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Cohorte de vida real RELATIVITY

Tiempo medio de seguimento (IQR)

7.6 - oA
meses (5-11) /@\L@l@/@\
1 ’285 personas

viviendo con VIH
tratadas con LA CAB +
RPV LA fueron incluidas
en el analisis

Edad media (IQR)

45 anos (37-54)

RELATIVITY

Discontinuaciones ocurrieron en

65 personas (5.1%):
95%
(n=NR) Otros
n=s16s 47 7%
Supresion

Viroloégica *
g EAs sistémicos

n=8/65
Sexo : . : .

6 FVs (0.5% Reacciones sitio de inyeccion 30 goy
VEEY Hombres, s (0.5%) n=20/65
14.3% 85.7% RAMs detectadas =
_ _ 9.2%
n=183/1285 [EEANEITAPEL en 3 personas n=6/65

TGM 0.5% TGH, 0.1%
n=5/1285 n=1/1285

*Carga viral indetectable entre 95.5% Yy 100% a lo largo del period de estudio.

EA, evento adverso; IQR, rango intercuarltilico; RAM, mutaciones de resistencia asociadas; MTG, mujer transgénero
HTG, hombre transgénero; FV, fallo virolégico
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RELATIVITY

Women n=210

Underrepresented in clinical trials,

had a worse comorbidities profile and Long-standing HIV infection and high

higher prevalence of AIDS vs men? burden of BL comorbidities®
RELATIVITY?
1,285
BMI >30 kg/m? n=113 people living with HIV Migrants n=396

Growing of CAB + RPV LA Median follow-up 7.6 months Highly mobile and vulnerable group,

effectiveness in the real-world, most 99% 0.5% who often lacked a complete
used a 1.5-inch needle® treatment history’

Virologic Virologic failure
suppression 0.2% with
RAMs*

No BL Genotype n=610 Transgender n=8

No increased risk of VF if previous Unique challenges, including
genotyping wasn't available, including demographic characteristics, social
when switching from DTG/RPV45 disadvantages and less accessability®
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LONG-ACTING CABOTEGRAVIR AND RILPIVIRINE
IN HIV INDIVIDUALS WITH A BMI OVER 30:
A REAL-WORLD STUDY (RELATIVITY COHORT

Switching to long-acting cabotegravir and rilpivirine (CAB+RPV) has
emerged as a standard approach for people living with HIV (PLWH),
offering high efficacy, safety, and convenience. Nevertheless, there
is a scarcity of data regarding people with a body mass index (BMI)
over 30, a factor potentially related to virological failure in studies.

RESULTS

The study included 113 individuals from 25 hospitals in Spain,
representing 8.3% of the Relativity cohort, which comprised 1366
individuals. The median age was 48 years (41 to 54), with 78.8%
being men. The median duration of previous oral antiretroviral
therapy was 10.7 years (IQR: 6.0 - 17.0), and the median duration
of viral suppression was 8.0 years (IQR: 4.6 - 12.0).

The median BMI at the time of switching to long-acting CAB+RPV
was 32.3 [IQR: 30.9 - 34.1]. A 38mm needle was used in 56.7% of
cases. Intramuscular injections were applied to the dorsogluteal
location in 79.3% of individuals.
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CONCLUSIONS

MATERIAL AND METHODS

We conducted a multicenter, non-controlled, retrospective study on
HIV virologically suppressed individuals who switched to lon
acting CAB+RPV (RELATIVITY Cohort) in 2023 We evaluated
demographic and clinical factors in individuals with a BMI > 30.

The main reasons for switching were improvement in quality of life
(50.4%), patient request (44.2%)
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At week 24, one patient had an isolated detectable viral load of 57
copies/mL but continued treatment. At week 39, there were two
virological failures, both with previous resistance mutations (one to
INSTIs using a short needle and the other to NNRTIs).

Three discontinuations due to injection site side effects occurred at
weeks 21, 29, and 30.
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setting, switching to long-acting CAB+RPV seems to be a viable option for individuals with a BMI over 30,

other cohorts. Further investigation is needed

113

La mediana del IMC en el momento del
cambio a CAB+RPV de accién prolongada
fue de 32.3 [IQR: 30.9 - 34.1]

Aguja de 38 mm en el 56.7% de los casos.
Regidon dorsoglutea en el 79.3% de los
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individuos
Comfort/Quality of Patient Request
Life
Motivo de cambio
100% 100,00% 100,00%
98,20% 98,40%
96,90%
95% 94,40%
90%
88,30%
85%
111/113 €8/77 62/63 31/32 30/30 17118 a8
80% . - . .
Baseline Month 1 Month 3 Month 5 Month 7 Month 9 Month 11
Baseline Month 1 Month 3 Month 5 Month 7 Month 9 Month 11
Viral Load > 50 copies/mlL, n
(%) 21113 (1.8) T (1.7) 1163 (1.6) 132 (3.1) 0/30 (0.0) 118 (5.6) 018 (0.0)
63.5[62.2, 86.0 [76.5, 57.0[57.0, 128,000.0 [128,000.0, 80.0 [80.0,
Viral Load (median [IQR]) 64.8] 212.8) 59.0 (59.0, 59.0] 57.0) 128,000.0] 80.0)

Eficacia en 11 primeros meses

Fracasos: MR previas, INI(Q148K, Q148R, E157Q) y ITINAN (G140S, L74M/I/F, T97A
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JOURNAL ARTICLE CORRECTED PROOF

Real World Virologic Outcomes in Patients With

> Clin Infect Dis. 2025 Feb 5:ciaf024. doi: 10.1093/cid/ciaf024. Online ahead of print.

