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First Tier Tribunal (Information Rights)      3 November 2023 
GRC and GRP Tribunals 
PO Box 9300 
Leicester LE1 8DJ 
 
 
Dear Sir, 

Re: FOI requests to the MHRA - FOI 22/794 and FOI 22/1079 

We are dissatisfied with the inadequate responses we have received from the MHRA to our FOI 
request dated 31 October 2022 (attached). 

Background 
We were prompted to approach the MHRA in July 2022, as we were most concerned about an 
unprecedented rise in Scottish excess all-cause mortality during the summer and autumn of 2021, 
and specifically a striking and undeniable temporal association between both all-cause mortality and 
cardiac morbidity, and COVID-19 vaccination in different age groups. 

We had already written to the Scottish Government to ask for this to be urgently investigated, and 
they referred us to the MHRA as being “responsible for monitoring these vaccines on an ongoing 
basis to ensure their benefits continue to outweigh any risks”, highlighting that their “monitoring 
strategy is continuous, proactive and based on a wide range of information sources, with a dedicated 
team of scientists reviewing information daily to look for safety issues or unexpected rare events”. 
We therefore presented the Scottish data to the MHRA, asking whether these had been 
investigated, and it became clear that they had not. 

The MHRA set out, in their proactive vigilance strategy for COVID-19 vaccine safety monitoring, that 
they would undertake formal epidemiological studies “on an ad hoc basis should the need arise”͟. We 
suggest in the strongest possible terms that significantly increased excess mortality constitutes such 
a need. 

In the absence of any evidence for any relevant investigation by the MHRA, our FOI request focussed 
on information to evidence that the MHRA had effectively implemented their COVID-19 vaccine 
safety monitoring strategy. 

Failing to receive any response from the MHRA, we eventually reported them to the Subsequent to 
the Information Commissioner Office (ICO). Following their Decision Notice of 18 May 2023 
(attached), we finally received a response from the MHRA, dated 16 June 2023 (attached). As this 
remained unsatisfactory, we asked the MHRA to conduct an internal review, which they have done 
(attached). 

The communications over the past 15 months from the MHRA have completely failed to reassure us 
that due diligence has been done, and our pertinent questions have not been answered in any 
meaningful way. 

Request for Investigation 
Below, we set out in detail why the MHRA’s responses to our FOI requests have been unsatisfactory. 

It is of note that, to date, the MHRA has sent no supporting documents of any kind relating to our 
FOI requests. 
In the following tables, we will expand on specific issues with their responses to our questions.  

We asked the MHRA for: 

1) The specific criteria that you have set which will trigger a formal epidemiological study, in 
the context of COVID-19 vaccine safety monitoring. 
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MHRA Response UKMFA Comments Action required 

There is no set criteria which 
would trigger a formal 
epidemiological study to 
investigate a safety concern 
with a COVID-19 vaccine, 
therefore the information is 
not held. 

This is not a credible response 
from an organisation tasked 
with the responsibility to 
ensure applicable standards of 
safety, quality and efficacy 
(effectiveness) of medicines 
and vaccines have been met. 

The MHRA must provide 
information detailing how it is 
fit for purpose to ensure 
applicable standards of safety, 
quality and efficacy 
(effectiveness) have been met 
by COVID-19 vaccines. 

However, as stated […], 
“epidemiological studies will 
be undertaken on an ad hoc 
basis should the need arise 
based on other vigilance 
activities”. 

Our FOI request was exactly 
based on such a need that had 
arisen based on Scottish data 
on excess mortality.  

The MHRA must provide clear 
criteria for what constitutes a 
“need” to undertake 
epidemiological studies and 
explain why excess mortality 
does not meet that need.  

Considerations for whether an 
epidemiological study will be 
undertaken […] include 
whether a signal has been 
suggested by spontaneous 
reporting or enhanced passive 
surveillance[…]. 

Unprecedented excess 
mortality during summer 
months in close temporal 
association with COVID-19 
vaccine roll-outs specific to 
relevant age groups 
constitutes a very strong 
signal. 

The MHRA must provide a 
definition of what they 
consider a “signal” and explain 
why excess mortality does not 
qualify as a signal.  

The internal review provides 
no further comments on this 
point. 

  

 
2) Any and all documents, emails, or minutes of meetings referring to rapid cycle analysis in 

the context of COVID-19 safety monitoring.  

3) Any and all documents, emails, or minutes of meetings referring to targeted active 
monitoring in the context of COVID-19 safety. 
 

MHRA Response UKMFA Comments Action required 

The MHRA has not provided any 
documents at all.  

We expect at least any 
documents, even if it should 
exceed reasonable cost to 
provide all requested 
documents. 

The MHRA must be 
transparent and provide 
evidence that it has 
considered any rapid cycle 
analysis and/or targeted 
active monitoring in the 
context of COVID-19 vaccine 
safety surveillance 
according to its own 
strategy. 

The MHRA does hold some of 
the information requested. 
However, we have also 
determined that the 
information is exempt under 
Section 12 of the FIOA and we 
cannot process these requests 
further without refinement. 

