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Isolation of a T-lymphotropic retrovirus from a
patient at risk for acquired immune deficiency

S| RIREL: 10567

syndrome (AIDS)
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End Inequalities. End AIDS. Global AIDS Strategy 2021-2026
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T NEW ENGLAND JOURNAL o MEDICINE

Twice-Yearly Lenacapavir for HIV Prevention
A PLAIN LANGUAGE SUMMARY

Based on the NEJM publication: TweceYearly Lenacapavic or Daily FITAF For HIV Prevention in Cisgender Woanen
by LG, Bekker ot al. (published July 24, 2024)

I this trial, researchers evaluated the efficacy and

safety of twice-yearly subcutaneous lenacapavir or Lenacapavir is a first-in-class, multistage HiV-1
daily oral emtricitabine—tenofovir alafenamide [F/TAF) capsid inhibitar with | long half-life, aflowing admin:
for human immunodeficiency virus [HIV] prevention Istration by subcutanecus injection twice a year

in cisgender adolescent girls and young women.

WHY WAS THE TRIAL DONE? PARTICIPANTS
= Uptake ard

persistent dally use

Cisgender women acceunt for approx- oF aral PRER linsitod

imately half the 1.3 million new HIV

infiections that eecur worldwide each C'___g::;
year. Daily oral precxposure prophy- HalFeTall

laxis (PrEP) is cffective if taken as e HIV

le{Tt{‘d b!.'lt is subog_}tlmu!,.part.ll:uhr— L'Lﬁf‘lj:::‘

v in cermin populations with dispro- are i einpendar

Wi 5338 adalegcent girls and
YOUNE wWirhen in Sauth
Africa and Uganda

portionace HIV incidence. Mow womeEn
proventive options are neaded,

Median age, 21 years
(range, 16 1o 26)

HOW WAS THE TRIAL COMDUCTED? S : T
bl Sexuslly active with male

= : . - . ETaTUR
Adolescent gids amd women who were HIV-negative at baseline were assimad partners
o receive subswtaseoias lenasapavie cvery 26 weeks, daily ol EITAFE, or dably .
aral emrricitabine—tenofovir disoproxil femarate (FTDF; active contral) for Mot using PrEF

104 weeks, all pacticipanes also recelwed the alternare subcwtancous or oral
placeba. The primary abjective was o determine the efMiciey of lenacpavic Unknown "!"'" SHnE and
and ErTAF by eompating the incidence of HIV infection among participants o HIV testing within

wirh thee estimated backoround incidence in 2 cross-sectional screened the P"'E‘:"i"-‘ug 3 ""“'-‘:'lhg
incidence colioer. (sereening population)

Lenacapavir FJTAF F/TDF
Every 25 Woeks Caily Caily TRIAL DESIGHN
o = PHAFE 3

S MULTICERTEN

[:___,_,.‘('::\7. E_._,;IQ;} VDDUBLE-ELTR D

s AT

= . - » RCTRAE-COMTBOLLLD
Z134 Participants 2136 Padicipants 10GE Participants
LECATEGMHA 25 1IN SOUTH AFRICA AMD 3 1M
UCRHEA

Al participants alse recefved suboutanesus
or eral placeba

1 Copryright €0 2028 Massachusetis Medical Society.

The HEW ENGLANMND JOURMAL sf MEDICINE

RESWLTS ADHERENCE

Twiges-yeardy lenacapavic reduced HIV incidence by 100% a5 compared with
backgrouwnd HIV incidence and by 100% as compared with daily oral FITDE.
Mo adobscent sicls or young women whe received lenacapavir acquired HIV
infection,

HIV incidence with F/TAF did noc differ significandy from backeround HIV
incidence, and there was no ml:aningﬁl.l difference in HIV incidence between
EITAF and FITDE,

Incident HIY Infeclians

LAd~35.19 S5 1, (G- 3 1% e SR B L Fo L -

Backgroand Lenacapair FiTAF F T

HIV Infesiie
per LOQ Persan-¥r

Adherence to FfTAF and F/TDOF

Hesiay Lot o h=2130 =105 was assessed on the basis of
L ; £ icetion-Site Rezctio tenafovir diphosphate levels and

Injection-site reactions Injection-Site L AR

gL wias found to be poor, Efficacy was
were the most common = S
adverse cvent and were g &858 correlated with adherence

e
; & ey Cradc 3

more common in the L e
lenacapavir group than in 5

& 34.9
the other groups. = - Gazde 1

o

g‘ {F

Limar mpair Placides

LIMITATIOME AND REMAIMING QUESTIONS

» Further monitering for breakthrough HIV CONCLUSIONS
infection and evidence of delayed HIV serocon-
version with lenacapavir use is warranted; the
open-label extension phase of this wial may
provide further insight.

