
Table 1 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products broken down by product name and year up to and including 09/10/2026.

Product Name 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026 Total
AZZALURE 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 2 6 8 9 9 7 5 11 9 23 28 32 35 53 19 257
BOCOUTURE 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 1 2 1 2 3 5 1 13 24 18 27 23 15 137
BOTOX 0 0 0 0 1 0 0 0 3 5 4 3 3 6 2 8 8 11 9 9 10 10 21 21 26 23 49 27 26 20 79 114 110 116 114 81 919
BOTULINUM TOXIN TYPE A 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 8 42 8 59
BOTULINUM TOXIN TYPE B 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 1
BOTULINUM TOXOID TYPE B 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 1
BOTULINUM TOXOID TYPE C 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2
BOTULINUM TOXOID TYPE D 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2
BOTULINUM TOXOID TYPE E 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2
BOTULINUM TOXOID TYPE F 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2
BOTULINUM TOXOID TYPE G 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1 0 2
CLOSTRIDIUM BOTULINUM 1 0 0 1 1 1 3 1 1 2 2 0 0 0 1 1 0 0 1 0 0 0 1 0 0 0 0 0 0 1 0 1 0 1 1 1 22
CLOSTRIDIUM BOTULINUM TOXIN TYPE A 0 0 1 1 1 0 0 0 0 0 0 0 1 1 3 0 0 0 0 2 3 5 2 0 8 3 6 4 3 4 5 9 17 7 1 1 88
CLOSTRIDIUM BOTULINUM TOXIN TYPE B 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
CLOSTRIDIUM BOTULINUM TOXOID TYPE A 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 7 3 3 4 0 0 0 0 1 0 0 1 0 0 0 0 0 0 0 0 20
DYSPORT 1 1 1 4 4 4 5 5 9 8 9 8 5 8 7 12 23 19 9 14 10 6 4 9 6 6 3 9 6 7 6 7 9 5 8 7 264
DYSPORT FREEZE-DRIED PELLET FOR INJECTION 0 10 3 4 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

19
IPSEN BIOPHARM ALLUZIENCE 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 13 11 12 6 43
LETYBO 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 2
MASPORT 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 1
NEUROBLOC 0 0 0 0 0 0 0 0 0 0 0 1 0 2 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0 0 0 0 5
NUCEIVA 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 8 11 8 11 38
RELFYDESS 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 24 26 50
VISTABEL 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 2 2 0 0 1 0 0 1 0 0 0 4 0 2 1 0 14
XEOMIN 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 3 4 2 2 1 0 2 0 2 1 7 5 7 5 3 7 52
Total 2 11 5 10 7 7 8 6 13 15 15 12 9 18 13 22 38 34 23 30 28 32 36 41 54 43 69 50 53 43 134 193 214 234 298 183 2,003



Table 2 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products and the requested reaction terms up to and including 09/10/2026.

Reaction MedDRA PT Name Number of reports
Anaphylactic reaction 9
Anaphylactic shock 1
Angioedema 6
Bronchospasm 0
Drug hypersensitivity 18
Dyspnoea 84
Hypersensitivity 43
Lip swelling 9
Pharyngeal swelling 7
Swelling face 66
Swollen tongue 11
Urticaria 25
Total 279



Table 3 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products broken down by seriousness up to and including 09/10/2026.

Seriousness Number of reports
Serious cases 1306
Non-serious cases 669
Total 1975



Table 4 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products broken down by patient age bands up to and including 09/10/2026.

Age bands Number of reports
0-9 30
10-19 27
20-29 103
30-39 252
40-49 305
50-59 255
60-69 142
70-79 75
80-89 23
Unknown 763
Total number of reports 1975



Table 5 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products broken down by patient sex up to and including 09/10/2026.

Sex Number of cases
Male 279
Female 1533
Unknown 163
Total number of reports 1975



Table 6 - Total number of UK spontaneous ADR reports associated with Clostridium Botulinum products and hypersensitivity reactions broken down by time to onset (days between treatment initiation and reaction onset) up to an including 09/10/2026.

Time to Onset Number of cases
0 11
1 1
2 1
3 1
4 0
5 1
6 0
7 1
8 0
9 0
10+ 5
Total number of reports 21


