AR A RNErER
B9 5 &H

REHIZERH S NEFERIZHEDEF R UVAEDEEEMeiji Seika 7 7L<
HKAZHICIRETH2LDTHY . LAHIFREBEEALUNOEF BMIZFIA
THIEETEFEA,

Meiji Seika 7 7 IL<HA &%t
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1.5 BEXITFERDRERVFHREDER

151 BEXIIRROBEBRUHREDEZEE

AHKl (ARCT-154) 1%, FEIELMEMRSUEFERE 2 2+ 7 A L& 28 (SARS-CoV-2) T L % EYuE
(COVID-19) DBz B#& L CKIE Arcturus Therapeutics £ (Arcturus £5) (2 & - CTH¥E S = E
WHIDOL Y o vy Fr (HEHEER mRNA Y 7 F2) Tho,

RR AT T IR T A VA (VEEV) D mRNA Of§iE S /37 B % 22— K95 RNA %, SARS-CoV-2
(GZ7VL—FR) OEEES X "7'E (D614GER) Za— FTHRNAICEZHZ TWD, 20
mRNA ZJ5EJ / ki1 (LNP) THRAULL TWD (BLF, LUNAR*-COVI9 77 v b7+ —L1) |

LUNAR*-COV19 77 v F 74— ALV | Bl BERICA LD D614G BHE S # L X7 E &= HiJR
&J % ARCT-154 DIEH, &KL S # VX7 EH % 32— 925 ARCT-021, KT B.1.351 5 (_—%)
DS KB a— FT 5 ARCT-165 12OV T HBH AT T-, ARCT-021 AT T v b7 4+ —
LOF—MRT 7 F o b UThER T S Ay, FEERRFEAN & B O ARRERIX 112 ARCT-021 THEHE S
iz,

KTZT7y N7 —LZHHWEU 7 FUonbEASIILD VEEV kL 7Y 1 —E1X SARS-CoV-2 O
S % /N7 'EH O mRNA % FHiIZ R BL S, fIRNTO S & 237 E OFEBLEHIIN & FEBUREH & JE
ESEaE AR>S, v~ U AEHWIIEHRRRBR LY, EESNTZ S XXV HIT, IHRNTER
RS HEETHIML, ZOBRFHOBEE & LI L, HETHZENERINL TS, £2,
LU 1 —BIZ L D mRNA OHNNIEEWNEI TS S # o7 038U, T X OVB ffdEE
ZfE O PURFF LAY CD4 FHPEMIE,. CDS BtERIIOEA, I NCHURISENHFEIND Z & Z s L
TWo, &bz, A= S & "' EH%a— N1 5IEE CHEER mRNA U 7 F (fEkRA) & v
Unyv7%/%ﬁbi&5bt@®77x_ JAPRINE R T LT a U s F UL
%S 2N EITHT HHURIL, R I SREICRE S, S OIZRHMICOIED Z &3
BINTND

SARS- CoV 2 T EHIIE L X, 15 e O E @S S # o /X7 B angiotensin-converting enzyme 2
(ACE2) ZRME~OFE L, Ziulfie< mEMaE s oo Lo T b, Lien-T, Z
DS X LRI E R BT DRSS L. YA NV ANE EHEICEATIOEFE. ZhcL->TY
7 F oWAEFEE DY SARS-CoV-2 [Z#Efih L 72355 @ COVID-19 OFRIEZF < L EZ Hid,

ARCT-021 (X, ¥ ¥ HHR— VORI 2 %15 & L7z ARCT-021-01 388 (55 VI FHERBR) |
FRBROSINE 2 xt5: & L7z ARCT-021-02 3k GFEMRT 27 27 v a Uillh) | WONTKE KDY
U HR—)LTO ARCT-021-04 iRER (55 11 FHEER) CHIBIGZ IR B RHm AT AL 7,

AN b F A TEMT D ARCT-154-01 3RBR (5 VIV FHERBR) Tk, AF 0PRG54 % 32
ITOILTWD, 18 Ll EORAHERE (FlE Eie) X5 e L7z PI/P2/P3a /X— KT, AH|D 2
[FIEEFE I L 0 R AR A K NS CORRMED R S dv, TRIPURINE 2 94.1%, TR fio L&

MRD BNz, EHIT, P3b/X— M TIE, 2EIHERE 7 A% D 63 HEZOHIM D COVID-19 FJET
BhEe [95% XM (CD ) KOVEIE(LTEIE (95%CD (XZEi 56.6% (48.7%~63.3%) . 95.3%
(80.5%~98.9%) THD I ENERINT WD, Tz, AFNOBEMICER T 2T 7 F o BT &
PRIBHETR, DR LK ODERDHE TR, BURESET 07 7 A VBRI TN D,

TUHR=IV, KE, T 7V B TERMET O ARCT-165-01 5% (55 VILFHRER) Tk, ARCT-021,
ARHI S Y ARCT-165 D 3 Fl 2 k51 oalseE, R OBEAGE mRNA UV 7 F o (277 4 k) TH)
[l 50% S N7 HRBRE ~DBINE O NTT b T 5,

Meiji Seika 7 7 /L~ BRI, ERCERIRFRER MK OFERES A GRBRAE R A I & % | EWNBEAFE O mRNA
COVID-19 U 7 F > CHIEE L O a 2 7  TiEMGE (18) %258 T Ligiireg 2 x5, A

* HREBIEMAPARIELE
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ZABIEERE L7z & O@ERMEIC O W T I T ¢ (Ul : &) Ioxb T 2L E G5 2 &
K ONZ M E R T 5 2 & % HAE9E LT, ARCT-154-J01 3k (EWNE I FERAER) A B4R L7z, 2022
F12 Hv 5 2023 422 AITHIT T 828 44 DR 3B gk S L. %ﬁ%ﬁ%%ﬁﬁq]f‘z%é 202345 I
o =% 1 a3 P REH Tk, EEFHEEE T 5 Day 29 (2H81) 5 SARS-CoV-2 (EEJREKE) (2%t
2 RGO B A SIS NP FIHURIS B R DOWNT AU BN T S, ARCT-154 D = X7 1 1THf
T 5 IELPEDIRGE S AL FRIHUARAM 0 26(rT -2 ME (95%CI) 1L ARCT-154 £ T 5640.7 (4321.2~7363.2) .
277 A HET3933.6 (2993.4~5169.1) TH V| R FEH L (95%CD 1% 1.434 (1.265~1.626) T
botr, ET-PRPUAEEZR (95%CI) X ARCT-154 BET 65.2% (602%~69.9%) . =T 4 FET
51.6% (46.4%~56.8%) TV, FRPURILERDE (95%CI) 13 13.6 % (6.8%~20.5%) ThH -7,
ARCT-154 BEOFRFEA EFRORBAEL T2 I T T 4L FRETH 72,

PLEDBRR T v 77 AR DS LNTZAME, RN, ZREEOT — 2 2BET 5 &, AFNIX
wIEl S e ONBINSeE 2 BB G Lo AR EDOFEN THDL Z EDNREN, HELWY 27 -
RRXT 4w MRTURERTDHEZZONTT20  HIEIGRE K OGBS 2 54 & LT AR RS %
1ITo2&ELT,
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152 FEJ 238 - DR, AL - AE
BRRERERIZ L 0 | AFIOFIER L EVEDPHERR SN2 Z EMNDBER 1.52-1 LRI REE - 2R,
ik - R TERRRERTORKRHGEEZTT ) 28 & L,

& 1.5.2-1 »hEe - HR. A% - A=

R 5e4 o R LA ST

FGE X 5y RIS (1) HA Y & A A
HE - hE SARS-CoV-2 IT & 2 BYLE DTS

HiE - HE AFK % B RAFRAENT 10 mL (2 CRfiFT 5,

Al E LT, 1180.5mL % 28], @%. 4 AEOMEZ BT, iR
WIZHERET D,
BhnsesE L U<, 1H0.5mL 2 ANICERET D,

1.5.3 RERIERF DIERE
AEIOBFICHE L. LT OIS 2475 7=,
(Il o srnlE R zaEs D
o (I Hr sneE]a) e 2aEs D
) (I ctn aneE] s e 2ess D
4 () e )] A e zeEs D
s> (R oo s e Ao =2eEs
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1.5.4 B DERE
® 1.54-1 FAXORER <RE - EHRK>

AERIE H &k
WmE | CMC B % 3.2
2h 7 % AT B R 4.2.1.1
SEAE | AR AOSE BEERIR 4.2.1.2
LA PSR PR 4232
=8| A 4223
g | 4224
miE | RE#R G #EN 4232
in vitro /R FME 4.2.3.7.7
in vivo /R HME 4.2.3.7.7
A TR A TR 42353
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x® 1.5.4-2 FAROBRER <BGK>

HREBREE  (HHR) JagR
5 1 FARER
EHN 5.3.5.1-04
(ARCT-154-J01)
5 VI AR
5.3.5.1-02
(ARCT-021-01)
%5 11 ARRER
5.3.5.2-01
(ARCT-021-02)
st o5 1 FHRABR 5.3.5.1-03
" (ARCT-021-04)
2 VIV FH R 5.3.5.1-01
(ARCT-154-01)
5 VI AHFABR 5.3.5.1-05
(ARCT-165-01)
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1.6 NEIZHEITHFERAKREFICEHT LIEH
1.6.1 SVEIZH 1+ B ERKR

AFNZIONTHOEIZEB N T HIETE I TWZRWNAY, 2021 4 12 AT M AR HFF A REE L
TWo, L, BRMEAFFrTHFEICOWTIIBIR A (2023 47 H) CTEHITR L, AR H A
HCTH 5, 2023 4 WA ICRINIZ T, SARS-CoV-2 1T & B EIMED TS (FlalfE) &S L LT,
AEIOARFHN S, 2023 4 EMGEOT — & & BIEH LT\ 5,
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1.7 AEERMR—ER
AFNIOFFERNMmE LT, araF 74/ A (SARS-CoV-2) RNA V7 F L ThdraIFT 4 itk
ARSI Ny 7 ARIED—E w3 1.7- 115”7,

® 1.7-1 RERMA—E

fR5E4 O R A SFEEH a ;T 4 hiE AINA TN I AFHIE
(M&EMmHE)
—Mei4FR |2 r A LR (SARS-CoV-2) |2 F A /LA (SARS-CoV-2) |2rF A /LA (SARS-CoV-2)
RNA U 7 F RNA U 7 F RNA U 7 F
(BERESY  PRA T ) CBRSY  vOF AT V) BERSY c =F AT )
e Meiji Seika 7 7 Vvt |7 7 A P—HEStt EFFLF - D oS
(f3ERsE)
BHRE TR R |SARS-CoV-2 |2 L BIEIHED T |SARS-CoV-2 1T & BIERYED T |SARS-CoV-2 (2 K BIEYLED T
%] By %]
INASCESGET |- 2023 4= 8 A 2023 49 A
A H




@ Pfizer

FETOFETH LD, BRFOWRMNLELZRT 5 L

023

#%20234-8 H titiT (F522h — — BAZEER A EES

*2023;}; é i (hazii [ —wmpmamEs | i

B & -90~-60C DAIWNRTYFUE
*H M : 24 H = E T b

s« J0F 4 JLR (SARS-CoV-2) RNATD U F >
BISE, AL R SR A : — T— ﬁﬁii i;’i;i I 3(;(;(1/\21;«;0)2;1
=J FA s, —

COMIRNATY intramuscular injection(Monovalent:Original)

AEDERICHI=>TIE, HoMLOBERENEKEEIC, FFCEHT IEHOEMNERVREMICOVTXETHALELLT, FERREET
NEICLPRABZE/LTREET S L. Tz, AEFRM/ROONEBICE, DEIE L TPHEERCE I CBIRBEVREHEZCED
EMEI D&, BB, RFOHERTRICWESNIBRICOVTIE, ZHDIEHRERFSHEIT HZ &,

) HE-EAEOLGEIC LV FEATL L

2. HRETHELE (FPHEEEZRTLILENELTLHVE)

2.1 IR a2 L TnAH

2.2 BHERAMRBIZO D> TS Z ENH LR E

2.3 ARENIOSI I UEE OMMBUE DBEE D 3 5 #[8.4.9. 1. 6,
11. 1. 18]

2.4 ERICBFREDIEN., THERATTH Z & NREY 22 RE
Wb dHHE

3. BEOWMERUHR - K

3.1 BiEOME
SARS-CoV-2 (EEJFIK) DANAL 7 X LRI EOT I ) By % 2 —
FTZDNAZ B & U CHEE L7-RNAZ ST U B R 4> L IR AT 5.

3.2 #ARK
WR5E4 2T 1 ik
BNy roF AT
Fast 0. 45mL
ok 0. 225mg
[U-E RrFTTFN) THFUVAN] BER (SFHFU-6,1-VA L) BER
Q- ~FNTFTH T AT L) 3. 23mg
2- [(RY=F L7 Ua—n) -2000] NN-UF hTTFVALTERTIR
0. 4mg
L2-VAFT7 A )b-sn-7 Y tr-3-kAFK=aY > 0.Tng
bl L AT a—)b 1. 4mg
FERLApE A6mg
Wb R DA 2. Tmg
Ak U 7 2 0. 07mg
U U EEKFET Y T A KR 0. 49mg
VU TKFEH Y A 0.0Tmg
3.3 HH DMK
{roned aIFT 4 HTE
pH 6.9~7.9
2L 1.8 (EFRRIRICRT 5 k)
[E2VS ASTAB LR TH D,

