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PP Analysis Set Sensitivity Analysis Set
Day 35 Day 371 Day 35 Day 371
Day 0 (Baseline)
nl 7 7 34 4
GMT 100.0 100.0 108.2 108.2
95% CI 100.0, 100.0 100.0, 100.0 96.7,121.1 96.7,121.1
Day 35 or Day 371
nl 7 7 34 4
GMT 40485.1 2141523 379349 1198235
95% CI 15356.7, 1182623, 25350.0, 72547.1,
106731.6 3IRTTO2.3 367676 197908.2
Seroconversion referencing
Day 0
n2 7 7 34 33
SCR (n2/nl), % 100.0 100.0 100.0 97.1
95% CI 59.0, 100.0 39.0, 100.0 89,7, 100.0 84.7, 00.9
GMT Ratio 5.200 3.159
95% CI 2.295,12.192 1.862, 5.357
Difference of SCR 0.0 2.9
95% CI NE. NE -149.9.0
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£213 1~4EEREROBAEREEETESR (Safety Analysis Set)

Primary Series

Booster Vaccination

(Group B2)
Vaccination 1 Vaccination 2 Vaccination 3 Vaccination 4
(N1 =253) (N2 =1250) MN3=97) (N4 =41)
n (%) n (%) n (%) n (%)
Any solicited local TEAE 131 (51.8) 175 (70.0) 20 (82.5) 30 (73.2)
Grade 3 1{0.4) 13(53.2) 12(12.4) 8(19.5)
Grade 4 0 0 1{1.0) 0
Pain 7E7 68 (26.9) 114 (45.6) 53 (54.6) 22 (53.7)
Grade 3 0 5(2.0) 1(41) 2 (4.9)
Grade 4 0 0 1{1.0) 0
Tenderness [+ 122(48.2) 163 (65.2) 79 (81.4) 29 (70.7)
Grade 3 1(0.4) 9(3.6) 8(8.2) 3(7.3)
Grade 4 0 0 1(1.0) 0
Erythema #LHE 2(0.8) 12 (4.8) 10(10.3) 8(19.5)
Grade 3 0 3(1.2) 1{1.0) 6(14.6)
Grade 4 1] 0 1] 0
Swelling  FEAR. /T #s 2(0.8) 14 (56) 11(113) 5(122)
Grade 3 0 1(0.4) 221 2(4.9)
0 0 0 0

®2-14 1~4EEHEERZOEZEHBEESTER (Safety Analysis Set)

Primary Series

(Group B)

Booster Vaccination

(Group B2)

Vaccination 1

Vaccination 2

Vaccination 3

Vaccination 4

(N1 =255) (N2 =250%) (N3 =98) (N4 = 41)
1 (%) n (%) n (%) n (%)
Any solicited systemic TEAE 112 (43.9) 132 (52.8) 75 (76.5) 28 (68.3)
Grade 3 10 (3.9) 14 (5.6) 14 (14.3) 7(17.1)
Grade 4 0 0 1(1.0) 0
Temperature/fever ¥ 6(2.4) 11 (4.4) 17 (17.3) 4(9.8)
Grade 3 3(1.2) 1(0.4) 1(1.0) 0
Grade 4 0 0 0 0
Headache HHYH 55 (21.6) 74 (29.6) 45 (45.9) 18 (43.9)
Grade 3 1(0.4) 5(2.0) 4(4.1) 2(4.9)
Grade 4 0 0 1(1.0 0
Fatigue %% 59 (23.1) 89 (35.6) 62 (63.3) 23 (56.1)
Grade 3 5(2.0) 7 (2.8) 12 (12.2) 5(12.2)
Grade 4 0 0 0 0
Malaise f&&E % 31(12.2) 66 (26.4) 46 (46.9) 18 (43.9)
Grade 3 6(2.4) 6(2.4) 6(6.1) 4(9.8)
Grade 4 0 o 1(1.0) 0
Joint pain/arthralgia B 17 (6.7) 37(14.8) 28 (28.6) 8 (19.5)
Grade 3 2(0.8) 3(1.2) 4(4.1) 1024
Grade 4 o (1] 0 (]
Muscle pain/myalgia 5 5 51 (20.0) 77 (30.8) 50 (51.0) 15 (36.6)
Grade 3 2(0.8) 6(2.4) 7(7.1) 4(9.8)
Grade 4 0 Q 1(1.0) 0
Nausea/vomiting 0/ I} 15 (5.9) 18 (7.2) 13 (13.3) 6(14.6)
Grade 3 1(04) 0 0 0
Grade 4 0 0 0 0

Source: Table 14.3.3.1.2 and Table 14.3.3.1 2a.

a N2 = 249 for the temperature/fever category.
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https://www.cdc.gov/media/releases/2022/s0822-novax-vaccine.html
https://www.cdc.gov/media/releases/2022/s1019-novavax.html
https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-novavax-nuvaxovid-covid-19-vaccine.pdf
https://solidarites-sante.gouv.fr/IMG/pdf/dgs-urgent_2022-35_novavax.pdf
https://www.zusammengegencorona.de/impfen/impfstoffe/erster-totimpfstoff-gegen-covid-19-alles-wichtige-zu-nuvaxovid-r-von-novavax/
https://www.gov.il/en/departments/news/04092022-02
https://www.who.int/publications/i/item/WHO-2019-nCoV-vaccines-SAGE-recommendation-novavax-nvx-cov2373
https://www.ema.europa.eu/en/news/ema-recommends-authorisation-nuvaxovid-adolescents-aged-12-17
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid
https://www.ema.europa.eu/en/medicines/human/EPAR/nuvaxovid

