warning signals of
serious adverse events in this age group. For this reason, the
decision to offer the Covid-19 vaccine to under 18-year-olds has not
been without controversy.

The JCVI previously declined to recommend that the Covid-19
vaccines be administered to healthy 12-15 year olds as the balance
of benefit to risk was only marginal at best in the face of the very low
risk to children of serious iliness or death from Covid-19 disease, the
considerable uncertainty of the potential harms of the Covid-19



https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-vaccination-of-children-aged-12-to-15-years/jcvi-statement-on-covid-19-vaccination-of-children-aged-12-to-15-years-3-september-2021

vaccines, the known signals of harms from the vaccines already
identified and the absence of complete and long term safety data in
circumstances where the vaccines have been rapidly brought to
market, long before the normal phase Il clinical trials used to assess
safety have been completed. On 3 September 2021 the JCVI said:

“Overall, the committee is of the opinion that the benefits from
vaccination are marginally greater than the potential known harms
(tables 1 to 4) but acknowledges that there is considerable
uncertainty regarding the magnitude of the potential harms. The
margin of benefit, based primarily on a health perspective, is
considered too small to support advice on a universal programme of
vaccination of otherwise healthy 12 to 15-year-old children at this
time. As longer-term data on potential adverse reactions accrue,
greater certainty may allow for a reconsideration of the benefits and
harms. Such data may not be available for several months.”

The JCVI's decision was overturned by the four chief medical officers
of England, Wales, Scotland and Northern Ireland, not because they
found there was a health benefit to children in respect of the Covid-
19 vaccines but because, based on modelling analyses, they
concluded that the Covid-19 vaccines were likely to reduce school
absences. Notwithstanding that theoretically preventing a few days of
absence for mild, cold-like symptoms could never reasonably be
regarded as justification for administering vaccines with unknown
long-term effects, this was the justification given for the vaccination of
school-age children. Since then, data must have been obtainable and
should have been collected and reviewed to determine whether
vaccinations have in fact reduced school absences, and the extent to
which absences have occurred by reason of (a) administration of the
vaccination program and (b) adverse reactions to the vaccines.

In addition, on 4 August 2021 the JCVI initially recommended only
one dose to healthy 16-17-year-olds, recognising that there was an
enhanced risk in young males of myocarditis from the Covid-19
vaccines, especially following a second dose, as identified by the
FDA in the U.S. and from data emerging in Israel. It is notable that
when, in November 2021, the JCVI advised that 16—17-year-olds
should be administered a second dose, it did so without including any
express statement that it considered the benefits of the Covid-19
vaccine outweighed the risks in that age group. Instead, it
recognised that information on the longer-term risks (months to
years) of myocarditis was unclear and would only become available
with the passage of time.
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The risk:benefit concerning roll out of vaccines to under 18s had
been said by the Secretary of State and those advising him to be
finely balanced. Several months have passed and data as to
registered deaths and school absences, together with the reduced
risk from Omicron, must give cause to consider whether that fine
balance must have tipped away from recommending vaccination in
the young.

An investigation mustbe conducted

In light of the increase in deaths in young males and the known
safety concerns, an investigation must be conducted. It is not
suggested that the observed increase in mortality proves that the
Covid-19 vaccines are causing death, whether via myocarditis or
some other mechanism, but a connection cannot be excluded. The
potential signal is strong enough that urgent investigations should
commence immediately to rule out that possibility. Each recipient of
this letter has a duty to investigate. It would be a grave dereliction of
duty not to do so.

The JCVI has an ongoing duty to keep its advice under review with
the emergence of new data. It has expressly stated on several
occasions that more data is either needed or awaited.

The MHRA is tasked with responsibility for vaccine surveillance in
real time and has a duty to monitor Covid-19 vaccine data for safety
signals. It does this through the Yellow Card reporting system, but its
role should not be confined to one passive surveillance system alone.
It is accepted by the Commission on Human Medicines Expert
Working Group, which was established to advise the MHRA on its
safety monitoring strategy for Covid-19 vaccines, that passive
surveillance relies on someone suspecting or ‘making a connection’
between the medicine or vaccine and an unexplained illness, and
then reporting it, and that therefore it is important that other forms of
vigilance are included to supplement the Yellow Card scheme.

It is therefore beyond doubt that the MHRA has a duty to investigate
incidence of excess mortality in young males within ONS held data,
regardless of whether or not Yellow Card reports have been
submitted.