4. FEERITHR
SARS-CoV-2IZ & % & EAE D F B

5 MMEXIIHMRICEET HER
5.1 ARENO TR R OFFRGENARITMEZ L T W,
6. RERUVAE

Az B R AR AL snLiZ THIRT 2,

wESEOLA, 1810, 3nLz G 5F2E], @H. 3HEEOMRTHAN
\ZHEFET D,
BN O, 1E0. 3nL 4 ISR 5,

1. AERURAZEICEET 5EE

1.1 FESRE

111 EEdgE
12 Lo

1.1.2 ¥R
LE] B OB & 3 & 8 2 7oA 11X, T B IR Y 0 2[E H
OB ERTHZ L,

7.1.3 #EREEH

AFNI2EFEFEIC L VRIS HR SN TND 2 e, JFRIE LT,
[Fl—DORhEE- K% b OO U 7 F o LIRFEIT 5 Z & 72 < 20 HEfEd
LEomETLZL,

7.2 BhnfE

7.2.1 #EENRE

BEIHEIGE AT IBANGeEE & L TSARS-CoV-27 & F o DHHEE D
BHBH12m L LD, SARS-CoV-2DFATIRILSAE 2 DAY 5 R T4 % B
FR, AKX T4y VR EBEL, BINGREOESZHWT 5
Z ek,

7.2.2 {EiEREH

@ BIE OSARS-CoV-2T7 27 F o DRI B 72 < & b3 Akl L
TRRICHFT D 2 & TE D,

1.2.3 ARHILISLDSARS-CoV-2T 77 F o % HEfl L 7= B MsafE & LT
AHN 2 B U TR O A IME R O I IMESL L Ty,

8. EELEARNIEE

8.1 AANL TFPiBfEEmMA KO B o v v A )L A EYSEIC
{2 2 B O PR S SEGE ) (L L TREHI 2 2 &,

8.2 WA T oW T, HERATICL TR, BIBROBRICL - Tt
HERBEZTH~B Z L, [9. 18]

8.3 WRHEREE XL ORI, B AR Bk, PERE
LA TRRICIR D, Fo, HEEORBEERICHE L, RETORY
FOSRMETHDZEA L, S HITmEh, KREFEORTIERE 2 L7256
IITHECNICEMORERE 2T D L5 HRNCHSED 2 &,

84 avy TFHI4T7FL—BbLbNLIENDDHW, Pl
A S BOE O BEA RS (2 B9~ 2 B2 & 20124 T VO BERRfE — B RER
WS DIRIEZ BT 5 Z LN E LW, £/, ARFIERERZICY
av 7, TF7 4 5% =R b HEEE I LTE, Uk
DARBNOHFEZ TN &, [2.3, 9.1.6, 11. 1. 1B ]

8.5 U F U PHEE % SUT RIS IS X 2 DIRVEROE & & e i
AR & L CRMAH Hbd Z Enbh D, K L D
TRET DT, RS RN S B 57 8 LTz BT EREE O
REZBIETHZEBEE L,

8.6 LH, DEENH LD I ENBH DT, WHEfE iTZ o
PREEFITRT LTI, DR, DK AEDN DR (e, B,
T Fry PRRNEE, BEREE) 23380 bR HAICIE, HONICE
B REZ T 5 L) FEAMCmOESZ & [11.1.2,15.1.1,15.1. 2
]

*%8. 7 )7 A /LA (SARS-CoV-2) RNAT 27 F L Hfif%1C, ¥ 70 - N
L —IEGRREN W ST D, R XU ORI LT,
XT U« NU—EERED SN D RER (RN B A E D st
R, B O 72 LIHARSE) 23388 HILTEB G IEE LI E
BIEEICHRT DL 9. 62 UOMBTLZ L,

8.8 ARAI L DSARS-CoV-21Z%3 25 T 7 F o O HEHMEIZET 57 —4
ESAAN



9. BEDERZHTHEICEHT IR
9.1 HIEEIEE (BEOHWZETSICEL. FEEZETLHE)
BHEFEE DN RONT NN T 5 LRO LN L5A 1T, /SRS
LORE MR L, B2 & OWFE & Ol 2 B E STV, PR
ROV, RIS, BRMECOW TR ZITV, FEE
T/ BT, BELTCERT S Z &, [8.25]
9.1.1 MEEEEZZZ(TTVSE, M/MUBEX FEEEEEZHT
5%

AR UGN H Do D ZERH 5,
9.1.2 BEICRETLEDOZHALINTLEIERTERFICERMER
BAREEDENNDE

AFN KT D PRI EDME T T D AR & 2,
9.1.3 DBMERKE. BliER. FEEAE,. LKEERE. XEEES
DEBREREEHITE
9.1.4 FHIERTERER2BURNICEROA SNEERVESERS
EDTULX—2R5EREEL2ENHDE
9.1.5 BEICEZOREDHDE
9.1.6 RFIDAERITKH LT, FLILX—.E2ETE8ThOH2E
[2.3, 8.4, 11.1.1&M]
9.2 BHEEELEHITLHE

PR EE Th D,
9.3 HHEEEELEHITLE

PR EE Th D,
9.5 ¥R

Ida XOTAER U TV B HREE O & 5 MR IT PRABERE E o 3SR
falPE % LEl D & SN DG EICDORERT L L,
9.6 R3LIw

TR LOBSIER ORARBOE ML ZE L, BIL Ok X
ITHIEEREFT A2 L, B NMEEHF~OBITIIAATH S,
9.7 INR

125 AT 2 )15 & U7 BRAREREBR 1T IEHE L Ty,
9.8 SnE

PEFRIC BT o Tk, MIRELEEREICITV, BEfEd ofteRiEz 1+
ST A L, —RIT, ABEERENK T LTV A,

1. BIRIE
WORIIGERH oD Z ENRHHDT, BigeE oty B
DD BN HAIITHE ) R E AT D 2k,
1.1 EXGEIRE
M1 23vd, PHI245%>— (BHEARY)
[2.3, 8.4, 9.1.63#]
11.1.2 D%, DR (EERT)
[8.6, 15.1.1, 15.1.258M]
11.2 ZOtoEIRIG

5%L4 1%~ B%ATis 1%AiG BEEE R
J& BT e AR | 948 (85, 6%) | N 5 PRI, BV,
(ESERAD) | (10.3%) 7, &% « 4T i, VEAE
I’A{i—u)
FipirpigR | B (59. 4%) TR F U IR, | SRR RS
ANMRAE, B BRI
Wik T (14.8%) 7 [ b, FEAGR
IR PR EER . PH
7 - FHeR | W (38.8%) 7. B VORI
g (23.0%) *
BLRE ZITRE. R85, BT
Jiiniid U v HiE
SER WEUE (BB, &
5 FEIE, ALBE, 3
WIS I R
JiE, iR ERR )
Zoft 95 (66.0%) ¥, HBIE | R PEIRRR, MEAVIE, A >
(36.0%) . % # TV PR
(16.8%) *

a) BEARRBRIZIH VW CHET AREIC L 0 IUE L RIS O BEI S
) WA T 0/ MARRBR (C459100134A8k) 25 11/ MIAR S— b R ONENES T /7 1 FHEAER
(C4591005788%) D2[IEEARICBIT 57 — & L v 43

14, ERALOIFE

141 EXRBSFOTE

14.1.1 REAE

(1) AERE
AFNFE-90~-60°CH> H-256~-15CITB L, -25~-15°C T F14 H
IFTHILENTE S, RBIENIRY | FE-90~-60°CIZRE LERAF
THIENTED, WTHhORAELASBIBNICERTSZ L,

(2) AERE
AH % BRE (2~8°C) TR 23561, 2~8CTly AMIRGFT
HZENTED, BB, MREGITEGEET, A8 A4
52L&,

14.1.2 fREAE

(1) =L CRBT 256 1%, MR O R 2 2R ILAINIZAT 5 Z &,

(2) fRROBIE, BN L HBEL F/RICMmZ 52 &, BEHH
FR OERINRN S - BN K 21252 &,

(3) fRBZITHEME LN &,

14.1.3 HF]RAE

(1) FRENCERBIZE L TR Z &,

(2) RENIRAFE A G E 0Tz, BB STz > TIHEE DR L
WEOHEETHZ L,

(3) RFN DA T W H RAEFEENRL. 8L 2, ABO¥—72KIC
RHLETP-L Y EEEIRMT S Z L, BVREERNI L,

(4) FRATDOIRITABOWRIF A2 ET T ENDH D, AREITHRL2
WOLNDGEITIE, EHA LN &,

(5) FBRME OWEIT6MEIERESY (1[H0. 3uL) Z2H9 5, v RRY 2—24
DY IRESEF TR 2 L7256 6m 2 R ET 2 2 &8
T D, MEHER RSB L OV S5 2 H L 72854, 68 B OB
DERRTERNZ ERH D, 1E0. SnLZ T W iGE, AR
IFBEES D L,

(6) A Bt% DIE2~30°C TIRAF L AR RE I LAINICE R 35 2 &
FrIR%ORERILLPNICH L2 o I IR+ 5 Z &,

(N ARBIRATF OB BN L 2BT A2 R NRICIZ 2 Z &,
B A YR OSRIMRI S - B K 2 Ic+5 2 &,

14.2 EXHEERFOIE

14.2.1 ERICR LEARE O /SA T uh HEEFRO. 3nLZ B Y | fHch:
FROEANIN EE A THRT A2 L, BEPEDOONIGAE
WEEH L7anwZ &,

14.2.2 @% . ZAMICHANERET 2 2 & BIRN, KN, KT~0
B3 TR &,

14.2.3 105k - RS~ OHBERT DD FTROAICERTHZ &,

(1) SHRIZBHABERICE SR ST, MfECMEH 5 0 ITFIcBEL
RNE S B ICR L CHET AR EET S Z L,

(2) MPREEATIRNIZRET D 2 &

(3) FEHEEHA L L E, WROFARLCMEOMFH DA SN HGE
IFE B2 &, 20z THERNT D2 &,

15, ZOHOEE

15.1 BRERMEAICE D < I1E#R

#1511 ¥ESMTIBWT, 2 F 7 A LA (SARS-CoV-2) RNAD 77 F L4
FRZITOZR, DIERPNRE S TWS, PIEGREICB O TRE &
NIFEBI D2 AFEEBETH Y Frl2la] B EERE% A B LAINIZ I8 8L
LCWo, Fio. REBOERIT, ABRIZ K 2 LFEVRIC L0 etk
DEELTNEY, [8.6, 11.1.25R]

15.1.2 BEREBRALATR OENRISUS SV 2B 20k, DIRED
W b ENOERERT —F N—2 W TEE Lz &M
ORI SN DO, DIREOREBR L 2l Lic & 24, #E
G & U CRFI2[EHERES OB F M CHENE WD & AR E
722, [8.6, 11.1.28M]

*#%15. 1.3 WEAMTRW T, FEFTIEAI L OBEMEII AP TH 523, KfEF
HFEARED & 2 P Heff #1238 T, =2 2 F 7 A L A (SARS—CoV-2)
RNAD 7 F B REA T R FE A AN S0 O fERE (Rel i
IR AHEEhTnd,



17. ERERAHE

171 BEERUVREMEICET 558

17.1.1 BNE 1 /0 MHEER (C4591001588%) 0. M4H/N\— k
SARS—CoV-2T 7 F L REFED 125 UL L ORI BINFE 25 R, A
#30ug % 19~23 0 fl7 C2alEfE L 7= & 2 O F oML VR &M% R
MTBZLEAMNE LT, 77 R BEEALS it R AR %
FEfi L7, & 510, ARBRTAKISOng % 2EHEHL B 7 0D 18~555% DB
MBI AHI30ng % LEHERE L 7= & & D ibE O e b Rt L
7

(1) 16U LS mE
3652301 (ARFIBAERE - 1819801, 7 7 & REERERE : 18325M41) & %%

W2, 10 HOEEEMIHMETEH Cdbh 5 TSARS-CoV-2J& LN 721 5

N T o20E] BT H LA DSARS-CoV-212 L 5 Y IC K9~ 5 A
ROBNE [T 7 F A2 (VED ) 23 L7, 4013741 (A5
BEFRAE : 1996501, 77 wARBERRRE : 2017201) A XfRIC, 22HDE
BAAMEFEEE T 5 [SARS-CoV-20k Yu i D A7 48 & [ 20 B
FCo20n B R T H LA DSARS-CoV-212 & 2 BEYWIE 12564 % AFH
DAEZE (VE2) | %3 L7z, MHTERIIRIOLBY Tho7Y,

721 SARS-CoV-21Z K D JEYEIZ %3 D 2hiE
SARS-CoV—2
_ N . T o F A
FiRATT e G2 4 kB YE .
I [95%{= AIXR] (%)
ARF TR 18198 8
VEL” 95.0 [90.3, 97.6]
75 b R R 18325 162
AFIHERTRE 19965 9
VE2” 94.6 [89.9, 97.3]
75 b R R 20172 169

a) VE1 OVE20D2[H] B 8@tk BB IR (FFUfE) (X2 EN57TH 550 Th oz, £z, VEL
S OVE2 O T BERE IR 19~ 42 A Bl OB INE BN &G £, T ONFUIVELEVE2TZENZ
FL19~23 A MO B IN# 1396, 5% (35248(51) & 96. 3% (38665(1) , 24~42 H [l D BN 113, 5%
(127561) £3.7% (14726) ThH 72"

