‘ 2 MHRA Central Freedom of

Information Team
Medicines & Healthcare products égf;;tzvgglr?nnade
Regulatory Agency Lo

E14 4PU

MHRA Website

Our Ref: FOI2026/00150

12 March 2026

Thank you for your Freedom of Information (Fol) request received on 12 February 2026. You
wrote:

Would it be possible to also have the information in the first PDF (Total Number of Yellow
Card Reports Recevied after the 1st of January 2016 associated

with Apixaban, Edoxaban, Warfarin, Dabigatran and Rivaroxaban broken down by hospital)
be broken down by month (or year, if month is not available)?

| understand | did not initially ask for this information, although it would be of great help. Many
thanks for any help you can provide.

MHRA Response
We can confirm that we hold the information you have requested.

It may be helpful to firstly provide some background information to allow interpretation of this
data. The Yellow Card scheme is the UK system for collecting and monitoring information on
suspected Adverse Drug Reactions (ADRs). The scheme is run by the MHRA and currently
relies on voluntary reporting of suspected ADRs by health professionals and patients. There
is also a legal obligation for pharmaceutical companies to report serious ADR reports related
to their drugs. All reports, including from patients, are reviewed through a signal detection
process to identify previously unrecognised concerns about medicines and consider if further
action is necessary.

Further to your request, we can confirm the Yellow Card scheme has received a total of
15,578 UK spontaneous suspected ADR reports associated with Apixaban, Edoxaban,
Warfarin, Dabigatran and Rivaroxaban between 1t of January 2016 and 5" of March 2026.

You will note this number is fewer than the number of 15,635 that we provided you with in
your previous FOI request (FOI 2026/00057) regarding the total number of UK spontaneous
suspected ADR reports the Yellow Card Scheme had received associated with Apixaban,
Edoxaban, Warfarin, Dabigatran and Rivaroxaban. This is due to an error in the previous
response, as that figure was the sum of table 1 provided in the initial response, however,
because one case may contain several suspect drugs, the method used to calculate this total
was incorrect. We can confirm that the correct total number of reports is 15,578 and we
apologise for this discrepancy.



Please see at the end of this letter table 1, which provides the total number of Yellow Card
reports received between the 15t of January 2016 and 5" of March 2026 associated with
Apixaban, Edoxaban, Warfarin, Dabigatran and Rivaroxaban broken down by month and
year.

Please also see the attached spreadsheet which provides the total number of Yellow Card
reports received between the 1% of January 2016 and 5" March 2026 associated with
Apixaban, Edoxaban, Warfarin, Dabigatran and Rivaroxaban broken down by ICSR NHS
Primary care organisation and month and year received. Please note the total number of
Yellow Card reports for each individual drug cannot be added up as one report may contain
multiple suspect drugs.

Please note the accuracy of this data relies on the postcode being correctly provided by the
reporter in the original Yellow Card. Additionally, entering a postal address is not required to
submit a report; reporters are required only to provide a contactable address which can be
either an email address or postal address. Therefore, this information may not be a complete
representation of all reports from this area as reports where the postcode is incorrectly
provided or where the reporter has only provided their email address will not be included in
this output.

When considering the spontaneous ADR data detailed above, it is important to be aware of
the following points:

e A reported reaction does not necessarily mean it has been caused by the medicine or
medicinal product, only that the reporter had a suspicion it may have. The fact that
symptoms or events occur after use of a product, and are reported via the Yellow Card
scheme, does not in itself mean that they are proven to have been caused by the
product. Underlying or concurrent illnesses may be responsible and such events can
also be coincidental.

e ltis also important to note that Yellow Card data cannot be used to determine the
incidence of a reaction or to compare the side effect profiles of different medicines or
vaccines. ADR reporting rates are influenced by the seriousness of ADRs, their ease
of recognition, the extent of use of a particular drug or vaccine and may be stimulated
by promotion and publicity about a drug. Reporting tends to be highest for newly
introduced medicines or vaccines during the first one to two years on the market and
then falls over time.

