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R7

S ALY AR ELAE R B A R 2RI R R W

&Y GREERT U
)

HE/ER
JUA PSRN (%) @

BR A AR

(S CYP3AR)
A8~ Fl#EFAUC « FICFEMRAT SHAE A
600 mg, ®EH—X | FIFEFCninNA 75, ONECEHZRTRES S
FIHE T Crax & FORIILFEMEZITH (S

25-%: AR 4R FAUC
9%

25-%: 219t 3 - 48 F Crin NA
25-?5 Z@ﬁ%'%U*EEF‘CmaX «
FIPCFEHAUC | 80%
FIVEFHMMCmax +  69%

[#£21) .

(% SCYP3AHEH)
FAEmE T AWFFL . PUHARITCF AR M | FIVCFHRAS SRS T A
WK T3 T % H75, BABCEHZRTRES
FERNCFEMEZITRL (0
(S CYP3AR) (2] ) .
RINIERTIAER
EOR S AWFFL. PUHARIICFAR R | WnrRe, N5 EE A ER
ARES mHN . EEHERAY.
(47 CYP3ARE)
W B R R BB R K

RN (5 IEH]
2, BIRHZERID

ARWFTC. FUHRIVL AR 5
R PEEHS H L7 B R T e o

(FESCYP3AR)

HMULFMARG S 42 SR FER
i CRIRERZIFRAN) B H]
2y, PUONBE e 2
MILFME R (S0 [4E
=10 o N REAE AR AR
25, U RKBIH 20 .

SRR R 2

F VD H
60 mg-100 mg, 4 H
— I, ML E

R(-)ZFEVEHAUC | 16%
R(')%‘i//l\@ﬁ'(:min l 22%
R(-)EWEICrax ¥ 14%
FIILFHHFRAUC <~
%UIT_E%M(Cmm "
FIVEFHARCmax ™

©HET s R

SRV S FIVLH ARG 25
I, TR, Hl
T L B E T R B S
B o dEFia T, DRSO &
F HEAT I A I

PLLERELY

LRSI

H = AUC —
i"m%%cmin NA
i‘m%—ﬁécmax «

PR RIR Y

U

“HXATAUC &
Z HUATCrmin NA
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R1 SRV AR RS RERRIERT
2y (REwT oS | HEER Bea RZR I
=) JUAERIERN (%) @

:Eﬁxxmcmax‘_’

H

XA E (BHIE

ARHTFC. FUHAIVL AR I

AL FHARALT 5 L L5 1

) R AT E N N PR A 2, BUNBCA 2
Al e FERIILHRR 297 3%
(S CYP3ARE) (Z0L [%=]) ) .
BRY
R PIHEIJHAUC & TR =,
500 mg, FIRZEZY I Crmin NA
j:[\ﬁlh%ﬁgcmax «
FIILFMHAUC -
%U@%Micmax «
M ARBE a2
e RIEREAUC — TR,
0.035mg, ®H—IK |HMERECmin <
S P JRBERECrnax ¥ 17%
1mg, fEH—X HAHHAUC o
ﬁ%i%gﬂcmin <
ﬁ%i%gﬁcmax And
FIILFHMAUC «~
%U[E%Micmin "
%U[E%Micmax "
© T SRR
HMG-CoAE J5 B 7]
B[ FEAR AR YT FT LA A7 TAUC < TR IE,
40mg, #FH—X BTHEARAMYT Cnin ¢ 15%
Bl FGA%Ath 7T Cmax 1 35%
FIVCFHMAUC «
%U[E%Micmin Amd
FIVLFHMCmax ¥ 9%
SEIBERER —FiakE (PDE-5) #ifI7)
PR AR AE™ P ATAEAUC < TR IE,
50 mg, RIREZ PR AECmin NA
@f@ﬁﬁiﬂfcmax «
FIICLFHMAUC -
%U]E%M‘Cmin Amd
%U]E%M‘Cmax Amd
R HFARE RIFFC T =,
fhaik Fr AR

@ JE T UIRAI UL F5 0K (0 25 181 RH EL A T 5T AR b 1 2 B
©AEIRRBE VR AR SAUL AR A . T B 2R AR ELAE I D

S
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R1  HHAMZYKME LIRS A RRIERR

&Y GRERTOW | HEAEA BR A AR

) JUT-FEIEEN (%) @

®OZAM AR W A AL M R e TR R, ORI RIUL B AR RS R 2451
BRRNL . 25 253 BUE T FIVLH5 4825 mghg H — R &

EKQTIHZiH)

LA25 mgdk H— R IHER 7 B DR 251, ML HEARA X QTelal i £ B A IR AR E X
fFI2md . LA600 mghk H —kE900 mghi2 i H — IR IUHERA I EIES A b5, MIDL T AR ISR
JZ 5 425 mgf H — Uk 77 & AR UL =5 A1 2 R BEAR 2o £ — Tl RS2 AT 7L
IR FIE M D ARAIIL AR (75 mgfE H —A300 mghE H— KD B Al ZE Kl HL Y
QTclE] (S UImRZELY D o Adh 5 CRIAA S = 1 Lot 18 XU ) 25 Wk
M, BAEE (W GEEFEDL ) .