165% L 004344861 (AFIEFERE < 2172001, 77 & AREERERE : 21728
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AIRNICHFET 2 2 12KV | SARS-CoV-2 IZx7 5 Pl 2 5 L, AR ARRLZeE7T e 7 7
ANEHETDHU I F L THDZENRENT,
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95.3% (80.5%-98.9%) ThdH I LRI NT-, Tz, AFEFICEK T2 U 7 F o B 2R
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PLEDZ &b AAIX SARS-CoV-2 IZ X D EIIED T HHICx L THEHA B 2. AKFIOBHEE « %)
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[lZ )R L, ARCT-154-01 3R (5 VIV AHERER) Z1T7-o 72,

ARCT-154-01 BERCTlX, N M 20 18 LL EORRABERE (S &) ZxtgcylblnE s L
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THRREMERH Y | BB LGB IXEME BT AREMERH U | RN ARLIEL 72D 2 LN BER
ELT,

11.1.2 BEEROWRA CEO TR E B F 2% T L,

11.2 AAIOEGRFRERAE (ARCT-154-01 5805% & OV ARCT-154-J01 585R) (2RO XFE Lz, ENEE
FikBR (ARCT-154-J01 iRBR GBINGE) T2 HILL ETRO bN-EREH# Lz, 7. AMEER
B (ARCT-154-01 U8 5 IMIb /X— b _#IEEE) TR b= HE5R0 5% CCDS RIHSEEH L
776

18237 BALDEE
i Loeg (%) ]
14. BRLDIEE
141 ZHRAHBOIE
1411 REFE

AFNIRHEE (2~8°C) T 1y AMRET 2 2 LN TE 2, 2B, WERERFRITEAIETIC,
AN 28 2 72 WREFE T 1 ow A RIBAIPICEE S5 2 &

14.1.2 SARAE
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(1) FEERNCEEICR L TR 2 &,

Q) AFNIRFEZE £ 0D, BIECHT- > UIHMELNERA LWL Y EETDLZ L,

(3) AANC B AR 10 mL Z7EAT DT, HHEl (D7 b 3E) IChi THEATLHZ
Lo AL, BOOY—RIRIZRDETP- < EEENRT 5, b LA > 728541, B h
B E D ETHET D,

(4) TRIRMG DIRIZ BB AN TN & R T D, BB ANH DA T MIER Lanz &y

(5) WO 16 BIEFE 7y (115 05mL) 2F7T 5, 16 [HZE2 THRIRLRWT &, FRRITHERE
THZ L,

(6) % OIRITHCNER T2 2 &, RET 25 G1£2~25°C TRAF L, —E#tafl L% 6
BFLANICE R T2 2 &, 6 BEEILAPNICEH Lo i+ 5 2 &,

(7) WERERAFOBIZIL, BN X 2BHTE A2 5/NRICIZ 2 2 &0 B B YR OYRAMNRA Y 7=
LWL IICTH L,

14.2 EXIEERFOIE

14.2.1 BIHONATADE 05mL 2 E MY | BYOL AR N2 L2 BRTHRE T2 2 &,

REDBOONLHEITEH LN &,

14.2.2 ERZICHRAF L TWEGATL, BIRICR LT D, B—RIRICR D E T < D LEsENRF
LCHHATHZ L, WA BAICE, A bPAINEL ETHRETHZ L,

14.2.3 W%, ER=AFFICHANERE T 2 &, RN, EN. K T~oB8II TbRn &,

14.2.4 [EREFOSEEERMAENIZA > TN EE2END D Z L,

14.2.5 #fk « MRE~OFEZRET 5720 FREORIZERTDHZ &,

(1) $HRIIFANBREICE DR ST, #RfE, M, BHFEOHRN FHEBICERZE L RWE O | Sokpefd
FICHK L CHE R REZIRET D Z &

(2) MRREITINLZBET D 2 &,

(3) HEHREHARIA LTz & & WA OFF 2 CMIR OWBER 2 b V-G E IXE IS 2 k& | H6L% )
A THNTDHZ L,

[EH EorE () ORERL]

14.1 SEAFRREFO S

14.1.1 FREOARIL & 72 53 BRFE RIS EHE LT,
14.1.2 FREOARIL & 72 53 BRFE RIS EHE LT,
14.2 FERHAERF O

14.2.1 FREORIL & 72 53 BRFE RIS EHE LT,
14.2.2 BRIRRBR OB HIEICHE S EF%GE LT,
1423 Uo7 F U RFO—FERI & UTHRE LT,
1424 U7 F U 8AIO—FAI & U TRE LT,

1.8.2.3.8 T DEE
[ZothoEE (%) ]
15. TDMDFE

15.1 BRERfEMAIZE D < 1F3R
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15.1.1 BT, a7 A LA (SARS-CoV-2) RNA U 7 F U EREL IS8, DIES A3
HEENTWD, FIEEIZBW TS SNTIER 0L ITEEBMETH Y . K2 [0 HBERE% K H
DNIZHBLL T\ 5, Fio, REEOERIT, ARG X D LEEVRICE VIERSSEL TS D,

[8.6. 11.12 /]

15.1.2 2} 7 A /L& (SARS-CoV-2) RNA U 7 F o O EWNEIFSEE WG IZ BT 2 0., (DK
KROWERY  ENOEEEHRT —Z_X— 22 HWTEH L —EM SHERI S A O, O
PERDIBR L 2B LIZ L 2 A, WlElthE & LT 2 RS OFFE B CHENE W 2 & VR
Ehi=?, [86. 11.1.2 5]

15.1.3 MR T, FAE Al & OBEM X RATH 503, G REANEARED & 5 g fis
BT, amF 74X (SARS-CoV-2) RNA U 7 F U #Fl4%12 ., FJEFEEANE NGRS L O ELE
(FrlcEEMIER) 2NHiEShTund,

[ZoftoREE () ORERML]

15.1 AR OFEE

15.1.1 FEEKDOUAT LEOTRHEH B F 2% L1,
15.1.2 FEEKDOUAT LEOTRHEHZ B F 2% € L=,
15.1.3 JEEDOUAT LEORRHEH Z B F 2% € L1,
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1.9 —fRMBMICHRLSIXE
1.9.1 JAN

LI OZFRT JAN O FHE S 217> T D,
(BARL) BHRAZ
(= 4) Zapomeran

1.9.2 INN
INN : zapomeran
(rec-INN List 89 ; WHO Drug Information Vol. 37, No. 1, 2023)

1.9.3 AYFry R FI R %
TERUELY . anF A LA (SARS-CoV-2) RNA U7 F



Recommended INN: List 89
International Nonproprietary
Names for Pharmaceutical
Substances (INN)

RECOMMENDED International Nonproprietary Names: List 89

Notice is hereby given that, in accordance with paragraph 7 of the Procedure for the Selection of
Recommended International Nonproprietary Names for Pharmaceutical Substances [Off. Rec. WId
Health Org., 1955, 60, 3 (Resolution EB15.R7); 1969, 173, 10 (Resolution EB43.R9); Resolution
EB115.R4 (EB115/2005/REC/1)], the following names are selected as Recommended International
Nonproprietary Names. The inclusion of a name in the lists of Recommended International
Nonproprietary Names does not imply any recommendation of the use of the substance in
medicine or pharmacy.

Lists of Proposed (1-117) and Recommended (1-78) International Nonproprietary Names can be
found in Cumulative List No. 17, 2017 (available in CD-ROM only).

Dénominations communes internationales des Substances pharmaceutiques (DCI)
Dénominations communes internationales RECOMMANDEES: Liste 89

Il est notifié que, conformément aux dispositions du paragraphe 7 de la Procédure a suivre en vue
du choix de Dénominations communes internationales recommandées pour les Substances
pharmaceutiques [Actes off. Org. mond. Santé, 1955, 60, 3 (résolution EB15.R7); 1969, 173, 10
(résolution EB43.R9); résolution EB115.R4 (EB115/2005/REC/1)] les dénominations ci-dessous sont
choisies par I'Organisation mondiale de la Santé en tant que dénominations communes
internationales recommandées. L'inclusion d'une dénomination dans les listes de DCI
recommandées n'implique aucune recommandation en vue de lutilisation de la substance
correspondante en médecine ou en pharmacie.

On trouvera d'autres listes de Dénominations communes internationales proposées (1-117) et
recommandées (1-78) dans la Liste récapitulative No. 17, 2017 (disponible sur CD-ROM seulement).

Denominaciones Comunes Internacionales para las Sustancias Farmacéuticas (DCI)
Denominaciones Comunes Internacionales RECOMENDADAS: Lista 89

De conformidad con lo que dispone el parrafo 7 del Procedimiento de Seleccion de
Denominaciones Comunes Internacionales Recomendadas para las Sustancias Farmacéuticas [Act.
Of. Mund. Salud, 1955, 60, 3 (Resolucién EB15.R7); 1969, 173, 10 (Resolucion EB43.R9); Résolution
EB115.R4 (EB115/2005/REC/1) EB115.R4 (EB115/2005/REC/1)], se comunica por el presente anuncio
que las denominaciones que a continuacién se expresan han sido seleccionadas como
Denominaciones Comunes Internacionales Recomendadas. La inclusién de una denominacién en
las listas de las Denominaciones Comunes Recomendadas no supone recomendacion alguna en
favor del empleo de la sustancia respectiva en medicina o en farmacia.

Las listas de Denominaciones Comunes Internacionales Propuestas (1-117) y Recomendadas (1-78)
se encuentran reunidas en Cumulative List No. 17, 2017 (disponible sélo en CD-ROM).
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Latin, English, French, Spanish:
Recommended INN

DCl Recommandée

DCI Recomendada

Chemical name or description; Molecular formula;
Graphic formula

Nom chimique ou description; Formule brute;
Formule développée

Nombre quimico o descripcion;, Férmula molecular;
Férmula desarrollada

acetylcysteine zidrimer

aceétylcystéine zidrimére

acetilcisteina zidrimero

N-acetyl-L-cysteine conjugate with regular dendrimer;
a,a',a",a"-(ethane-1,2-diyldinitrilo)tetrakis(w-
hexadecakis{3-[(2-hydroxyethyl)amino]-3-oxopropyl}-
dendroG4-[(3-oxopropane-1,3-
diyl)azanediylethylenenitrilo]) with about 31% of
hydroxy groups substituted with 4-{3-[(N-acetyl-L-
cystein-S-yl)sulfanyl]propanamido}butanoyl group

N-acétyl-L-cystéine conjuguée avec un dendrimére
régulier;
a,a',a",a"-(éthane-1,2-diyldinitrilo)tétrakis(w-
hexadécakis{3-[(2-hydroxyéthyl)amino]-3-oxopropyl}-
dendroG4-[(3-oxopropane-1,3-
diyl)azanediyléthylénenitrilo]) avec 31% des groupes
hydroxy substitués avec un groupe 4-{3-[(N-acétyl-L-
cystéin-S-yl)sulfanyl]propanamido}butanoyle

N-acetil-L-cisteina conjugada con un dendrimero
regular;
a,a',a",a"-(etano-1,2-diildinitrilo)tetrakis(w-
hexadecakis{3-[(2-hidroxietil)amino]-3-oxopropil}-
dendroG4-[(3-oxopropano-1,3-
diil)azanediiletilenenitrilo]) con 31% de los grupos
hidroxi substituidos con un grupo 4-{3-[(N-acetil-L-
cistein-S-il)sulfanil]propanamido}butanoilo

R
R\N/\/N\R
R
(0]
Y Y 4
Yo },YY X: /\)L ~UNG
X\ AX /.Y \ ”
X Xy e
-X=x7 Y: z
B /X v \/\/MN/\/
R X A he N, (CO:H
Xy oz fon T
X )S‘Y (~69%) 0o S

H
XX Y . §—OMN\[(V'S

(~31%) o
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zanzalintinib

zanzalintinib

zanzalintinib

zapomeran

zapoméran

N-(4-fluorophenyl)-N"-(4-{[7-methoxy-6-
(methylcarbamoyl)quinolin-4-
ylloxy}phenyl)cyclopropane-1,1-dicarboxamide

N-(4-fluorophényl)-N"-(4-{[7-méthoxy-6-
(méthylcarbamoyl)quinoléin-4-
ylloxy}phényl)cyclopropane-1,1-dicarboxamide

N-(4-fluorofenil)-N*-(4-{[6-(metilcarbamoil)-7-
metoxiquinolein-4-ilJoxi}fenil)ciclopropano-1,1-
dicarboxamida

C2oH25FN4Os

H
0« _N.
CH;,
OCH;
F o
IONSUORS
N
N N &
H H

self-replicating messenger RNA (mRNA), 5'-capped,
encoding codon-optimised Venezuelan equine
encephalitis virus (VEEV) RNA-dependent RNA
polymerase (VEEV proteins nsP1, nsP2, nsP3 and
nsP4) and a full-length codon-optimised pre-fusion
stabilised conformation variant (K986P and V987P) of
the SARS-CoV-2 (severe acute respiratory syndrome
coronavirus 2) spike (S) glycoprotein (derived from
GenBank ID YP_009724390) containing furin
cleavage-inactivating mutations (R682G, R683S,
R6858S) plus an additional mutation (D614G), flanked
by &' and 3' untranslated regions and a 3'
polyadenylation (polyA) tail; generation of the capped
S mRNA is under control of a VEEV subgenomic
promoter.

