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Switch from F/TDF to F/TAF 

• Randomized, double-blind, double-dummy, active-controlled 
study 

 

*F/TAF Dose:  
• 200/10 mg with boosted PIs 
• 200/25 mg with unboosted third agents 7 
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Endpoint 

n=333 

n=330 

Primary Endpoint 

HIV-1 RNA <50 c/mL 

BL Wk 96 Wk 48 

F/TAF (200/10 or 200/25 mg)* QD 

F/TDF Placebo QD 

Continue Third Agent 

F/TDF (200/300 mg) QD 

F/TAF* Placebo QD 

Continue Third Agent 

Virologically Suppressed 

(< 50 c/mL) 

F/TDF + Third Agent 

eGFR ≥50 mL/min 



Efficacy at Week 48 (Snapshot) 

F/TDF  F/TAF 

0  

H
IV

-1
 R

N
A

 <
5
0

 c
/m

L
, 

%
  

‒10% +10% 

5.1 -2.5 

1.3 

8 

Non-success 

  Treatment Difference (95% CI)   Virologic Outcome 



RBP, retinol-binding protein; β2M, β2-microglobulin. 

Change in Renal Biomarkers at Week 
48 

All differences between treatments statistically significant (p <0.001) 
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Change in Bone Mineral Density 
through Week 48 
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≥ 3% BMD increase at Week 48 

F/TAF 30% 
p<0.001 

17% 
p=0.003 

F/TDF 14% 9% 
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MK-1439-007: Primary Endpoint 

Gatell JM, et al. CROI 2016. Abstract 470. Reproduced with permission. 
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Doravirine 100 mg 

Efavirenz 600 mg 

Wk 48 HIV-1 RNA < 40 c/mL n/N (%) 

Doravirine 84/108 (77.8) 

Efavirenz 85/108 (78.7) 

Difference (95% CI): -1.1 (-12.2 to 10.0) 
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Slide credit: clinicaloptions.com 

http://www.clinicaloptions.com/oncology


EJ Friedman, CROI 2016 





AMBER: D/C/F/TAF FDC in Naïves 

• A Phase 3, Randomized, Active-controlled, Double Blind, Non-inferiority Study 
• Primary Outcome Measures: Percentage of Participants With HIV-1 RNA< 50 copies/mL defined by FDA Snapshot Approach at Week 48 

DRV/cobi+FTC/TDF* 
+matched placebo 

Estimated Enrollment: 670 untill March 2016 
Study Start Date: July 2015 
Estimated Study Completion Date: September 2018 
Estimated Primary Completion Date: April 2017 (Final data collection date 

for primary outcome measure) 

D/C/F/TAF** FDC QD 
+ matched placebos 

• HIV-1 >=18 years  
• ART-naïve 
• Plasma HIV-1 RNA ≥ 1,000 

c/mL at Screening 

randomised 

D/C/F/TAF**  
FDC QD 

D/C/F/TAF**  
FDC QD 
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Week 48 analysis unblinding visit  
(i.e. after last subject has reached Week 48) 
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Fasting Lipid Results 
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JH Stein, AIDS 2015 



JH Stein, AIDS 2015 





Lepik et al, CROI 2016 







LATTE-2: Wk 32 Pt Satisfaction With 

Maintenance Therapy vs Oral Induction  

Slide credit: clinicaloptions.com 
Margolis DA, et al. CROI 2016. Abstract 31LB.  

Reproduced with permission. 
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current treatment? 
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How satisfied would you be to continue 

with your present form of treatment? 
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