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FOI 23/159

Dear

Thank you for your email.
Please find below answers to the questions you have raised.

la) Is the MHRA maintaining a database of research that has highlighted potential
vaccine safety issues? If you do have such a database, can you please share it with
me.

b) Has the MHRA seen the research below or any other research that highlights
potential vaccine dangers?

Notes: A number of studies have highlighted potential vaccine safety issues:
e.g. here, here, here and here.

The MHRA does not hold a database of research on COVID-19 vaccines.

However, a wide range of information sources are used to monitor the safety of the COVID-
19 vaccines. These include monitoring reports of suspected adverse reactions received
through the Yellow Card scheme. We supplement this form of safety monitoring with other
epidemiology studies including analysis of data on national vaccine usage, anonymised GP-
based electronic healthcare records and other healthcare data to proactively monitor safety.
We also take into account the international experience based on data from other countries
using the same vaccines. Data from the companies, published literature and unpublished
studies are also considered.

2a) Is the MHRA maintaining a database of people in the UK who have suffered health
problems after being vaccinated? If you do have such a database, can you please
share it with me, with personal details anonymised.


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.science.org%2Fdoi%2F10.1126%2Fsciimmunol.ade2798&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ydReUCO5eZFBMvBdjk18t%2Fzaz0a3s%2Bb4DehUnj4K8qI%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.frontiersin.org%2Farticles%2F10.3389%2Ffimmu.2022.1020844%2Ffull%3Fs%3D09%23B75&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=qDF7p3%2B882B119z0UwXFNx6ECfwtxgVWY5CI%2FX5vzgY%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Flink.springer.com%2Farticle%2F10.1007%2Fs00431-022-04786-0%23MOESM2&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pRdRX3abgJQw6AUwfXT%2B417bu0lHMkGMqv1528hkgGs%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.sciencedirect.com%2Fscience%2Farticle%2Fpii%2FS0264410X22010283&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=uDTN%2BQSnugNLAx42NVBYOnUNqeoAtJicwZRWzEFCHzE%3D&reserved=0

b) Is the MHRA in contact with individuals who have suffered health problems after
being vaccinated, to give them support and monitor the progression of their health
iIssues?

The MHRA does not hold a database of people in the UK who have suffered health
problems after being vaccinated.

However, we hold a database of reports of suspected adverse reactions (Yellow Card |
Making medicines and medical devices safer (mhra.gov.uk). The Yellow Card scheme is a
mechanism by which anybody can voluntarily report any suspected adverse reactions or
side effects to the vaccine. It is very important to note that a Yellow Card report does not
necessarily mean the vaccine caused that reaction or event. We ask for any suspicions to be
reported, even if the reporter isn’t sure if it was caused by the vaccine. Reports to the
scheme are known as suspected adverse drug reactions (ADRS).

You can see what types of suspected ADRs are being reported to the Yellow Card scheme
as the MHRA publishes this information in the form of Interactive Drug Analysis Profiles
(iDAPs). Each IDAP contains a complete listing of all spontaneous suspected adverse drug
reactions, or suspected side effects, that have been reported with a particular drug
substance or COVID-19 vaccine through the Yellow Card scheme.

The information published does not represent an overview of the potential side effects
associated with the vaccines. A list of the recognised adverse effects of the COVID-19
vaccines is provided in the information for healthcare professionals and the recipient
information. Conclusions on the safety and risks of the vaccines cannot be made on the data
shown in the reports alone.

The MHRA is not in a position to provide individual advice concerning suspected adverse
reactions.

3a) Has the MHRA conducted any clinical research (not statistical) to confirm how
many adverse effects reported to the Yellow Card scheme since December 2020 were
caused by the vaccines and not just incidental?

b) Can you please share all the research from the MHRA'’s investigations into these
vaccine safety issues/adverse effects?

(E.g. the UKHSA has aresearch portal where | can access all UKHSA-funded
research)

The MHRA has not conducted any clinical research to confirm how many adverse effects
reported to the Yellow Card scheme since December 2020 were caused by the vaccines.