ARN messager (ARNm) auto-réplicatif, coiffé en 5',
codant une ARN polymérase ARN-dépendante aux
codons optimisés du virus de I'encéphalite équine
vénézuelienne (VEEV) (protéines VEEV nsP1, nsP2,
nsP3 et nsP4) et la séquence entiere aux codons
optimisés d'un variant a la conformation stabilisée
avant pré-fusion (K986P et V987P) de la glycoprotéine
de spicule (S) du SARS-CoV-2 (coronavirus du
syndrome respiratoire aigu sévere 2) (dérivée de
GenBank ID YP_009724390) contenant des mutations
inactivant le clivage par la furine (R682G, R683S,
R685S) plus une mutation supplémentaire (D614G),
flanquée de régions non traduites en 5' et 3' et d'une
queue de polyadénylation (polyA) en 3'; la génération
de 'ARNm S coiffé est sous le contrdle d'un promoteur
sous-génomique du VEEV.



Recommended INN: List 89

zapomeran ARN mensajero (ARNm) auto-replicativo, protegido en 5,
que codifica, con codones optimizados, para la RNA
polimerasa dependiente de RNA del virus de la encefalitis
equina de Venezuela (VEEV) (proteinas nsP1, nsP2, nsP3
y nsP4 del VEEV) y una variante estabilizada en
conformacion pre-fusién (K986P and V987P) de la
glicoproteina de la espicula (S) del SARS-CoV-2
(coronavirus 2 del sindrome respiratorio agudo severo)
(derivada de GenBank ID YP_009724390) completa, con
codones optimizados, que contiene mutaciones
inactivantes del sitio de escision de la furina (R682G,
R683S, R685S) mas una mutacion adicional (D614G),
flanqueado por regiones no traducidas en 5'y 3'y una
cola de poliadenilacion (polyA) en 3'; la generacion del
ARNmM de S protegido esta bajo el control de un promotor
subgenomico del VEEV.

zegruvirimat (1S)-1-{[(3-cyanopyridin-2-yl)oxy]methyl}-4-[17-{[2-(1,1-
dioxo-1A8-thiomorpholin-4-yl)ethylJamino}-28-norlupa-
2,20(29)-dien-3-yl]cyclohex-3-ene-1-carboxylic acid

zégruvirimat acide (1S)-1-{[(3-cyanopyridin-2-yl)oxy]méthyl}-4-[17-{[2-
(1,1-dioxo-1A8-thiomorpholin-4-yl)éthylJamino}-28-norlupa-
2,20(29)-dién-3-yl]cyclohex-3-&ne-1-carboxylique

zegruvirimat acido (1S)-1-{[(3-cianopiridin-2-il)oxilmetil}-4-[17-{[2-(1,1-
dioxo-1A8-tiomorfolin-4-il)etillamino}-28-norlupa-2,20(29)-
dien-3-il]ciclohex-3-eno-1-carboxilico

CoH70N4OsS

zeldesmeran messenger RNA (mRNA), 5'-capped, encoding a full-
length, codon-optimised version of the SARS-CoV-2
(severe acute respiratory syndrome coronavirus 2) spike
(S) glycoprotein (based upon GenBank ID: MT270101.1),
containing the D614G mutation, flanked by a 5'
untranslated region (5'UTR) derived from the 5'UTR of
tobacco etch virus and a 3' untranslated region (3'UTR)
derived from the 3'UTR of Xenopus laevis beta globin
mRNA, and terminated with a 3' polyadenylation (polyA)
tail; contains N'-methylpseudouridine instead of uridine
(all-u>m'W).
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110 BE - BIEFOHEETEEHDFLYD

b4 - B4 —fs PR RAT

AE HRAT T, XN AT EME 7 A LA RNA L7 Y 71—+ (nsPl, nsP2, nsP3,

nsP4) K Y SARS-CoV-2 D A/SA 7 & 37 EHEFAR (D614G, R682G, R683S, R685S,

K986P, VO87P) 2% 21— N9 5 H AV mRNA TH 5. FARAT UL, 57 F v v

TG, VTS AT e —4—FS], KORY AESIEET, 11861 HOX 7 LA

T KRNG5 1 REIRNA Th 5H.

g R

GAUGGGCGGC GCAUGAGAGA AGCCCAGACC AAUUACCUAC CCAAAAUGGA 50
GAAAGUUCAC GUUGACAUCG AGGAAGACAG CCCAUUCCUC AGAGCUUUGC 100
AGCGGAGCUU CCCGCAGUUU GAGGUAGAAG CCAAGCAGGU CACUGAUAAU 150
GACCAUGCUA AUGCCAGAGC GUUUUCGCAU CUGGCUUCAA AACUGAUCGA 200
AACGGAGGUG GACCCAUCCG ACACGAUCCU UGACAUUGGA AGUGCGCCCG 250
CCCGCAGAAU GUAUUCUAAG CACAAGUAUC AUUGUAUCUG UCCGAUGAGA 300
UGUGCGGAAG AUCCGGACAG AUUGUAUAAG UAUGCAACUA AGCUGAAGAA 350
AAACUGUAAG GAAAUAACUG AUAAGGAAUU GGACAAGAAA AUGAAGGAGC 400
UGGCCGCCGU CAUGAGCGAC CCUGACCUGG AAACUGAGAC UAUGUGCcCUC 450
CACGACGACG AGUCGUGUCG CUACGAAGGG CAAGUCGCUG UUUACCAGGA 500
UGUAUACGCC GUCGACGGCC CCACCAGCCU GUACCACCAG GCCAACAAGG 550
GCGUGAGGGU GGCCUACUGG AUCGGCUUCG ACACCACACC cuucAuGuUucC 600
AAGAACCUGG CCGGCGCCUA CCCCAGCUAC AGCACCAACU GGGCCGACGA 650
GACAGUGCUG ACCGCCAGGA ACAUCGGCCU GUGCAGCAGC GACGUGAUGG 700
AGAGGAGCCG GAGGGGCAUG AGCAUCCUGA GGAAGAAGUA CCUGAAGCCC 750
AGCAACAACG UGCUGUUCAG CGUGGGCAGC ACCAUCUACC ACGAGAAGAG 800
GGACCUGCUG AGGAGCUGGC ACCUGCCCAG CGUGUUCCAC CUGAGGGGCA 850
AGCAGAACUA CACCUGCAGG UGCGAGACAA UCGUGAGCUG CGACGGCUAC 900
GUGGUGAAGA GGAUCGCCAU CAGCCCCGGC CUGUACGGCA AGCCCAGCGG 950
CUACGCCGCC ACCAUGCACA GGGAGGGCUU CCUGUGCUGC AAGGUGACCG 1000
ACACCCUGAA CGGCGAGAGG GUGAGCUUCC CCGUGUGCAC CUACGUGCCC 1050
GCCACCCUGU GCGACCAGAU GACCGGCAUC CUGGCCACCG ACGUGAGCGC 1100
CGACGACGCC CAGAAGCUGC UGGUGGGCCU GAACCAGAGG AUCGUGGUGA 1150
ACGGCAGGAC CCAGAGGAAC ACCAACACCA UGAAGAACUA CCUGCUGCCC 1200
GUGGUGGCCC AGGCCUUCGC CAGGUGGGCC AAGGAGUACA AGGAGGACCA 1250
GGAGGACGAG AGGCCCCUGG GCCUGAGGGA CCGACAGCUG GUGAUGGGCU 1300
GCUGCUGGGC CUUCAGGCGG CACAAGAUCA CCAGCAUCUA CAAGAGGCCC 1350
GACACCCAGA CCAUCAUCAA GGUGAACAGC GACUUCCACA GCUUCGUGCU 1400
GCCCAGGAUC GGCAGCAACA CCCUGGAGAU CGGCCUGAGG ACCCGGAUCA 1450
GGAAGAUGCU GGAGGAGCAC AAGGAGCCCA GCCCUCUGAU CACCGCCGAG 1500
GACGUGCAGG AGGCCAAGUG CGCCGCCGAC GAGGCCAAGG AGGUGAGGGA 1550
GGCCGAGGAG CUGAGGGCCG CCCUGCCUCC CCUGGCCGCC GACGUGGAGG 1600
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AGCCCACCCU
GGCAGCGUGG
CGAGGACAAG
AGUCCGAGAA
AUCACCCACA
CAAGGUGGUG
CCCUGAGCGA
AGGUACCUGC
GGAGUACUAC
ACGACAUCGA
GGCCUGACCG
GAGCCUGAGG
UGUACGGCGU
ACCAAGAAGG
CAUCAGGGAC
UGGACAGCGU
AUCGACGAGG
CAUCAUCAGG
GCUUCUUCAA
ACCCAGGUGU
CAGCGUGGUG
CCAAGGAGAC
CAGGACGACC
GAUCGACUAC
UGACCAGGAA
CUGUACGCCC
GGACAGGAUC
UGACCGCCAA
GCCGAGCACG
CGACGUGUUC
CCGUGCUGAA
GUGGACUACU
CCAGCUGUGC
GCGCCCCUAC
CCCAGCCCCA
CAGGCGGUAC
ACAUGAACAC
CCCGUGAACA
CCCUCAGAGC
UGCUGGUGGU
CUGAGCGACA
CCCCGGCGAC

GGAGGCCGAC
AGACACCCAG
AUCGGCAGCU
GCUGAGCUGC
GCGGCAGGAA
GUCCCCGAGG
GAGCGCCACC
ACCACAUCGC
AAGACCGUGA
CAGGAAGCAG
GCGAGCUGGU
ACCAGGCCCG
GCCCGGCAGC
ACCUGGUGGU
GUGAAGAAGA
GCUCCUGAAC
CCUUCGCCUG
CCCAAGAAGG
CAUGAUGUGC
UCCACAAGAG
AGCACCCUGU
AAAGAUCGUG
UGAUCCUGAC
AAGGGCAACG
GGGCGUGUAC
CUACCAGCGA
GUGUGGAAGA
GUACCCCGGC
ACGCCAUCAU
CAGAACAAGG
GACCGCCGGC
UCGAGACAGA
GUGAGGUUCU
CGUGCCCCUG
ACAUGUACGG
CCUCAGCUGC
CGGCACCCUG
GGCGGCUGCC
GACUUCAGCA
GGGCGAGAAG
GGCCCGAGGC
GUGCCCAAGU

GUGGACCUGA
GGGCCUGAUC
ACGCCGUGCU
AUCCACCCUC
GGGCAGGUAC
GCCACGCCAU
AUCGUGUAUA
CACCCACGGC
AGCCCAGCGA
UGCGUGAAGA
GGACCcCUcCcCC
CCGCUCCCUA
GGCAAGAGCG
GAGCGCCAAG
UGAAGGGCCU
GGCUGCAAGC
CCACGCCGGC
CCGUGCUGUG
CUGAAGGUGC
CAUCAGCAGG
UCUACGACAA
AUCGACACCA
CUGCUUCAGG
AGAUCAUGAC
GCCGUGAGGU
GCACGUGAAC
CCCUGGCCGG
AACUUCACCG
GAGGCACAUC
CCAACGUGUG
AUCGACAUGA
CAAGGCCCAC
UCGGCCUGGA
AGCAUCAGGA
CCUGAACAAG
CCAGGGCCGU
AGGAACUACG
ACACGCCCUG
GCUUCGUGAG
CUGAGCGUGC
CACCUUCCGG
ACGACAUCAU

UGCUGCAGGA
AAGGUGACCA
CAGCCCUCAG
UGGCCGAGCA
GCCGUGGAGC
CCCCGUGCAG
ACGAGAGGGA
GGCGCCCUGA
GCACGACGGC
AGGAGCUGGU
UUCCACGAGU
CCAGGUGCCC
GCAUCAUCAA
AAGGAGAACU
GGACGUGAAC
ACCCCGUGGA
ACCCUGAGGG
CGGCGACCCC
ACUUCAACCA
CGGUGCACCA
GAAGAUGAGG
CCGGCAGCAC
GGCUGGGUGA
CGCCGCCGCU
ACAAGGUGAA
GUCCUGCUGA
CGACCCCUGG
CCACCAUCGA
CUGGAGAGGC
CUGGGCCAAG
CCACCGAGCA
AGCGCCGAGA
CCUGGACAGC
ACAACCACUG
GAGGUGGUGA
GGCCACCGGC
ACCCCAGGAU
GUGCUGCACC
CAAGCUGAAG
CCGGCAAGAU
GCCAGGCUGG
CUUCGUGAAC

GGCCGGCGCC
GCUACGACGG
GCCGUGCUGA
GGUGAUCGUG
CCUACCACGG
GACUUCCAGG
GUUCGUGAAC
ACACCGACGA
GAGUACCUGU
GACCGGCCUG
UCGCCUACGA
ACCAUCGGCG
GAGCGCCGUG
GCGCCGAGAU
GCCAGGACCG
GACACUGUAU
CCCUGAUCGC
AAGCAGUGCG
CGAGAUCUGC
AGAGCGUGAC
ACCACCAACC
CAAGCCCAAG
AGCAGCUGCA
AGCCAGGGCC
CGAGAAUCCC
CCAGGACCGA
AUCAAGACCC
GGAGUGGCAG
CCGACCCCAC
GCCCUGGUGC
GUGGAACACC
UCGUGCUGAA
GGCCUGUUCA
GGACAACAGC
GGCAGCUGAG
AGGGUGUACG
CAACCUGGUG
ACAACGAGCA
GGCAGGACCG
GGUGGACUGG
ACCUGGGCAU
GUGAGGACCC