(Y E]

HETRTAMHA T ENSRA R WA A2 &, AR IR ARIRIEXT 8 E 21T 5
FREVRYY, B WA A MEFECG (QTIAHD o T RILFAR S Mk E A & EES,
BB A 2 B F RS T -

[k ]
s 0 L P g

fE TN, RO (SEPTY R BLA00 mgfg H— K7 X, AR get, K
SRITCF5 4K B25 g HErs AT H — RS 2 QTR TCRAM: %260 e R
THR 8235 BIRAS 724/ NN PR T 13QT ORI, A A s RV L ALK e 5 1R
FIVCA5425 mg QAR IR . 7% LIHEZ 600 mgfE H —KER000 mg 24—k Zi
I, QT FLAT IR SIS,

TEMERER AT T, FIICH AR LL75 mofE H —R1300 mg: H — IR IR 67 71 & 1 RS
Zyit, FELRARIE 5 QTCFIH A5 F A 2 B FFIA Ll KP4 (95% Efs LFR) %743 810.7
(15.3) ms#123.3 (28.4) ms. FJULFEIRLL75 mgfE H — k300 mghF H— &k DR 250, Fa
AP Cnax 73 M 29 N A i LL600 mg#fl 2 75 &4 H — IR 45 24 1 L8R B AR S T35 Crnan 11 4. 448
H111.64% . FIVLFAKLL75 mgfE H— R A1300 mgft H— 7k TR 251, Fa25 T3 Crax 2 21N
A PL900 mo IR AR H — IR A 25 I I 4 B 1 P K B A5 Crmax 4. 145 A1110. 715
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“R3h1%#
CAE R BERTHIV-VE SN PR 1 Al 254080 J1 A5 ik

®8 MH—ROBAILFWE. BGPTSR REMNEH — KRB A — KRR
WIS R MR ARSI %225

JURE% (SESEA A SB95H B0
%gj% %%7‘5‘% AUC(O.tau)b Cmax Ctaub
(ng*h/mL) (ng/mL) (ng/mL)

25 mg 2,083 116 79.4
RLISEAS H—& (1,125; 3,748) (48.6; 244) (31.8; 177)

- 900 mg IM 44,842 (21,712; 144 41.9

) 7A) Ja,d N ’ ’ )

I E IR 87,575) (93.9; 221) (21.7; 78.9)

HH—& 600 mg IM 68,324 121 85.8
TG Zgee BH—IX  |(39,042; 118,111) (68.1; 210) (49.6; 147)

"2 A—K 900 mg IM 132,450 138 68.9
Tt Zgae B2 H I | (76,638; 221,783) (80.6; 228) (38.0; 119)

a LT RIVEFEARIMBEARZ BN 1 R (AR S 5 A THE (FLAIR. ATLASFIATLAS-2M
P& IET .

b tause A 2RI AR T 25 1AIRE 24 /N s A — IR AR H — IRIMTE S 45 25 1A &
RIS HER2ANH .

¢ KT ORAICFI, CafSCEFLAIR. ATLASHIATLAS-2MII& 0 M IIE , AUC o-tan)
HICmaxfC 2 L1 ARFIVUL = AR NI 52 1 2548 5 ) 24 55085

4 DRSNS, ACIATF S Cmex & B SO RS 2580,  PUNARUATE S 4528 SRR IR
YRHETR— R T . FERBTORSANALN (EEGES, n=110) , FIUCHARKJLAFLY

CGESH AL S5 H MIED Crax GRUGTESJGLE) N68.0ng/mL (27.5, 220) , CaH

489 ng/mL (17.7, 138) .

¢ FEABJH IS

LTS

M) UG =5 PR 2 e S VR IO L W Aok P PRl 31 g 2 CRIMRIBOR w25 s 058, TR
23 WG LI E NI, DA A ERF AT AR I AL

A S S5 205, AT T3S LR A DL AR MR L, 3-40% (PR ia)) 8 i
THAERKAE . FEAS i RS 2 Ja 628 s E A (] Y, F g A iy 7 FIDL S AR B —K
2N H — S R AR 81 Ja, MIILH AR 280 ) 2 B A BT RS 1)
80%-.

4300 mg %1200 mgifi| & B B S AMYEES J5 5 I 55 A 14 1 4 2 2 8 o 71 22 ol L 491 34
i, BT R E G b .
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kil

FITCHEMRE MR E ORISR LI N99.7%, FERSARALSG. ETHARZRE)
22T, IME 2 Ja FIVL AR h e SRR A AR (VelF) e vI32 L, ek 7
AT AR AL 00 A o

FIVCFAR AT LT (CSF) o FEHESZRIIL T AR S+ A~ B R F i 7 R IHIV-
VERGZiRE . FIVCFARCSFIR AL MR FER LLE A E (n=16) N1.07%-1.32% (3
Fl: TiEEREAE1.69%) « SFIVCFARECSFHIARATIRE —8, a2k (100%) (1)
CSF HIV-1 RNA (n=16) ¥J<<50 #£0l1/mL, 15/16%1] (94%) *ZiX#& <2 #Ul/mL. 7EAH[HE
] A, B 2l (100%) AU IMZHIV-1 RNA (n=18) ¥J<<50 #% Il/mL, 12/184] (66.7%)
ZRE <2 FEUmL.

