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• Switch data Rilpivirine: Swing-trial 
• Elvitegravir: Flamingo-trial 
• Simplification 

• Dual-Therapy: LPV/r + 3TC in the Gardel-trial 
• Mono-Therapy: Darunavir/r mono in clinical setting 

• Boceprevir/Telaprevir in difficult-to-treat patients 



Rilpivirine 
• Rilpivirine + 2 NRTIs demonstrated: 

• Efficacy (non inferiority to EFV + 2 NRTIs in naïve patients) 
• Favorable tolerability and safety profile 
• Potential as switch strategy in virologically suppressed patients 
 
 

• TDF/FTC/RPV single tablet regimen : 
• Convenience of one pill once-a-day dosing 
• Taken with a meal (390 Kcal and 12 g fat) 
 
 

• Some patients are willing to change their current regimen to a 
single tablet regimen for convenience reason  

 
 
 

 



Efavirenz to Rilpivirine switch 

• RPV shares an overlapping 
metabolic pathway with EFV and 
NVP (CYP3A4) 
 

• Potential risk of  virological 
breakthrough due to a suboptimal 
plasma concentration of RPV 
linked to the persistent inducer 
effect of EFV or NVP 
 

 

Weeks Post-Switch (TDF/FTC/EFV to TDF/FTC/RPV) 

Mills A. ICAAC 2011, abs H2-794c; Crauwels H. CROI 2011, abs 630  

TDF/FTC/EFV to TDF/FTC/RPV switch (n=49) 

RPV mean C trough  in ECHO/THRIVE 
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Switch Nevirapine/TDF/FTC  Rilpivirine: 
Swing-trial 

W12 W24 

Primary endpoint 
 % of subjects with HIV-1 RNA < 50 c/mL at W12   

D0 W1 W2 W4 

N=32 
On stable TDF/FTC + NVP for ≥ 6 months 

HIV-1 RNA < 50 c/mL ≥ 6 months 
No previous virologic failure on NNRTI 

No genotypic resistance  
(historical genotype or current DNA) 

No comedication with PPI 

Open 
label 

TDF/FTC/RPV 
1 tablet a day 



Rilpivirine: safety and tolerability 

Adverse events (AEs) 4 
Insomnia 1 
Grade 2 hepatic cytolysis  3 
Grade 3 or 4 AEs  0 

Treatment discontinuation  3 
Patient’s decision to resume TDF/FTC + NVP after W12 because of 
food constraint with TDF/FTC/RPV 

2 

Insomnia related to RPV* (W1) 1 

* resumption after switch back to TDF/FTC + NVP 



Primary Endpoint  
HIV-1 RNA < 50 copies/mL at Week 12  

W12 W24 

On Treatment 
31 / 31  
100% 

28* / 29  
97% 

Intent To Treat, 
NC/D = F 

 

31 / 32  
97% 

28 / 32  
88% 

* Blip at 91 c/mL  
(< 50 c/mL at W28) 

1 discontinued 
for insomnia 

2 resumed TDF/FTC+ NVP  
becuase of food constraints 



Self-administered questionnaires :  
Food intake with TDF/FTC/RPV 

Questionnaire  
at W1, W2, W4, W12 Kcal Fat (g) Meals with  

< 390 Kcal and/or  
< 12g Fat N Mean SD Mean SD 

Breakfast   49 (42%) 514 203 18 11 18 (37%) 

Lunch   17 (14%) 1034 238 51 15 0 (0%) 

Dinner   52 (44%) 879 395 41 20 4 (8%) 

Total 118 750 368 33 21 22 (19%) 

No correlation between RPV Ctrough  
(W2, W4, W12) and meals' composition  
• kcal [r = -0.07 p = 0.51 ]  
• fat  [r = 0.05  p = 0.64 ]  



W24 results : Conclusion 

• Switching from TDF/FTC + NVP to TDF/FTC/RPV is a safe strategy. 
• 97% of patients maintain HIV-RNA < 50 c/mL at W24 (blip in 

one patient) 
• Only 1 AE leading to discontinuation (insomnia) 

 
• NVP had only a short and limited inductive effect on RPV 

metabolism, which was not clinically significant. 
 

• Meals composition was below the recommended  food intake in 
19% of the cases and occured most often at breakfast with no 
deleterious impact on treatment efficacy. 
 

 



More Rilpivirine switch data 

 
 
• Objectives: to assess, in a clinical cohort, the efficacy of switching PIs- or NNRTIs-based regimens in 

virologically-suppressed patients to rilpivirine tenofovir/emtricitabine as a single-tablet -regimen (STR). 
 

• Methods: A prospective observational single-center cohort study enrolling between September 2012 
and February 2013 all patients with a viral load (VL)<50 copies/mL, with available historical genotype 
(interpreted using ANRS algorithm-Version 22) or treatments 



Results 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

• Conclusion: A high level of virological suppression was maintained in the 119 
eligible patients after switching to RPV STR during follow-up using ultrasensitive VL 
assay. No virological failure was observed 



New drug: Dolutegravir 



 



 



 



 



 



 



 



 



• In the current era,  HAART has been extremely successful.  
 
• Current challenges include: tolerability, toxicities, user 

friendliness, pill count, simplicity, applicability to different 
populations (pregnant women, children, drug-users, elderly, etc) 
and cost. 