The Secretary of State, as the person responsible for the
government’s vaccination programme, also has a paramount duty in
the public interest to monitor the safety and effectiveness of the
Covid-19 vaccines.



The dataare available and can be readily examined

These concerns should not be difficult to investigate. The ONS has
confirmed (to the Court) that it is able to provide precise anonymised
data including the number of days between vaccination and

death. No suggestion has been made that there is any difficulty in
gathering or analysing the data. If, for example, the data reveal a
concentration of deaths happening close in time to the date of
vaccination, this may strengthen concerns of a positive causal link
(e.g. under the Bradford Hill criteria) and further, more detailed
investigations would be merited. Higher incidence of mortality in
children after vaccination is a major cause for concern and could
indicate a need to pause the vaccination program immediately. If no
indication of causal connection is apparent, this may help to reassure
the public as to safety of the vaccines.

Although a halt to the Covid-19 vaccination programme in children is
what a High Court legal challenge has sought to achieve, so far the
courts have taken the view that mass roll out to under 18s has been
a political decision for the Secretary of State with which the Judiciary
is unable to interfere. That view from the court, dealing with particular
legal principles of judicial review, does not in any way hinder the
investigation we demand. Indeed, the Honourable Mr Justice Jay
remarked during one hearing, at which the Secretary of State was
represented, that he expected the JCVI would be “clamouring for the
data” relating to the incidence of death after vaccination.

Information has already been requested of and promised by
the Secretary of State

This request for information relating to deaths following vaccination is
not novel. On several occasions this issue has been raised in the
House of Commons. For example, on 25 March 2021, in answer to
questions from Mr William Wragg MP and Sir Christopher Chope MP
about incidence of deaths within three weeks following Covid-19
vaccination, the then Secretary of State, Matt Hancock, assured
Parliament that this was exactly the sort of thing he was looking at
and that, if there was any data not published, he would look into
publishing it because the government wanted to be completely open
and transparent to reassure people that the risks are extremely low.

It is extremely worrisome that the data concerning deaths following
Covid-19 vaccination does not appear to have been collected and
analysed or, if it has been, a decision has been made not to publish
it. Unfortunately, the impression given is not one of transparency, but
rather that information is being hidden. The long-term impact on trust
in elected representatives and in regulatory bodies that advise them
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cannot be understated. Neither can the potential significance of the
data signals which are apparently emerging.

Ourdemand and request

In light of the above and in all the circumstances, please would you
confirm the following by return:

1. Thateach of you will investigate the increase in mortality over
the period 1* May 2021 to 24" December 2021 (and beyond) in
young males as recorded by the ONS, to determine the reason
for the increase and whether causal connection to the Covid-19
vaccines can reasonably be excluded.

2. What steps have been taken so far, if any, to conduct the
investigation required and if such an investigation has already
commenced please confirm when that investigation
started, what is its scope, what stage it has reached and when
it is due to be concluded. If no steps have yet been taken,
please explain why not.

3. That you will now seek to obtain from the ONS, without delay,
the following data for all deaths aged 12-19 occurring on or
after 1st May 2021 to date:

a. Age (whether in the 12-15 or 16-19 age group)

b. Sex

c. Whether the individual had dose 1 of a Covid-19 vaccine
(and whether Moderna or Pfizer)

d. Whether the individual had dose 2 of a Covid-19 vaccine
(and whether Moderna or Pfizer)

e. If applicable, the number of days death followed dose 1 (if
dose 2 was not administered) or the number of days death
followed dose 2 (if administered)

4. Thatthe Secretary of State will publish the data obtained or
that he will procure that the ONS publishes such data.

5. Whether you have concluded, and if so when, that a causative
link to the Covid-19 vaccines may be ruled out or considered a
negligible possibility, and on what basis.

6. What you suggest might be the explanation for the statistically
significant increase in deaths in young males in the period
1°' May 2021 to 24" December 2021 other than a possible
causative link to the Covid-19 vaccines.



7. That you will supply the principal sources of evidence relied
upon, in respect of any explanation provided, to support and
explain why this increase was not also seen in other periods
(for example, in 2020, when the pandemic arose and when
deaths of young males were less than average).