AEFAL
MANSEEG IR, FILFAR LA EZEPAS0 (CYP) ARG FHIAMRAHE .
A Z )G, FICTHARR TR 2 2 WSGE LR, A5 h13-284
FIULF MR R R 2 (CL/F) fitH{E 45.08 Lih.

MC-FINLFAMRBIR IR 25 )5, SR PRI (KT 20 U R [T 5 53 J985904116.1%
FAT P A VT F AR T 25735 5 45 257 8 1025% . SR AUk R & (<<Z5 257 B I1%) 1)
HMULFMIFEIEE

iR B AR
1R
ARG RN BRI LA RILFHFRULA M) JE5 5 15 Fe B AR ARG IR & U ZE R
N
AR5 B NTRG I UG5 ARILPA 33 505 I (1 28 53 A AT i R SR R
BMI

AR EEFIBM UK UL F5ARIULA 72 I 14 28 5 A7 AE BAT i RS SO
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ZFEA

R WG S B oS R UG 5 AR UL P I 55 T P 2 i B A AT I PR T SR L R DL 5 AR AE >
65% 2k HH 2B 1 A H A TR

IS

W AR AE 'R DHREA 2 X B A AT RIVLF AR 254030 77 200 7C - AIUL TR a5 B BR AR
WA IR B R B R A T AR A R I T R AT SR R A E R A T AR e
FRERAR M, B OIRERERG SRR 2R, 43RBT AR A RT e 2 3 BORI T AR L
TR PET iy o A2 F S B BT BRI, DA IREE R T RN, 7 Al A i 5 5k
CYPIAMFIFIB A o H AV F ARG M3 8 A4 &R A, BRIk, AR AT Rgid i
[ BEENT AR BEE ST R K EFHRAIILEAR (S0 THEHED ) -

ViE 44

AVEF AR EZZEFFARACH IR . A2 I e 20 3 LL T 8B i3 (Child-Pughif
A BEABETEEATHRTE (Child-PughitrBZ) 3 5 FISEHR ML IR B kG2
JEFILFAARR R R, SRR, REIEEE N RE B G E =47%, PR HE
B LR E =5%. AN, %R FANBEHERR BT R vh i B ) B 25 B PERR L TS
PRI BR e S E N T RElE . Hh IR B AR dh i e R AT RV A, (R T
HAREEEZIAE (Child-PughitrC4) B AT, Kk, ANEBEEHHE
BlAA SGH THEHE]DD .

HBV/HCV AL/ e i

AR 2B S5 i B, Z BRSBTS AN B R T 98 973 B A B ont 11 IR DG 5 b 14 2
BAA AR E IR .

V¥t

T AR T E A i AE <18% LB AN DR 253 112

Ol RiAL: ]
i PR 7 R50R 22 A

BEH IR

FEFHINHABENL 2 rhoCs s BHPEXT IR SPAT 4 TFRhRZs . AE9 R 7 FLAIR (201584)
FIATLAS (201585) HiFM T A5+ KB F B SR A7 3. EFTE 2R 58 B 48 & Vi i
BB AT LB TG AT BT .

TR AN ) B (AR N II20 A i) T2 B hr 5 G 7 7 58D

FEFLAIRWIFT R, 629f P 5k 51487 (ART) ¥IVARIHIV-UEGe 2R & 3% 7 Vil
208 FEL S B A BEEIF) AOND 28R FRIGIT TR (ZERFMERFHKRE, Wk
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ZARH HLA-B*5701 P 1, MIH%52 22 B v =6 -+ 2FRh HoAh A 1 28300 6 SRR 71D« 2 )5 ik
FIH T H] (HIV-1 RNA<50#2 J1/mL, n=566) 32 E ML (1:1) HIEEEZHILE
WA KB+ B84 2 CAR. LA T 2RI ITFH M+ KB HiF 77 B2k ik
R BN T (30mg) FFI+FIILE (25mg) Ffl DRSNS, BH Rk, /05
AR, REEZRBR RIS GBI 600 mgiEshi, 24N H LS. 400 mgiE i)
+FIVCFH RIS LA 900 mgikhtil, 24 HLUE: 600 mgiEshi) » BH Wk, &
K RFLL96)H

TG A ) B CR YRR ARTEEIRIT /0641 1)

EATLASH', 616BIARTZIA FEE#HM (2061 H) MHIV-UEEZRE (HIV-1
RNA<5045 IU/mL) BEAL (1:1) 822 FIVLHEM + R B 40 7 Rk S 2 CARIATT « BEALST
Be B2 R F AR+ R B R T 5 R E G2 R B R T (30 mg) 5+ FIVCFi 4k (25
mg) KRS ANGZ), BH—K, 2/0F%4F; KRBT RERFES GE11H: 600
movESR, B2 HLAE: 400 mgiE i) +RICFARES (GELANH: 900 moiE i, 252
ANALUG: 600mg) , &AW, HSMFELA45 . (EATLASH, 20 51450%. 17%F133%(1]
TR EAEFEHIAGRT 2 94252 TNNRTIL PIERINIWE R 55 =225, XI5 AEVA T 4
Z [AIARBL

A NI 5

TEEFHIHTR, FICHERARER ARG LA : PAERA38Y, 27% N Lok,
27%NAEAFI N, 1%MI4ERY =65%, T%ICDA" 40 M 1T HK T 3504 41 ffl/mm3; ik
HELE IR YT 22 T AL

PR IR 9 1 35 B2 R A8 JE B I HIV-1 RNA>S03E DLmLIF A2 3% L] CRAITT-E
NBERIRIE D o

EFITNBA T A 00, St 48 A IS M HIV-1 RNA>50F% UL/mL )52 33 Ll
M, FIEHER+EERFHHIESL T CARLL (HHIN1.9%M1.7%) o FIULFHK+EEH T
SCARZ MR IEGIAIT 25 (0.2; 95%Cl: -1.4, 1.7) #F&IEL R EFR#E (95% CIFFRAL
T4%) [#%9].

