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l l
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372 Were withdrawn
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necessitating expedit-
ed reporting
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serious adverse event
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(not related to
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17 Moved from trial area
104 Were lost to follow-up
16 Had other reason
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necessitating expedit-
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23 Had other reason

12,466 Were included
in the modified exposed
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for the current analysis
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12,107 Were included at
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for the current analysis
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Table 2. Vaccine Efficacy against First Occurrence of RSV-Related Lower Respiratory Tract Disease and RSV-Related Acute Respiratory Infection (Modified Exposed Population).”

Vaccine Efficacy

End Point RSVPreF3 OA Group Placebo Group ©ny
No. of No. of Incidence No. of No. of Incidence
Participants Events Follow-up Rate Participants Events Follow-up Rate
no. of no. of
events /1000 events/1000
participant-yr participant-yr participant-yr  participant-yr %

RSV-related lower respiratory
tract disease

Overall 12,466 7 6,865.9 10 12,494 40 6,857.3 5.8 826
(57.9 10 94.1)

Severef 12,466 1 6,867.9 0.1 12,494 17 6,867.7 25 94.1
(62.4 10 99.9)
According to RSV subtypef

RSV A 12,466 2 6,867.4 0.3 12,494 13 6,868.9 1.9 34.6
(3210 98.3)

RSV B 12,466 5 6,866.7 0.7 12,494 26 6,862.3 38 :
(494 10 94.3)
According to age group
=70yr 5,503 3 3,015.0 1.0 5,515 19 3,020.9 63 84.4
(46.9 t0 97.0)
=80 yr 1,016 2 5514 36 1,028 3 559.3 5.4

(-477.7 to 94.5)

60-69 yr 6,963 4 3,850.8 10 6,979 21 3,.836.4 55 81.0
(436 t0 95.3)

70-79 yr 4,437 1 2,463.6 0.4 4,487 16 2,461.6 6.5 93.83
(60.2 to 99.9)
According to baseline coexisting
conditions¥
Low or medium risk 8,235 4 4,495.8 0.9 8,367 23 4,560.6 5.0 82.4
(48.5 t0 95.6)
High risk 4,231 3 2,370.0 13 4,127 17 2,296.6 74 i
(40.8 to 96.8)
No coexisting conditions of 7,529 6 4,094.1 1:5 7,633 22 4,148.1 5.3 72.5
interest (30.0 to 90.9)
=1 Coexisting condition of 4,937 1 2,771.8 0.4 4,861 18 2,709.1 6.6 94.6
interest (65.9 to 99.9)
According to frailty status
Frail 189 1 95.8 104 177 1 92.9 10.8 14.9
(-6638.7 to 98.9)
Prefrail 4,792 1 2,577.6 0.4 4,778 14 2,545.3 55 92.9
(53.4 10 99.8)
Fit 7,464 5 4,182.7 1.2 7,519 25 4,208.5 5.9 80.0

(46.7 t0 94.0)

RSV-related acute respiratory

infection
Overall 12,466 27 6,858.7 39 12,494 95 6,837.8 13.9 .
(56.2 to 82.3)

According to RSV subtypef

RSV A 12,466 9 6,865.2 13 12,494 32 6,862.3 4.7 719
(39.7 to 88.2)
RSV B 12,466 18 6,861.7 26 12,494 61 6,849.4 89 70.6

(49.6 10 83.7)

* The modified exposed population included all the participants who received the RSVPreF3 OA vaccine or placebo and did not report an RSV-related acute respiratory infection before
day 15 after injection. Cases were reported up to the efficacy database-lock point of April 11, 2022. Cases of RSV-related lower respiratory tract disease were identified by the adjudica-
tion committee. Follow-up time was defined as the period from day 15 after injection until first occurrence of the event, database-lock point, or withdrawal. The incidence rate indicates
the number of participants who reported at least one event per 1000 participant-years.

+ Vaccine efficacy was estimated with the use of the Poisson method, with adjustment for age and geographic region, except for the analysis according to age, which was adjusted only for
geographic region. A 96.95% confidence interval was used for the analysis of the primary end point (overall RSV-related lower respiratory tract disease), and a 95% confidence interval
was used for all other end points. There was no adjustment for multiplicity, and the 95% confidence intervals should therefore not be used in place of hypothesis testing.