Long-Acting CAB Plus RPV: It's Not About Weight,

Elevated Body Mass Index Receiving Long Acting It's About the Weight of the Evidence
CabOtegraVir/Rilinirine Jesus Troya !, Maria Luisa Montes 2 3, Juan Emilio Losa 4, Luis Buzén-Martin ®

Christina Maguire ¥, Kaitlyn Rueve, Eric Farmer, Emily Huesgen, Antoneta Karaj,
Amanda Binkley, Karam Mounzer, Marisa Brizzi, Pallavi Chary, Peter Sung ... Show more

BMI > 30 IRR  95%ClI -value
BMI <30 ke/m? =~ Overall S
n=226 =374
( ) (n=148) (N )
VL >50 copies/mL 1.31 0.69,2.46 0.4
at Last Observed 21 (9 %) 18 (12 %) 39 (10 %)
Endpoint
 Confirmed 1 (0.4%) 2 (1.4%) 3 (0.8%)
Virologic Failure
Days on LA-
CAB/RPV, Median  255.5 [147,3635]  2°¢ 15225 5001147 25,361.5)
(1G] 340]

Clin Infect Dis. 2024 Nov 27:ciae579. doi: 10.1093/cid/ciae579
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SWITCHING LA CBG/RPV IN VIROLOGICALLY SUPPRESSED PLHIV. DR RAP N4
DOES KNOWING PREVIOUS GENOTYPING REALLY MATTER? A e 90 s62% e e o :
SUBESTUDY FROM THE RELATIVITY COHORT

on behalf of the RELATIVITY Project

BACKGROUND MATERIAL AND METHODS

Resistance associated mutations (RAMs) to RPV and/or INSTI, The relativity cohort is a nationwide Spanish cohort of PLHIV older
along with BMI>30 and HIV subtype A1/AB, increase the risk of than 18 years old treated with CBG/RPV. Patients coming from
CBG/RPV-associated virological failure. The aim of the current CBG/RPV clinical trials are not included. 1285 cases from 37
substudy is to compare efficacy outcomes in real life in virologically institutions are described. Cuantitative variables are compared
suppressed PLHIV who switched to CBG/RPV according to whether usingthe U-Mann Whitney test and qualitative variables using Chi-
previous genotyping was available or not at the time of switching. Square and/or Fisher's exact test

RESULTS

The group in which previous genotyiping results were available comprised 675/1285 cases (52.5%) (see table 1). Within this group, spanish
nationality was more common (74% vs 67.7%; p-value=0.012), older (46.0 years old [37.0, 56.0] vs 44.0 [37.0, 52.0]; p= 0.012) and had more
psychiatric disorders (11.1% vs 7.0%; p=0.015); Besides, blips (33.0% vs 15.0%; p=0.005) and documented virological failures with any oral
ART before switching (5.9% vs 3.2%; p<0.001) were more frequent in it. Time on oral ART until switch to LA CBG/RPV was significantly
shorter in this group (9.0 [5.0, 12.0] vs 10.0 [6.0, 18.0] years; p-value <0.001), as was the length of the period with undetectable viral load in
plasma before switching (73.0 [37.2, 117.0] vs 96.0 [45.0, 156.0] months; p-value<0.001).Switching from DTG/RPV (27.5%vs 19.6%:;
p<0.001) or DRV-based regimens (8.2% vs 3.6%, p<0.001) (figure 2). was more frequent when genotyping was unavailable. There were no

y significant differences in time of follow up, CD4 T cell count at the time of switch, abandon rate, or the development of virological
failure (tables 1 and 2)
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Our results suggest that unavailability of previous genotyping doesn’t seem to increase the risk of virological failure in . - - O e - : 0O OE 3 3 0 DIOS O G d°5

virologicallysuppresed PLHIV who switch to LA CBG/RPV. These seems to line up with the results of the CARES
study. Nevertheless, alonger follow up is required to reach solid conclusions.
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LONG-ACTING CABOTEGRAVIR AND RILPIVIRINE IN HIV INDIVIDUALS OVER 60 YEARS: A REAL-WORLD STUDY (RELATIVITY COHORT) " - I DWee k

Jesus Troya, Enrique Bernal, Luis Morano, Maria Luisa Montes, Maria Josefa Galindo, Maria José Crusells, Miguel Torralba, Maite Lépez, Juan Emilio Losa, Miguel de Zarraga, Ignacio Santos, Noemi Cabello, Patricia Martin, Mar Masia, Alfonso Cabello, ,.-IDWeek
Maria Antonia Sepulveda, Claudia alez, Alberto Diaz, Maria Jesus Vivancos, Jara Llenas, Maria del Carmen Montero, Beatriz de la Calle, Ruth Calderén, Maria del Mar Garcia, Alvaro Cecilio, Roberto Pedrero Tomé and Luis Buzén. ;

estrogar@hotmail.com

BACKGROUND: Despite switching to long-acting cabotegravir and rilpiviine (CAB+RPV) offers high efficacy, RESULTS: The study included 154 individuals from 27 hospitals in Spain, with a median age of 63 (range 61 to 68) years, and 77.9% being
safety, and convenience rates, there is a scarcity of data regarding older PLWH, an important and growing men. Comorbidities were present in 70.1% of individuals and the most prevalent comorbidities were dyslipidemia (45.5%), high blood pressure
population with physiological differences and arising co-morbidities. (32.5%), and osteoporosis (19.5%).

The median time since HIV diagnosis was 22 years (range 13 to 31), the median duration of antiretroviral therapy was 18 years (range 11 to
24), and the median duration of viral suppression was 12 years (range 8 to 17). Previous virological failures had been registered in 9 (5.8%)
patients, including resistance mutations in 100% (NRTIs or PIs). The main reasons for switching were patient request (43.5%), improvement in
quality of life (35.7%), and simplification (23.4%). The efficacy rates at months 5 and 9 were 96.4% and 97.1% respectively, with no virological
failures, despite detected viral blips.