FLAIR. ATLASHI& FE20 i i) 3 B2 0 DA SE 48 (1) HAth 25 1, A 36 4% e 3L 2R R R 7]
HEE R, = IERAI% 10,
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F9 FLAIRMATLASHFEVLIGIT RSB 48R IR RS R (BIERB a9

FLAIR ATLAS BIHBHE
RPV+CAB| CAR |RPV+CAB| CAR |RPV+CAB| CAR
N=283 N=283 N=308 N=308 N=591 N=591
;IS\(/)_lj:;;'/A\er 6(2.1) 7 (2.5) 5 (1.6) 3(1.0) 11 (1.9) 10 (1.7)
RIT 7%

(95% CI) * -0.4 (-2.8, 2.1) 0.7 (-1.2, 2.5) 0.2 (-1.4,1.7)
HIV-1 RNA 265 (93.6) 264 285 (92.5) 294 550 (93.1) | 558 (94.4)
<50 #M/mL (93.3) (95.5)

TRIT 2 3% 0.4 (-3.7, 4.5) -3.0 (-6.7,0.7) 1.4 (-4.1, 1.9)

(95% CI) *
fEEASHE O
e 2 12(42) | 12(42) | 18(58) | 11(36) | 30(5.1) 23 (3.9)

AN B 48

ISR

glﬁﬁﬁ;g%i\ 8 (2.8) 2(0.7) 11 (3.6) 5 (1.6) 19 (3.2) 7(1.2)
%

IR H A J5R ] 2%

IEWFFEER 2 | 4(1.4) | 10 (3.5) 7(2.3) 6 (1.9) 11 (1.9) 16 (2.7)
My

T AP %k

PEERIS, (EATY 0 0 0 0 0 0
TES I 5T

> ORIEEEL R AR AL
"R T RO 2l ERIB B R BT AR 2 A

N=8MTHRZAEGIE: CI=EEXE; CAR=URTHIIHEFWETIRITIT %
=FULHEM; CAB=FREH T,

This copy of the document was generated on 13 Jan 2025 (EST).

Confidential - FOIA Exemptions Apply in U.S.

RPV

Page 20 of 42




Number: TV-FRM-65264 Version: 4.0 Status: Effective Effective Date: 13 Jan 2025 (EST)

R10 HREELERFIH K48 F R MLKHIV-1 RNAZ=5088 TUmLI 2R thl (BdE
RIETHTE R

FLAIRFATLASE H: 548
EAHR et | Nesoy
n/N (%) n/N (%)
FLRCDA+ <350 0/42 2/54 (3.7)
(4 Ha/mm?) >350% <500 5/120 (4.2) 0/117
=500 6/429 (1.4) 8/420 (1.9)
P51 Fi 6/429 (1.4) 9/423 (2.1)
7 5/162 (3.1) 1/168 (0.6)
AF EEEUN 9/430 (2.1) 71408 (1.7)
R ECEREE A 2/109 (1.8) 3/133 (2.3)
MEIH NI A 0/52 0/48
BMI <30 kg/m? 6/491 (1.2) 8/488 (1.6)
=30 kg/m? 5/100 (5.0) 2/103 (1.9)
E ) <50 9/492 (1.8) 8/466 (1.7)
=50 2/99 (2.0) 2/125 (1.6)
BEALLET IR DR EIRIT | Pl 1/51 (2.0) 0/54
INI 6/385 (1.6) 9/382 (2.4)
NNRTI 4/155 (2.6) 1/155 (0.6)

BMI=1&J18%, PI=mABHNHIF], INI=2EEMH7], NNRTI=AEZE KU 35
M, RPV=FIILFH, CAB=FKEHF, CAR=LHIHERREIHITHE

TEFLAIRFIATLASHFFTH, FELRHHE (CDA+HE. R, 4ER. AFh. BMI. L
=R ZAIIGTT 2 R A .

FLAIRZ96/#

TEFLAIRWH I, 2596 45 R 5 548 i 25 AR FF— 8. FIILFitk+ B HF540 (n=283)
FICARZ (n=283) ML HIV-1 RNA=50 c/mLIK)3Z ik L2 5 3.2%H13.2% CFIULH
AR EBRFHMCARA M FIR IE G172 7[0.0; 95%Cl: -2.9, 29D . FIILFk+F
B B4 AICARZL ML HIV-1 RNA<50 c/mLH3ZiR % L2y 7 N87%F189% (AL =HHk
+ - REB R FHAMCARM Z AR IEJGTRIT 2 7#[-2.8; 95% Cl: -8.2, 25]) »
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FLAIRZE124)E, BEEESvs. RSN

FEFLAIRBEFE Y, BFXFAESE100/8 (7RI e BT IR 45/2 B b oK K e iy
ML A RERFB R EE, THR24MAT T 22T RO . 3230 AT DA FAE ek
AIE AR NI 26 T REAT e, AT D A S N LR BT S A

EA24FW, ARG NN B B A S HIV-1 RNA =504 T1/mL 3238 2 LL i 20 51
N1/121%1 (0.8%) F11/11141 (0.9%) .« ik 5 N4 (113/121451[93.4%)] ) F1 B #2293 41 4H (110/111
$1[99.1%]) IR EE =AM (HIV-1 RNA<50%#% D1/mL) #HALL.