* There was no longitudinal fellow-wp for the
backgraund incidence of HIV infection, which
wils A cross-sectional] estimate derived during
the scresning period.

In a randomized, controlled trial involving
gender adolescent gids and yvoung wom-
en in South Africa and Uganda, twice-yearly

subcutaneous lenacapavir was superior to

daily oral emtricitabine—tenofovir disoproxil
fumarate in preventing HIV infection.

LEMKS: FULL AHTII‘LLEI MEjM QGUICK TAKE I EDITSRIAL

FURTHER INFORMATION

Trial registration: ClinicalTrials gov number, MCTOS054505

Trial fanding: Gilead Sciznces

Full citation: Bekker LG, Das M, Abdoal Karim €3, et al. Twiceyeardy lenacapavir or daily FTAF fior HIY prevention in cisgender women.

M Engl | Med 2004;390:0172.02. DO 0001056 /M E| Mo 240001

For personal use ondy. Ay commencial reuss of MEJM Group comient requires permission. Copyeight o 3024 Massachuseits Medical Society.
All nghts reserved.
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e 3:3)) AEl(56) B3tL (%)
(1 1980-1990 ) 4 7.1%
(1 1991-2000 ) 24 42.8%
(2001-2007 ) 26 46.4%
ZNES 2 3.6%




(k331 ba i

i3] AEL(56) Bt (%)
= 34 60.7
T 20 35.7

p NE= 2 3.6




NRSEIHETH , BRZRIETANRE ?

23] A&l (56) B3tL (%)
BuEE 1 1.8
5% 18 32.1
g 22 39.3
FMHTH 13 232
ZNES 2 3.6




NRSEMHTAH , BRHERAZLENR ?

£33 AEL(56) B3tk (%)
MAER 3 54
L HER 14 25.0
IR 29 51.8
(B/RER 8 14.3
2= 2 3.6




RS 3Bt | iBRERiEIBAMIEEIENRT ?

HEF(R AEl(56) B3tL (%)
RISl iy 9 16.1
T SBREN = 2 3.6

P B 9 16.1

Z N b0 30 53.6

E=h 4 7.1

ZNES 2 3.6




FiRtENRERE ?

AR A (56) B2tE (%)
JFE A AFEE R AT 2 3.6
A BT 2 3.6
172 32 57.1
BT I 1.8
Hiftt 17 30.3
yNE: 2 3.6




XiimE— AR EERE0S ?

(133 A (56) B2tE (%)
AFIE 5 8.9
2 32 57.1
&) 17 30.4
y/E: 2 3.6




EEMHITAAFRRERNZ LB ERMERNARS ?

£33 AEl(56) B3tk (%)
AFIE 2 3.6
= 47 83.9
& 5 8.9

NFE 2 3.6
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B IMRALARIB— PN A BB R 1 3RS ?

k23] A&l (56) B3tk (%)
ARE 4 7.1

G 4 7.1
ASEJLA 46 82.1

ZNES 2 3.6




R HAB RS NN R BRIKESNS ?

£33 AEL(56) B3tk (%)
AFIE 6 10.7
e 11 19.6
& 37 66.1

ZNES 2 3.6




RIS IEtR{E AR 2T I LAR D R AFUERESGEBRYKEENS ?

i3] AEL(56) Bt (%)
ARIE 2 3.6
aJLA 52 92.9

ZNES 2 3.6




EAFRESHE (Mks. EER. K5 ) SEMESR3GEBRIMEN ?

133 AL (56) B2t (%)
AHIE 3 5.4
S 3 5.4
2 48 85.7




RESEITAR (ERARIRS/AZLMTHF )  NEDN
IFRIGERENS SRS ?

i3] AL (56) Btk (%)
AFIE 3 5.4
2 51 91.1

ZNES 2 3.6




BRI G R ERIa iR ST ?
i3] AEL(56) Bt (%)
AFE 3 5.4
=2 51 91.1
ANE 2 3.6




{RiABE R L3RRS HINEE SRS ?

MBEFERE AEl(56) B3tL (%)
R=EIRE 2 3.6
BYEE 24 42.3
—h% 3 5.4
= 25 44.6

ZNES 2 3.6
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