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•  Tolerability and convenience are
important for the long term success of
combined antiretroviral therapy (cART). 

•  In the context of highly effective an-
tiretroviral therapies, which greatly
improve the survival of HIV-infected
subjects, measurement of patient
reported outcomes (PRO) has be-
come an important endpoint to be
assessed in clinical trials.

INTRODUCTION

•  PRO-STR is a 48-week observational, prospective, multicenter study. 
•  HIV-infected adult patients were included, with viral load <1,000 copies/mL, on

stable cART ≥3 months, who switched to RPV/FTC/TDF due to intolerance to
previous regimen.

•  Interim analysis of: 290 patients with complete visits at baseline and week 4; 258
patients with 16 weeks of follow up; and 233 patients with 32 weeks of follow up.

•  Presence/magnitude of symptoms (ACTG-HIV Symptom Index), health-related
quality of life (HRQL: EQ-5D, EQ-VAS, MOS-HIV), adherence (SMAQ), preference
of treatment and perceived ease of medication (ESTAR) were assessed.

METHODS

To investigate the impact of swit-
ching to the single tablet regimen
(STR) rilpivirine (RPV)/ emtricita-
bine (FTC)/tenofovir (TDF) on pa-
tient reported out comes (PRO) in
HIV-infected adults   , in routine cli-
nical care who cannot tolerate
previous cART.

OBJECTIVE
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Switching to RPV/FTC/TDF from their previous cART due
to toxicity, significantly improved the presence/magnitude
of symptoms, HRQL, and a preference with treatment.
RPV/FTC/TDF mantained the virologic response and CD4
counts in almost all patients.
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PRO-STR STUDY GROUP

Table 1: Baseline characteristics 
of the 290 subjects included

Male gender, n (%)
Age, median (IQR)
Education level, n (%)
   Elementary or less
   Secondary
   University
Hepatitis B coinfection, n (%)
Hepatitis C coinfection, n (%)
Years since HIV diagnosis, median (IQR)
Years on ART, median (IQR)
Years on last ART, median (IQR)
Number of previous ART regimens, median (IQR)
Type of intolerance to previous ART, n (%) 
   Gastrointestinal
   Central nervous system-psychiatry
   Metabolic
   Others
Previous ART components, n (%)
   Tenofovir/Emtricitabine (or lamivudine)
   Abacavir/lamivudine
   Didanosine/lamivudine
   Zidovudine/lamivudine
   Efavirenz
   Nevirapine
   Etravirine
   Lopinavir/r
   Darunavir/r
   Atazanavir/r
   Fosamprenavir/r
   Ritonavir

215 (74.1)
45.80 (46.00, 12.00)

 116 (40.0)
101 (34.8)
73 (25.2)
12 (4.1)

38 (13.1)
11.80 (10.00, 11.00)

8.22 (6.78, 8.56)
4.02 (4.05, 3.33)
2.54 (2.00, 2.00)

55 (19.0)
183 (63.1)
55 (19.0)
28 (9.7)

 
269 (92.8)
17 (5.9)
2 (0.7)
2 (0.7)

197 (67.9)
12 (4.1)
9 (3.1)

17 (5.9)
30 (10.3)
22 (7.6)
3 (1.0)

53 (18.3)

Baseline
n=290

 
284 (97.9)
6 (2.1) a

0 (0.0)
0

7 (2.4)
25 (8.7)
48 (16.8)
206 (72.0)

4

Week 4
n=290

 
264 (94.0)
14 (5.0) b

3 (1.1) c

9

5 (2.0)
14 (5.6)

35 (14.1)
195 (78.3)

41

Week 16
n=258

 
219 (96.0)
7 (3.1) d

2 (0.9) e

30

1 (0.5)
14 (7.2)

23 (11.9)
156 (80.4)

64

Week 32
n=233

 
217 (95.6)

9 (4.0) f

1 (0.4) f

6

2 (1.0)
12 (5.8)

28 (13.6)
164 (79.6)

27

Viral load, n (%)*
    ≤ 50 copies/mL
    51-1000 copies/mL
    > 1000 copies/mL
    No data available
CD4 cell count, median (IQR)**
CD4 cell count, n (%)*
     ≤ 200 
     201-350
     351-500
     > 500
    No data available

662.5 (414.0) 646.0 (404.0) 682.0 (473) 667.0 (427)

Table 2: Viral load and CD4 count load 
at baseline and follow up 

*Percentages were calculated excluding patients without data; **Interquartile range;
a4/6 had VL < 50 c/mL at next visit, 2/6 no data at next visit; b10/14 had VL < 50 c/mL
at next visit, 4/14 no data at next visit; c1/3 had confirmed virologic failure and the
patient discontinued treatment, 1/3 had VL < 50 c/mL at next visit, 1/3 had VL >1000
c/mL at next visit; d3/7 VL had < 50 c/mL at next visit, 1/7 had VL 51-1000 c/mL at
next visit, 3/7 had no data at next visit; e1/2 had VL < 50 c/mL at next visit, 1/2 had
confirmed virologic failure and the patient discontinued treatment; ffollow up viral loads
after Week 32 not yet available. 

Figure 1: ACTG-HIV Symptom Index
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* p value < 0.05 for paired data vs. baseline
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Figure 2: Quality of life (EQ-5D)
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Figure 4: SMAQ: % adherent subjects
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Figure 5: ESTAR: Satisfaction with treatment
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Figure 6: Preference of treatment 
(compared to previous regimen)Figure 3: Quality of life (MOS-HIV)