B224H—IREY

TG A ) s R ARTIRTT £ /064 )

FE—TUNbH . BENLIL . 2t SPAT A JTIARZE . AESREWFFLATLAS-2M (207966)
H, SPRIUL SRR H — R 45 25 BT RO 2 AT T VR . FEPTE 2l SE B GH 48
Jil U MBS A 2% LB ST J HEAT 20T

TEATLAS-2MHF 7 1, 1045FIARTEZR A  SEBLIR B8 =3 H1] I HIV-LE G2 3R & B AL (1:1)
52 TR+ R B R FEN T R H — k8 H — k%G gy, ik G2 REh
FIRLHEMIETT 2 a2 T OIS NIGIT, BFELARIIEHEKRA (25mg) +15R&H
FH (30mg) , FH—IR, B/OFEARE. BENLIL B2 H —IXFIILHERES GEi
H: 900 mgid5hi, 2N HLME: 600 mgiEdti) +REB R HES GE1ASH: 600 mgid: 5,
F2NHLAG: 400 mgidE S B2 2R E BAMEZ T 4483697 . BN IR B 2 /2 H
—UWHRICFARES L. 20 4N H LRI ER2H: 900mg) AR EfFEs GRL. 2. 44
HULRMER2AH . 600mg) 452 152 E BHMESZ T 44f1697 « BENUILET, 63%. 13%7F!
24% )52 R 4 B T RII0RE . 1-24)8 F1 > 24 I AIIE F M+ E B hr B 1RIT .

ARG TR N PALAERY A2, 2T% N LhE, 27% NAE RN, 4%[4ER =654,
6% ) CDA+4H i+ H0% T-350 N 4Rl /mm3;  EIRAFAELE VAT 2H 2 TR AR AL o

ATLAS-2M ) = & 5 Ry 55 A8 A I I 2 HIV-1 RNA =504% U1 /mLF) 52k 3 L sl CGRA
ITT-EABERERIERE) &

TEATLAS-2MH, g5 48 I I3 HIV-1 RNA =504% UU/mLKI 32 iR & te il =, VL
HHRER TN KRG GEDLRTRILFER+RERFEA —IRAEHE (5HINLT%F
1.0%) . &F2/NH —IRG AT H —IRG 2 -R B R + FIIL F AR 2 [0 IR I 5 697 2 57
(0.8; 95% Cl: -0.6, 2.2) fF&EAELRMEARME (95% CI EFRET4%)
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K11 ATLAS-2MHBENALIG T RSB AS I MR B4 R (BB RIB )

H2NA— G BH—KREH (Q4W)
(Q8W)
N=522 (%) N=523 (%)

HIV-1 RNA=50 #0/mL' 9(1.7) 5(1.0)
1BITEH7% (95% Cl) * 0.8 (-0.6, 2.2)
HIV-1 RNA<50 #20l/mL 492 (94.3) | 489 (93.5)
1BIT EH7% (95% Cl) * 0.8 (-2.1,3.7)
TES48)A & SRR B0R 21 (4.0) | 29 (5.5)
Ji A«

RIAESSET 2 LR 52 9 (1.7) 13 (2.5)

PRI HC A J57 R 24 1 EF 7 12 (2.3) 16 (3.1)

PILEREFi, R AR 0 0

EN

MRIEFEL 77 = AL E .

Z —F %

BRI Z 7 M A& AL AEARIE BT A SO0 20132
=RMETTHRZREBIEG; Cl=EEXE; CAR=HFIHISHEIIRNEAIT T %

F12 FRBELBEEF HFIATLAS-2M AP 48 & B M HIV-1 RNA=50%% M/mL 523K,

FHHH (BIRRBEATERD

HIV-1 RNA=50 co/mLBIE/ PG B BIE (%)

EAHE '@z/.;g&g\zggs BA—RAZ (QIW)
FLECDA+ZHMETHE | <350 1/35 (2.9) 1/27 (3.7)
(4 fid/mm?®) 35075 <500 1/96 (L.0) 0/89

=500 7/391 (1.8) 41407 (1.0)
P51 CEris 4/385 (1.0) 5/380 (1.3)
o 5/137 (3.5) 0/143
N EEEUN 5/370 (1.4) 5/393 (1.3)
FEEMA 4/152 (2.6) 0/130
g%\ It 4/101 (4.0) 0/ 90
jEQ’A 5/421 (1.2) 5/421 (1.2)
BMI <30 kg/m? 3/409 (0.7) 3/425 (0.7)
=30 kg/m? 6/113 (5.3) 2/98 (2.0)
FR () <35 4/137 (2.9) 1/145 (0.7)
35% <50 3/242 (1.2) 2/239 (0.8)
=50 2/143 (1.4) 2/139 (1.4)
BACAB+RPVEE | L 5/327 (1.5) 5/327 (1.5)
1-24/4 3/69 (4.3) 0/68
> 244 1/126 (0.8) 0/128

This copy of the document was generated on 13 Jan 2025 (EST).