It is important to note that reporters are asked to submit Yellow Card reports even if they
only have a suspicion that the vaccine may have caused the adverse reaction. The
existence of an adverse reaction report does not necessarily mean that the vaccine has
caused the reaction. Many factors have to be considered when assessing whether a vaccine
has caused a reported adverse reaction. When monitoring the safety of medicines and
vaccines, MHRA staff carry out careful analysis of these factors. However, we have not
conducted clinical research on how many Yellow Card reports had a confirmed causal
relationship with the vaccine.


https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/
https://yellowcard.mhra.gov.uk/idaps
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcoronavirus-yellowcard.mhra.gov.uk%2Fproductinformation&data=05%7C01%7CQueriesTAU3%40mhra.gov.uk%7C9480bf6c00a348e3c6e108db3488fb92%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638161535150715212%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wi8KS30qumckmFKthl8oGy%2BgvuQvR0MFiiSpe%2FA9tL4%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcoronavirus-yellowcard.mhra.gov.uk%2Fproductinformation&data=05%7C01%7CQueriesTAU3%40mhra.gov.uk%7C9480bf6c00a348e3c6e108db3488fb92%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638161535150715212%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wi8KS30qumckmFKthl8oGy%2BgvuQvR0MFiiSpe%2FA9tL4%3D&reserved=0

Information on safety investigations carried out by the MHRA on these products, including
the detection of rare adverse reactions are available in the published summaries of Yellow
Card reporting for the primary and booster vaccination campaigns up to the end of August
2022 and the 2022 autumn booster campaign: Coronavirus (COVID-19) vaccines adverse
reactions - GOV.UK (www.gov.uk).

4a) Can you explain how the MHRA reviews post-vaccination fatalities?

b) Can you share all these reviews of post-vaccination fatalities since January 20217
Notes: In this document, the MHRA says it undertakes a thorough review of reports
with a fatal outcome after vaccination.

The MHRA takes all reports with a fatal outcome in patients who have received a COVID-19
vaccine very seriously and every report with a fatal outcome is reviewed carefully. All reports
with a fatal outcome regardless of the time period between receiving the suspect vaccine
and the reported death are reviewed. All available information is assessed to consider
whether the vaccine may have caused the reported death. Cumulatively, the Yellow Card
data is thoroughly analysed for patterns or evidence which might suggest a causal link
between the vaccination and the reported death alongside data available from international
sources. This is further considered by the Commission on Human Medicines and its Expert
Advisory Groups.

Summaries of Yellow Card reporting, including reviews of reports with a fatal outcome, are
available for the primary and booster vaccination campaigns up to the end of August 2022
(ARCHIVED — Coronavirus vaccine — summary of Yellow Card reporting — GOV.UK
(www.gov.uk)) and the 2022 autumn booster campaign (Coronavirus vaccine - summary of
Yellow Card reporting - GOV.UK (www.gov.uk).

The MHRA continues to carefully review and monitor all reports submitted to us including
those that cite a fatal outcome following COVID-19 vaccination.

5a) Does the MHRA believe single studies that have not yet been independently
replicated can be relied on to determine vaccine safety and efficacy?

Notes: The clinical trials conducted by Pfizer, AstraZeneca, Moderna,
Johnson&Johnson, Novavax, and Valneva to my knowledge, are single studies that
have not yet been replicated.

b) Does the MHRA believe observational studies (not randomised and controlled) can
be relied on to determine vaccine safety and efficacy?

Notes: In the Yellow Card summary for December 2022, three observational studies
are cited as evidence for the safety of the vaccines in pregnancy (footnotes 4,5,6).

c) These studies only consider the impact of vaccination on miscarriage, stillbirth,
preterm birth. Can you share the evidence that confirms these vaccines won’t cause
any other health issues over a number of years in children born to vaccinated
mothers? The placenta theory is often cited as an answer to this question, but can the
MHRA confirm that this theory won’t be proven wrong in the coming years?

All the COVID-19 vaccines used in the UK vaccination programme were authorised following
a rigorous review by the MHRA and the Government’s independent advisory body, the
Commission on Human Medicines (CHM), of their safety, quality and effectiveness. In each