We do not accept this is a valid 
reason knowing that MHRA 
income for 2020/21 was £103.2 
million (Ref MHRA annual 
report). 

The MHRA must divulge the 
requested information. 
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Section 12 of the Act allows 
public authorities to refuse 
requests where the cost of 
dealing with them would exceed 
the appropriate limit, which for 
central government is set at 
£600. 

We note the FOIA Act section 
12 (3): 
In subsections (1) and (2) “the 
appropriate limit” means such 
amount as may be prescribed, and 
different amounts may be 
prescribed in relation to different 
cases. 

We ask the ICO to demand 
that the MHRA conduct a 
search under subsection (3), 
as this matter is of critical 
importance to the health of 
the UK population. 

The […] requests would require 
the use of a Discovery Search 
Tool based on experience in 
using the tool to perform 
Agency wide searches for 
information, the time taken to 
set up and refine the search 
criteria then extract and review 
the results to identify relevant 
records would take in excess of 
24 hours [equivalent to the cost 
exceeding £600]. 

We expected the relevant 
information to be readily and 
easily available, if the MHRA 
had followed its own vigilance 
strategy for COVID-19 vaccine 
safety monitoring as diligently 
and proactively as advertised.  

Ditto. If they are concerned 
about the time required to 
redact text in the 
documents, then perhaps 
they can release the 
unredacted documents to 
save time and resources. 

The internal review stated that: 
Both the rapid cycle analysis 
and targeted active monitoring 
were important components of 
the MHRA COVID-19 Vaccine 
Safety Surveillance Strategy. 

We completely agree with this 
statement. 

 

As such, considerable 
development work was 
undertaken […] on the required 
methodologies and technical 
infrastructure involving multiple 
areas of the Agency and 
external partners and […] both 
approaches were actively 
implemented with the resulting 
data used to support ongoing 
monitoring of the safety of the 
vaccines. 

We do not accept that the 
requested information is not 
readily available if this 
important strategy was “actively 
implemented” after 
“considerable development 
work” had been undertaken.  

The MHRA must divulge the 
requested information or 
state clearly that this work, 
as detailed by the CHM 
Expert Working Group on 
COVID-19 vaccine safety 
surveillance, has not 
actually been undertaken. 

The internal review includes 
“advice of refining your 
requests” and suggests a 
“request covering a suitably 
short time period, with 
substantially more specific 
search terms” which “may 
reduce the number of files to an 
extent that the required time 
would fall within the thresholds 
and the information would be 
provided subject to any 
necessary redactions”. 

We waited nine months to 
receive this inadequate reply 
and do not have faith that 
pertinent information would be 
provided in response to a new 
or refined FOI request.  
We do not accept the reasons 
given for withholding the 
requested information and 
suspect the reasons are rather 
that the information is not 
available, which would be in 
breach of the stated 
commitment of the MHRA 

Ditto 
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towards diligent COVID-19 
vaccine safety monitoring. 

 
4) Any and all documents, emails, or minutes of meetings that you relied upon to decide how 

many of these fatal outcomes were caused by a COVID-19 vaccine. 
 

MHRA Response UKMFA Comments Action required 

The MHRA also does not hold 
the information requested in 
question 4. 

This response completely lacks 
credibility. Public statements 
continue to reassure that most 
of the deaths reported to the 
MHRA after a COVID-19 vaccine 
are likely unrelated. There must 
be data to base these 
assurances on – unless of 
course, it is speculative wishful 
thinking.  

The MHRA must divulge 
information they rely upon 
to reassure the public that 
the risk of death following 
COVID-19 vaccination is 
insignificant. 

While the MHRA carefully 
assesses Yellow Card reports 
with a fatal outcome……….. 

We ask for transparency as to 
how the MHRA carries out such 
assessments. 

The MHRA must provide 
details of their strategy to 
carry out these assessments. 

…..to determine whether 
additional information is 
required to facilitate 
assessment of the link between 
a medicine and the reported 
adverse event…. 

We ask for evidence that the 
MHRA has gathered such 
information. 

Ditto 

….we do not assign causality at 
the level of individual reports. 

We appreciate the difficulties in 
assigning causality for individual 
cases. However, we propose 
that denying causality cannot be 
assumed without proper 
investigation and evidenced 
justification. 

 

MHRA considers data from 
Yellow Card reports along with 
relevant information from other 
sources…….. 

We ask for information as to 
what “other sources” have been 
considered. 

The MHRA must provide 
details of their strategy to 
consider data from the 
Yellow Card reports. 

….in their overall assessment of 
whether there may be a causal 
link between a medicinal 
product and an adverse event. 

The MHRA implies that they do 
carry out assessments of a 
potential causal link. Our 
question was exactly relating to 
how these assessments are 
done. 

The MHRA must provide 
details of their strategy to 
consider data from the 
Yellow Card reports and 
assess any potential causal 
links. 

Should a new link between a 
medicine and a safety concern 
be confirmed, the MHRA will 
take regulatory action […]. 