4 Severe disease was determined on the basis of either of two case definitions: on the basis of clinical signs or investigator assessment or on the basis of receipt of supportive therapy.
All 18 severe cases met the first case definition. Two of the 18 cases were confirmed by the adjudication committee as also meeting the second case definition (group assignments
blinded). In addition to these 2 cases, another 2 participants received supplemental oxygen but did not have cases confirmed by the adjudication committee as meeting the second case
definition at the time of the efficacy database-lock point.

§ The RSV subtype was unknown in one case of RSV-related lower respiratory tract disease and in two cases of RSV-related acute respiratory infection. All cases with unknown subtype
were in the placebo group.

4 Risk status (low or medium vs. high) was assessed on the basis of the Charlson comorbidity index.
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BEFE(Ve/P)fEET A 1321
F A UGT1AL ATE ST
Rt | S8 WA/DEYSEE UGTIAY | FZ%EM CYP3A 245 T8 Lt
(v
. ‘ \ P B AR ICERIREIME - (h5T A
HEbR LAY R 5.6 2 11.5 1398
- h o

15




B F8-FLAIR trial

FLAIR FsBEt% IR = HAR S 1R RS - PLEE AR 2 ART(HUR S5 S 4EY)
YA AR HIV-1 By RrHE R RSy a R O i e R i Ry RS e i
B2V o 2ol B R T A AR 18 BDL RS B i SR H Y E
Y HIV-1 B+ > H HIV-1 RNA level A2 1,000 copies/mL 5 F ZEHERR R FALFE
EEFFIIEER 2 ~ Crel<50 mL/min ~ B BUFF R 5 C BURF 38 Fe s s R & -

GEERAEHS 48 B RGTELARHY 283 £28iE A 6 A (2.1%) HYHIV-1
RNA level = 50 copies/ml * 1M#EZ CIARSAREAT 283 L2 BETH T A (2.5%) (%%
ZEB04 %+ 95%CI : -2.8-2.1 margin £ 6% ) ° 1E55 48 18 » B2 EEHHIFIHEZ R

SERRIN S B B 93.6%E1 93.3%Y HIV-1 RNA level< 50 copies/ml(k8 (F 18755 By 0.4
% 3 95% Cl > -3.7-4.5) > margin % -10%) 1E4ER T IEE] - BXEIEIA ST T IREEYIH

Bboh > SEEFERARBUGRER  GREEERS > TF R E > A 1%

BEHEEEHRBOEH -

Table 2. Efficacy Outcomes at Week 48.

Long-Acting Therapy Oral Therapy Difference Adjusted Difference
Outcome (N=283) {N=283) (95%6 €1) {95% CIy*

percentage points

Intention-to-treat exposed population

HIV-1 RNA level — no. (35) Nonlnferlorlty

<50 copies/ml 265 (93.6) 264 (93.3) 0.4 (-3.7 to 4.4) 0.4 (-3.7 to 4.5)

250 coples/mlf 6 (2.1) 7 (2.5) 0.4 (-2.8t0 2.1) -0.4 (-2.8 to 2.1)
Level not below thresheld 2 (0.7) 2 (0.7) — —
Discontinued treatment for lack of efficacy 4 (1.4) 3(1.1) — _
Discontinued treatment for other reasons 0 2 (0.7) — —

Mo virologic data 12 (4.2) 12 (4.2) — —
Withdrew from trial owing to adverse event 3 (2.8) 2 (0.7) — —

or death

Withdrew from trial for other reasons 4 (1.4) 10 (3.5) — —

Subgroup analysis of HIV-1 RNA level =50 copiesf
ml— no.ftotal no. (26) 4

Sex at birth
Female 3/63 (4.8) 1/64 (1.6) 3.2 (4.3 to 12.0) —
Male 3/220 (1.4) 6/219 (2.7) -1.4 (-4.7 to 1.6) —
Baseline HIV-1 RNA level
<100,000 copies fm| 4/227 (1.8) 57227 (2.2) -0.4 (3.6 to 2.5) —
>100,000 copiesfml 2/56 (3.6) 2/56 (3.6) 0.0 (-9.2 t0 9.2) —

Per-protocol population§

HIV-1 RNA level — no.ftotal no. (36)
<50 copies/ml 260/278 (93.5) 263282 (93.3) 0.3 (-3.9t0 4.4) 0.3 (-3.8 to 4.4)
=50 coples/ml 6/278 (2.2) 7/282 (2.5) 0.3 (-2.8t02.2) -03 (-28t02.2)