Notwithstanding that we do not accept that the modelled data on
absences could have justified the decision to rollout the vaccines to
school-age children, please also confirm by return:

8. That each of you will take steps to investigate the data
available since decision of 13 September 2021 following the
advice of the Chief Medical officers, as to (a) the level of school
absences (b) whether the modelled benefit of avoiding school
absences has been achieved and (c) the extent to which
absence has been caused by each of (i) administration of the
vaccination program and (ii) adverse reactions to the
vaccination program.

9. What steps have been taken so far, if any, to investigate the
data relating to school absences since that decision of 13
September 2021 and, if such an investigation has already
commenced, please confirm when that investigation started,
what is its scope, what stage it has reached and when it is due
to be concluded. If no steps have yet been taken, please
explain why not.

Publishing of data

We do not see any bar to publishing the data requested. The ONS
expressed concerns in court that publication of the data requested
could be disclosive, in that it would allow for identification of the
individuals concerned when associated with news reports and other
information in the public domain. However, we do not understand
how this would be even conceptually possible given the generalised
nature of the data requested. We also note the regional and daily
data published by the ONS in relation to deaths involving Covid-19.

No names, regional data, date of birth or date of death data are
requested. With assistance of the ONS, please provide an example
so that we and the public may understand why the data asked for
could be withheld on grounds that it could be disclosive.

Paramounturgency

Finally, the government’s current message to children remains ‘get
vaccinated'. It used to be ‘every life counts’. If likelihood of a causal



connection were established between increased incidence of death
and the Covid-19 vaccines, that would be a most serious matter. The
death of even a single child from a Covid-19 vaccine would be a
tragedy. It therefore stands to reason that an investigation is of
paramount urgency.

It cannot be ignored that 65 deaths in young males above the normal
average deaths equates to 2 deaths per week each week between
1°* May and 24" December 2021. Taking account of the estimated
38% unregistered deaths, the actual figure could be at least 3 per
week. This, of course, is only for the 15-19 age group. In the same
period, there were just 2 deaths registered in the same age group
recorded as ‘involving’ Covid.

We look forward to your substantive reply as soon as possible and in
any event within 7 days.

This letter has been published openly and we hope it is shared
widely along with any response.

Yours sincerely,

Dr Jonathan Engler, MBChB, LIB (hons), DipPharmMed and Dr Clare
Craig, BM BCh FRCPath

Co-chairs of HART (Health Advisory & Recovery
Team, www.hartgroup.org)

Signatories from HART:

Professor Richard Ennos, MA, PhD. Honorary Professorial Fellow , University of Edinburgh
John Collis, RN, Specialist Nurse Practitioner
Dr Hlizabeth Evans, MA, MBBS, DRCOG, retired doctor

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

Dr Ali Haggett, Mental health community w ork, 3rd sector, former lecturer in the history of medicine
Mr Anthony Hinton, MBChB, FRCS, Consultant ENT surgeon, London

Dr Keith Johnson, BA, D.Phil (Oxon), IP Consultant for Diagnostic Testing

Dr Rosamond Jones, MD, FRCPCH, retired consultant paediatrician

Dr Tanya Klymenko, PhD, FHEA, FIBMS, Senior Lecturer in Biomedical Sciences

Mr Malcolm Loudon, MB ChB, MD, FRCSEd, FRCS (Gen Surg), MIHM, VR. Consultant Surgeon
Dr Alan Mordue, MBChB, FFPH (ret). Retired Consultant in Public Health Medicine & Epidemiology
Sue Parker Hall, CTA, MSc (Counselling & Supervision), MBACP, EMDR. Psychotherapist

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

Dr Gerry Quinn, PhD, Microbiologist

e  Dr Jon Rogers, MB ChB (Bristol), Retired General Practitioner

e Natalie Stephenson, BSc (Hons) Paediatric Audiologist
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Further signatories

Professor Anthony J Brookes, Professor of Genomics & Health Data Science, University of Leicester

Professor Angus Dalgleish, MD, FRCP, FRACP, FRCPath, FMedSci, Professor of Oncology, St George’s
Hospital, London

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

Professor Martin Neil, BSc PhD, Professor of Computer Science and Statistics
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 consultantin Public Health Medicine

Julie Annakin, RN, Immunisation Specialist Nurse

Dr Michael Bazlinton, MBCHB MRCGP DCH

Dr David Bell, MBBS, PhD, FRCP(UK)