1650
1700
1750
1800
1850
1900
1950
2000
2050
2100
2150
2200
2250
2300
2350
2400
2450
2500
2550
2600
2650
2700
2750
2800
2850
2900
2950
3000
3050
3100
3150
3200
3250
3300
3350
3400
3450
3500
3550
3600
3650
3700
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CUUACAAGUA
AGCAUGCUGA
CGUGAGCAUC
GCGCCAUCGC
AGCCUGGAGG
GGCCAGGACC
ACACCGGCAG
GUGAGGGGCG
CAACAGCAAG
AGUUCCCCGA
CUGGUGAAGG
CAACAAGGUG
AGAGCAUCGC
CCUCUGCUGA
GAGCCUGAAC
CCAUCUACUG
GCCAGGCGGG
GACGGAGCCC
CCGGCAGGAA
GAGGGCACCA
CAUGUGGCCC
UGGGCGAGAG
GAGGCCAGCA
GACCCCUGAG
CCGUGUGCAG
AAGAUCCAGU
CAUCCACCCC
CCGAGCCCAG
CCCCUGAUCA
CAUUGAGGAG
CCCACCAGGU
AGCAGCUCCA
CCUGAGCAUC
CCAGCGCCGA
AGGCCCGUGC
CCCUAGGACC
CCAGCCUGGU
GAGCUGGAGG
GACCAGCCUG
AGGAGUUCGA
GCCUACAUCU
CGUGAGGCAG

CCACCACUAC
CCAAGAAGGC
GGCUACGGCU
CAGGCUGUUC
AGACAGAGGU
CACAACCCCU
CAGGCUGCAC
ACAUCGCCAC
GGCCAGCCCG
GAGCUUCGAC
GCGCCGCCAA
AGCGAGGUGG
CAAGAUCGUG
GCACCGGCAU
CACCUGCUGA
CAGGGACAAG
AGGCCGUGGA
GACGCCGAGC
GGGCUACAGC
AGUUCCACCA
GUGGCCACCG
CAUGAGCAGC
CCCCUCCCAG
AGGGUGCAGC
CAGCUUCCCU
GCAGCCAGCC
AGGAAGUACC
CGCCGAGAAC
CCGAGGACGA
GAAGAGGAGG
GCUGCAGGUG
GCUGGAGCAU
CUGGACACCC
GACAAACAGC
CCGCCCCUAG
AGGACCCCUA
GAGCACCCCU
CCCUGACCCC
GUGAGCAACC
GGCCUUCGUG
UCAGCAGCGA
ACCGUGCUGA

CAGCAGUGCG
CUGCCUGCAC
ACGCCGACAG
AAGUUCAGCA
GCUGUUCGUG
ACAAGCUGAG
GAGGCCGGCU
CGCCACCGAG
GCGGCGGGGU
CUGCAGCCCA
GCACAUCAUC
AGGGCGACAA
AACGACAACA
CUUCAGCGGC
CCGCCCUGGA
AAGUGGGAGA
GGAGAUCUGC
UGGUGAGGGU
ACCAGCGACG
GGCCGCCAAG
AGGCCAACGA
AUCAGGAGCA
CACCCUGCCC
GGCUGAAGGC
CUGCCCAAGU
CAUCCUGUUC
UGGUGGAGAC
CAGAGCACCG
GACAAGGACC
ACAGCAUCAG
GAGGCCGACA
CCCUCACGCC
UGGAGGGCGC
UACUUCGCCA
GACCGUGUUC
GCCUGGCCCC
CCCGGCGUGA
UAGCAGGACC
CUCCCGGCGU
GCCCAGCAGC
CACCGGCCAG
GCGAGGUGGU

AGGACCACGC
CUGAACCCCG
GGCCAGCGAG
GGGUGUGCAA
UUCAUCGGCU
CAGCACCCUG
GCGCCCCUAG
GGCGUGAUCA
GUGCGGCGCC
UCGAGGUGGG
CACGCCGUGG
GCAGCUGGCC
ACUACAAGAG
AACAAGGACA
CACCACCGAC
UGACCCUGAA
AUCAGCGACG
GCACCCCAAG
GCAAGACCUU
GACAUCGCCG
GCAGGUGUGC
AGUGCCCCGU
UGCCUGUGCA
CAGCAGGCCC
ACCGGAUCAC
AGCCCCAAGG
ACCCCCCGUG
AGGGCACCCC
AGGACGCCCG
CCUGCUGAGC
UCCACGGCCC
AGCGACUUCG
CAGCGUGACC
AGAGCAUGGA
AGGAACCCUC
UAGCAGGGCC
ACCGGGUGAU
CCUAGCAGGA
GAACCGGGUG
AAAGGCGGUU
GGCCACCUGC
CCUGGAGAGG

CAUCAAGCUG
GCGGCACCUG
AGCAUCAUCG
GCCCAAGAGC
ACGACCGGAA
ACCAACAUCU
CUACCACGUG
UCAACGCCGC
CUGUAUAAGA
CAAGGCCAGG
GCCCCAACUU
GAGGCCUACG
CGUGGCCAUC
GGCUGACCCA
GCCGACGUGG
GGAGGCCGUG
ACAGCAGCGU
AGCAGCCUGG
CAGCUACCUG
AGAUCAACGC
AUGUAUAUCC
GGAGGAGAGC
UCCACGCCAU
GAGCAGAUCA
CGGCGUGCAG
UGCCCGCCUA
GACGAGACAC
UGAGCAGCCU
AGCCCAUCAU
GACGGCCCCA
UCCCAGCGUG
ACGUGGACAG
AGCGGCGCCA
GUUCCUGGCC
CCCACCCccCGC
UGCAGCAGGA
CACCAGGGAG
GCGUGAGCAG
AUCACCAGGG
CGACGCCGGC
AGCAGAAGUC
ACGGAGCUGG

3750
3800
3850
3900
3950
4000
4050
4100
4150
4200
4250
4300
4350
4400
4450
4500
4550
4600
4650
4700
4750
4800
4850
4900
4950
5000
5050
5100
5150
5200
5250
5300
5350
5400
5450
5500
5550
5600
5650
5700
5750
5800




ARCT-154

1.10 FF - BIRFOHREBZEEHOFT LY

Page 4

AGAUCAGCUA
AAGAAGCUGC
CAGGAAGGUG
GCCUGGGCCA
CUGCACCCCG
CCCCAAGGUG
CCACCGUGGC
AUGGUGGACG
CAAGCUGAGG
GGAGCGCCGU
GCCGCUACCA
GCUGGACAGC
ACAACGAGUA
GAGAACGUGG
UCUGUUCGCC
ACAGGUUCGU
AAGCACACCG
UCUGGCCACC
UGAACGCCGU
GAGGACUUCG
GCUGGAGACA
CCCUGACCGC
CUGACCCUGA
CACCAAGACC
UGACCCUGUU
CUGCGGGAGA
CAACAUCGUG
CCACCUGGCU
AAGGCCCCUU
CACCGCCUGC
AGCCCCUGGC
CACGAGGAGA
CAAGGCCGUG
UGGCCAUGAC
GGGGCCCCUA
UAGUCCGCCA
GGUGUCUAGC
CCUACACCAA
AGGAGCAGCG
CAACGUGACC
AGAGGUUCGA
AGCACCGAGA

CGCCCCUAGG
AGCUGAACCC
GAGAACAUGA
CUACCUGAAG
UGCCCCUGUA
GCCGUGGAGG
CAGCUACUGC
GCGCCAGCUG
AGCUUCCCCA
GCCCAGCGCC
AGAGGAACUG
GCCGCCUUCA
CUGGGAGACA
UGAACUACAU
AAGACCCACA
GAUGGACCUG
AGGAGAGGCC
GCCUACCUGU
CCUGCUGCCC
ACGCCAUCAU
GACAUCGCCA
CCUGAUGAUC
UCGAGGCCGC
AAGUUCAAGU
CGUGAACACC
GGCUGACCGG
AAGGGCGUGA
GAACAUGGAG
ACUUCUGCGG
AGGGUGGCCG
CGCCGACGAC
GCACCAGGUG
GAGAGCAGGU
CACCCUGGCC
UAACUCUCUA
AGGCCGCCAC
CAGUGCGUGA
CAGCUUCACC
UGCUGCACAG
UGGUUCCACG
CAACCCCGUG
AGUCCAACAU

CUGGACCAGG
CACCCCUGCC
AGGCCAUCAC
GCCGAGGGCA
CUCCAGCUCC
CCUGCAACGC
AUCAUCCCCG
CUGCCUGGAC
AGAAGCACAG
AUCCAGAACA
CAACGUGACC
ACGUGGAGUG
UUCAAGGAGA
CACCAAGCUG
ACCUGAACAU
AAGAGGGACG
CAAGGUGCAG
GCGGCAUCCA
AACAUCCACA
CGCCGAGCAC
GCUUCGACAA
CUGGAGGACC
CUUCGGCGAG
UCGGCGCCAU
GUGAUCAACA
CAGCCCCUGC
AGUCCGACAA
GUGAAGAUCA
CGGCUUCAUC
ACCCUCUGAA
GAGCACGACG
GAACCGGGUG
ACGAGACAGU
AGCAGCGUCA
CGGCUAACCU
CAUGUUCGUG
ACCUGACCAC
AGGGGCGUGU
CACCCAGGAC
CCAUCCACGU
CUGCCCUUCA
CAUCAGGGGC

AGAAGGAGGA
AACAGGAGCA
CGCCAGGCGG
AGGUGGAGUG
GUGAACAGGG
CAUGCUGAAG
AGUACGACGC
ACCGCCAGCU
CUACCUGGAG
CCCUGCAGAA
CAGAUGAGGG
CUUCAAGAAG
ACCCCAUCAG
AAGGGCCCCA
GCUCCAGGAC
UGAAGGUGAC
GUGAUCCAGG
CAGGGAGCUG
CCCUGUUCGA
UUCCAGCCCG
GAGCGAGGAC
UGGGCGUGGA
AUCAGCAGCA
GAUGAAGUCC
UCGUGAUCGC
GCCGCCUUCA
GCUGAUGGCC
UCGACGCCGU
CUGUGCGACA
GAGGCUGUUC
ACGAUAGGCG
GGCAUCCUGA
GGGCACCAGC
AGUCCUUCAG
GAAUGGACUA
UUCCUGGUGC
CAGGACCCAG
ACUACCCCGA
CUGUUCCUGC
GAGCGGCACC
ACGACGGCGU
UGGAUCUUCG

GCUGCUGAGG
GGUACCAGAG
AUCCUGCAGG
CUACAGGACC
CCUUCAGCAG
GAGAACUUCC
CUACCUGGAC
UCUGCCCCGC
CCCACCAUCA
CGUGCUGGCC
AGCUGCCCGU
UACGCCUGCA
GCUGACCGAG
AGGCCGCCGC
AUCCCUAUGG
CCCUGGCACC
CCGCCGACCC
GUGAGGCGGC
CAUGAGCGCC
GCGACUGCGU
GACGCUAUGG
CGCCGAGCUG
UCCACCUGCC
GGCAUGUUCC
CAGCAGGGUG
UCGGCGACGA
GACAGGUGCG
GGUGGGCGAG
GCGUGACCGG
AAGCUGGGCA
GAGGGCCCUG
GCGAGCUGUG
AUCAUCGUGA
CUACCUGAGG
CGACAUAGUC
UGCUGCCCCU
CUGCCUCCCG
CAAGGUGUUC
CCUUCUUCAG
AACGGCACCA
GUACUUCGCC
GCACCACCCU

5850
5900
5950
6000
6050
6100
6150
6200
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6300
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6400
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6500
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6600
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6700
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6800
6850
6900
6950
7000
7050
7100
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7200
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7300
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7400
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7500
7550
7600
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7700
7750
7800
7850
7900
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GGACAGCAAG
UGAUCAAGGU
UACUACCACA
CUCCAGCGCC
UGGACCUGGA
UUCAAGAACA
CAACCUGGUG
UGGACCUGCC
CUGCACAGGA
CGGCGCCGLe
UGAAGUACAA
GACCCUCUGA
GGGCAUCUAC
UGAGGUUCCC
GCCACCAGGU
CUGCGUGGCC
UCAAGUGCUA
AACGUGUACG
CGCCCCUGGC
ACGACUUCAC
AAGGUGGGCG
CCUGAAGCCC
GCACCCCUUG
AGCUACGGCU
GGUGGUCCUG
CCAAGAAGUC
AACGGCCUGA
GCCCUUCCAG
GGGACCCUCA
GGCGUGAGCG
GCUGUACCAG
ACCAGCUGAC
CAGACCAGGG
CGAGUGCGAC
AGACCAACAG
GCCUACACCA
CAGCAUCGCC
UGCCCGUGAG
GGCGACAGCA
CACCCAGCUG
ACACCCAGGA
AUCAAGGACU

ACCCAGAGCC
GUGCGAGUUC
AGAACAACAA
AACAACUGCA
GGGCAAGCAG
UCGACGGCUA
AGGGACCUGC
CAUCGGCAUC
GCUACCUGAC
GCUUACUACG
CGAGAACGGC
GCGAGACAAA
CAGACCAGCA
CAACAUCACC
UCGCCAGCGU
GACUACAGCG
CGGCGUGAGC
CCGACAGCUU
CAGACCGGCA
CGGCUGCGUG
GCAACUACAA
UUCGAGAGGG
CAACGGCGUG
UCCAGCCCAC
AGCUUCGAGC
CACCAACCUG
CCGGCACCGG
CAGUUCGGCA
GACCCUGGAG
UGAUCACCCC
GGCGUGAACU
CCCUACCUGG
CCGGCUGCCU
AUCCCCAUCG
CCCCGGGAGC
UGAGCCUGGG
AUCCCCACCA
CAUGACCAAG
CCGAGUGCAG
AACAGGGCCC
GGUGUUCGCC
UCGGCGGCUU