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fassets.publishing.service.gov.uk%2Fgovernment%2Fuploads%2Fsystem%2Fuploads%2Fattachment_data%2Ffile%2F1128788%2FCoronavirus_Vaccine-Summary_of_Yellow_Card_reporting_autumnupdate.pdf&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=8ak18N%2FZJZS1qATJKkmzfITYTboXVDxqwn6OJi2Ql3A%3D&reserved=0
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting--2
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting--2
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting
https://www.gov.uk/government/publications/coronavirus-covid-19-vaccine-adverse-reactions/coronavirus-vaccine-summary-of-yellow-card-reporting
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fjamanetwork.com%2Fjournals%2Fjama%2Ffullarticle%2F2784193&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=uhQ1%2FMX%2BCpHSC970Ya%2Fic9tPsfsB90mUuJAwwOavq4I%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.nejm.org%2Fdoi%2F10.1056%2FNEJMc2114466&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=2QDyA8GREAF%2FB2pagcFZlwamRtY6w24DtQmEAlRiUTQ%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.nature.com%2Farticles%2Fs41467-022-33937-y&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=AJLv53Z5LtbJRBHWDJEw6WFy7LJHv84wpUoT5Jod2%2B8%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.nature.com%2Farticles%2Fs41467-022-32188-1&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7C7c9f9ff1c95c4e22dce208db35c6c376%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638162900017475747%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=LKraYQxPa2wZ1sZ0tnpDUSeM5KrtLr59R%2BeSuUE4ChI%3D&reserved=0

case, the MHRA concluded that the COVID-19 vaccines were safe and effective and that the
benefits outweighed any risk.

No medicine or vaccine is completely risk-free and hence the MHRA has continually
monitored the safety of the COVID 19 vaccines through a comprehensive COVID-19
Vaccine Surveillance Strategy. This monitoring strategy is proactive and based on a wide
range of information sources, with a dedicated team of scientists continually reviewing
information to look for safety issues or any unexpected, rare events.

Observational studies are one form of evidence which MHRA considers in the assessment of
a safety topic, however, other types of information are considered to give an overall position
on the likelihood of a link between a medicine and a safety concern. Randomised controlled
trials are not always feasible to investigate all safety topics.

Should a new safety issue be confirmed we will continue to act promptly to inform patients
and healthcare professionals and take appropriate steps to mitigate any identified risk and
protect public health.

6a) Can you please give me a full list of all the types of clinical trial documents that
were submitted by Pfizer, AstraZeneca, Moderna, Novartis, Johnson&Johnson, and
Valenva to the MHRA for review for the COVID vaccines they produced?

Notes: Namely: case report forms, clinical study reports, certificate of analysis,
protocol, statistical analysis plan, informed consent form, serious adverse event
narratives, electronic individual participant data, investigational medicinal product
dossier, investigator’s brochure. | can see that the MHRA has published the Public
Assessment Report for these vaccines. But | can’t see any other data.

b) Of these documents (or any others not named here) which ones were reviewed by
the MHRA before giving approval to these vaccines?

c) Can you tell me when all these documents will be published online by the MHRA?

The clinical data for all the authorised vaccines have been published by the European
Medicines Agency (EMA). A link to their clinical repository is provided below:

https://clinicaldata.ema.europa.eu/web/cdp/home

As these data are already published, the MHRA does not have any plans to publish these
on-line.

Schedule 3 Part 2 of The Medicines for Human Use (Clinical Trials) Regulations 2004
includes a list of the particulars and documents that must accompany a request for
authorisation of a clinical trial to the licensing authority. All of these documents are
thoroughly reviewed during MHRA assessment.

Prior to authorisation for national COVID-19 vaccine applications, all of the relevant
documents associated with the Common Technical Document (CTD)’ submitted by the
companies were assessed by the MHRA. Further information about the CTD can be found
on the EMA website at Marketing authorisation quidance documents | European Medicines
Agency (europa.eu).



https://www.gov.uk/government/publications/report-of-the-commission-on-human-medicines-expert-working-group-on-covid-19-vaccine-safety-surveillance
https://www.gov.uk/government/publications/report-of-the-commission-on-human-medicines-expert-working-group-on-covid-19-vaccine-safety-surveillance
https://clinicaldata.ema.europa.eu/web/cdp/home
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.legislation.gov.uk%2Fuksi%2F2004%2F1031%2Fschedule%2F3%2Fmade&data=05%7C01%7CSue.Morris%40mhra.gov.uk%7Ccbab932197d14884fef108db3cd197a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638170643108340522%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=o5xxoTQSk18wM%2BMkT%2BxIx%2F0zgbaHTibsV7gr6SgZwu0%3D&reserved=0
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/marketing-authorisation-guidance-documents
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/marketing-authorisation-guidance-documents

Some authorisations for COVID-19 vaccines were authorised via the European Commission
(EC) Decision Reliance Route. This is when the marketing authorisation application made by
the company references the decision made by the EMA’s Committee for Medicinal Products
for Human Use (CHMP). In such cases, the MHRA considers the application together with
due consideration of the EC decision, before making an independent decision on the quality,
safety and effectiveness of the vaccine.

