Infectious Disease Service.

CLINICAL DATA AND PATIENT-REPORTED OUTCOMES (PRO) IN HIV-INFECTED [ ...
— ADULTS SWITCHING TO RPV/FTC/TDF, DUE TO A PREVIOUS INTOLERANCE |25 uo

Barcelona. SPAIN.

GeSIDA s TO cART. INTERIM ANALYSIS OF THE PRO-STR STUDY

Podzamczer D', Rozas N', Domingo P?, Ocampo A3, Van den Eynde E', Vergara A*%, Deig E°, Knobel H® , Pasquau J’, Antela A%, Crespo M?®, Clotet B'°,
Geijo P'!, Rodriguez de Castro E'?, Casado A3

"Hospital Universitari de Bellvitge, Barcelona, Spain; 2Hospital de la Santa Creu y Sant Pau, Barcelona, Spain; *Hospital Xeral de Vigo, Pontevedra, Spain; “Hospital de Especialidades de Puerto Real, Cadiz, Spain; *Hospital
General de Granollers, Barcelona, Spain; °®Hospital del Mar, Barcelona, Spain; "Hospital Universitario Virgen de las Nieves, Granada, Spain; 8Complejo Hospitalario Universitario de Santiago, A Coruna, Spain; °Hospital
Universitari Vall d’Hebron, Barcelona, Spain; ®"Hospital Universitari Germans Trias i Pujol, Barcelona, Spain; '"Hospital Virgen de la Luz, Cuenca, Spain; ?Hospital Mateu Orfila, Mahon, Spain; *Pharmacoeconomics &

Outcomes Research Iberia, Madrid, Spain

INTRODUCTION _oBECTVE W METHOoDS

e Tolerability and convenience are To investigate the impact of swit- o PRQ-STR IS a 48-Wegk observatllonal, prospectlye, multicenter stud.y.
important for the long term success of chin gto the sin gI e tablet re gim en e HIV-infected adult patients were included, with viral load <1,000 copies/mL, on
combined antiretroviral therapy (CART). 0 e . stable cCART =3 months, who switched to RPV/FTC/TDF due to intolerance to

e Inthe context of highly effective an- (STR) rilpiviring (RF_)V)/ emtricita- previous regimen.
tiretroviral therapies, which greatly bine (FTC)/tenofovir (TDF) on pa- e Interim analysis of: 290 patients with complete visits at baseline and week 4; 258
improve the survival of HIV-infected tient reported outcomes (PRO) in patients with 16 weeks of follow up; and 233 patients with 32 weeks of follow up.
f:bé?fgg’ orE’[eca:rl#eesm(le:’rgO(;fhzztlggf HIV-infected adults, in routine cli- e Presence/magnitude of symptoms (ACTG-HIV Symptom Index), health-related

P ) . nical care who cannot tolerate quality of life (HRQL: EQ-5D, EQ-VAS, MOS-HIV), adherence (SMAQ), preference
cal care O
come an important endpoint to be : of treatment and perceived ease of medication (ESTAR) were assessed
assessed in clinical trials. previous cART. '
N DN L /
RESULTS
Table 1: Baseline characteristics Figure 1: ACTG-HIV Symptom Index Figure 4: SMAQ: % adherent subjects
of the 290 subjects included
W 215 (7 A 1) Mean number of symptoms (0: best; 20: worst) Mean degree of discomfort (0: best; 80: worst)

Age, median (IQR) 45.80 (46.00, 12.00) 20 30

Education level, n (%) 18 70 00
Elementary or less 116 (40.0) ij 60
Secondary 101 (34.8) b 0 80%

University 73 (25.2) 0 20 60%

Hepatitis B coinfection, n (%) 12 (4.1) g . S 30 40% .

Hepatitis C coinfection, n (%) 38 (13.1) 6 — .

Years since HIV diagnosis, median (IQR) 11.80 (10,00, 11.00) 4 I II - || ih " TR ° | ‘ I ‘II

Years on ART, median (lQR) 8.22(6.78, 8.56) (2) 0 ‘ ‘II ‘ ‘II "l ‘Il 7 Gastrointestinal Neuropsychiatric Metabolic

Years on last ART, median (IQR) 4.02 (4.05, 3.33) Gastrointestinal Neuropsychiatric ~ Metabolic Gastrointestinal - Neuropsychiatric Metabolic

Number of previous ART regimens, median (IQR) 2.54 (2.00, 2.00) * | | * p value < 0.05 for paired data vs. baseline