METHODS: We conducted a multicenter, non-controlled, retrospective study (Relativity cohort) on HIV virologically
suppressed individuals who switched to long-acting intramuscular CAB+RPV every two months. We evaluated the
demographic and clinical factors associated with this switch in individuals over 60 years of age.

Data = %
Age (years). (median (1QR]) 65.4(61'0,68.0] 100%
wote,n (%) 130154 (77.9) * 99.9%
Spaniards. n (%) 136/152 (89.5)
0 (%) 97.0%
High Blood Preassure 50/154 (32.5) 43.5 97.1%
Diabetes Mellitus 21/154 (13.6) o
Dystipidemia 701154 (45.5) 40 i
ischemic Heart Disease 67154 (3.9)
Gerebrovascular Disease 5/154 (3.2) 35.7 e o
Paripheral Vascular Disease 2/154(1.3) 93.9%
Renal Insufficiency 57154 (3.2)
Osteopenia/Osteoporosis 301154 (19.5) a0
Chronic Lung Disease 12/154 (7.8)
Psychiatric Disorder 12/154 (7.8)
active Oncological Disease 41154 (2.6) 234 90.0%
Alconolic Liver Disease 1/154(0.6)
Chronic Liver Disease 13154 (8.4) 20
Non-Alcoholic Fatty Liver Disease (NAFLD) 10/154 (6.5)
Active Hepatitis O 07154 (0.0)
Active Hepatitis B 0/154 (0.0)
e Route.n 06) E— ® | 1sutse | [ 1006 72178 suse | | sums | | swes | | ano
ys Bisexuals and other Men who have Sexwith Men L L
Heterosexual 39/154 (27.7) 6.5 — | . . | | | |
incton Drug Users zonsetioe) 32 26 Baseline Month 1 Month 3 Month 5 Month 7 Month 9 Month 11
0.6 0.6

Others 27154 (1.4) sasine Mot oty Months onth7 onths Month 11

HIVIF st Patisnt Request ComforiCuakly  Simplification Other Matabsorption Toxcty  Drug iersactons  Swakowing Vi Lo, (medin (G8) @270595,643)  530(530,530) 500/600,500)
NADIR CD4, (median [1QR]) 240.0(111.5,374.0] of lfe Disorders
Viral Load at Diagnosis, (median [1QR)) 50400.0(19885.0,190000.0]
e TP Y TN PP O] Main reasons for switching to long-acting CAB+RPV every 2 months in individuals over 60 years of age Efficacy rates considering viral load < 50 copies/ml during follow-up, with available data, including viral blips
Time on ART from Start of Treatment o Start of CBG/RPV (years). (m edian [IQR]) 18.0(11.0,24.0]
Time to Undetectability Until Start of CAB+RPV (months), (m edian [1QR]) 144.0(96.0,204.0] — —
Previous Virological Failure, n (%) 9/142 (6.3) Baseline (N: 120 - 134) Month 1 (N: 22 - 30) Month 3 (N: 37 - 48) Month 5 (N: 30 - 35) Month 7 (N: 18 - 20) Month 9 (N: 27 - 30) Month 11 (N: 4-7)
oy Beoson for seniening.n %) vy CD4 (cells/mm3) 790.0[539.8, 972.8] 779.0(571.5, 883.2] 683.0(544.2, 857.2] 763.0 [628.0, 905.0] 700.0 [654.0, 990.0] 657.0 [463.5, 816.0] 961.0 [842.0,1179.0]
Drug Interaction 1/154 (0.6) CD4 % 33.2(26.6,41.0) 355 (32.2,40.8) 34.0(28.0,39.0] 31.9(28.6,39.2] 36.7[30.9,44.9] 35.8(27.5,40.5) 34.3(29.6,43.0)
Sim plification 36/154 (23.4)
AR S (B0 7 CD8 (cells/mm3) 814.0[512.5, 1140.5] 747.5 [457.8, 948.5] 740.5 [596.0, 1022.5] 802.5 [510.0, 1222.0] 728.0[597.2,1112.0] 643.0 [432.5,923.5] 1128.0 [1065.0, 1238.0]
Malabsorption 5/154 (3.2) CD4/CD8 0.9[0.6, 1.4] 1.0(0.8, 1.3] 09[0.7,1.2] 0.9(0.7,1.2] 09(0.7,1.1) 1.1[0.7,1.5] 0.8(0.6,1.2]
Swallowing Disorders 1/154 (0.6
Paten: Reguoet ornas i Glucose (mg/dL) 98.0(91.0,110.0] 98.5 [86.8, 107.0] 102.0(89.2, 113.2] 96.0[90.5, 105.5] 92.5[86.5,102.2] 101.0[90.5,111.2] 95.0(90.5, 110.5]
other 10/154(6.5) C (mg/dL) 174.0 (153.0, 201.0) 179.0 (150.0, 198.0] 180.0 (153.8, 202.2) 168.0 (140.5, 187.0] 183.5 [159.2, 220.0] 190.0 (167.2, 217.0] 194.0 [177.5,195.5]

