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BA&?SZ%S I:cZabotegravir (CAB-LA) plus long-acting ' ' jable 2: Viral Suppression through ek
rilpivirine (RPV-LA) are approved for maintenance of LO n g 'aCtI n g Ca bOteg raVI r a n d 16 (All-Treated Population)

- IMPAACT 2017 (MOCHA) s a phase I/l non- riipivirine, when given indiviaually, In
comparative, open-label study to confirm the dose , , Baselne @~ | 8(1000) | 0 | 8(100.0)
and evaluate safety, tolerability, acceptability, and " " "
sharmacokinetics (PK) of oral (PO) CAB, CABLLA conjunction with background AR,
and RPV-LA in adolescents, 212 to <18 years, living .

were well tolerated In adolescents
METHODS

Week2 | 8(100.0) | 0 | 8(100.0)
Week4b | 8(1000) | 0 | 8(100.0)
with HIV-1
. Vir0|ogica”y Suppressed (<5O Copies/mL) a n d a Ch I eved d ru g CO n Ce ntratl O n S
adolescents with HIV-1 on stable combination

Week12 | 8(100.0) | 0 | 8(100.0)
antiretroviral therapy (ART) were enrolled into Cohort Sl m | Ia r tO th Ose See n | n ad u ItS .
1C (CAB) or Cohort 1R (RPV) based on background

viral suppression in adults with HIV-1 infection

Week16 | 7(100.0) | 0 | 7(100.0)
Cohort 1R (N=15

Week2 | 14(1000) | 0 | 14(100.0)
Week8 | 13(1000) | 0 | 13(100.0)
Week12 | 13(1000) | 0 | 13(100.0)
Week 16 | 13(1000) | 0 | 13(100.0)

ART (background ART was continued throughout _ o _ . . . . Table 3: Drug-related Adverse Events
Cohort 1) Figure 1: Observed preliminary median (5, 95t percentile) concentration-time data in through Week 16 (Evaluable Population)
daily) or RPV (25mg once daily), then CAB-LA following oral lead in and 3 x monthly injections (CAB left panel, RPV right panel)
(600m9/3m|_ at Week 4 and 400mg/2m|_ at Weeks 8 Number of participants with ......
and 12) or RPV-LA (900mg/3mL at Week 4 and ' _ Ei:r::hi:\;erse events 1(122) 3 (37.5) |1 (12.5) [5 (38.5) [3 (23.1) | 1 (7.7
600mg/2mL at Weeks 8 and 12) by gluteal 10 - Nausea [ o | o | o J1@n]| o | o
intramuscular (IM) injection B 100 i General disorders  [2(25.0)[3(375)| 0 |5(385)|3(231)| 0
. - T el Injection site hypoaesthesia| 0 | o | o |1@n| o | o
-1 — i
* PKsamples drawn at: Week 2 (oral dosing) and £ I il £ £ Injectionsitenodule [ 0o | o | o |1@n| o | o
Weeks 4, 5, 6, 8, 12, 13, 14 and 16 (LA dosing) 2 s 4 § 1 l-l-
L D e A (e, (R —— + Injectionsitesweling | 0o | o | o |1@n| o | o
: C L S | | | T 1 i % Immunesystemdisorders | 0 | o | o | o | o [1(@7)
TABLE 1. Baseline Characteristics 9 1 : L |& . Drug hypersensitivity | 0 | o | o | o | 0 [1(7)
(All-Treated Population) z T g Decreasedappetite  |1(125| 0 | o [ o | o | o
o - T o Dizziness [ o | o | o J1@n| o | o
Cohort 1C (N=8) | Cohort 1R | Total (N=23 : - - o IMPAAGT 2017 (s _ ““n““
Ao I eas: 17.0 (15.0. 16.0 | o ATLAS (nes08) (n=8) | —&—  IMPAACT 2017 (n=13) o0 | o |1¢25[1@n| o | o |
_ 14.5 (13.5, 17.0) o FLAIR (he278) & ATLAS (n=308) Papularrash [ o | o [ o [1@n| o | o
Med|an Q1 Q3 , 170 140 170 — O — FLAIR (n=278) T‘Gr'-iu:]e 1C= Ir\]/lild,2=Moderate,3=Severe,4=PotentiaIIy Life-Threatening, 5 = Death; No Grade 4 or 5 AEs were reported
Ae, N 0/0 01 - 1 - I_ | | | | in either Cohort.
1(12.5% 1(6.7% 2 (8.7% | 4 = g 15 16 4 5 8 12 16
T(25%) | 0 | 1(43% Visit (Week) Visit (Wesk) CONCLUSIONS |
2 (25.0% 2 (13.3% 4 (17.4% * |M administration of CAB-LA or RPV-LA In
1(12.5% 1(6.7% 2 (8.7% RESULTS adolescents achieved target exposure
e :85 ég g Ojo 131 143708@0 Data per freeze date (10 Sept 2021): 23 participants enrolled (Table 1) t concentrations consistent with predictions and
Sox at Birth 2 (25.0%) / 8 (53.3%) ] 10 (43.5%) / Cohort 1R: two premature treatment dlscor)tlnu.atlons, on_e due.to hypersensﬂmty (af_ter 1 c_)rQI d_ose, comparable to those observed in adults receiving
F/M, n (% 6 (75.0% 7 (46.7% 13 (56.5% no systemic symptoms) and one due to pain with needle insertion prior to receiving first IM injection monthly intra-muscular dose regimens.
. (0] . . - . "
e T 0 T a3y * All participants to date were virally suppressed at Week 16 (Table.2) - » No new or unanticipated safety concerns were
Black/ African == ==  Injection site reactions were grade 1 or 2; none led to treatment discontinuation. One Grade 3 drug-related identified.
o) (o) (o) . . ngn  m . .
7 (87.5%) 11 (73.3%) 18 (78.3%) AE per cohort (Table 3- 1C: insomnia (day 41), 1R: hypersensitivity (day 1) leading to study withdrawal ) ACKNOWLEDGEMENTS
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