 
• Different strategies tested in naïve patients, including PI/r-

monotherapy, generally failed to show non-inferiority when 
compared to standard triple-drug combinations.  
 
 

Simplification strategies 



Dual therapy with Lopinavir/ Ritonavir (LPV/r) and Lamivudine 
(3TC) is non-inferior to standard triple drug therapy in Naïve HIV-1 
infected subjects : 48-week results of the GARDEL Study. 
ClinicalTrials.gov : # NCT01237444 
 
Pedro Cahn on behalf of the GARDEL study group 
 



 
 

• Phase 3, randomized, open label, multicenter, international trial  
 

• To compare the efficacy and safety of a dual therapy (DT) 
combination of LPV/r 400/100 mg BID+3TC 150 mg BID to a triple 
therapy (TT) with LPV/r 400/100 mg BID+3TC or FTC  and a third 
investigator-selected NRTI in fixed-dose combination in ARV-naïve 
patients. 

 
•  Primary endpoint : % of patients with HIV-1 RNA< 50 copies/mL at 48 

weeks  
 

 
Dual therapy with LPV/r + 3TC 



543 SCREEENED 

426 RANDOMIZED 

(10 not exposed)  

Completed W 48  

198   (92.5%) 

Completed W 48  

175  (85.7%) 

Discontinued 

16 (7.5%) 
Discontinued 

27 (14.3%) 

Dual therapy (DT)  
214 

Triple therapy (TT)  
202 

Dual therapy: less discontinuation 



Baseline Characteristics DT 
n=214 

TT 
n=202 

Gender,  male: n (%) 179 (83.6) 168 (83.1) 

Age, years: median (range) 34 (19–67) 35 (18–68) 

Mode of transmission n (%) 
MSM 
Heterosexual 
Other 

        
132 (61.6) 
74 (34.5) 

8 (3.7) 

 
119 (58.9) 
75 (37.1) 

8 (3.7) 

HIV RNA, log 10 : (median-IQR)  4.87  
(4.30-5.35) 

4.87 
(4.34-5.33) 

HIV RNA > 100,000 copies/mL: n (%)  94  (43.9) 86 (42.6) 

CD4 count, cells/mm3:(median-IQR)  319 (215-422)  329 (226-414) 

CD4 count ≤ 200 cells/mm3: n (%)  45 (21.1) 38 (18.8) 

CDC stage 3 n (%)  6 (2.8) 6 (2.9) 

Background NRTIs  N/A ABC/3TC:19 
TDF/FTC: 74 

  ZDV/3TC: 109 

Similar baseline characteristics 



(p= 0.171, difference +4.6%  
[CI95%:-2.2% to +11.8%]) 

Viral load <50 copies/mL at  week 48: 
Non-inferiority dual vs triple  therapy 



(p= 0.145, difference +9.3%  
[CI95%:-2.8% to +21.5%]) 

Viral load <50 copies/mL  at  week 48 baseline 
VL  > 100.000 cp/mL: non inferiority confirmed 



 
• Dual therapy with LPV/r+3TC was non-inferior to triple therapy 

after 48 weeks of treatment, regardless of baseline viral load. 
  
• The DT regimen showed fewer discontinuations due to safety 

and tolerability .  
 
• Virologic failure did not result  in PI resistance development 
 
•  Results suggest that a dual LPV/r+3TC regimen warrants further 

clinical research and consideration as a potential therapeutic 
option for ARV naïve subjects.   
 

Conclusions 



 

What’s about mono-therapy? 







72.5% with VL <50 cp/ml at week 96  





HIV-Hepatitis C Co-Infection 

 
•  Cirrhotic HIV/HCV co-infected patients had low rate (14%) of 

sustained virological response (SVR) with peg-
interferon/ribavirin regimen (PegIFN/RBV), mostly when 
infected with HCV genotype 1 

 
• The efficacy of triple therapy in HCV mono infected cirrhotic 

patients was recently studied in CUPIC cohort  
 

•  The SVR rate was 40% in Telaprevir (TVR) and 41% in 
Boceprevir (BOC) group, lower than in non cirrhotic patients but 
we lack of data in HIV HCV co-infected patients with cirrhosis.  



Objectives and study-population 

• To describe virological responses at W4, W12, W24 
and W48 after initiation of triple therapy with TPV or 
BOC in cirrhotic HIV/HCV co-infected patients  
 

• To describe adverse events and premature stops 
 

• Includes individuals: cirrhotic HIV/HCV co-infected 
patients from several European cohorts: France, 
Germany, Netherlands, Italy 
 



Most-difficult-to-treat patients 



Early discontinuation in 32% of all patients 



Week 48%: 22% reponse rates 

 



Fibroscan >20kPa: 0% response rates 



Conclusions 

• This cohort of HIV/HCV cirrhotic patients was composed predominantly of 
patients non responder to PegIFN/RBV (69%) with a genotype 1a (80%). 

  
 
• Discontinuations due to virological failures, relapses or side effects were 

common and accounted for a lower rate of virological response at W48 (17% 
in TVR and 33% in BOC group) than in CUPIC cohort (56% in TVR and 57% in 
BOC group at W48). 
 

• The highest rate of virological response occurred in subjects with a genotype 
1b and in those previously relapsers to PegIFN/RBV (33% at W48).  

 
• Severe anemia was frequent (45%). Only one severe bacterial infection was 

observed  
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