P _revious Treatment,n (%)
BTorTe PTYEEE) LDL Cholesterol (mg/dL) 99.0(83.0,124.0] 107.0[90.8, 129.5] 105.5 [83.8, 121.2] 93.0(66.8, 108.7] 110.5 [81.8, 134.0] 110.5 [90.8, 119.5] 112.0[99.5, 114.8]
gl'c‘i::';‘;“ ;; ﬁ: 2: HDL Cholesterol (mg/dL) 49.0 [42.0, 59.0] 44.0(38.0, 53.0] 53.0[44.0, 63.0] 49.0 (42.5, 62.0] 46.0 38.5, 60.2] 445 [41.2, 66.0] 51.0(47.0,54.2]
DRV/CIETCITAE 8(5.2) Triglycerides (mg/dL) 111.0 [83.0, 150.0] 111.5 [88.0, 153.8] 102.0[79.8, 155.5] 112.5 [78.5, 160.5] 135.0 [94.0, 212.2] 94.0 (75.0, 119.0] 107.0 [82.5, 129.5]
EFV/FTC/TDF S — 3(1.9) AST (U/L) 23.0(18.0, 28.0] 23.0(16.0, 25.0] 24.0(18.8,29.0] 23.5(19.0,32.5] 22.5(19.8, 28.0] 22.0[17.0,27.0] 17.0[16.0, 23.5)
Treatment Discontinuation. n (%) 8154 (5.2) ALT (U/L) 21.0(17.0,29.0] 21.5[17.2,305] 22.5[18.0,30.0] 23.0(18.0,33.0] 21.0[17.0,33.01 23.0[19.0,27.2] 18.0[15.5,200]
Days of Treatm ent Until Discontinuation. (median [1QR1) 90.0188.0,155.0] GGT (U/L) 28.0(20.0, 44.0] 295 (22.8,53.2) 315(22.8, 48.5] 26.0(16.8,34.5] 310218, 56.5] 36.0(25.5, 44.0] 285 (22.2,38.0)
systemic Adverse Effects. n (%) 2/8(22.2) L
Related to Injection Site Reaction, n (%) 28 (22.2) Creatinine (mg/dL) 1.0[09,1.1] 0.9[0.8,1.0] 0.9[0.8, 1.0] 0.9[0.8,1.1] 0.8[0.8,1.0] 0.9[0.7, 1.0] 0.8[0.8,0.9]
;’:::"‘:;:““'e‘ L) A“,f“‘“‘"j' Estimated Glomerular Filtration Rate (ml/min/1.73m?) 75.0(63.0, 87.0] 71.5 [61.0, 83.0] 817 (67.0,91.0] 74.0(66.2, 87.2] 81.6(70.2,90.8] 82.0(78.3,89.5] 90.6 [75.5,91.0]
Main characteristics of the study population of individuals over 60 years of age Changes in analytical values during follow-up (median [IQR]). N varies for each variable

CONCLUSIONS: In a real-life setting, switching to CAB+RPV proves to be a viable option for individuals over 60 years old, with long-standing HIV infection and a high burden of baseline comorbidities, demonstrating sustained virological control over
the initial 24 weeks of this treatment.

RELATIVITY Troya et al. IDWEEK 2024
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154 %

g e 50
Age (years), (median [IQR]) 63.4[61.0, 68.’5]
Male, n (%) 120/154(77.9) 435 100% 99.9%
Spaniards, n (%) 136/152 (89.5)
97.0%
HIV History 97.1%
NADIR CD4, (median [IQR]) 240.0[111.5,374.0] 96.4%
Viral Load atDiagnosis, (median [IQR]) 50400.0 [19885.0, 190000.0 .
Time from Diagnosis to Start of First ART (years), (median [IQR]) 6.0[1.0,54.8] 94.7% .
: S » 93.9%
Time on ART from Start of Treatment to Start of CBG/RPV (years), (median [IQR]) 18.0[11.0,24.0]
Time to Undetectability Until Start of CAB+RPV (months), (median [IQR]) 144.0[96.0, 204.0)
Previous Virological Failure, n (%) 9/142 (6.3)
90.0%
Reason for switching, n (%)
Toxicity 4/154 (2.6)
Druglnteracuon 1/154(0.6)
o 2845 4L024)
Comfort/Quality of Life 55/154 (35.7) 151/154 105/106 72/76 54/56 31!33 34/35 9/10
Malabsorption 5/154 (3.2)
Swallowing Disorders 1/154{(0.6) Baseline Month 1 Month 3 Month 5 Month 7 Month 9 Month 11
Patient ReqUESt 67/154 (43'5) Baseline Month 1 Month 3 Month 5 Month 7 Month 9 Month 11
Other 10/154 (6.5) Pstients with Viral Load > 50 copies/mL, n (%) 3/154[1.9) 14106 0:9) 4/76153) 2/5613.6) 2/33(6.1) 1435 (2.9) 110 (10.0)
Viral Load, (median [IGR]) 62.7[59.9, 64.3] 53.0[53.0,53.0] 164.0 [122.0, 234.0] 164.0[1105, 217.5] 185.0[118.5, 253 5] 244.0[244.0, 244.0] 80.0[80.0, 80.0]
Patient Request Eficacia en 11 primeros meses

Troya et al. IDWEEK 2024
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EFFICACY AND SAFETY OF LONG-ACTING s e pREL R hA L | GLASGO
INTRAMUSCULAR CABOTEGRAVIR AND RILPIVIRINE IN
WOMEN: A SUBSTUDY OF THE RELATIVITY COHORT
BACKGROUND EE w0
Intramuscular cabotegravir (CAB) and rilpivirine (RPV), administered The RELATIVITY cohort is a multicentre, non-controlled,
every two months, can be used as a switching strategy in ambispective study, which evaluates virologically supressed PLWH
virologically suppressed people who live with HIV (PLWH). Women who switched to long-acting CAB+RPV from 37 hospitals in Spain
are underrepresented in clinical trials (1-3). Real-life data regarding (RELATIVITY Cohort). Patients were compared based on gender.
efficacy and safety in this population are scarce. The aim of this Quantitative variables were contrasted using T-Student and U-
substudy is to determine efficacy, tolerability and safety of this Mann-Whitney tests; categorical variables were compared using =
strategy when used to treat women who live with HIV (WLWH) in Chi-Square and Fisher's Exact tests.
real life, out of a clinical trial context.
RESULTS