Type of intolerance to previous ART, n (% ) p value < 0.05 for paired data vs. baseline
Gastrointestinal 55 (19.0) Ml Baselne D1 Week4 I Week16 M Week32 M Baselne D1 Weekd4 I Week16 M Week 32
Central nervous system-psychiatry 183 (63.1)

Metabolic 55 (19.0)
Others 28 (9.7)

Previous ART components, n (%) : . : - _ - . . : : -
TonofovivEmtricitabine (or mivucing 269 (028 Figure 2: Quality of life (EQ-5D) Figure 5: ESTAR: Satisfaction with treatment
Abacavir/lamivudine 17(.9)

DidanOSine/lamiVUdine 2 (07) Mean Index S 0: t; 1: best . - 100: Mean Score (0: worst; 6: best)
Zidovudine/lamivudine 9 (0.7) ean Index Score (0: worst; 1: best) Mean VAS score (0: worst; 100: best) - ; 6
Efavirenz 197 (67.9) R : : 100 6 gt S
Nevirapine 12 (4.1) 09 ' S %0 ) — 5 ‘ frs s
Etravirine 9@3.1) ” - 4
Lopinavir/r 17(5.9) 06 60
Darunavir/r 30 (10.3) 05 0 3
Atazanavir/r 22 (7.6) g;‘ 40 )
Fosamprenavir/r 3(1.0) 0 . 1
Ritonavir 53 (18.3) 01 10
-_ 0 0 i 0 H H -
Table 2: Viral I Oad and CD 4 Count |Oad Gastrointestinal  Neuropsychiatric  Metabolic Gastrointestinal  Neuropsychiatric ~ Metabolic Fase Confort Flexioiity case Confort Flexioiity case Confor Flexioiity
at baseline and fO"OW up * p value < 0.05 for paired data vs. baseline oastolntestina europsyena Vetabole
* p value < 0.05 for paired data vs. baseline
Basellne Week 4 Week 16 Week 32 II Baseline I I Week 4 . Week 16 . Week 32 B Baseline Il Week4 M Week16 M Week 32
n=290 n=290 n=258 n=233
Viral load, n (%)*
51-1000 copies/mL 621  14(.0)°  7BNY 940" Figure 3: Quality of life (MOS-HIV) ( cgom a.r ed to previous regimen)
> 1000 copies/mL 0(0.0 3(1.)c  2(09)°  1(04) P P 9
No data available 0 9 30 6 | o .
CD4 cell count, median (|QR)** 6625 (414.0) 646.0 (404.0) 682.0 (473) 667.0 (427) Mean Physical Score (mean: 50; SD: 10) Mean Mental Score (mean: 50; SD: 10)
CD4 cell count, n (%)* 123 122
< 200 7(2.4) 5(2.0) 1(0.9) 2 (1.0) % %0 100% 100% 100%
201-350 25 (8.7) 14(.6) 14720 12(5.8) . o - . . .
351-500 48 (16.8)  35(14.1)  23(11.9) 28(13.6) 60 — : 60t c :
> 500 206 (72.0)  195(78.3) 156(80.4) 164 (79.6) 50 50 oo o0 oo
No data available 4 41 64 27 is :8 40% 40% 40%
*Percentages were calculated excluding patients without data; **Interquartile range; 20 20 20% 20% 20%
24/6 had VL < 50 ¢/mL at next visit, 2/6 no data at next visit; ®10/14 had VL < 50 ¢/mL 10 10 00 00 00
at PexI ;/isit, 4t/.14 ndotdatta at ?ei/tsvri]sité V1L/3 E%d /corﬂfirtmed tvi(0!$s31i73fﬁiltért\e/ fn? 588 ° Gastrointestina Neuropsychiatric  Metabolic ° Gastrointestinal Neuropsychiatric ~ Metabolic Week4 Week 16 Week 32 Week4 ~ Week 16 Week 32 Week4 ~ Week 16 Week 32
patient adiscontinuea treatment, d < C/MmL at hext VISIT, a > . ' o .
c/mL at next visit; ¥3/7 VL had < 50 ¢/mL at next visit, 1/7 had VL 51-1000 ¢/mL at « 5 value < 0.05 for paired data vs. basline Gastrointestinal Neuropsychiatri Metaboll
next visit, 3/7 had no data at next visit; ¢1/2 had VL < 50 ¢/mL at next visit, 1/2 had
confirmed virologic failure and the patient discontinued treatment; ffollow up viral loads M Baseline 1 Week4 M Week16 M Week 32 B Much better 1 Slightly better I About the same M Slightly worse B Much worse
after Week 32 not yet available.
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