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• TAR precoz HIV + en pareja discordante

• Profilaxis pre exposición (PrEP)



TAR precoz de la persona VIH en 
parejas “mixtas”

Estudio HPTN 052
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HPTN 052: Immediate vs Delayed ART for HIV 
Prevention in Serodiscordant Couples

Cohen MS, et al. N Engl J Med. 2011;365:493-505.

Immediate HAART 
Initiate HAART at CD4+ cell count 350‐550 cells/mm3

(n = 886 couples)

Delayed HAART
Initiate HAART at CD4+ cell count ≤ 250 cells/mm3*

(n = 877 couples)

HIV‐infected, sexually active 
serodiscordant

couples; CD4+ cell count 
of the infected partner: 
350‐550 cells/mm3

(N = 1763 couples) 

*Based on 2 consecutive values ≤ 250 cells/mm3. 

• Primary efficacy endpoint: virologically linked HIV transmission
• Primary clinical endpoints: WHO stage 4 events, pulmonary TB, severe bacterial 

infection and/or death
• Couples received intensive counseling on risk reduction and use of 

condoms



5

Single transmission in patient in immediate HAART arm 
believed to have occurred close to time therapy 

began and prior to suppression of genital tract HIV
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What Do These Results Mean for 
Others?

• Only 2 couples from US in HPTN 052
• Other routes of transmission and clades 

– needles, anal intercourse
– HIV subtypes
– may have different transmission biology

• No protection for outside partnerships
– 28% of infections

Likely that ART prevents transmission in others, although
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TODAS LAS DIRETRICES CONSIDERAN LA DISCORDANCIA 

SEROLOGICA

RAZON  “SUFICIENTE” PARA INICIO DE TAR



PrEP‐CONTROVERSIA
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iPrEX:HSH       



Estudio iPrEXP
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Limitations of Current Data

• Only ~ 10% of iPrEx population from the US
– Arguably, prevention benefit should not differ by geography

• Long-term adherence and adherence at time of HIV exposure 
unknown (in those who became infected)

• Long-term health effects of TDF/FTC in HIV negative and HIV 
seroconverters unknown

• Adherence, risk behavior, PrEP interest likely to be different now 
that results are known compared with clinical trial population

CDC. MMWR Morb Mortal Wkly Rep. 2011;60:65-68. Grant RM. N Engl J Med. 2010;363:2587-2599.



ESTUDIOS: 
*Partners PrEP

*TDF 2 
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Partners PrEP: TDF vs TDF/FTC vs Placebo 
in HIV-Serodiscordant Couples 

HIV-negative partners 
in HIV-serodiscordant
heterosexual couples

(N = 4747)

Oral Tenofovir QD
(n = 1584)

Oral Tenofovir/Emtricitabine QD
(n = 1579)

Oral Placebo*
(n = 1584)

*Placebo arm terminated early on July 10, 2011, by data and safety monitoring board.

Follow-up:
36 mos

Baeten JM, et al. N Engl J Med. 2012;[Epub ahead of print].
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• Bien tolerados
• Disminución de las practicas de riesgo en todas las ramas



TDF2: PrEP With TDF/FTC in HIV-Negative 
Heterosexuals in Botswana

Thigpen MC, et al N Engl J Med. 2012;[Epub ahead of print].

Oral Tenofovir/Emtricitabine
(n = 601)

Oral Placebo
(n = 599)

HIV‐uninfected adults,
heterosexually active,

aged 18‐39 yrs

(N =1219)* 

≥ 12-mo
follow-up

*n = 19 patients excluded for failure to start study medication or HIV infection.



TDF2: PrEP With TDF/FTC Significantly Reduces 
HIV Acquisition

Thigpen MC, et al N Engl J Med. 2012;[Epub ahead of print].

9 vs 24 patients seroconverted in TDF/FTC vs placebo arms, respectively

Overall protective efficacy of TDF/FTC: 62.2% (95% CI: 21.5-83.4; P = 0.03)

Reduction in HIV acquisition with TDF/FTC observed in both men and women 
underpowered to demonstrate sex-based differences in outcomes
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Estudio FEM‐PrEP
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Disappointing Results of PrEP in Women:
FEM-PrEP and VOICE

• FEM-PrEP:
– Phase III study of oral TDF/FTC 
– high-risk women in Africa
– 2120 randomized

• Announced April 18, 2011, that 
study was ended early because of 
lack of efficacy

• 35 vs 33 new HIV infections in the 
placebo and TDF/FTC arms[1]

• TFV blood levels suggest that use 
was too low (< 40%) to assess 
efficacy

• 4 vs 1 patient with M184V/I in the 
TDF/FTC and placebo arms 

• VOICE:
– Phase IIB 
– placebo-controlled trial 
– > 5000 women 
– in South Africa, Uganda, and 

Zimbabwe[2]

• Daily oral TDF; daily oral 
TDF/FTC; daily vaginal TFV 1% 
gel

• DSMB stopped 2011:
– the daily oral TDF arm
– the daily vaginal gel arm, 

both for lack of efficacy

• Daily oral TDF/FTC arm 
continues

1. Van Damme L, et al N Engl J Med. 2012 Jul 11. 



Questions That Arise From These Data

• Why were there differences between these studies 
and the other TDF-based studies?

– Adherence?

– Penetration of drug in vaginal tissue? 
• But data on oral PrEP in women in Partners (TDF and 

TDF/FTC) and TDF2 (TDF) trials

– Degree of HIV exposure?

– Genital inflammation?
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DIRETRICES OMS
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¿Es necesario implementar EL 
PrEP en Europa?

31
¿Y en España?
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185
140 45
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Nuevos fármacos PrEP en EC
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CONCLUSIONES

• Diseños

• Poblaciones

• Evaluación
– Largo plazo seguridad

– Métodos adherencia

– Cambios en las practicas 
de riesgo

– Fármacos

– Tto intermitente
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Son necesarios nuevos estudios con diferentes/adecuados:
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¡GRACIAS POR SU ATENCION¡
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