Of 1358 HIV-positive patients on CAB+RPV, 201 (14.8%) were Time on ART [13.0 (8.0, 20.0) vs. 9.0 (5.0, 13.5) years; p-value <
women. Baseline characteristics compared to men are depicted in 0.001], and length of undetectability before switching to Baseine o 1 s oom & Uo7 e s
table 1 CAB+RPV [96.0 (45.0, 147.0) months vs. 80.0 (40.0, 124.0) Vieal Laad < 50 eopiesiml.
months; p-value = 0.058] were longer in women. Additionally, rate . . .
of virological failure (VF) prior to switching was higher compared Eficacia en 11 primeros meses

= to men (11.7% vs. 3.5%; p-value < 0.001).
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Lpate 071 " Figure 1:Reasons for switching 1o CABAREY LAl
ey 17 ooo
33.3%
Current follow-up period was shorter for women (7.2 [4.6, 88%
9.6] months vs. 7.7 [5.1, 11.1] months; p-valu 0.051) and 2
o discontinuation rate (8.5% vs. 4.1%; p-value .014) and
rate of local adverse injection reactions were higher
compared to men (3.5% vs. 1.1%; p value < 0.001). There
e gy B were no differences in systemic side effects or VF 9.8% 9.8%
development compared to men. ‘
i

Percentage of Checked Responses

“icbon Reacbon VrooncalF uure her
Reason for Cessation

Motivos de retirada de CAB+ RPV

CONCLUSIONS

Although WLWH who stshe to CAB+RE had a worse profe regarding comoricie and prevalence of AIDS, hey do Mayor comorbilidad y estadio SIDA

not seem to have a higher risk of VF compared to men, but discontinuation rate might be higher. A longer follow up is Buzén et a| G|asgow 2024

necessary to understand outcomes in this underrepresented and critical subpopulation of PLHIV treated with CAB+RPV. ( M ayo r- ta Sa d e reti ra d a . Va IO ra r- fa CtO r-es
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Long-acting injectable cabotegravir and rilpivirine
outcomes in HIV-positive migrants in Spain:
do they have worse outcomes?

BACKGROUN

Cabotegravir and rilpivirine (CAB+RPV) is the first long-acting injectable
(LAI) treatment approved in Europe. However, limited data is available
on its effectiveness in migrants, a highly mobile and vulnerable group,
who often lack complete information on their baseline HIV-1 genotype,
subtype, or previous antiretroviral therapy (ART) history.

RESULT.

Of the 1,350 HIV-positive patients who switched to LAl CAB+RPV,
396 (29.3%) were migrants, mostly from Latin America (figure 1).
Migrants’ countries of origin are shown in figure 2.

Figure 1. Area of origin of
patients on CB+RPV In Relativity
cohort

Number of patients from each country
| —

Figure 2. Country of origin of migrants on CB+RPV in Relativity cohort.

Migrants tended to be younger, a higher percentage were women
and modes of HIV acquisition varied. Migrants had a shorter median
duration of undetectable viral load before switching to LAl CAB+RPV
and showed higher rates of certain non-B subtypes (Table 1).

After a median follow-up of 7.5 months, 7.1% of migrants
discontinued LAl CAB+RPV, compared to 3.8% of Spanish-born
patients (OR 2.10, 95%Cl: 1.29-3.44) (figure 3). Side effects were a
more frequent cause of discontinuation among migrants (OR: 2.65,
95%Cl: 1.14-6.19), with local side effects being the most common.
There were 6 cases of virological failure (3 in migrants and 3 in
Spaniards, OR: 2.42, 95%Cl: 0.49-12-04), and integrase mutations
were detected in 2 migrants and 1 Spanish-born patient.

CONCLUSIONS

Nearly one-third of the patients switching to LA CAB+RPV in this large Spanish cohort were migrants, primarily from Latin
America. Migrant HIV-positive patients had double the risk of discontinuing LAl CAB+RPV compared to Spanish-born patients,

with a higher likelihood of discontinuation due to side effects.

MATERIAL AND METHODS

A multicenter, non-controlled retrospective study was conducted,
involving HIV-1 positive, virally suppressed patients who switched to
CAB+RPV LAI from 37 hospitals in Spain. The baseline characteristics
and outcomes of migrant patients were compared with those of
Spanish-born patients. Quantitative variables were analyzed using the
U-Mann-Whitney test, while categorical variables were compared
using Chi-Square and Fisher's Exact tests.

Migrants Spanish-born

(n=396) (n=954)
41.0[33.0,49.0] 47.0[40.0, 57.0] =
17.6% 13.6% 1.37(0.98-1.90)
1.49(1.13-
1.97)
1.25(0.91-
1.70)
0.13(0.04 -
0.32)
0.63(0.40 -
B - 6.2% 10.4% 101

Months from diagnosis to

first ART; median [IQR] el -

OR (95%CI) p-value

Age (years); median [IQR]
Sex: women
GBMSM

71.0% 62.1%

Heterosexual 21.4% 17.9%

PID 1.4% 9.6%

Other/unknow
2.0[0.0,6.0]

7.0(4.0,11.0] 10.0(6.0, 16.0]

Months of undetectability
prior to CAB+RPV.

60.0[22.0,
108.0]

52.4%

96.0[48.2,
140.0]
1.35(1.05-
A 1.74)

0.87(0.60-
)

Non-available

Wild type 64.6% 67.7%

4.30(0.49 -

INSTI mutations 51.93)

151(0.75-
2.94)

NNRTI mutations

0.80(0.39-

NRTI mutations. 1.51)

= 1.66 0. zs-)

A

FICRF
Wsiorans [l Spanrds

CBoRPY dicontinstion (%)

s a0 ] —
-

Figure 3. Main outcomes in migrants and Spat
Injectable CAB+RPV in the
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Z Germany
71 Belgium
65 Cameroon
37 Costa Rica
25 Nicaragua
20 Netherlands
20 Senegal
19 Australia
14 Bulgaria
China
~ Croatia
Slovakia
USA
Philippines
Guatemala
Haiti
India
Iran
Kenia
Lithuania
Moldova
DRC
Switzerland
Ukraine
Uganda
Uruguay

=
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[l Migrants [} Spaniards

CB+RPV discontinuation (%)

r } p:0A014**

Discontinuation due to side effects (%) r ]~ p=0.017**
Discontinuation due to virological failure (%) F ]‘ p=0.280
0.3

Tasa de discontinuaciones menor 1% por fracaso virolégico

Llenas et al.Glasgow 2024
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Transforming HIV Care: intramuscular bimonthly
Cabotegravir and Rilpivirine for Transgender
people with HIV in Spain (RELATIVITY cohort).