If you have any queries about this letter, please contact us quoting the reference number
above.

Yours sincerely,

MHRA Central Freedom of Information Team
Medicines & Healthcare products Regulatory Agency

Your right to complain under the Freedom of Information Act

If you are not happy with this response you may request an internal review by e-mailing
foi.request@mbhra.gov.uk or by writing to: MHRA Central Freedom of Information Team, 10
South, Colonnade, Canary Wharf, London, E14 4PU




Any request for an internal review must be received by us within 40 working days of the date
of this letter. Please note we are not obliged to provide a review If it is requested after more
than 40 working days.

If you are not content with the outcome of the internal review, you may apply directly to the
Information Commissioner's Office for a decision. Generally, the Commissioner cannot make
a decision unless you have exhausted our own complaints procedure. The Information
Commissioner can be contacted at: The Information Commissioner’s Office, Wycliffe House,
Water Lane, Wilmslow, Cheshire SK9 5AF.

Website: ICO FOI and EIR complaints or telephone 0303 123 1113.

Re-use of our information

The MHRA information supplied in response to your request is subject to Crown copyright.
Information created by the MHRA which is disclosed under the Freedom of Information Act is
made available for re-use under the Open Government Licence (OGL) v3.0, except where
this is otherwise stated. There are some restrictions on re-use under the OGL and these can
be viewed here:
https://www.nationalarchives.gov.uk/doc/open-government-licence/version/3/




Table 1: Total Number of Yellow Card Reports Received between 15t of January 2016
and 5' of March 2026 associated with Apixaban, Edoxaban, Warfarin, Dabigatran and
Rivaroxaban broken down by year and month.

Drug name Year | Month Total number of
reports

APIXABAN 2016 | January 38
February 68
March 64

April 57

May 50

June 64

July 45
August 49
September 46
October 66
MNovember 60
December 58
2017 | January af
February 65
March 62

April 60

May 92

June 61

July 82
August 77
Seplember 76
October 63
November 67
December 69
2018 | January ar
February 59
March 68

April 51

May 74

June 72

July 76
August 68
September 73
Octlober 78
November 70
December 62
2019 | January 70
February 62
March 75

April 83

May 70

June 63

July 78
August 52
September 60
Oclober 50
November 66
December 54
2020 | January 60
February 64




March 50
April 31
May N
June 43
July 36
August 38
September 51
October 39
November 34
December 35
2021 January 59
February 32
March 52
April 48
May 43
June 35
July 28
August 28
September 39
Octlober 40
November 42
December 43
2022 | January 34
February 49
March 33
April K
May 41
June 47
July 3z
August 28
September 34
Oclober 28
November 44
December 27
2023 January 45
February 34
March 60
April 33
May 38
June 49
July 43
Augusl 34
September 40
October 30
November 25
December 44
2024 | January 42
February 42
March 59
April 42
May 17
June 23
July 33
August 39
Seplember 36
Octlober 47
November 36
December 40




2025 | January 30
February 38
March 33
April 30
May 41
June 33
July 36
August 32
September 34
October 42
November 37
December 32

2026 | January 35
February 43
March 9

DABIGATRAN 2016 | January 9
February 17
March 11
April 12
May 11
June 17
July 13
August 10
September 8
October 23
November 9
December 11

2017 | January 15
February 13
March 12
April 10
May 16
June 13
July 13
August 10
September 11
October 13
November 6
December 10

2018 | January 11
February 8
March 3
April 11
May 10
June 2
July 7
August 6
September 3
October 5
November 8
December 3

2018 | January 7
February 7
March 11
April 6
May 10
June 8
July 3
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November 1
December 2
2025 | January 1
February 1
March 2

April 1
June 2

July 1
August 2
October 1
November 1
December 1
2026 | January 1
February 3
EDOXABAN 2016 | February 1
May 1

June 3

July 2
August 3
Seplember 2
October 2
November 2
December 2
2017 | January 4
March T

April 6

May 7

June 11

July 10
August 4
September 6
Oclober 5]
November 3
December 11
2018 | January 18
February 11