ZJBR-FLIAR study extension phase
100 B2 1% - i N\ AlBe e A RIEHE S - ISP A 2ol Bt 2 RG]
VAR 0 CIRAHIE A RO O AR E A (12 N EEFFEZ BSTELES A1 N) - 1E
124 BEFHVEERATLUEE] - B SET OIRE AL A S H SR E 8
PRILE AP RIE R E AR I A o] DU A FR () H Y D IR E AR -
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BEBUAEE-ATLAS trial

ATLAS ZBE#TIRIEE M 0t - VR EHREHAIAES 1 TEXEHHI
B A YRS —4 HIV-1 OfRARSEIHE A R A - FEZAE M AR
4 Fs 18 pR LA - HUARE R 6 {8 H DL s A= Hggidhm st - 1EamEEeR 5 2 CES
i - ZElE A ARBAIE AN O REEYIHS - FERFG 2/ 2 8 NRTI Y42
Yy o FEPERRIGARIESE B BURF % - W& HIHILR - BADIEEME: - EEERT 6 BH N
KM BT T e BT S LM H DL -

SR T IR EIE By 48 #ERF HIV-1 RNA level =50 HYZ30E T 7LD - REISE TR
TSI By 48 #EHF HIV-1 RNA level < 50 B2 & H 0 tL -

TES BRI 308 At - B2 BRGHELaRNSEERH 5 A (1.6%) HIV-1
RNA level =50 » #Ez O a2 BZTRIE 3 A (1.0%) (FRIEEZSRR 0.6 {E
HorE: 5 O5%EFEEM 1.2 £ 2.5 margin & 6% ) HAEFEZ RXEE GRS B
A 285 A(92.5%) HIV-1 RNA level < 50 - fE#252 I aRAY 2812 tH RIE 294 A (95.5%)

(RLIERZFR3.0% ¢ 95%(SHEIERM K6.7 2 0.7 margin £ -10%) - WIEEERAT&
FEH P o (R ] DS HIRAE TR S5 1> IR EEY )RR -

Table 2. Efficacy Outcomes at Week 48.%

Long-Acting Therapy Oral Therapy Difference Adjusted Difference
Outcome (N =308) (N =308) (95% CI) (959 CI)

percentage points

Intention-to-treat exposed population

HIV-1 RNA level — no. (32)
<50 copies fml 285 (92.5) 294 (95.5) ~2.9 (-6.7 to 0.8) ~3.0 (-6.7 to 0.7)
=50 copies/mli 5 (1.8) 3 (1.0) 0.6 (-1.1tc2.4) 0.6 (-1.2t02.5)
Level not below threshold — no. (36) 1 (0.3) 1(0.3) — —
Discontinued treatment for lack of efficacy 3 (1.0} 26 - =
Discontinued treatment for other reason 1 (0.3) o == —
— no. (96)
Mo virologic data — no. (96} 18 {5.8) 11 (3.6} = =
Withdrew from trial because of adverse 11 (3.6) 5 (1.6) —= —
event or deathf

withdrew from trial for other reasons 7 (2.3) 6 (1.9) = —
HIV-1 RNA level =200 copies/ml — no. (94) 286 (92.9) 295 (95.8)

Subgroup analysis of HIV-1 RMNA level =50 copies/
ml — no.f/total no. (26)

Sex at birth

Female 2/99 (2.0} 0/104 2.0(-1.7 to 7.1) —

Male 3/209 (1.4) 3/204 (1.5) 0.0 (-3.0tc 2.9) —
Baseline third-agent class —

PI 1/51 (2.0) 0/54 2.0 (-5.0 to 10.6) —

INSTI 0/102 2/99 (2.0} -2.0(-7.1t01.8) —
MMRTI 44155 (2.6) 1/155 (0.6) 1.9 (-1.3 to 5.9) —
Median change from baseline in CD4+ lympho- 4.0 (~536 to 801) 13.5 (-1043 to 521) T —

cyte count (range) — per mm
Per-protocol population®
HIV-1 RNA level — no./total no. (36)
<50 copies fml 276/294 (93.9) 280/292 (95.9) 2.0 (-5.6to 1.6) -2.0 (-5.6to 1.5)
=50 copies /ml 4/294 (1.4) 3/292 (1.0) 0.3 (-1.4 to 2.1) 0.3 (-l.4to 2.1)