Sex, n (%)

VHIV &iascow 2024

- Transexual masculine 1(12.5)
- Transexual femenino 7 (87.5)

BACKGROUND MATERIAL AND METHODS

5 v
The management of HIV in transgender individuals presents SVAD Inomscentelinos contolad B antbiepsoive dianicy il as

unique challenges, influenced by demographic characteristics, Conadusted, iokxang HIV=1 poelive i allvisurmressed Fatents 3 (37-5)

Saciul diadvantages ikl less accessioiy, switching to long acting (LA) intramuscular (IM) CAB+RPV from

37 hospitals in Spain 5 (62.5)

+ This study forms part of the RELATIVITY cohort (with more than

1,300 PHIV receiving intramuscular cabotegravir and rilpivirine),
focusing exclusively on transgender individuals to

descriptively analyse their clinical outcomes in Spain

+ Data collected included demographic details (sex, nationality),

clinical parameters (baseline BMI, CD4/CD8 ratios, viral load,
liver and kidney function tests, lipid profile, glucose), and

treatment specifics [type of antiretroviral therapy (ART), previous

Age (years), median [IQR]

49.5 [46.2, 55.2]

Baseline BMI (Kg/m2)

22.5[21.9, 23.8]

RESULTS virologic failures and blips, and treatment switches]

+ This cohort comprised 8 transgender individuals (0.6%)

Viral Load at Diagnosis (copies/ml),
median [IQR]

treated across 7 hospitals. . 37 vere vaccinated against HBV, 2 showed past 3125 [1 633 13562]
3

infection (with no occult infection) and 37, had no available

+ The study predominantly consisted of transgender females (7/8, data

87. vith a greater number of Latin American (62.5%). + Dorso-gluteal route was the preferred (62.5%), and standard
Median age was 49.5 years, with a baseline BMI of 22.5 Kg/m?. intramuscular needle was used in 100%.
525 [329, 751]

* 1 (12,5%) had history of previous virologic failure, and 75%

Table 1. Baseline epidemiological and clinical characteristics of showed blips before switching. DTG+RPV was previous oral

transgender persons switching to LA CAB RPV in Relativity Cohort ART regimen in 50%.

Sex, n (%) ART before switch
- Transexual masculine 1(12.5)
- Transexual femenino 7(87.5)

T3.0 1.8, 33.0]

3(375)

5(62.5)

Age (years), median [IQR] 49.5[46.2, 55.2]

Baseline BMI (Kg/m2) 225(21.9,23.8] * DTGRPV

No discontinuaciones

Time from Initiation of ART to Initiation

DTG/3TC = BIC/TAF/FTC

of CBG/RPV (years), median [IQR]

Viral Load at Diagnosis (copies/ml), .
i o . 3125 [1633, 13662] All participants maintained undetectable viral loads

No fracasos viroldgicos

throughout follow-up (5.8 months), with no discontinuation

525 [329, 751] of treatment or switches to oral regimens.

+ The baseline and follow-up CD4/CD8 ratios revealed a median
13.01.8, 33.0]

increase from 1.2 to 1.3 (an absolute CDA4T cells from 798 to

Time from Initiation of ART to Initiation eptamm)

of CBG/RPV (years), median [IQR] = We did not identify significant changes in glucose, kidney, liver

and lipid profiles. No hormonal treatment data was available

CONCLUSIONS
+ This descriptive analysis highlights successful ART management of transgender people with HIV using CAB+ RPV ( J ) DI’aZ de Santiago et al,GIaSgOW 2024

LA IM regimen. Further research is needed to understand broader treatment dynamics and outcomes in diverse
transgender populations.
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Ultrasound for long-acting injectable cabotegravir
and rilpivirine in transgender individuals with
implants: a new opportunity for normalization

Jesus Troya ', Guillermo Cuevas !, Mercedes Duffort 2, Miguel Angel Casado 2,
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Poblacion Trasplantados. Cohorte H. Ramoén y Cajal
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Long-Acting Cabotegravir/Rilpivirine as a Safe Antiretroviral Therapy in Solid Organ Transplanted HIV Patients

Ana Moreno!, Santos del Campo!, Maria Jesus Pérez-Elias?, José Luis Casado’, Miguel Garcia?, Manuel Vélez?, Maria Jesus Vivancos!, Santiago Moreno®

l|nfectious Diseases, Hospital Ramén y Cajal, Madrid, Spain, Spain, 2Gastroenterology (Liver Transplant Unit), Hospital Ramadn y Cajal, Madrid, Spain,
Baseline Features