Page 23 of 42

Confidential - FOIA Exemptions Apply in U.S.




Number: TV-FRM-65264 Version: 4.0 Status: Effective Effective Date: 13 Jan 2025 (EST)

BMI=1AJFi$5%(, CAB=+k&HiF, RPV=F|ILFtk
FEATLAS-2MHF 5t , ANFEIFELHFIE (CDA+HMRE 4 it-%. YE. AFh. BMIL FERR A1
BEAE R B R F/AIICFRETE) 28 FEL S RAT ZRLIRRE X

96 (17 A R A8 R I - B NS5 R — 5, FIILFbk+ R B e w2~ H
—RGAAEL BT RILFER+ R BR T —RGH) . G2 H—IRAIILFk+ R & hH 4
(n=522) FsE A — IR FIILE R+ B H B4 (n=523) 5596/ I M2 HIV-1 RNA=504% Il /mL
()52 3R LL 43 0 N 2.1%H11.1% CBRE2A4N H — A H — IR 25 4L 2 A AR IR JE VR 9T 22 57+
[1.0; 95%Cl: -0.6, 2.5]) . F2MH—XMILFHMR+R B HFAHMEEH —RRILFR+R &
hrF2H 596 A I ML HIV-1 RNA<<504% U1/mLF 32383 L5 43 731 N 91%F190.2% (424 H —
YRR H —IRer 25 2 RIS IE Je 1697 2 7 [0.8; 95% Cl: -2.8, 4.3D .

SEAB2JE (17 R s T 5 A8 R A 5506 /& 1) 32 B4 g 45 S — 8. FIULH MR+ R B Fik 5
W2 H —RAE AL T RILE M+ R B R FHH RG24 EITTHHH, 240 H K
FINCFAR+ R B R A (n=522) Fifg H —XFIILHEMR+RE R T4 (n=523) ZE152E i ifi 2%
HIV-1 RNA=50%% T1/mLI 32308 Eu il 20 5 82, 7%F11.0% (&F24 H — IR H — IR 254
Z AR IE SR VAT Z 5+ [1.7; 95%Cl: 0.1, 3.3D . EITTaH, &2 A kAL FHh+FE
B R HA H — IR IE TR+ B h 45152 i 1 22 HIV-1 RNA<50%% D1/mL ¥ 521
& ELH 53 31 8T%M86% (BF2A H —UHIEE H — RG240 2 IR R IE J5 1697 % 7 [1.5: 95%
Cl: -2.6, 5.6]) -

FIT T

HHE RN 7 (ATLASE £ 2596/, FLAIREE 55124/ , ATLAS-2MAE 55152/ )
AT Z RS, R T ARERNSCVEREG IR . FEEEZ T (BFA) 55T E4L
B IRERE ARG A T RERE: 285 (MVA) & TELRER, EHNTHE
eI Tt MR 25D BEXRT CVFIRZ I, SR AT P AR S #8519 [l AR R 47 40 A . 7R
FFEE N2 N-FERIE T, REIERCVEAZE R N0.54/100 \-4E; R45 T 23FICVFE

IR LR 7165151 52 1 11.4%) « BFARIRF| L TR 25 R4 (R AEZIRR=21.65, p<

0.0001) . HIV-1IE#IA6/AL (IRR=12.87, p<<0.0001)LL M4k R 8% (BMISEE n— > Ffi,
IRR=1.09, p=0.04; BMI=30kg/m?, IRR=3.97, p=0.01) S5CVFM>%. HAh5CVFIEEHM
T B QAW Q8WES 2y . LM ELCAB/INSTIM 255348 . R A7AE =24 R 41| gt 3t
AR Z IS, CVRR RS IE N : IV F5ARIN 25 HH S RAR  HIV-1IE R AB/ALELBMI =30 kg/m? (%
13) .

R13 BWRBFERBELF R —AILFHARWERE. HIV-LERAG/ALFIBMI=30
kg/m>—%1 i KRB AR

BREE () PR bieivtios
0 844/970 (87.0) 4/970 (0.4)
1 343/404 (84.9) 8/404 (2.0)"
=2 44/57 (77.2) 11/57 (19.3)°
&3¢ 1231/1431 (86/0) 23/1431 (1.6)°
(95% & (=X a]) (84.1%, 87.8%) (1.0%, 2.4%)
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1 HIV-1TE R AL1ELA6 255 T Los Alamos[E X I HIEHIVE 5 $d 2 (20204E6 H )

2 ATLASH48/8 . FLAIRH124/H . ATLAS-2M#5152FRNA<50#% Il/mL, %= T-FDAMR
MRE L.

TE SUNEGE2VEHIV RNA=2004% Il /mL.

FHPEFRIIE (PPV) <1%; BHMETMIME (NPV) 98.5%; RE(/$34.8%; 4% F1E71.9%
PPV 19.3%; NPV 99.1%; RB(E47.8%; H¢57:1496.7%.

