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TRORITRLELZLOIC, OBERIOT A VAR EL, DOERZA T REWN
BE, OQFGRIOUANVADMMPEL, POIREBBNENEE, KOOERA a7 M
B, MOREBENENEY, WTHICHOXFELTL UV FUEROAMICEILE L
T77EETEAHE T T EAREE OB THERZE (Fisher DEHfERIZ XL HME,

Unknown [Z5 ®7F) Z#@8dEHATLR,
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log10(TCID50) > Q3 and Total Symptom Vaccine

Score at Enroliment > Q3 Yes No Unknown p value*
Favipiravir 6 45 2 0.7035
Placebo 2 28 0
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log10(TCID50) > Q3 and Time from Vaccine
symptom Onset to First > Q3 Yes No Unknown p value
Favipiravir 3 38 0 0.1605
Placebo 6 25 2
@ FERA =T Hm <, OB BV EE

Total Symptom Score at Enroliment > Q3 Vaccine
and Time from symptom Onset to First >

Yes No Unknown p value
Q3
Favipiravir 8 38 2 0.7626
Placebo 6 22 0

WIZEJEAE N SNDEBE T T A NIk LT Cox ET/VICY 7 F U Bl A HE 4 It
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log10(TCID50) > Q3 and Total Symptom

Score at Enroliment > Q3
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Q@ BEFTDOUANATMDE <, ORI BB
log10(TCID50) > Q3 and Total Symptom | FHEFTDO NP — Nt | FBEZ O NP — R
Score at Enrollment > Q3 2.041 2.105

@ JERAZTREL, POREEASAE VRS
log10(TCID50) > Q3 and Total Symptom | FHEKF DO NP — Nt | FBEZ O NP — Rt
Score at Enrollment > Q3 1.825 1.880

T, BEAEPBEINIBEFEIT AL DL, VI FUERR LOBRED 6 ERK
ORBNLEST S F TOHIM O Kaplan-Meire X% L FiZr L E9, EZRORMNE 5 A E
o EIRMMEERDHECRLE LY T 2ET S A MK, AUORRT 7 F
PRl 72 L O R D B Kaplan-Meire [ & 720 £,
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(§Ep=) (Uo7 F o8 LDEE)
IS5tk J7EESENL PEEZ I7EESEIL
(N=30) (N=53) (N=28) (N=45)
AR R {E (B5RE) 116.6 100.6 TR AR R {E (FFRE) 116.6 100.6
hR{EDE (M) -16.0 RREOZE (KE) -16.0
NHF—RHEOREp B 0.076 NH—F LD B* 0.092
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:gioso g 0501
000 : T T . T T 0001 T T
ISeR I7EESEL 73tk TrEESEL

(N=33) (N=41) (N=25) (N=38)
BmimEhRE (EE) 102.3 723 BRI D R{E (FFR) 95.7 72.9
hR{EDZE (FFRT) -30.0 FR{EDE (FFRE) -22.8
INF—RLEDBEp E* 0.004 NF—FLEDRTEp E* 0.004
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CERFE2R) (U7 F B LOBRE)
FS5tR J7EESEIL T5tR Z7EEZE L
(N=28) (N=49) (N=22) (N=38)
R AR o SR {E (BEFE) 135.4 80.5 TR IR th B E (B5RS) 176.5 96.0
hR{EDE (FE) -54.9 hR{EDE (FHE) -80.5
INF—F L Dp fE* 0.022 INF—RLEEDp fE* 0.019
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Assessment of Secondary Respiratory Tract Infections Leading to a Prescription for
Antibiotic Therapy.

To determine the incidence of any secondary respiratory tract infection requiring a
prescription for antibiotic therapy, the Sponsor’'s Pharmacovigilance physician, who was
blinded to subjects’ treatment assignments, reviewed entries on the AE pages of the eCRF
for the following MedDRA Preferred Terms (PTs): acute sinusitis, bronchitis, cough, ear
congestion, ear pain, lower respiratory tract infection, nasopharyngitis, otitis media,
pharyngitis bacterial, pneumonia, respiratory tract congestion, respiratory tract infection
bacterial, sinus congestion, sinusitis,tonsillitis, tracheobronchitis, and upper respiratory tract
infection bacterial.
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US316/317 B (HFA) MR K O FREEIYEDRBMEE (7 v X M 3N X TOHEE)

77 R 77 BT ENL
N=710 N=1289
F B 8 (1.1%) 3 (0.2%)
E (p-fiE) 0.021
4w Xt (95% 15 FEH X [H) 4.88 (1.17-28.68)

US316/317 RBR(GFA) R L OV FROEEYYE DR BISEE (PCR BIEHEFE)

77 kR 77 EEIEL
N=491 N=827
FELE 5 (1.0%) 0 (0%)
E (p-fiE) 0.007

F v KL (95% 15X ) i
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CHETCENTEMLEZRBRTL 77 BT EARERICHAZROT-DILEFH 2 fHRBR T
KHER (1LHHE, 2HBI1X400mg %# 20, 3HHBE2 55 HHAIX400mg % 1[A], 3 28g) ©
1BlOAHATHY, HeERFO ML - HE (1 B EXEIX1200mg, 1 HH 2FHIX400mg, 2 H
H225H 5 HHBIZ1F400mg 2 1 H 2[R, 7489 TIERHTEY WA,

EINES 2 K8, 55 3 FHRERIE O PR &R R & OFE R LR

R4 JP205 JP313 312
TRBRIE 5 & & <t R HES A | R *f PR
YL R 52 55 54 16 378 380
fifi ¢ FE B ER A H 1 0 1 0 0 1
FBR (%) 1.9 - 1.9 - - 0.3
PEEERH I L 1/0 - 1/0 — - 1/0
RE XK | BB K 1 1 2 0 5 7
FEBLE (%) 1.9 1.8 3.7 - 1.3 1.8
PEEERSH I L 1/0 1/0 2/0 — 4/1 6/1
mlsmEs | BB K 0 0 1 0 4 1
HBLE (%) - - 1.9 - 1.1 0.3
PLEIEFER S 172 L — - 1/0 — 1/3 1/0
% FE B B 0 0 1 0 0 0
FEH R (%) - - 19 - - -
PLEIEER S 172 L 1/0 - - -

P205: i B LSMERBR, JP313: $%§<%§bﬁ:uiﬁ% 312: J:I:i)iuiﬁf?ﬁ

KHE: 777 er% 1AEMS2HBIZ1F400mg% 1 H 2, 3SHE2H5HBEX400mg % 1A 11H
EHE: 777 A% LHHEIZL1E600mg % 208, 2HHEHAH5HHEIX600mg % 1 H 1

MEEME - g 7787 e0% 1 HEXENL1200mg, 1 HH 2[EHIZ400mg, 2 HE255 HEIX1[E400mg % 1 H 2 [H
X AL X I CERME 7T5mg & 1 H 2[5 A

(7 B4 & 200mg HEEE R CTD2.7.3 % 2.7.3.3-9 L Y 51 H)
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THLOLEEZTEY £T,

ULk