7a) Can you confirm when Phase 4 trials for these six vaccines concluded/are due
to conclude?
b) Can you share any documents for the trials that have concluded.

Plans for post authorisation studies for COVID-19 vaccines including timelines for
completion are included in the Risk Management Plans (RMPs) for COVID-19 vaccines.
These RMPs are available on the EMA website as part of the European Public Assessment
Reports (EPARS) for these vaccines at the links below:

https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-
vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-
adjuvanted-valneva

You may be interested in the World Health Organisation (WHO) COVID-19 vaccine tracker
and landscape which provides information on the development of COVID-19 vaccine
candidates including Phase 4 trials: https://www.who.int/publications/m/item/draft-landscape-
of-covid-19-candidate-vaccines.

You can also search for COVID-19 vaccine studies on the NHS Health Research Authority
website (https://www.hra.nhs.uk/planning-and-improving-research/application-
summaries/research-summaries/), the EU Clinical Trials Register
(https://www.clinicaltrialsregister.eu/) and the US clinical trials database
(https://clinicaltrials.gov/).

We confirm that we hold the final study report for D8111R00007 (RAVEN), a Real-world
effectiveness study of the Oxford/AstraZeneca COVID-19 vaccine in England (fulfilment of
Category 3 RMP commitment) related to the clinical trial entry below:
https://clinicaltrials.gov/ct2/show/NCT05047822

However, this information is exempt under Section 22 of the FOIA. We expect that these
data will be published on the EMA clinical data repository under the vaccine name
Vaxzevria, in line with the EMA’s publication scheme. In terms of the public interest, we do
not perceive that there is a clear basis to release these data ahead of the EMA’s formal
publication. It should be noted that we believe it is likely that these data will also be
published in online journals such as the New England Journal of Medicine, and the MHRA
could be placed at risk in relation to the duty of confidence were we to release these data
ahead of the relevant publisher/journal(s). We appreciate that the new effectiveness data


https://mcas-proxyweb.mcas.ms/certificate-checker?login=false&originalUrl=https%3A%2F%2Fwww.gov.uk.mcas.ms%2Fguidance%2Feuropean-commission-ec-decision-reliance-procedure%3FMcasTsid%3D15600&McasCSRF=6a6f64db2ab030cca184a8b2acc5e57d6d26c7fbcee160604b9e1895c6d300b5
https://mcas-proxyweb.mcas.ms/certificate-checker?login=false&originalUrl=https%3A%2F%2Fwww.gov.uk.mcas.ms%2Fguidance%2Feuropean-commission-ec-decision-reliance-procedure%3FMcasTsid%3D15600&McasCSRF=6a6f64db2ab030cca184a8b2acc5e57d6d26c7fbcee160604b9e1895c6d300b5
https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty
https://www.ema.europa.eu/en/medicines/human/EPAR/vaxzevria
https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/jcovden-previously-covid-19-vaccine-janssen
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva
https://www.ema.europa.eu/en/medicines/human/EPAR/covid-19-vaccine-inactivated-adjuvanted-valneva
https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines
https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
https://www.hra.nhs.uk/planning-and-improving-research/application-summaries/research-summaries/
https://www.clinicaltrialsregister.eu/
https://clinicaltrials.gov/
https://clinicaltrials.gov/ct2/show/NCT05047822

could be of interest to the public once assessed. If any key insights are drawn from these
data updates, these will be published in the SmPC and if applicable/necessary, through
changes to the recommendations in the patient information leaflet (PIL). Any updates
necessary will occur rapidly so that healthcare providers and patients will be swiftly informed
of any new information of significance, for example, the inclusion of new information and
guidance relating to matters of safety, or efficacy.

We consider exemption of documentation under Section 22 in this case is:

e sensible;
¢ in line with accepted practices;
e fair to all concerned

If you are dissatisfied with the handling of your request, you have the right to ask for an
internal review. Internal review requests should be submitted within two months of the date
you receive this response and addressed to: info@mbhra.gov.uk

Please remember to quote the reference number above in any future communications. If you
were to remain dissatisfied with the outcome of the internal review, you would have the right
to apply directly to the Information Commissioner for a decision.

Please bear in mind that the Information Commissioner will not normally review our handling
of your request unless you have first contacted us to conduct an internal review.

The Information Commissioner can be contacted at:
Information Commissioner’s Office

Wycliffe House

Water Lane

Wilmslow

Cheshire

SK9 5AF

Yours sincerely,


mailto:info@mhra.gov.uk



