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Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC
SINGLE Study: Design

Dolutegravir + ABC-3TC
(n = 414)

Efavirenz-TDF-FTC
(n = 419)

• Background: 
- Randomized, double-blind study, phase 3 trial 

comparing dolutegravir + abacavir-lamivudine with 
efavirenz-tenofovir DF-emtricitabine

• Inclusion Criteria (n = 833)
- Antiretroviral-naïve adults
- Age ≥18 years
- HIV RNA ≥1,000 copies/mL
- No active CDC AIDS-defining condition

• Treatment Arms
- Dolutegravir (QD) + Abacavir-Lamivudine
- Efavirenz-Tenofovir DF-Emtricitabine

Source: Walmsley SL, et al.  N Engl J Med. 2013;369;1807-18.



Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC
SINGLE Study: Results

Week 48 Virologic Response (Intention-to-Treat Analysis)

Source: Walmsley SL, et al.  N Engl J Med. 2013;369;1807-18.
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Discontinuation of therapy due to adverse events
Dolutegravir + Abacavir-Lamivudine: 2%
Efavirenz-Tenofovir-Emtricitabine: 10%
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Mean Change from Baseline in Serum Creatinine Levels

Source: Walmsley SL, et al.  N Engl J Med. 2013;369;1807-18. 
© 2013 Massachusetts Medical Society. Reprinted with permission from Massachusetts Medical Society. 
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cubic millimeter vs. 208 per cubic millimeter; 
nominal P<0.001) (Fig. 2B). There were no sig-
nificant changes from baseline in measures of 
health outcomes in either treatment group.

SAFETY
The 48-week safety profile of dolutegravir and 
abacavir–lamivudine was generally favorable, as 

compared with that of efavirenz–tenofovir DF–
emtricitabine (Fig. 4, and Table S5 in the Sup-
plementary Appendix). During the 48-week 
 observation period of this study, diarrhea, na-
sopharyngitis, nausea, headache, and fatigue 
were among the most commonly reported clini-
cal adverse events (mainly mild to moderate in 
severity). Overall, adverse events of grade 3 or 4 
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Figure 4. Safety Profile over 48 Weeks.

Panel A shows the most common clinical adverse events (reported in ≥5% of participants in either group) and relative risks. Adverse 
events with a relative-risk value of less than 1.0 occurred less frequently with dolutegravir and abacavir–lamivudine than with efavirenz–
tenofovir DF–emtricitabine, whereas those with a relative-risk value of more than 1.0 occurred more frequently with dolutegravir and 
 abacavir–lamivudine; a relative-risk value of 1.0 indicates that the risk was the same in the two groups. Confidence intervals (horizontal 
bars) excluding 1.0 indicate a significant difference between the two groups. Panel B shows the mean change from baseline in serum 
creatinine levels. I bars indicate 1 standard deviation. To convert the values for creatinine to milligrams per deciliter, divide by 88.4.

The New England Journal of Medicine 
Downloaded from nejm.org at UNIVERSITY OF WASHINGTON on November 12, 2013. For personal use only. No other uses without permission. 

 Copyright © 2013 Massachusetts Medical Society. All rights reserved. 

Dolutegravir + ABC-3TC Efavirenz-TDF-FTC



Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC
SINGLE Study: Conclusions

Source: Walmsley SL, et al.  N Engl J Med. 2013;369;1807-18.

Conclusions: “Dolutegravir plus abacavir-lamivudine had a better safety 
profile and was more effective through 48 weeks than the regimen with 
efavirenz-tenofovir DF-emtricitabine.”
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Week 96 and Week 144 Virologic Response (Intention-to-Treat Analysis)

Source: Walmsley SL, et al. J Acquir Immune Defic Syndr. 2015;70:515-19.
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Source: Walmsley SL, et al. J Acquir Immune Defic Syndr. 2015;70:515-19.

Treatment Emergent Adverse Events (AEs >5%)

DTG-ABC-3TC
(n = 414)

EFV-TDF-FTC
(n = 419)

Week 96 Week 144 Week 96 Week 144
Any, % 44 +1 67 +1.2
Dizziness, % 7 +0 33 +0.2
Abnormal dreams, % 7 +0 16 +0.2
Nausea, % 11 +0.2 12 +0
Insomnia, % 10 +0 6 +0.7
Diarrhea, % 6 +0 8 +0
Fatigue, % 7 +0 7 +0
Headache, % 6 +0 7 +0
Rash, % <1 +0 8 +0
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