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(EDD}&%EE¥) t N j T _X‘]I[ Eit‘%ﬁ (P301 git’%ﬁ) Booster vs Within 7 Days After the 2nd Ir]ie_;ction in the Primary Series :2u1lth;:ncra::ﬁ s;l?;i:e: Safer;;te;‘el?" n the Primary Series o art A an

of P201 Part A and P301 (by Grade): Solicited Safety Set

TOOF> % 201HEfE U #ERE 15,184 2 (3EB I = 5 7 i

P201 100 ug 50 ug Prime + 100 ug Prime P201 PartA

IHEERY) ZEXIRIC. BIEFEDOLZ R ZIRIEL rren iy Pomeasts [ Foosow] Patewa e b o

z Booster Booster Booster 100 pg 100 pg n (%) n (%) (%) n (%)

77— EE '*Eit% N=163 N=167 N=330 N=198 N=14691 Fever, N1 162 166 328 198 14682
koo RN o n(%) n (%) n (%) n (%) n (%) Any 13(E0) 168 24(7.3) 28015.1) 2276 (15.5)
Pain, N1 162 167 329 198 14688 Grade 1 12(7.4) 6(3.8) 18(5.5) 19(9.6) 1363(9.3)
Grade 2 1(0.6) 3(1.8) 4(1.2) 3(1.5) 687 (4.7)
Any 144 (88.9) 140(83.8) 284 (86.3) 169(854) 12964 (88.3) — ! o — s ies 08
%E — * \ }J j:ﬂ.* —_— 'I‘ j - Grade 1 111 (68.5) 111 (66.5) 222 (67.5) 140(70.7) 9508 (84.7) Grade 4 o 0 o 0 13{=01)

i. E J j 1 0 ) Q @ 0) Headache, N1 162 167 329 198 14887
U . }l/ j;::z(d:\ - [I Z E QE I:I j J Grade 2 26(16.0) 23(13.9) 49 (14.9) 28(14.1) 2850 (19.4) Any EAToE FEET e G TS
Grade 3 74.3 6(3.6 13(4.0 1(0.5 606 (4.1 Grade 1 57 (35.2) &1(36.5) 118(35.9) 56 (28.3) 4815 (32.8)
/r) I/(i\ ZE ETH%ET D'b\&anT :BOD tl—-l*it Erythema 9 e 4o ©9 il G:ajEQ 34(21.0) 29 (17.4) 63 (18.1) 39 (19.7) 3156 (21.5)
= H t 162 167 329 198 14687 Grade 3 6(3.7) 2(1.2) 8(2.4) 9(4.5) 666 (4.5)

5 j 7— t *E L/ (I \5 o (Redness), N1 Fatigue, N1 162 167 329 198 14887
p — Any 10(6.2) 84.8) 18(5.5) 15(7.6) 1274 87) Any 103 (63.6) 98 (58.7) 201 (61.1) 128 (84.8) 9607 (65.4)

o ENEEEORIRI BENSHEFE ] ‘

L [I 53 E'f ODEH )i i 0) < (3: b b Grade 1 4@5) 560 o@7) 765 456(51) Grade 1 40(24.7) 47 (28.1) 87 (26.4) 44 (22.2) 3431 (23.4)
E 7— Grade 2 4(25) 2(1.2) 6(1.8) 3(15) 531(3.6) Grade 2 50 (30.9) 44(26.3) 94 (28.6) 6 (33.3) 4743 (32.3)
C 2D /Co Grade3 ) 708 300.9) 5(25) R/TE0) Grade 3 13(8.0) 7(4.2) 20(6.1) 18(9.1) 1433 (9.8)

Myalgia, N1 162 167 329 198 14687

e =] < ‘I% hvi 4"‘ rr = Swelling (Hardness), A 86 (53.1 82(49.1) 168 (511 104 (52.5) 8620 (58.1)
- %Fﬁﬁu}ir‘_\(;\ 7 T_I-I:IB Md) g %b\EﬁE% < N1 162 1e7 29 198 14887 Grr‘:del .:o:zu 7: 47:28 1) 57«‘264>’ B/ATT) 3242 (22.1)

2 = £ 2 | 54(27.3)  3966(27.0
BTz, (83.8%) - REa eG4 [ 216H) | 2100 1723 e 66 sao | nes | Ere e
Grade 1 4(2.5) 4(2.4) 8(2.4) 14(7.1) 900 (6.1) ~Arthralgia, N1 162 B 167 T 320 ) 198 1ae87
= ,—‘—\ E l,"‘ o) ) 1% Any 66 (40.7) 69(41.3) | 135(a1.0) | 77(389)  6303(429) _
- ﬂi%mu}i iU \(g: (55 1 /0 E‘ Grade2 T@3) 44 nE3) 660 e29) Grade 1 35(21.6) 43(25.7) 78(23.7) | 32(16.2) 2809 (19.1)
=5 Grade 3 1(0.6) 1(0.6) 2(0.8) 1(0.5) 255 (1.7) Grade 2 23(14.2) 21(12.6) aa(13.4) | 3787y 2719(185)
A = )
(5870/0) * Ele H (49 1 0/0) b % < 51 &D Lymphadenopathy, Grade3 8(4.9) 5(3.0) 13 (4.0) 8(4.0) 775 (6.3)
. N1 162 167 329 198 14887 Nausea/\omiting, 182 167 09 198 14687
= N1
S e wwe | wew | mwon mewr 0 am__ =we ool ens faen s
B YIIFE = MEEN NS N Grade 1 22(13.6) 30(18.0) 52(15.8) 17(886) 1735(11.8) a2 TEE o TTR) 786
° }J } *E é C (il N \H it gEsy, . S(m ) TRy ) wla
= [I EZE 29 EI E gs (“ L LR gs Grade 2 13(8.0) 3(18) 16 (4.9) 3(15) 289 (2.0) _Grade3 g — 0 § g . g § :‘ '2“’
== =5 Grade 4 0 0 0 (<0.1)
7_ (g: L_n b (L F;g g 5 ﬁ %% (g:ml_.\&) ’Dntﬂ\ Grade 3 0 1(08) 1(0.3) o 68(0.5) “Chills, N1 1, 167 3 ) 198 ) 14687
N1 = Number of exposed participants who submitted any dataforthe event Any 62(38.3) 59(35.3) 121(36.8) 78 (39.4) 6500 (44.3)
b\ j 7_ Percentages are based on the number of exposed participants who submitted any datafor the event (N1). Grade 1 32(19.8) ~ 36(21.6) | 68(20.7) | 30(15.2) ~  2007(19.8)
Grade 2 28(17.3) 23(13.8) 51(15.5) 47(23.7)  3402(23.2)
Grade 3 2(1.2) ) 2(0.6) 1(0.5) 191(1.3)
N1 = Number &d participants who st n nitted any d o - notreported
Porcentages the numbor of exposed participants who submitied any data for the event (N1)

X1 A-—T2SNILTEFTIVFHDOF > 100ug% 20IEELIZ1714. 50ug%x20HEEL2173%
1 FDA, 2021.Vaccines and Related Biological Products Advisory Committee October 14-15, 2021 Meeting Briefing Document
- Sponsor. https://www.fda.gov/media/152953/download [Accessed November 5, 2021]. 7 1
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