Type of transplant Liver Liver Liver Liver Renal Reason for LA Patient’s request Medical Medical Medical Medical
roposal roposal roposal roposal
Age (years) 60 61 a9 s9 61 REee Lo PSP BIERe
LA Start date Sept, 27, 2023 Nov, 2, 2023 Nov, 6, 2023 Feb, 9, 2024 May, 20, 2024
Sex Male Female Female Male Male
HBV status HBsAg NEGATIVE HBsAg NEGATIVE HBsAg NEGATIVE HBsAb+ HBsAb+
Race White White White White Gypsy HBcADb + HBcADb + HBcADb + (vaccinated) (vaccinated)
HBsADb + HBsADb + HBsADb +
CDC-Stage c c3 B3 c3 B3 -
Imunossupresive therapy Everolimus Cyclosporine Tacrolimus Everolimus Cyclosporin
HIV Risk Factor DU DU DU IDU DU Mycophenolate Mycophenolate Steroids Mycophenolate
Years on ART 24 28 14 29 28 >EReoNds
Comorbidities COPD Renal insufficiency Depression HPV-related Liver cirrhosis
Years from transplantation to LA S 10 12 6 1 Type 2 diabetes Obesity ORL carcinoma Type 2 diabetes
Baseline BMI 22 21 38* 25 32* Dyslipidemia Hypertension Hypertension Ischemic
Dyslipidemia Depression cardiopathy
CD4 (cells/ml) 856 575 767 347 583 Hypertension
HIV RNA (log;, copies/ml) <1.30 <1.30 <1.30 <1.30 <1.3 Dyslipidemia
= Concomitant therapies Pantoprazole Pantoprazole Atorvastatin Pantoprazole Isosorbide
GFR (ml/min) 76 32 91 85 24 Aspirin Enalapril Lorazepam Candesartan mononitrate
HIV Subtypg Ur ilabl U ilabl U ilabl Unavailable Unavailable Inh salbuitamol Clonazepam Enalapril Sildenafil Eplerenone
Vildagliptin/metformin D Vitamin Pregabalin Aspirin Verapamile
Prior NNRTI experience NVP NO EFV, RPV NVP, ETRA, RPV EFV, RPV Atorvastatin D Vitamin Lorazepam Betahistine
No failure No failure No failure No failure D Vitamin Semaglutide* D Vitamin Losartan
Number of prior ARV lines 7 6 8 11 22 L'Ezetilr'“i:"e
inagliptine
Prior ARV BIC/TAF/FTC BIC/TAF/FTC DTG/3TC DTG/3TC/ABC BIC/TAF/FTC Aspirin
Outcomes
Weeks on LA 57 52 51 38 23
LA-related AEs Mild initial ISR Moderate ISR Mild ISR Mild ISR Dizzines
Discontinuation NO NO NO NO NO

LA with C/R may be considered in SOT
Last HIV RNA (Iog;, copies/mi) =130 <130 <130 ST L patients as a safe and effective ARV

HIV RNA blips NO NO NO NO NO
Last CD4 count (cells/ml) 782 563 1034 358 544
Last GFR (ml/min) 83 41 99 100 30

Last BMI 23 21 40 24 a3
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Eficacia de cabotegravir y rilpivirina de accion prolongada en poblaciones
especiales: personas que practican chemsex

it

Maria Martinez-Rebollar*, Lorena De La Mora, Montserrat Laguno, Leire Berrocal, Berta Torres, lvan Chivite, Alexy Inciarte, Paula Arreba, Juan Ambrosioni, Alberto Foncillas, José Luis
Blanco, Julia Calvo, Esteban Martinez, Abiu Sempere, Pilar Callau, Josep M Miré, Roger Llobet, Elisa de Lazzari, Josep Mallolas, Ana Gonzalez-Cordon. Enfermedades Infecciosas — Unidad
de VIH, Hospital Clinic, Barcelona; IDIBAPS; Universidad de Barcelona; CIBERINFEC, ISC-IIl, Madrid. *rebollar@clinic.cat

Edad, media (DE)
Sexo, hombre, n (%)
QOrigen, n (%)
Espana
Migrante
IMC >30 kg/m2, n (%)
Afos desde diaghdstico, mediana (RIC)
CV<50cp/mL, n (%)
Tiempo con <50cp/mL, mediana anos (RIC)
Ultimos CD4, céls/microL, mediana (RIC)
CD4 nadir, céls/microl, mediana (RIC)
Genotipado histérico disponible, n (%)
Cualquier mutacién
AfRos en TAR, mediana (RIC)
Pauta de TAR previa basada en:
IP
NNRTI
INSTI
Fracaso viroldgico previo, n (%)
RIC: rango intercuartilico; IMC: Indice de masa
corporal; CV: carga viral

43 (8)
56 (100%)

20 (36%)

36 (64%)

2 (4%)

11 (8-16)

54 (96%)

7.21 (4.07-10.95)
706 (629-987)
437 (354-572)

29 (52%)

6 (11%)

7.85 (4.44 -11.80)

1 (2%)

6 (11%)
38 (69%)
3

Frecuencia

Caracteristicas basales de las personas que practican chemsex en el estudio de CAB/RPV-AP N=56

. N . Figura 2. Efectividad en semana 28
Figura 1. Frecuencia de uso de sustancias
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Treintay cinco personas alcanzaron la S28 y 20 la S52. La efectividad fue del 100%, 92%y
92% en S28,y del 100%, 91% y 91% en S52, segun OT, ITTmy ITT, sin diferencias respecto a
la cohorte general (Figura 2)*.

Un participante cumplio la definicion de fracaso virolégico (dos CV >50 copias/mL
consecutivas). Se tratd de un fracaso de bajo nivel y se decidié pasar a pauta oral basada

en inhibidor de la proteasa potenciado.

EL95% de las inyecciones se administraron dentro de ventanay un 3% con retraso.



Poblaciones vulnerables

¢(Es posible tratar con long acting de CAB+RPV a poblaciones vulnerables
con mala adherenciay tener éxito?

(Es posible cumplir los limites de administracion del long-acting de

CAB+RPV en poblaciones vulnerables con mala adherencia a consulta?

cHay diferencia en el long-acting CAB+RPV vs terapia oral en poblaciones
vulnerables mal adherentes, en términos de fracaso?