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

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

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

Dr Emma Brierly, MBBS, MRCGP, General Practitioner

Kim Bull, Foundation Degree in Paramedic Science, Paramedic

Dr Elizabeth Burton, MB ChB, Retired General Practitioner

Dr Peter Chan, BM, MRCS, MRCGP, NLP, General Practitioner, Functional Medicine Practitioner, GP
Trainer

Michael Cockayne MSc, PG Dip, SCPHNOH, BA, RN Occupational Health Practitioner

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

James Cook, NHS Registered Nurse, Bachelor of Nursing (Hons), Master of Public Health (MPH)
Dr Zac Cox, BDS, LCPH, Dentist

Dr David Critchley, BSc, PhD, 32 years in pharmaceutical R&D as a clinical research scientist
Dr Damien Dow ning, MBBS, MRSB, private physician

Mr Christian Duncan, MB BCh, BAO, MPhil, FRCSI, FRCS (Plast), Consultant Plastic Surgeon
Dr Chris Exley, PhD FRSB, retired professor in Bioinorganic Chemistry

Dr Charles Forsyth, MBBS, BSEM, Independent Medical Practitioner

Dr Jenny Goodman, MA, MBChB, Ecological Medicine

Dr Catherine Hatton, MBChB, General Practitioner

Dr Renee Hoenderkamp, General Practitioner

Dr Andrew Isaac, MB BCh, Physician, retired

Dr Pauline Jones MB BS retired general practitioner

Dr Charles Lane, Molecular Biologist

Dr Branko Latinkic, BSc, PhD, Molecular Biologist

Dr Theresa Law rie, MBBCh, PhD, Director, Evidence-Based Medicine Consultancy Ltd, Bath
Dr Jason Lester, MRCP, FRCR, Consultant Clinical Oncologist

Dr Felicity Lilingstone, IMD DHS PhD ANP, Doctor, Urgent Care, Research Fellow

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

Dr C Geoffrey Maidment, MD, FRCP, retired consultant physician

Mr Ahmad K Malik, FRCS (Tr & Orth), Dip Med Sport, Consultant Trauma & Orthopaedic Surgeon

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

Dr Dee Marshall, MBBS, MFHom, Nutritional Medicine

Dr Julie Maxw ell, MBBCh, MRCPCH, Associate Specialist Community Paediatrician

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

Mr lan McDermott, MBBS, MS, FRCS(Tr&Orth), FFSEM(UK), Consultant Orthopaedic Surgeon

Dr Niall McCrae RMN, PhD Mental Health Researcher and Officer of the Workers of England Union

Dr Franziska Meuschel, MD, ND, PhD, LFHom, BSEM, Nutritional, Environmental & Integrated Medicine
Dr. Scott Mitchell, MBChB, MRCS, Associate Specialist, Emergency Medicine

Dr David Morris, MBChB, MRCP (UK), General Practitioner

Dr Greta Mushet, retired Consultant Psychiatristin Psychotherapy. MBChB, MRCPsych

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

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

Anna Phillips, RSCN, BSc Hons, Clinical Lead Trainer Clinical Systems (Paediatric Intensive Care)
Jessica Righart, BSc MSc, Senior Critical Care Scientist

Mr Angus Robertson, BSc, MB ChB, FRCSEd (Tr & Orth), Consultant Orthopaedic Surgeon

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



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

Dr Rohaan Seth, Bsc (Hons), MBChB (Hons), MRCGP, Retired General Practitioner
Dr Noel Thomas, MA, MBChB, DObsRCOG, DTM&H, MFHom, Retired Doctor

Dr Julian Tompkins, MBChB, MRCGP, General Practitioner, GP trainer PCME

Dr Livia Tossici-Bolt, PhD, NHS Clinical Scientist

Dr Helen Westw ood, MBChB (Hons), MRCGP, DCH, DRCOG, General Practitioner
Dr Carmen Wheatley, DPhil, Orthomolecular Oncology

Mr Lasantha Wijesinghe, FRCS, Consultant vascular surgeon

Dr Ruth Wilde, MB BCh, MRCEM, AFMCP, Integrative & Functional Medicine Doctor
Dr Stefanie Williams, Dermatologist

Gordon Wolffe, BDS (Hons), MSc, FDSRCS, Consultant Periodontist (Retired), Director of Master’s
Programme in Periodontology (Retired), University of Nijmegen the Netherlands.

Dr Holly Young, BSc, MBChB, MRCP, Consultant Palliative Care Medicine