The current MHRA system is 
unable to establish a causal link 
as this would require proper 
investigations to be carried out, 
using appropriate methodology.  
There is no evidence they are 
doing this. 

The MHRA should be 
transparent as to whether 
and on what grounds any 
regulatory action has been 
taken thus far in relation to 
COVID-19 vaccines. 
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The internal review added: 
Adverse events, including 
events that are reported in 
temporal association with 
vaccines, occur naturally in the 
population […]. 

This is an extraordinary 
statement – especially 
considering that the perspective 
of naturally occurring adverse 
events was never considered 
when the deaths from COVID-
19 were counted. This 
statement potentially 
obliterates any concerns about 
a serious adverse effect of any 
product and should question 
the legitimacy of this agency to 
carry the responsibility of such 
investigations.  

The MHRA must show 
evidence that they deserve 
to be trusted to carry out the 
tasks assigned to them. 

[…] an assessment of the body 
of evidence to determine if the 
rate of a particular adverse 
event is greater than that which 
would be expected due to the 
natural background rates and 
may therefore be associated, at 
population level, with 
vaccination is required. 

This is precisely the reason we 
brought the unprecedented rise 
in Scottish excess mortality with 
close temporal association to 
the vaccine rollouts across 
different age groups during the 
summer months of 2021, to the 
attention of the MHRA, 
expecting that this would be 
urgently investigated. 

The MHRA must divulge how 
they are carrying out their 
assessments of COVID-19 
vaccine safety at population 
level or suggest who they 
propose should be 
responsible for such an 
investigation. 

 
5) The criteria that you have set, regarding the number of reported COVID-19 vaccine-

associated deaths to the Yellow Card system, that would prompt you to call for a halt of 
the COVID-19 vaccination program. 

 

MHRA Response UKMFA Comments Action required 

[…] while the MHRA is the UK 
medicines regulator, 
responsible for ensuring that 
all medicinal products meet 
acceptable standards of 
quality, safety and efficacy at 
the time of first authorisation 
and thereafter through 
continued monitoring…. 

Precisely The MHRA must provide 
evidence it has been carrying 
out ongoing effective 
monitoring of quality, safety 
and efficacy of the COVID-19 
vaccines. 

…..decisions about vaccination 
policy are not within the 
MHRA’s remit. 

The MHRA must be aware that 
policymakers heavily rely on 
their advice and 
recommendations, which are 
quoted to justify policies.  

The MHRA must explain the 
exact purpose of their 
monitoring exercises, if they 
are without influence on any 
policies relating to the 
products they are monitoring. 

  We now request the entire 
evidence base which the 
MHRA relied upon when 
giving advice to policy 
makers. 
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It is important to note that 
most people receive 
vaccinations without having 
any serious side effects. 

This statement does not befit 
the regulator, responsible for 
ensuring safety not just for 
most but for all people.  
Failure to take regulatory action 
following the reported deaths 
of over 2,500 people cannot be 
justified by the fact that most 
people did not die.  

The MHRA must clarify their 
definition of “most people” 
and then explain what they 
see as their responsibility to 
those who are not in this 
category. 

The internal review added: 
[…] while decisions on the 
vaccine programme are not 
within our remit, as the UK 
regulator the MHRA are able 
to take action with regards to 
the licence of a vaccine. 

 We rephrase our request and 
ask the MHRA for: 
The criteria that you have set, 
regarding the number of 
reported COVID-19 vaccine-
associated deaths to the 
Yellow Card system, that 
would prompt you to call for 
a retraction of the COVID-19 
vaccine licence. 

 
Conclusion 
The MHRA response and internal review fail to acknowledge the grave concerns being raised 
worldwide regarding the numbers of serious adverse events reported to official safety monitoring 
schemes, including the Yellow Card in the UK, EudraVigilance in Europe, VAERS in the US, the 
Australian TGA etc. 

We refer you to the Perseus report1 and a letter to the WHO with multiple qualified signatories2 for 
further details. 

We expect the MHRA to be able to provide data and documents on which they rely for their 
continued reassurances of safety.  

The MHRA have not only failed to respond to our FOI request in any meaningful way but also 
failed to reassure that they carry out their assigned task of COVID-19 vaccine safety monitoring in 
a reliable and responsible manner. 

In the interest of protecting the health and lives of the UK population, please take action against the 
MHRA to compel them to respond appropriately to our FOI requests and comply with the additional 
action points as above which have arisen as a result of their replies. 
 
Yours sincerely, 
 
Dr Elizabeth Evans 
CEO, UK Medical Freedom Alliance 
www.ukmedfreedom.org  
 
Attachments:  FOI request 1 July 2022 

FOI request 31 October 2022 
ICO Decision Notice 18 May 2023 
MHRA response 16 June 2023 
MHRA Internal review 

 
1 https://perseus.org.uk/wp-content/uploads/2023/04/Perseus_MHRA_Main-Report-1-1.pdf 
2 https://www.ukmedfreedom.org/open-letters/joint-open-letter-from-ukmfa-dfpuk-and-hart-to-who-director-general-re-
covid-19-vaccine-injuries 
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