B B LG R 2 N AR B VAR S BB 4R (1651411 3238 il —340)

o o b~ W

AR A Bl KR R 3R A — N XU R 3R A B, RIS A7 AE = 24 UK PR 3R 17 B
HORECVRIIGIEE = B2 H — IR 2540 2401 i35 A 66 )k = T CVF [25.0%, 95% Cl
(9.8%, 46.7%)], HEH —k&s 2203311 2 K A T 551CVF[15.2%, 95% CI (5.1%, 31.9%)].

HAART 49 1R FF7%

P3G AR 7T (FLAIR. ATLAS-2MAILATTE-2/F 51200056 I A B 3547 A it
PESHT, N T 29015203 . X2 EAERIILFAR+ R B R H KR (LA LA M)
AT MBS AN RIICF AR B B WART D AR E: (RPB RO , s
SERFIAIN59K (BE25F A BN 75 H 43 i $953-135) o 2 A 4Rl h32%
14% M4k, 31%NAEAFN, 7% FE T BEATIHIF AOND B D R 7 %,
A1%H2ZNNRTIWE N & AR CIRMY 7 R (0 —¥B 4 (124323 Fh A 1148 T FIUE 5
MO, 62%H2ZNRTI. 3525 75 AR A0 B3¢ 0 Rbr 42 Jo A A TR 2 4 P DA Ji R B
AT, KZH (Z96%) 2l 4ekF 7 ees il (M2 HIV-1 RNA<50 ¢/mL) . fEff
FA AR 0 BRAfr 32 3 1) LA R A AR 1 B 2 S5 11— B 18] (R O AR 2 I d 22 20k R G 5
WAHEBRHES) , RWERICVHRY (LA IMEHIV-1 RNA=200 #0l/mL) .

[ZEEH]
ZEAEH

YE B

AL FMAREHIV-1 =57 FEMENE A% H IS AL KB (NNRTD , JFEid AR5 41k
HHIV-18 55kl (RT) i#HIHIV-1 6] FULFARATH A EDNAR & o, AT
Yo

AR RS

TESPE R I TAI M FR A, R DT 5 AR 2 7R H G BT AR B HIV-1 1 S8 25 03 B4k B AT B 25
WEME, HATHIV-1IBH 7 ECsofii 90.73nM (0.27 ng/mL) « R FIILH M B A IR 44
AMTHIV-275 1, FLECsofEH i F7E2510%10830 nM (920423970 ng/mL) , {HAEAA IRAREHE
PIEGL R, AR FMIATTHIV-2/2%5.

FIPCFEMBIMAHIV-1 (5346 ZAL B. C. Dy Fu G. H) M EE Bk EA ) i &
T, ECsoffiiE ¥0.0721.01nM (0.03%0.37 ng/mL) , O ) = B4 B bk HIE LA,
ECsoft i3 il 42.8848.45 nM (1.06%3.10 ng/mL)
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ik 245 14

FETRITC F5 4K IR 617 E REAT R 29697 835 th BTG SRS AR AN FIR 88 A4
I A7 B DL i 245 AH 9 R A8 ] BE 2 B DT F5 AR ()35 P4 : K101E. K101P. E138A. E138G.
E138K. E138R. E138Q. V179L. Y181C. Y181l. Y181V. Y188L. H221Y. F227C. M230I.
M230L LA & L1001+K 103N 414 .

L T

TEAS [R] SRS RN ) (7 B A2 U HIV-1 B NNRT I 25 I HIV-1 7 40 B 15 3524 v ode 50 UL =
MR- 25978 E5 0k o i L PRI TR 24 AH O¢ 2848 A4 . L1001, K101E. V108l E138K. V179F. Y181C.
H221Y. F227CH1M230I.

LN EEH

TEA RN FLATLASFIFLAIRY, FFA S AT 8 49097 KIE (CVE) ARifE3Z2i
ZAI B> FEEA8)E, FIILH M Ercabotegravir A 7HICVFRZIRE (7/59145], 1.2%) , 47T
PUS IR FIRIT T RAWATHICVFZIRE (7/591%1, 1.2%) . &I, FIILF
-+ cabotegravirZH 3 5/591% (0.8%) 3Zik3& = LM 2. 43 A5/59141 (0.8%) KAFIILH
M (K101E [n=1]. E138A/E/K/T [n=1]. E138A [n=1]8{E138K [n=2]) Mif 2454, Fl
/554/59145] (0.7%) % Cabotegravir (G140R [n=1]. Q148R [n=2]=%N155H [n=1]) [fif Zj#H
KRAZ . FLAIRH cabotegravir+FIJL FH A I4HICVFZ i E AHIV-1 ALTEA! (n=3) F(AG
A (n=1) . FLAIRTLBICVFZ iR E MAREZ I 15 . ATLASH cabotegravir+A T F3 4k
3FICVFZIRE AHIV-ITERIA, ALEKAG. X3BICVFZIRE ha 26 B3, 1EHIBIT Rk
I FA AR I AN Z4H ML (PBMC) HIV-1 DNARILEL 1] (1) R UTFH AR 25 DG A4S, (L LR
g WELH