UGCUGAUCGU
CAGUUCUGCA
GAGCUGGAUG
CCUUCGAGUA
GGCAACUUCA
CUUCAAGAUC
CCCAGGGCUU
AACAUCACCA
CCCUGGCGAC
UGGGCUACCU
ACCAUCACCG
GUGCACCCUG
ACUUCAGGGU
AACCUGUGCC
GUACGCCUGG
UGCUGUAUAA
CCCACCAAGC
CGUGAUCAGG
AGAUCGCCGA
AUCGCCUGGA
CUACCUGUAC
ACAUCAGCAC
GAGGGCUUCA
CAACGGCGUG
UGCUGCACGC
GUGAAGAACA
CGUGCUGACC
GGGACAUCGC
AUCCUGGACA
UGGCACCAAC
GCACCGAGGU
AGGGUGUACU
GAUCGGCGCC
GCGCCGGCAU
GCCAGCAGCG
CGCCGAGAAC
ACUUCACCAU
ACCAGCGUGG
CAACCUGCUG
UGACCGGCAU
CAGGUGAAGC
CAACUUCAGC

GAACAACGCC
ACGACCCCUU
GAGAGCGAGU
CGUGAGCCAG
AGAACCUGAG
UACAGCAAGC
CAGCGCCCUG
GGUUCCAGAC
AGCAGCUCCG
GCAGCCCAGG
ACGCCGUGGA
AAGUCCUUCA
GCAGCCCACC
CCUUCGGCGA
AACAGGAAGA
CAGCGCCAGC
UGAACGACCU
GGCGACGAGG
CUACAACUAC
ACAGCAACAA
CGGCUGUUCA
CGAGAUCUAC
ACUGCUACUU
GGCUACCAGC
CCCUGCCACC
AGUGCGUGAA
GAGAGCAACA
CGACACCACC
UCACCCCUUG
ACCAGCAACC
GCCCGUGGCC
CCACCGGCAG
GAGCACGUGA
CUGCGCCAGC
UGGCCAGCCA
AGCGUGGCCU
CAGCGUGACC
ACUGCACCAU
CUCCAGUACG
CGCCGUGGAG
AGAUCUACAA
CAGAUCCUGC

ACCAACGUGG
CCUGGGCGUG
UCAGGGUGUA
CCCUUCCUGA
GGAGUUCGUG
ACACCCCUAU
GAGCCCCUGG
CCUGCUGGCC
GCUGGACCGC
ACCUUCCUGC
CUGCGCCCUG
CCGUGGAGAA
GAGAGCAUCG
GGUGUUCAAC
GGAUCAGCAA
UUCAGCACCU
GUGCUUCACC
UGAGGCAGAU
AAGCUGCCCG
CCUGGACAGC
GAAAGAGCAA
CAGGCCGGCA
CCCUCUGCAG
CCUACAGGGU
GUGUGCGGCC
CUUCAACUUC
AGAAGUUCCU
GACGCCGUGA
CAGCUUCGGC
AGGUGGCCGU
AUCCACGCCG
CAACGUGUUC
ACAACAGCUA
UACCAGACCC
GAGCAUCAUC
ACAGCAACAA
ACCGAGAUCC
GUAUAUCUGC
GCAGCUUCUG
CAGGACAAGA
GACCCcUuccc
CCGACCCCAG

7950
8000
8050
8100
8150
8200
8250
8300
8350
8400
8450
8500
8550
8600
8650
8700
8750
8800
8850
8900
8950
9000
9050
9100
9150
9200
9250
9300
9350
9400
9450
9500
9550
9600
9650
9700
9750
9800
9850
9900
9950
10000
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CAAGCCCAGC
CCCUGGCCGA
AUCGCCGCCA
GCuGCccucce
UGCUGGCCGG
CUGCAGAUCC
CGUGACCCAG
UCAACAGCGC
GCCCUGGGCA
CACCCUGGUG
UGAACGACAU
GACAGGCUGA
GCAGCUGAUC
CCAAGAUGAG
GGCAAGGGCU
GGUGUUCCUG
CAGCCCCUGC
GUGUUCGUGA
CGAGCCCCAG
ACGUGGUGAU
GAGCUGGACA
CAGCCCCGAC
UGAACAUCCA
AACGAGAGCC
CAAGUGGCCC
UCGUGAUGGU
CUGAAGGGCU
CAGCGAGCCC
UAUGUUACGU
ACACCCUCAG
CGUGGACGUG
AUUGGCUUGG
GAAACAUAAU
GCGGCGAUUG
UUUCCGAAUC
AAAAAAUCUA
AAAAAAAAAA
AAAAAAAAAA

A=TT /v

>

AAGAGGAGCU
CGCCGGCUuUC
GGGACCUGAU
CUGCUGACCG
CACCAUCACC
CCUUCGCCAU
AACGUGCUGU
CAUCGGCAAG
AGCUGCAGGA
AAGCAGCUGA
CCUGAGCAGG
UCACCGGCAG
AGGGCCGCCG
CGAGUGCGUG
ACCACCUGAU
CACGUGACCU
CAUCUGCCAC
GCAACGGCAC
AUCAUCACCA
CGGCAUCGUG
GCUUCAAGGA
GUGGACCUGG
GAAGGAGAUC
UGAUCGACCU
UGGUACAUCU
GACCAUCAUG
GCUGCAGCUG
GUGCUGAAGG
GCAAAGGUGA
UAUCACGCCC
GUUAACAUCC
UGCUGGCUAC
UGAAUACAGC
GCAUGCCGCC
GGAUUUUGUU
GAAAAAAARMA
AAAAAAAAAA
A

c=vFvr;

UCAUCGAGGA
AUCAAGCAGU
CUGCGCCCAG
ACGAGAUGAU
AGCGGCUGGA
GCAGAUGGCC
ACGAGAACCA
AUCCAGGACA
CGUGGUGAAC
GCAGCAACUU
CUGGACCCAC
GCUGCAGAGC
AGAUCAGGGC
CUGGGCCAGA
GAGCUUCCCU
ACGUGCCCGC
GACGGCAAGG
CCACUGGUUC
CCGACAACAC
AACAACACCG
GGAGCUGGAC
GCGACAUCAG
GACAGGCUGA
GCAGGAGCUG
GGCUGGGCUU
CUGUGCUGCA
CGGCAGCUGC
GCGUGAAGCU
UUGUCACCCC
AAACAUUUAC
CUGCUGGGAG
UAUUGUGGCC
AGCAAUUGGC
UUAAAAUUUU
UUUAAUAUUU
AAAAAAAAAA
AAAAAAAAAA

c= 77/

CCUGCUGUUC
ACGGCGACUG
AAGUUCAACG
CGCCCAGUAC
CCUUCGGCGC
UACAGGUUCA
GAAGCUGAUC
GCCUGAGCAG
CAGAACGCCC
CGGCGCCAUC
CCGAGGCCGA
CUGCAGACCU
CAGCGCCAAC
GCAAGAGGGU
CAGAGCGCCC
CCAGGAGAAG
CCCAcCUUCCC
GUGACCCAGA
CUUCGUGAGC
UGUACGACCC
AAGUACUUCA
CGGCAUCAAC
ACGAGGUGGC
GGCAAGUACG
CAUCGCCGGC
UGACCAGCUG
UGCAAGUUCG
GCACUACACC
CCGAAAGACC
AGCCGCGGUG
GAUCAGCCGU
AUGUACGUGC
AAGCUGCUUA
UAUUUUAUUU
CAAAAAAARMA
AAAAAAAAAA
AAAAAAAAAA

v

AACAAGGUGA
CCUGGGCGAC
GCCUGACCGU
ACCAGCGCCC
CGGCGCCGCC
ACGGCAUCGG
GCCAACCAGU
CACCGCCAGC
AGGCCCUGAA
AGCAGCGUGC
GGUGCAGAUC
ACGUGACCCA
CUGGCCGCCA
GGACUUCUGC
CUCACGGCGU
AACUUCACCA
CAGGGAGGGC
GGAACUUCUA
GGCAACUGCG
UCUGCAGCCC
AGAACCACAC
GCCAGCGUGG
CAAGAACCUG
AGCAGUACAU
CUGAUCGCCA
CUGCAGCUGC
ACGAGGACGA
UAAACUCGAG
AUAUUGUGAC
UCAAAAACCG
AAUUAUUAUA
UGACCAACCA
CAUAGAACUC
guucuuuucu
AAAAAAAAAA
AAAAAAAAAA
AAAAAAAAAA

Uu=vlvr

10050
10100
10150
10200
10250
10300
10350
10400
10450
10500
10550
10600
10650
10700
10750
10800
10850
10900
10950
11000
11050
11100
11150
11200
11250
11300
11350
11400
11450
11500
11550
11600
11650
11700
11750
11800
11850
11861
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O

OH OH

BIRE - R

SARS-CoV-2 {Z & 2 BYE DTS

MiE - A&

AHZ BRABRER 10 mL (2 TR 5,

#MEEREE LT, 11810.5mL % 2 B, @5, 4 BEORRBZ BT, HRNICERT
ZDO

W\hNseE L U<, 1H0.5mL 2 ANICEFRET D,

B DFEE

MR R OER)  |j5edh © 2 A2 A ~HTEH
o - ARGy PARA T 5.0 pg (A RAEFARIE 10 mL THHE L 72957 0.5 mL 1)
I Ha b amtt (EVEEtEorHhI g R St Op)E R 5% 117> 72)

FfE BeHREE | IO ESERE (ug/lal/Jt, RNA)
AVES AN >4()°
AV AN >33.55

a. ARCT-021 % 723 BR, ARCT-021 & ARCT-154 & £ 5 mRNA 355
BSIN~ A F—F = PEINT-OHTH B,

A G-
BhipFE | 5 B | B R il e MR A
S (ng/[El/pE, (ng/IEl/pE,
RNA) RNA)
v | 2B (1E2 | HHAN | 0,209 40° 40 2L
R, &2 [5)
U | 4B (1E2 | fHAN | 0,200 40° 40 2L
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W, 73 \)
T | 48 (1 E2 | AN |0, 16.75, 33.55 7L
W[, &3 E) 25.1,33.55
a. ARCT-021 % F\ 723k, ARCT-021 & ARCT-154 (25 £115 mRNA [ 5
BEEIN~ A —F = VENZDHRTH D,
FIIns HESNE 1L/ T AHBR (ARCT-154-01 :85R) 45 1Ib /<X— b (WA 405%)

U 7 F oHREE T HUNICHRE SNz BRRIRISOFEBRDLIEIFR 1. £20 L0 T
bole, TNHOHFELRTITE A EDPRE IR EE T, BB DINICHE LT,
# 1 FERBEISOSOIEBUIRD (18 7k LA E 60 mAT)

FEHGE (BEEES (%))
AR PR 7T b REEFRRE
1[E1H 2[HH RN 1[E1H 2[HH RN
(n=6547) | (n=6351) | (n=6547) | (n=6522) | (n=6312) | (n=6522)

TESTERALITSRE (2671 (40.8)|1809 (28.5)3212 (49.1)| 585 (9.0) | 378 (6.0) | 799 (12.3)

TESTERAIETE (2687 (41.0)| 1806 (28.4)(3253 (49.7)| 586 (9.0) | 405 (6.4) | 857 (13.1)

HEFHALAIEE | 67 (1.0) | 32(0.5) | 86(1.3) | 17(0.3) 8(0.1) 22 (0.3)

PESTERACAERS | 197(3.0) | 76 (1.2) | 240 (3.7) | 28(0.4) 9 (0.1) 36 (0.6)

SER 1737 (26.5)| 1451 (22.8)|2378 (36.3)[ 1074 (16.5)| 718 (11.4) | 1442 (22.1)
FEMED F U | 917 (14.0) | 738 (11.6) | 1323 (20.2) 622 (9.5) | 388 (6.1) | 840 (12.9)
GITIN 227 (3.5) | 174 (2.7) | 358 (5.5) | 152(2.3) | 98(1.6) | 231 (3.5)
Mg - 86 (1.3) | 64(1.0) | 142(22) | 48(0.7) | 29(0.5) | 74(L.1)
T 277 (42) | 147 (2.3) | 386(5.9) | 221 (3.4) | 116 (1.8) | 305 (4.7)
i R I 1460 (22.3)| 1043 (16.4)|1957 (29.9)| 597 (9.2) | 475 (7.5) | 906 (13.9)
Sl 1230 (18.8)| 988 (15.6) 1748 (26.7)| 759 (11.6) | 569 (9.0) |1081 (16.6)
I 57 2079 (31.8)|1684 (26.5)|2749 (42.0)| 1132 (17.4)| 770 (12.2) | 1505 (23.1)
ik 1373 (21.0)| 1229 (19.4)| 1971 (30.1)| 503 (7.7) | 340 (5.4) | 727 (11.1)
FEEN>38 ) | 377(5.8) | 454 (7.1) | 733 (11.2) | 84 (1.3) | 79(1.3) | 159 (2.4)
n: WHEHROKIET T TV —IZxHT B EIE NS LTS INE K
£ 2 ERRIISOFBURI (60 L 1)
FEHGIE (BEES (%))
A PR 7T b REEFRRE
1[E1H 2[HH RN 1[EH 2[HH EEUIN
(n=1380) | (n=1351) | (n=1380) | (n=1364) | (n=1326) | (n=1364)

TR | 332 (24.1) | 234 (17.3) | 440 (31.9) | 74(5.4) | 51(3.8) | 104 (7.6)