SCRR-ATLAS-2M

ATLAS-2M KBtk ~ Zrfuls ~ BRRERERAVES =1 B FEEIESRMENTTE - tHZEE N
Ryttt 4 H—RA R 8 —KALAESS cabotegravir f F rilpivirine JEBEHYZER B %7
2 o ZEATREERAELE SN ATLAS sRERITZ 5038 LS S IE R B2 6
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WA EENAREREEIEZR /AT 6 {8 H 1958 R E—(EEEYRIARN T2 B AT
HIZA IR o S BT M o -

FEFERHEE R i 4 AL 8 JE4HAE )G 48 1T > HIV-1 RNA level> 50 AZH
SYEL © 1045 L2 BLEWEEHA RIS 8 8 (n=522) & 4 (n=523) HEfl—RK > 4
RETE S H— R REEIBLEFEAR LG 4 H—XRAVEE (HIV-1 RNA 250 5351 5
2%¥SEE 1% )

i
=

1
D>

PO - FRAFTRT UG DA 4
1. Vocabria”+ Rekambys” FIEE ML ARRER R B 1 H AT GH S R E—4¢
BRI SRR ART) -
2. Vocabria”+ Rekambys {F FHAFZEHITEE AV 8 A — 8 e RS AR
2o ATBE BT -
3. B 8N —XBERAFINE: 4 BT T—R - AR BT KA T -

Vocabria®+ Rekambys*{5 F 7+ B 5 1H
. HH—REE 2 @A —REERH

() #H—XQIM

FEEH —REVERET - B8 HIESHHELGETE /& cabotegravir 600 mg IM + rilpivirine
900 mg IM - 25—l H DA {5 F 4E+575] & cabotegravir 400 mg IM + rilpivirine 600 mg IM »
IEA M B AT BT R B — (I H Y DI IRZEARAE > Iz cabotegravir 30 mg + rilpivirine
25mg > G MR SR ALY RURUE LSS S AR DLEEE:

Y R B AR (B 31) Hildg H — 2R AR

MO (D1-D28 3EEFE )

cabotegravir 30 mg PO QD with meal | 600 mg IM 400mg IM

rilpivirine 25 mg PO QD 900 mg IM 600 mg IM
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(2) =2 EHH—x Q2M

TR E H—RAVEFIE S B —(E H RSG5 T & Ry cabotegravir 600 mg IM +
rilpivirine 900 mg IM > 55 — ([ H {# FH 4575 & cabotegravir 600 mg IM + rilpivirine 900 mg
IM - SEPU(E H 1% 55 R 4R & cabotegravir 600 mg IM + rilpivirine 900 mg IM ®i{lE H$T—
R AN R T R B — {8 H Y CUIRZEAJSARE > T cabotegravir 30 mg +
rilpivirine 25mg » X HITE EE L A BURE DA R R A LEE: -

PR R CEE M) B AR AR Bildg — ([ H — AR

MO
(D1-D28 #EefE M)

30 mg PO QD

cabotegravir 600 mg IM | 600mg IM X 600mg IM
with meal

rilpivirine 25 mg PO QD 900 mg IM | 900mg IM X 900mg IM

2. EESRR
WIS ED - HASTEEE AL TR EATE A [FRIALE » fELL T Edskrp B T8

(1) BEHIEFE (Ventrogluteal ) (%)

(2) BRI EB(Dorsogluteal) (_E7NEIR)
Ventrogluteal Dorsogluteal
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A R FE

A BES B S - A RSB ~ TR S B - M AT S ARy
BIfERA FEELE ~ BB LIEL: ~ S95E ~ fe i - HEJRIEIRSE > Htiy b RElfERa
TR

. BB E
(1
SEETERALIRIE(STO%) ~ JEEFERNL S FE(75%-83%)
ZFQ2%), B EIEIN(<2%), FEIRIEE (<2%), [H lipase FF&(2% to
5%), 15,0 02-3%), M- (<2%)
1% - 10%
HF&EME (<2%), GPT ~ GOT _EF (22%),
FERIR TE (<2%) 28)2 (8%)
<1% B, AL ET S
Post marketing S K7 FE ARG I MR R 4R 2 F0 2 B ek

Hass

Vocabria” + Rekambys (N EXS I B AR B R B E R —KES - R NEEFN
@k PEEEE IR SRR A Y B 2R BB B PR rT el B oe i M i - e
o R R B RS RIRS R T E - M TR EAYIREE U=U(Undetectable =
Untransmittable) » fXEIHETHISH RO AR AN B MR E MRS HEAEN T —K
5
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