March 12

April 13

May 13
June 13

July 11
Augusl 14
September 7
October 20
November 17
December 20
2019 | January 21
February 22
March 21

April 19

May 24

June 23

July 21
August 21
Seplember 32
October 30
November N
December 20




2020 | January 37
February 40
March 24
April 30
May 38
June 30
July 36
August 22
September 27
October 24
November 28
December 17

2021 January 25
February 17
March 8
April 17
May 14
June 12
July 14
August 9
September 12
October 10
November 12
December 13

2022 | January 14
February 23
March 19
April 13
May 24
June 18
July 11
August 17
September 16
October 16
November 27
December 23

2023 | January 38
February 30
March 65
April 35
May 44
June 42
July 35
August 33
September 21
October EE
November 20
December 29

2024 | January 22
February 41
March 21
April 15
May 12
June 15
July 14
August 15
September 19
October 16




November 27
December 19
2025 | January 16
February 16
March 14

April 8

May 12

June 10

July 16
August 10
September 13
October 11
November 7
December 7
2026 | January 9
February 8
RIVAROXABAN | 2016 | January 105
February 112
March 109

April 94

May 135

June 100

July 93
August 78
September 81
October 98
November 105
December 84
2017 | January 67
February 85
March a1

April 93

May 86

June 68

July 85
August 71
September a1
October a7
November 73
December 61
2018 | January 88
February 56
March 83

April 61

May 86

June 57

July 61
August 51
September 60
October 57
November 55
December 38
2019 | January 43
February 37
March 66

April 51

May 599

June 70
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July 32
August 30
Sepilember 37
Oclober 44
November 29
December 40
2020 | January 35
February 42
March 35
April 25
May 49
June 35
July 34
Augusl 37
September 43
QOctober 38
November 39
Dacember 33
2021 January 24
February 23
March 45
April 32
May 29
June 35
July 15
August 28
September 20
Oclober 15
November 23
December 23
2022 | January 21
February 23
March 18
April 15
May 18
June 11
July 20
August 25
September 16
Oclober 20
November 18
December 20
2023 | January 29
February 23
March 39
April 12
May 15
June 36
July 20
August 20
September 12
October 20
November 14
December 14
2024 | January 10
February 37
March 23
April 8
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May 6
June 12
July 22
August 22
September 24
Oclober 16
November 14
December 15
2025 | January 9
February 20
March 60
April 25
May 3
June 15
July 25
August 29
Seplember 18
October 17
November 23
December 13
2026 | January 16
February 39
March 4
WARFARIN 2016 | January 34
February 20
March 18
April 23
May 23
June 30
July 17
August 17
September 15
Octlober 22
November 39
ecember 23
2017 | January 18
February 21
March 24
April 21
May 25
June 18
July 15
August 12
September 18
Oclober 21
November 24
December 9
2018 | January 20
February 28
March 19
April 22
May 18
June 17
July 20
August 10
September 8
Cctober 21
November 18
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December 7
2019 | January 11
February 20
March 30
April 19
May 15
June 29
July 16
August 16
September 18
October 25
November 15
December 11
2020 | January 23
February 21
March 28
April 10
May 45
June 21
July 16
August 27
September 18
October 12
November 18
December 16
2021 January 18
February 18
March 18
April 19
May 7
June 2]
July 14
August 14
September 13
October 11
November 10
December 12
2022 | January 10
February 13
March 17
April 12
May 14
June 14
July 6
August 4
September 8
October 4
November 1
December 20
2023 | January 10
February 17
March 21
April 9
May 18
June 15
July 8
August 8
September ik
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Oclober 7
November 8
December 7

2024 | January 6
February 17

March 17

April 11

May 3

June 5

July 8
August 14
September 17

October 11
November 10
December 10

2025 | January 4
February 6

March 5

April 10

May 14

June 16

July 1
September 3
October 7
November 1
December 8

2026 | January 6
February 8

March 2

Total number of reports 15,578
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