TESTERATETE | 342 (24.8) | 257 (19.0) | 470 (34.1) | 90 (6.6) | 62 (4.7) | 136 (10.0)

HEFHALAEE | 12 (0.9) 5(0.4) 16 (1.2) 1(0.1) 1(0.1) 2 (0.1)

HESHAAERS | 27 (2.0) 4 (0.3) 29 (2.1) 1(0.1) 1(0.1) 2(0.1)

SER 188 (13.6) | 198 (14.7) | 313 (22.7) | 161 (11.8) | 118 (8.9) | 223 (16.3)

FEMED E W | 133(9.6) | 110(8.1) | 198 (14.3) | 98(7.2) | 57 (4.3) | 128 (9.4)
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G 20(1.4) | 21(1.6) | 36(2.6) | 19(1.4) | 10(0.8) | 27(2.0)
Mg - 8 (0.6) 9 (0.7) 16 (1.2) 6 (0.4) 3(0.2) 9 (0.7)
IR 41(3.0) | 18(1.3) | 53(3.8) | 21(1.5) | 18(1.4) | 35(2.6)
1 P 155 (11.2) | 153 (11.3) | 261 (18.9) | 95(7.0) | 75(5.7) | 152 (11.1)
B & 201 (14.6) | 183 (13.5) | 301 (21.8) | 151 (11.1) | 110(8.3) | 224 (16.4)
57 265 (19.2) | 242 (17.9) | 395 (28.6) | 175 (12.8) | 131 (9.9) | 253 (18.5)
ik 118 (8.6) | 115(8.5) | 190 (13.8) | 55(4.0) | 46(3.5) | 90(6.6)
FE>38 ) | 40(29) | 51(3.8) | 85(6.2) | 17(1.2) | 13(1.0) | 29(2.1)
n: BEHOIGH T TV —IZxtT 5 EENS b= nE K
[EPNES 1T FEGABR (ARCT-154-J01 #kBR)  (GEINGE)
AFIERES 7 B, HEEIC L 0 IUE L2 ERRIBUSOFRBIRILITR 3 D LB TH-o
T2 ZIUDOFERITITE A EMPRE X IPEE T, BREASHUNICIER L,
# 3 ERREIRSDOFEBRIL
ARFIERRRE 420
FHGE (BEREE (%) )
EENIN Grade 3 UL E
TES AL SR 388(92.4) 1(0.2)
aR AT 352(83.8) 1(0.2)
TESHEB AR 59(14.0) 1(0.2)
TES SR ALALEE 52(12.4) 0(0.0)
TS A A 52(12.4) 1(0.2)
Gt 164(39.0) 3(0.7)
HEN 25(6.0) 0(0.0)
) 21(5.0) 0(0.0)
2(0.5) 0(0.0)
27(6.4) 0(0.0)
1 PR 121(28.8) 2(0.5)
R & 112(26.7) 1(0.2)
1B ERL 188(44.8) 3(0.7)
126(30.0) 2(0.5)
Fe 84(20.0) 2(0.5)
&1t Meiji Seika 7 7 /L~ iRt B A
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1102 AYHXEERRIIFEEYHEREGBDIEEEHDE LD

Al #EAR= 1
— 4 awF A LA (SARS-CoV-2) RNA U7 F
WR7e4s I RH A fHEH
H & Meiji Seika 7 7 /L~ iRtk

RIRE -« IR

SARS-CoV-2 T & 2 BYE DTS

A Z AR 10m L IS TR 5,
WEGEE 181 0.5 mL & 2 B, @% ., 4 BEOMBEEZBW T, HA

I - T NI HERET %,
SEAISRS% ¢ 11A1 0.5 mL % BN IC BT 5.,
SR i
MR OB DA | D2

il U 725 B sk s

Oe hHRAIE - MRk, Ot Ml (R, R, T o) |
WEW HORAE - AR, DB H SRy (R, < D)

FbE 4 C WA
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3.3-05 Aberrations, Sister Chromatid Exchanges and Gene & twl ’ 1984 — Food Chem Toxicol —
Mutations in Cultured Chinese Hamster Cells. ctal
3306 Evaluation of the Genotoxic Potential of Sorbic Acid and Jung R, et al, 1992 . Food Chem Toxicol .

Potassium Sorbate.
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CA 92121
ARC l-036: Immunogenicity Testing of Four 2nd
4.2.1.1-02 Generation COVID-19 Vaccine Candidates in %N LEER
Cynomolgus Monkeys
United States
N o icion of whole
4.2.1.2-01 blood and lymph node transcriptomic response to HES BELE}
ARM3013 and ARM3015
: Analysis of the murine T cell response to
4.2.1.2-02 vaccination with SARS-CoV-2 vaccine candidates 24N ZEG L}
ARM3013 and ARM3015
: Analysis of the murine T cell response to prime-
4.2.1.2-03 boost vaccination with SARS-CoV-2 vaccine candidates 24N ZEG L}
ARM3013 and ARM3015
-: Characterization of antibody responses
4.2.1.2-04 following vaccination in C57BL/6J mice (in study 24N SEE R}
)
-: Characterization of antibody responses
4.2.1.2-05 following vaccination in BALB/c mice (in study AR HESH SEE R}
086)
N, of ARM301S
4.2.1.2-06 vaccination in a hACE2 transgenic mouse model of Sars- - HEE R}
CoV-2 virus infection
42.19-07 ARC l-123: COVIDI19 Mouse and Macaque Widh BB

Immunogenicity at
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-: Evaluating the Efficacy of Novel SARS-CoV-2 . -
) . 3 _ BB
4.2.1.2-08 Vaccines in the NHP Model #H SRR
Arcturus Therapeutics,
ARC l-Z 12: Immunogenicity Evaluation of ARCT-021 Inc.10628 Science § S
) _ ; _ BEGE
4.2.1.2-09 Lyophilized Vaccine in Mice Center Drive, Suite 250 s SRR
San Diego, CA 92121
_: A Branched DNA Method for the ) O. I~2 0 ?gg;;n:c?;}:z?%?::;s
4.2.2.1-01 Detection of mRNA-2002 in BALB/c Mouse Plasma — : ) {ZaS — ZE G
(Lithium Heparin) .. Drive #250
P San Diego, CA 92121
Arcturus Therapeutics
_: A Branched DNA Method for the 20 .I~20 10628 Science Center |, -
) _ ; _ BEGE
4.2.2.1-02 Detection of mRNA-2002 in BALB/c Mouse Tissues l' Drive #250 A SRR
San Diego, CA 92121
_: A Branched DNA Method for the 20 rz 0 ?gg;;n;scgrlle;agzﬁecrs
4.2.2.1-03 Detection of mRNA-2002 in New Zealand White Rabbit — ." ZAS — SE G

Plasma (Lithium Heparin)

Drive #250
San Diego, CA 92121
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4.2.2.1-04 Detection of mRNA-2002 in New Zealand White Rabbit — i : Drive 4250 ZaS — el vt
Tissues San Diego, CA 92121
-: Method Qualification of ATX-126 in Mouse ?ggtzlgussc}e?::%eelﬂ;s
4.2.2.1-05 Plasma, Brain, Heart, Kidney, Liver, Lung, Spleen, — 20 lI . s+ — SE Gk
Ovaries, Testes, Tail, Lymph Nodes, and Muscle Drive #250
vanies, > Halb Lymp : 4 San Diego, CA 92121
I icthod Qualification of ATX-126 in Rabbit
Plasma, Brain, Heart, Kidney, Liver, Lung, Spleen, N S s
4.2.2.1-06 Ovaries, Testes, Fetus, Placenta, and Muscle (Injection 4t SRR
Site)
ARC.—121-apendix :Non-GLP QuantiGeneTM Arcturus Therapeutics,
SinglePlex Gene Expression Analysis for the Inc.
4.2.2.3-01 Quantification of mMRNA-2002 in A Single Dose — 10628 Science Center |5} — ZEEFR
Tissue Distribution Evaluation of ARCT-021 in Drive,.Suite 250
Female and Male Balb/c Mice San Diego, CA 92121
Arcturus Therapeutics,
ARC.—lZl : A Single Dose Tissue Distribution Inc.
4.2.2.3-02 Evaluation of LUNAR-COV19 (Replicon RNA) in — 20l 10628 Science Center |44 — ZEG L
Female and Male Balb/c Mice Drive, Suite 250
ian DieggrhCA 92121
ARC l—lOl : A Single Dose Evaluation of RNA returus Therapeutics,
Persistence in Tissues Comparing LUNAR-Luciferase Inc.
42.2.3-03 — 20fJ ] [10628 Science Center  |#fE4h — SHE LR

samRNA with LUNAR-Luciferase mRNA in Female
Balb/c Mice

Drive, Suite 250
San Diego. CA 92121
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San Diego, CA 92121
-: Metabolite Profiling of ATX-126 in Mouse,
4.2.2.4-01 Monkey, and Human Microsomes and Hepatocytes and in 20.. l 1ok SEE R
Rat and Human S9 incubations
-: Metabolite Profiling of ATX-126 in Mouse Urine . -
- > Y ;/S M aally
4.22.4-02 Bile, Plasma, and Liver Samples 20." ‘- 7 SRR
-: Metabolite Profiling of ATX-126 in Rabbit Liver . -
i ; BEGE
4.2.2.4-03 Microsomes, Liver S9, Hepatocytes, and Plasma Samples 2Ol'l ‘- iZaS EER
-: A 2-Week Repeat Dose Intramuscular 20
4.2.3.2-01 Injection Toxicity Study of ARCT-021 Vaccine in New ol B %N FEATL A
Zealand White Rabbits with a 2-Week Recovery Period ] USA
-: A 4-Week Repeat Dose Intramuscular ) Ol l
4.2.3.2-02 Injection Toxicity Study of ARCT-021 Vaccine in New - 0- 0 AN R R
Zealand White Rabbits with a 4-Week Recovery Period ] USA
_: A 4-Week Repeat Dose Intramuscular 20
4.2.3.2-03 Injection Toxicity Study of ARCT-154 Vaccine in New ~2(”. 24N AL R
Zealand White Rabbits with a 4-Week Recovery Period USA
-: A Fertility and Postnatal Developmental
423.53-01 |Toxicity Study of ARCT-021 Vaccine by Intramuscular AN R E R

Injection in Female Rabbits

20lVR
~il USA
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43-01 Immunogenicity and structures of a rationally designed {0 vora | 2017 — Proc Natl Acad Sci USA | —
prefusion MERS-CoV spike antigen.
Stabilized coronavirus spikes are resistant to Kirchdoerfer
4.3-02 conformational changes induced by receptor recognition RN et al 2018 — Sci Rep —
or proteolysis. "
4.3-03 Codon optimality, bias and usage in translation and Hanson G etal,| 2018 — Nat Rev Mol Cell Biol. ~ |—
mRNA decay.
43-04 Spec%es-spemﬁc recognition of single-stranded RNA via Heil F et al., 2004 . Science. .
toll-like receptor 7 and 8.
. . . . Djuranovic S et .
4.3-05 A parsimonious model for gene regulation by miRNAs. al 2011 — Science. —
Evolutionary and structural analyses of SARS-CoV-2
4.3-06 D614G spike protein mutation now documented Isabel S et al., 2020 — Sci Rep —
worldwide.
43.07 Structural 1mpacF on SARS-CoV-2 spike protein by Zhang J et al., 2001 . Science. .
D614G substitution.
The effect of the D614G substitution on the structure of .
4.3-08-01 the spike glycoprotein of SARS-CoV-2. Benton DJ et 1., 2021 — Proc Natl Acad Sci USA —
Correction for “The effect of theD614Gsubstitution on .
4.3-08-02 the structure of the spike glycoprotein of SARS-CoV-2.” Benton DJ et 1., 2021 — Proc Natl Acad Sci USA —
Ad26 vector-based COVID-19 vaccine encoding a
4.3-09 prefusion-stabilized SARS-CoV-2 Spike immunogen Bos R et al., 2020 — NPJ Vaccines. —
induces potent humoral and cellular immune responses.
43-10 Pre-fl.lsmn structure of a human coronavirus spike Kirchdoerfer 2016 . Nature .
protein. RN etal.,




ARCT-154 112 RZFEH—F Page 20
CTDIR{TE ¥ g N ES) S b e e 4 ; = FEAM R -
- v A % i FEH i L
%% i /l) k %‘%L %Fﬁﬁ uiﬁﬁ;@ﬁ’m /ﬁfﬁ ;&%ﬁr *EJ%Z Zj%g*/,'
4311 Furin @eavage of SARS—COV-2 Splke.promotes but is not Papa G et al., 2021 . PLOS Pathog .
essential for infection and cell-cell fusion.
A single dose of self-transcribing and replicating RNA- de Alwis R et
4.3-12 based SARS-CoV-2 vaccine produces protective adaptive :;/ 2021 — Mol Ther. —
immunity in mice. ?
Guidance for Industry: Development and Licensure of B
4.3-13 Vaccines to Prevent COVID-19. FDA CBER | 2020.06 o o
EMA/117973/2021: Reflection paper on the regulatory
4.3-14 requirements for vaccines intended to provide protection | EMA CHMP | 2021.02 — - —
against variant strain(s) of SARS-CoV-2.
Evaluation of the Quality, Safety and Efficacy of
Messenger RNA Vaccines for the Prevention of
Infectious Diseases: Regulatory Considerations, Adopted
4.3-1 ) H 2021.1 — - —
313 by the Seventy-fourth meeting of the World Health WHO 0 0
Organization Expert Committee on Biological
Standardization, 1822 October 2021.
Clinical course and risk factors for mortality of adult
4.3-16 inpatients with COVID-19 in Wuhan, China: a Zhou F et al., 2020 — Lancet —
retrospective cohort study.
Presenting characteristics, comorbidities, and outcomes Richardson S et
4.3-17 among 5700 patients hospitalized with COVID-19 in the al 2020 — JAMA —
New York City area. N
ICU and ventilator mortality among critically ill adults .
4.3-18 with COVID-19. Auld SC et al., 2020 medRxiv.
43-19 Intensive care management of coronavirus disease 2019 Phua J et al., 2020 . Lancet Respir Med. .