TEATLAS-2MAF 52, ZE548JH, #& CVRFRUENISZ IR F 1180 10%] . Q8WLH8/5224
(1.5%) , Q4W#H2/523%1 (0.4%) . fEQ8WHLH, 5/522 (1.0%) Zik#EH F=Em ZitE: &
WIF 415221 (0.8%) KAEFILFH (E138A [n=1]. E138K [n=1]. K101E [n=2]=kY188L
[n=1] MHZ5HK5AE, FI/ak5/5224% (1.0%) % Cabotegravir (Q148R [n=3]E{N155H [n
=4 MWZMHRRA . fEQAWAH, FH2/523% (0.4%) ZikH =AM ZitE: 754 1/5234]
(0.2%) KAEFILFH (K101E [n=1]. M230L [n=1]) M 25 RAE, F/8k2/523%) (0.4%)
K Cabotegravir (E138K [n=1]. Q148R [n=1]8kN155H [n=1]) MHZjtHKXRA. Q8WHLH
5151 52 1 7E FE LRI A7 AE R DU AR 2 A DGR, H b 1451 52 03 465 7 Cabotegravir i 24 £H ¢
RAZ o QAW 2R3 7 HE L& I AT LE AT H] UL 55 Mk sl Cabotegravirifiy 24 #H 26 5848 . ATLAS-2M
Hicabotegravir +FVC F AR L10BICVFZ A E NHIV-LTERA (n=1) . Al (n=2) . B (n=
4) . C (n=2) EEH (n=1) .

XX et 2 i
NNRT L& BN 5

TERTAZ B A —AENNRTIM Z5AH =4 (U HEHH KL AK103NFIY181C) H—41674
HIV-1E A S8 =@ bk, FIILHRE R HAF644 (96%) HEHRAPUREEME. SXTRIIL
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TR A T2 S B BN 25 AH e A8 . K101P. Y181IA1Y181V .. K103NFK) FRAE A B AN
2 PRI VT 35 AR 16 5y S, (H RIS AE 7E KLO3NFI L1001 2= S BRI UL =5 AR 1) 5 Stk PR 7% o

B I B

R UG =5 ARO6F 4786 R oS 1 1255 & A/ B % =6 1 i 24 AT HIV-1 3 AL I PR 73 B #k v 1962% B
AHUENE (<A AED .

WEEIHEZH

TENVAE FEATLASHIFLAIRA8)E A1, 5I7TCVFAZARFE 1E 1R YT S EA i A1 T 5
MERL, EIXSH B, MR THKIER S (n=4) . KlliFtk (n=3) FMZEFHHF (n
=4) WA X222
BHEA

P f &=

FE A RIAS & A AN 28 G0 R AR S 40 B 0] 52 5 AR B8 A4 /) B 20 K56 v, G
TR R BIE AR/ B N AR IR T, FIVE FAk R 75 3 4 AR 4 .

AT

ZN P T 28 SR R A DA S G - I AT B M BO6 AR B Th RE IR MR K SRR 28 145 T
DT =5 AR A LB e o K BRURH S RGP AT 33 R 306 P R WA R 82551 B (NOAELD F ) R 8
Sl HIV-1 B g 42 I R HERE IR 25 mg B H — IR 25 sUVL IR S FIIT 5 Ak
R S P VR 2271 600mg B 900mg J5 e w11 12 fi5F1 57 5 LA b

= A e b, UK A D4 TRIL AR 400 mg/kg/ R, MR &
BN N ARRE R 63 55, FACF R I BA R K.

BoE it

NRAKBAENFEBSZ 104 AN T DRFIILFH M B0EE . ESUR TR
ISR T, RIUCFRA 4S5 (AUC) J& HIV-1 YL E L R RHERE H & 25 ng
B H— IR &5 2BV PSR UC 5 AR 350 0 FHVR AR 600 mg BR 900 mg 5 R EM 17 fi
UMD FI2 £ CRED BLE. REIRIS AR W 525 25 iR & A o FERREPEFERE /)N B,
HR] LT AR R 2% R BT e e Mk 1 28 S 1R 11

[ ]

TR A i IEE ) LB AN RE ALK T
(&3]

PP B 3 30 1 A TR+ T A0 175 PR 2R 20 — DU SR LA T R R 2 . 3

This copy of the document was generated on 13 Jan 2025 (EST). Page 27 of 42
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65264 Version: 4.0 Status: Effective Effective Date: 13 Jan 2025 (EST)
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36 1M H.
[BATARHE]
JX20230111
€t as)
2ml:0.6g: FE 21 HI20230117
3ml:0.9g: [EZj1H 7 HI20230119
[ EHHFTRAA]

4K Janssen-Cilag International NV
VEMHB4E: Turnhoutseweg 30, B-2340 Beerse, Belgium
[47=40]

2 FR: Cilag AG
A r ik Hochstrasse 201, 8200 Schaffhausen, Switzerland
[BEATHEN/BEHNERA]

YiRR: P AR AT PR 7]
VEMhE: Bevh A UG 2 T R X R AR M FE R DURE 19 5, BRIEE TE T T
DX B L 4 SC K IE bR 17F

B L : 710304
g Sh%: 400 888 9988
fEHE 5. (029) 82576616

Wdk:  http://www.xian-janssen.com.cn

This copy of the document was generated on 13 Jan 2025 (EST). Page 28 of 42
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-65264 Version: 4.0 Status: Effective Effective Date: 13 Jan 2025 (EST)

ML

2ml: 0.6g
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