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Periodic report by Swissmedic on reports of suspected vaccination
reactions in association with COVID-19 vaccines

Between 01.01.2021 and 04.05.2021, Swissmedic recorded a total of 1953 reports of suspected vaccination
reactions in connection with COVID-19 vaccines. The following figures summarise the key data on these
reports.

Number of reports (cumulative) by vaccine (absolute figures and percentages)

Vaccine Name Total reports |Total number of
reactions

Covid-19 vaccine Comirnaty 870 (44.5%) 2052 (40.1%)

Covid-19 vaccine Moderna 1061 (54.3%) 3018 (59%)

Covid-19 vaccine (non specified)(22 (1.1%) 48 (0.9%)

Total 1953 (100%)  |5118 (100%)

Number of reports per month (history)
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Severity of reported suspected cases (cumulative for all COVID-19 vaccines)

Serious

[ Yes B No

Age of persons affected Gender of persons affected

unknown
>=75 years 745
65 - 75 years
45 - 64 years
18 - 44 years
12 - 17 years
2 -11 years

28 days to 23 months

0 - 27 days

I i i 1
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@ unknown 118% @O >=75years 381% MW 65-75years 115%
B 45-64years 208% M 18-44years 175% @ 12-17 years 0,3 %
@ 2-1lyears 0% @ 28days to23 months 0% @ 0-27days 0%

[ Male [ Female M Unknown

1953 Persons in total
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Overview of reported reactions for the vaccine Comirnaty

Ranking of the 15 organ systems most frequently affected

Reaction (MedDRA)

General disorders and administration site conditions (10018065) —| 602
Nervous system disorders (10029205) - 335
Musculoskeletal and connective tissue disorders (10028395) - ] 219
Gastrointestinal disorders (10017947) | ] 160
Skin and subcutaneous tissue disorders (10040785) | ] 155
Respiratory, thoracic and mediastinal disorders (10038738) —:l 124
Infections and infestations (10021881) | T 111
Vascular disorders (10047065) N 75
Immune system disorders (10021428) I 60
Cardiac disorders (10007541) | 56
Blood and lymphatic system disorders (10005329) N 33
Psychiatric disorders (10037175) N 32
Eye disorders (10015919) | 23
Ear and labyrinth disorders (10013993) —|] 20
Investigations (10022891) —|] 16
other | 31
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Ranking of the 15 most frequent adverse effects
Reported prefered terms (MedDRA)
Headache (10019211) - 145
Pyrexia (10037660) | 130
Myalgia (10028411) - 104
Fatigue (10016256) —| 1 89
Chills (10008531) — 71
Arthralgia (10003239) -3 58
Nausea (10028813) —| 54
Dizziness (10013573) —{ 48
Malaise (10025482) —| 44
Hypersensitivity (10020751) — 43
Rash (10037844) -0 43
Herpes zoster (10019974) {0 41
Dyspnoea (10013968) {2 38
Vomiting (10047700) —[3 33
Hypertension (10020772) —|=28 31
Other - : 1080
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Overview of reported reactions for the vaccine Moderna

Ranking of the 15 organ systems most frequently affected

Reaction (MedDRA)

General disorders and administration site conditions (10018065) —| ] 1443
Skin and subcutaneous tissue disorders (10040785) L/ 367
Nervous system disorders (10029205) | 313
Musculoskeletal and connective tissue disorders (10028395) L/ 220
Gastrointestinal disorders (10017947) I 187
Respiratoly, thoracic and mediastinal disorders (10038738) E 89
Infections and infestations (10021881) N 80
Vascular disorders (10047065) - 58
Cardiac disorders (10007541) - 49
Psychiatric disorders (10037175) - 38
Immune system disorders (10021428) - 35
Blood and lymphatic system disorders (10005329) - 33
Eye disorders (10015019) —[1 20
Investigations (10022891) B 19
Metabolism and nutrition disorders (10027433) |1 18
other -] 49
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Ranking of the 15 most frequent adverse effects
Reported prefered terms (MedDRA)
Injection site erythema (10022061) - T 264
Pyrexia (10037660) | T 226
Skin reaction (10040914) - T 189
Headache (10019211) - 143
Chills (10008531) - 133
Injection site swelling (10053425) —— 1 100
Injection site pruritus (10022093) -3 100
Fatigue (10016256) 03 92
Myalgia (10028411) —J} 84
Injection site pain (10022086) - 84
Arthralgia (10003239) % 75
Rash (10037844) —0} 68
Nausea (10028813) —J— 67
Dizziness (10013573) —[8 48
Herpes zoster (10019974) —{0 42
Other - : 1303
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Overview of reported reactions (vaccine not specified)

Ranking of the 15 organ systems most frequently affected

Reaction (MedDRA)

General disorders and administration site conditions (10018065) —| 22
Nervous system disorders (10029205) - 4
Gastrointestinal disorders (10017947) - 4
Psychiatric disorders (10037175) -] 3
Skin and subcutaneous tissue disorders (10040785) - 3
Injury, poisoning and procedural complications (10022117) - 3
Infections and infestations (10021881) - 3
Respiratory, thoracic and mediastinal disorders (10038738) —| 2
Musculoskeletal and connective tissue disorders (10028395) - 2
Blood and lymphatic system disorders (10005329) 1
Vascular disorders (10047065) -] 1
0 5 10 15 20
Ranking of the 15 most frequent adverse effects
Reported prefered terms (MedDRA)
Death (10011906) ——
Pyrexia (10037660) ——— 3
Malaise (10025482) ——— 2
Injection site pain (10022086) -{—— 2
Herpes zoster (10019974) —— 2
Skin reaction (10040914) {— 2
Delirium (10012218) ——— 3 2
Fall (10016173) -———1 2
Chills (10008531) -———1 2
Vomiting (10047700) - ——— 3 2
Injection site erythema (10022061) —|— 1
Injection site pruritus (10022093) —|— 1
Injection site rash (10022094) —|——= 1
Vaccination site reaction (10059080) —|— 1
Lymphadenitis (10025188) —|— 1 1
Other | 21
T T T T 1
0 5 10 15 20 25
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Qualification of primary reporter

_ Consumer or other non health professional (n=230)

Lawyer (n=1)

- Other health professional (n=136)

1 ; -
Pharmacist (n = 269)

|

|, Physician(n=1317)
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| B Consumer or other non health professional 118% @ Lawyer 0,1% @ Other health professional 7% @ Pharmacist 138% @ Physician 674 %'

1953 Persons in total

Guide to interpreting the data

e The figures provided relate to suspected reactions reported to Swissmedic and entered in the
database after being reviewed.

o All the reactions reported are suspected cases. In individual cases it has not been ascertained
whether the reported reaction was only observed in a temporal relationship with the vaccination orwas
actually caused by it.

e The number of suspected cases for each vaccine can depend greatly on how many people received
this vaccine in the period in question.

The number of vaccination reactions could be higher than the number of reports.

Depending on the authorised use (e.g. age group, high-risk individual) and the latest vaccination
recommendations, certain vaccines are more frequently administered to people with a serious pre-
existing condition. This can influence the occurrence of certain reactions which, however, are only
indirectly related to the particular vaccine.

o The figures for suspected cases of vaccination reactions are just one of many elements used to
monitor the risk-benefit profile of vaccines. Only a detailed scientific evaluation of all the available
data will enable the correct conclusions to be made about a vaccine's safety profile.

Healthcare professionals should register for the online reporting tool EIViS at
www.gate. swissmedic.ch/elvis. Physicians can log in to EIViS with their HIN account.