(COVID-19): challenges and recommendations.
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The use of anti-inflammatory drugs in the treatment of
people with severe coronavirus disease 2019 (COVID- . . .

4.3-20 19): The perspectives of clinical immunologists from Zhang Wetal.,| 2020 Immunology
China.

4.3-21 COVID-19 and multi-organ response. Zaim S et al., 2020 |— — Curr Probl Cardiol. —
Clinical management of COVID-19 — Interim Guidance. B

4.3-22 May 27, 2020, WHO 2020 |— —

4323 Cor.ona.v1rus Disease 2019 (COVID-19) Treatment NIH 21 |— . B .
Guidelines.
Infectious Diseases Society of America Guidelines on the | Bhimraj A et . .

4.3-24 Treatment and Management of Patients with COVID-19. al., 2020 Clin Infect Dis
Coronavirus (COVID-19) Update: FDA Authorizes _

4.3-25 Monoclonal Antibodies for Treatment of COVID-19. FDA 2021
Tracking changes in SARS-CoV-2 spike: Evidence that

4.3-26 D614G increases infectivity of the COVID-19 virus. Korber Betal., | 2020 Cell
mRNA-1723 vaccine induces neutralizing antibodies L

4.3-27 against spike mutants from global SARS-CoV-2 variants. WuK etal, 2021 1= o bioRxiv o
Vaxzevria (COVID-19 Vaccine (ChAdOx1-S

4.3-28 [recombinant]) SmPC. Nijmegan, Netherlands: EMA 2022 [— — - —
AstraZeneca Nijmegan BV. March 11, 2022.

4329 Efﬂcacy of the ChAdO'xl nCoV-19 Covid-19 vaccine Madhi SA etal.| 2021 |— . N Engl J Med .
against the B.1.351 variant.
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4330 Omicron subvariants escape antibodies elicited by Yao L etal., 2002 Lancet infect Dis.

vaccination and BA.2.2 infection.

Interim Clinical Considerations for Use of COVID-19
4.3-31 Vaccines Currently Approved or Authorized in the United CDC 2022 |[— — - —
States. Updated March, 2023.

European Medicines Agency. COVID-19 Moderna
4.3-32 Vaccine Assessment Report. EMEA/H/C/005791/000; EMA 2021 [— — - —
January 6, 2021.

Comirnaty; COVID-19 mRNA vaccine (nucleoside-
4.3-33 modified) Public Assessment Report. EMA/707383/2020; EMA 2021  |— — - —
December 21, 2020. Correction | dated February 19,

Annex 1 WHO guidelines on nonclinical evaluation of

4.3-34 vaccines. WHO Technical Report Series, No. 927, 2005.

WHO 2005 [— — - —

Application Number: 2109220rig1s000. Multi-Discipline

4.3-35 Review. August 10, 2018.

CDER 2018  [— — - —

Vaccine Information Fact Sheet for Recipients and
Caregivers about Comirnaty (COVID-19 Vaccine,
mRNA), the Pfizer-BioNTech COVID-19 Vaccine, and
the Pfizer-BioNTech COVID-19 Vaccine, Bivalent
(Original and Omicron BA.4/BA.5) to Prevent
Coronavirus Disease 2019 (COVID-19) for Use in
Individuals 12 Years of Age and Older. Revised
December 8, 2022.

4.3-36 FDA 2022 |[— — - —

Vaccine Information Fact Sheet for Recipients and
Caregivers About SPIKEVAX (COVID-19 Vaccine,
mRNA), Moderna COVID-19 Vaccine, and Moderna
COVID-19 Vaccine, Bivalent (Original and Omicron
BA.4/BA.5) to Prevent Coronavirus Disease 2019
(COVID-19). Revised August 31, 2022.

4.3-37 FDA 2022 |— — - —
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Onpattro: EPAR — Product Information. Annex I:
4.3-38 Summary of Product Characteristics. Updated January 19, EMA 2022 — - —
2022.
4339 PEGylated prote'il?s: evaluatiqn of thei.r safety in the Webster R et 2007 . Drug metabol Dispos .
absence of definitive metabolism studies. al.,
4.3-40 PEleateq blopharmace':uFlcals: current experience and Ivens I et al., 2015 . Tox Path .
considerations for nonclinical development.
Council Decision-Recommendation on Compliance with
4.3-41 . . ECD 1995 — - —
Principles of Good Laboratory Practice, August 03, 1995. OEC
4340 Structure-'based design of prefusion-stabilized SARS- Hsieh C-L et 2020 . Science. .
CoV-2 spikes. al.,
4343 Cryo-IjZM structure qf the 2019-nCoV spike in the Wrapp D et al., 2020 . Science. .
prefusion conformation.
4344 pomams and functlot?s of sp‘lke protein in SARS-Cov-2 Xia X 2001 . Viruses .
in the context of vaccine design.
Immune gene expression analysis indicates the potential .
4.3-45 of a self-amplifying Covid-19 mRNA vaccine. Ong EZ etal, 2022 NPJ Vaccines.
4.3-46 Safety profile of RNAi nanomedicines. Barros A et al., 2012 — Adv Drug Deliv Rev. —
Guidance for Industry: Long Term Follow-Up After
4.3-47 .. . FDA 2020 — - —
Administration of Human Gene Therapy Products.
Safety evaluation of lipid nanoparticle-formulated
4.3-48 modified mRNA in the Sprague-Dawley rat and Sedic M et al., 2018 — Vet Pathol —

cynomolgus monkey.
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Supplemental Materials. Safety evaluation of lipid
4.3-49 nanoparticle-formulated modified mRNA in the Sprague- | Sedic M et al, 2018 — Vet Pathol —
Dawley rat and cynomolgus monkey.
Guidance for Industry: Considerations for Developmental
4.3-50 Toxicity Studies for Preventive and Therapeutic Vaccines FDA 2006 — - —
for Infectious Disease Indications. February 2006.
Neutrahzmg ant.lbody levels are hlghly predictive of Khoury DS et
4.3-51 immune protection from symptomatic SARS-CoV-2 al 2021 — Nat Med —
infection. °
43.5) Imm}mogen'lcn}.l of extended mRNA SARS-CoV-2 Grunau B et al., 2002 . JAMA .
vaccine dosing intervals.
Immunogenicity of standard and extended dosing
4.3-53 intervals of BNT12b2 mRNA vaccine. Payne RP etal.,] 2021 o Cell o
Delayed-interval BNT162b2 mRNA COVID-19
4.3-54 vaccination enhances humoral immunity and induces Hall VG et al., 2022 — Nat Immunol. —
robust T cell responses.
43.55 Targeted dellver?f of RNAI therapeut'lcs with endogenous Akinc A et al., 2010 . Mol Ther. .
and exogenous ligand-based mechanisms.
4356 The response of mammalian cells to double-stranded Gantier MP et 2007 . Cytokine Growth Factor Rev. |—
RNA. al.,
4357 Impact of mRNA chemistry and manufacturing process Nelson J et al., 2020 . Sci Adv. .

on innate immune activation.
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5.3.1.4-01

VSDVACG62: Validation of A Microneutralization
Assay for the Detection of SARS CoV-2
Neutralizing Antibodies (SARS CoV-2-NAD) in
Human Serum (SARS CoV-2 MN)

2020.12

tEZaS

AR

5.3.1.4-02

VSDVAC62 Addendum 3: Validation of A
Microneutralization Assay for the Detection of
SARS CoV-2 Neutralizing Antibodies (SARS
CoV-2-NAb) in Human Serum (SARS CoV-2
MN) Using Lower Sample Dilutions

2021.04

ot

FEA

5.3.1.4-03

VSDVACT72: Validation of an ECL Method for
the Detection of SARS-CoV-2-Spike,
Nucleocapsid, and Receptor Binding Domain
Antibodies in Human Serum

2021.01

HEZas

APAILE R

5.3.1.4-04

VSDVACS3: Validation of a Multiplex ECL
Method for the Detection of Antibodies to the
SARS-CoV-2 Antigens Spike, Neclocapsid,
Receptor Binding Domain, Spike D614G, Spike
P.1, Spike B.1.1.7, and Spike B.1.351 in Human
Serum

2021.07

ZAS

AR

5.3.1.4-05

VSDVACSS: Validation of a Microneutralization
Assay for the Detection of SARS CoV-2
Neutralizing Antibodies (SARS CoV-2-NAb) for
the South African Variant in Human Serum (SARS
CoV-2 MN SA)

2021.11
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VSDVACI120: Validation of A
Microneutralization Assay for the Detection of
SARS CoV-2 Neutralizing Antibodies (SARS
CoV-2-NADbD) for the Delta Spike B.1.617.2
Variant in Human Serum (SARS CoV-2 MN D)

2022.03

, USA

st

AR

5.3.1.4-07

VSDVACI122: Validation of A
Microneutralization Assay for the Detection of
SARS CoV-2 Neutralizing Antibodies (SARS
CoV-2-NAb) for the Omicron Spike BA.1 Variant
in Human Serum (SARS CoV-2 MN O)

2022.06

, USA

st
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5.3.1.4-08

VSDVACI114: A Neutralization Assay for the
Detection of Antibodies that Block the Binding of
Angiotensin-Converting Enzyme 2 (ACE2) to
SARS-CoV-2 Spike Antigens

2023.03
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5.3.1.4-09

QTKT-VR-03: Vietnamese Nation Institute of

Hygiene and Epidemiology Assay Verification:
SARS-CoV-2 Plaque Reduction Neutralization
Test (PRNT)

2021.10

Vietnamese Nation
Institute of Hygiene and
Epidemiology

st

APAIEE R

5.3.1.4-10

NV05-VR02-QT.5.1.8: Vietnamese National
Institute of Hygiene and Epidemiology Assay
Verification: SARS-CoV-2 Neutralizing Antibody
Detection Technique Using the Biological Product
SARS-CoV-2 Surrogate Virus Neutralization Test
Kit

2022.10

Vietnamese Nation
Institute of Hygiene and
Epidemiology
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Verification: Quantification of IgG Antibodies Epidemiol
Against SARS-CoV-2 Spike Protein praemiology
1186268-Wuhan: METHOD VALIDATION Secondary Site
REPORT Semi Quantitative Determination of Validation
PhenoSense Anti-SARS CoV-2 (Pseudovirus) — s = T B
53.14-12 Variant Wuhan D614 in Serum Samples by o 2022.05 Originating Site: 4 AR
Neutralization Using Thermofisher Luminoskan
Luminometer
1186268-BA4/5: METHOD VALIDATION Secondary Site
REPORT Semi Quantitative Determination of Valw
PhenoSense Anti-SARS CoV-2 (Pseudovirus) —
5.3.1.4-13 Variant Wuhan D614, Variant Delta and Variant |— 2023.06 Originating Site: 14+ Al et -
Omicron (BA.4 and BA.5) in Serum Samples by
Neutralization Using Thermofisher Luminoskan
Luminometer USA
VR _ICS MIJSK-1 Sars-CoV-2 00365: Validation
5.3.1.4-14 report for intracellular staining of stimulated — 2023.05 _ S FEA R —
PBMCs
ARCT-154-01: A Randomized, Observer-Blind,
Controlled Study to Assess the Safety,
Immunogenicity and Efficacy of the SARS-CoV-2
5.3.5.1-01 Self-Amplifying RNA Vaccine ARCT-154 in Arcturus 20. l A s FEAR &R i

Adults.
The ARCT-154 Self-Amplifying RNA Vaccine
Studv




ARCT-154

1.12 FHEH—F

Page 28

CTD# A+ ¥k}
B

%

)

S
R4

PR I Hte 55 P

IR

B #EE

Al R -
SERE

AT
F— 2R

5.3.5.1-02

ARCT-021-01: A Phase 1/2 Randomised, Double
Blinded, Placebo Controlled, Ascending Dose
Study To Assess the Safety, Tolerability, and
Immunogenicity of ARCT-021 in Healthy Adult
Participants

Arcturus

200 -
20.

Singapore

5

SERHR
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5.3.5.1-03

ARCT-021-04: A Phase 2 Randomized, Observer-
Blind, Placebo-Controlled Study to Assess the
Safety, Reactogenicity, and Immunogenicity of the
SARS CoV-2 Vaccine ARCT 021 in Healthy
Adult Participants

Arcturus
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5.3.5.1-04
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5.3.5.1-05

ARCT-165-01: A Phase 1/2 Randomized,
Observer-Blind Study of the Safety.
Reactogenicity, and Immunogenicity of 3 SARS-
CoV-2 RNA Vaccine Candidates in Adults
Previously Vaccinated and Not Previously
Vaccinated Against SARS-CoV-2

Arcturus

20...

Singapore
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5.3.5.2-01

ARCT-021-02: A Phase 2A, Open-Label
Extension Study to Assess the Safety and Long-
Term Immunogenicity of ARCT-021

Arcturus
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