Exito de tratamiento
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Author manuscript
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First Demonstration Project of Long-Acting Injectable

Antiretroviral Therapy for Persons With and Without
Detectable Human Immunodeficiency Virus (HIV) Demonstration Project of Long-Acting Antiretroviral Therapy in a

Viremia in an Urban HIV Clinic Diverse Population of People With HIV

Katerina A. Christopoules,’ Janet Grochowski,' Francis Mayorga-Munoz,' Matthew D. Hickey,' Elizabeth Imbert,' John D. Szumowski,'
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and rilpivirine in vulnerable populations with complex needs

Mina John'*", Leah Williams', Genevieve Nolan', Morgan Bonnett’, Ailsa Allen', Alison Castley, David Nolan'
' Department of Clinical Immunology, Royal Perth Hospital, Westem Austraila
? PathWest, WA MHeaith, Westermn Australia
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Primary Outcome Secondary Outcomes
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Subestudio DTG/RPV. Cohor
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SWITCHING TO LONG ACTING INTRAMUSCULAR CABOTEGRAVIR

AND RILPIVIRINE IN VIROLOGICALLY SUPPRESSED PLHIV
TREATED WITH DOLUTEGRAVIR/RILPIVIRINE. A SUBESTUDY
FROM THE RELATIVITY COHORT

BACKGROUN

Cabotegravir and Rilpiviine (CAB+RPV) is the first long-acting
injectable (LAl) treatment approved for people living with HIV
(PLWH). It is indicated in patients with undetectable viral load,
without evidence or suspected resistance to CAB+RPV.
Dolutegravir/Rilpivirine (DTG+RPV) is similar to CAB+RPV and has
been used in real life as oral lead-in before starting LAI

TERIAL AND METHODS

The RELATIVITY cohort is a multicentre, non-controlled,
ambispective study on HIV virologically suppressed individuals
who switched to LAl CAB+RPV. We analysed the characteristics of
the patients who were on treatment with DTG+RPV prior to the
switch. Additionally, patients were compared based on prior
knowledge of their genotype. Quantitative variables were

contrasted using T-Student and U-Mann-Whitney tests; categorical
variables were compared using Chi-Square and Fisher's Exact

RESULTS tests

A total of 313 individuals from 30 hospitals in Spain were analysed, representing 22.9% of the Relativity cohort, which comprised 1366
individuals. Median follow-up was 7.9 [IQR:5.2-11.5] months. 83.3% were male. The most common transmission route was GBMSM (57.8%),
followed by HTX (24.9%). AIDS prevalence was 11.4%. The most frequent comorbidities were dyslipidaemia (24.3%), hypertension (9.3¢
and psychiatric disorders (8.3%). Previous genotyping was available in 44.4% (134/313) of cases: 13/134 presented NNTRI mutations.
Patients with known genotype tended to be younger (46.2 [40.0, 54.0] vs. 49.8 [40.0, 58.0]; p-value = 0.080) and Spanish instead of
foreigners (84.3%. vs 70.7%, p-value = 0.009). Prior virological failure (VF) was more common when previous genotype was available (8.5%
vs. 5.5%; p-value = 0.029). Time on ART was similar on both groups (11.0 [8.0 - 17.0] years on ART). Patients decided to switch regimens for
convenience or improve quality of life (52.1%), personal request (28.4%), simplification (25.9%), and malabsorption (8.0%) [more frequent
reason (12.7%) among patients with known genotype (p-value = 0.023)]. Eleven patients discontinued treatment: two due to systemic adverse
effects and only one due VF (known genotype group).

o
CONCLUSIONS

In real life settings, switching from DTG+RPV to CAB+RPV is safe and well tolerated. Our results suggest that in
virologically suppressed PLHIV under treatment with DTG/RPV, previous genotyping results might not be necessary in
order to switch to CBG/RPV
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Known genotype Genotype not known p-value - DRUG THERAPY
— = WFHIV &assow 2024
Age (years), median [IQR] 46.1[40.0, 54.8] 50.0(40.0, 58.0] G,OS.;J
0dy Mass Index (Rg/m2), median [TQR] 75.4(22.4, 28.2] 244228, 27.0] 0.1
n(%) 18(14.3) 29(17.9) 0,426
w‘ 108 (85.7) 132 (81.5) 1
ale ltanssexual, n (7o) T70.0] (0.0 T
Female Trar L, n (%) 0(0.0) 1(0.8) 1
Country of origin, n (%1Spain 106 (84.1) 112 (70.9) 0,011 I
UT15.9] A6 (29.1] 0,01T
Latin America 13 (68.4) 37(80.4) 0,745
Africa 0(0.0) 2(4.3) 1
Central Europe 0(0.0) 1(2.2) 1
Occidental Europe 1(5.3) 3(6.5) 1
East Europe 5(26.3) 2(4.3) 0,027
Asia 0(0.0) 1(2.2) 1
Transmission route
Transmission route, n (%f GBMSM 65 (54.2) 89 (58.9) 0,382
HTX 34(28.3) 35(23.2) 0,265 I
10(8.3) 18(11.9) 0,677
HIV Data
CD4 nadir (cells/mm3), median [IQR] 295.0[190.0, 444.0] 299.0[133.0, 420.0] 0,432
Viral Load (copies/ml) at diagnosis (median [IQR]) 52200.0[23905.2, 137375.0] 48000.0[6961.2, 155445.0] 0,312
Months from diagnosis to initiation of first ART (median [IQR]) 2.0[0.5,20.0] 3.0[1.0,24.0] 0,172
AIDS, n (%) 13(10.7) 21(13.3) 0,646
ears of ART from initiation of treatment to initiation of CBG/RPV (median [IQR]) 10.5[8.5, 13.8] 11.0[7.2,19.0] 0,435
Months from undetectability to initiation of CAB+RPV (median [IQR]) 105.0(67.0, 132.0] 115.0(68.0, 168.0] 0,063
Previous virologic failure (%) 10(8.2) 9(5.7) 0,037
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