Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC

SINGLE Study

Q National HIV
¥ Curriculum



Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC

SINGLE Study: Design

* Background:
- Randomized, double-blind study, phase 3 trial
comparing dolutegravir + abacavir-lamivudine with
efavirenz-tenofovir DF-emtricitabine

Dolutegravir + ABC-3TC
« Inclusion Criteria (n = 833) (n=414)
— Antiretroviral-naive adults

- Age 218 years

- HIV RNA 21,000 copies/mL

- No active CDC AIDS-defining condition

/N

Efavirenz-TDF-FTC

(n = 419)
* Treatment Arms
— Dolutegravir (QD) + Abacavir-Lamivudine
— Efavirenz-Tenofovir DF-Emtricitabine
Source: Walmsley SL, et al. N Engl J Med. 2013;369;1807-18. gbﬁ;@ati@na' HIV
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Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC
SINGLE Study: Results

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

® Dolutegravir + ABC-3TC u Efavirenz-TDF-FTC
100
) 90
X 83
- i 76
= 80
f;
'a 60 A
o
(&
B 40 -
Vv
3
o 20 A
2 364/414 338/419 253/280 238/288 4 00
T 0 A
All <100,000 copies/mL >100,000 copies/mL
Baseline HIV RNA
Source: Walmsley SL, etal. N Engl J Med. 2013:369;1807-18. i@ National HIV



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

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

® Dolutegravir + ABC-3TC u Efavirenz-TDF-FTC

Discontinuation of therapy due to adverse events

Dolutegravir + Abacavir-Lamivudine: 2%
Efavirenz-Tenofovir-Emtricitabine: 10%
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Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC

SINGLE Study: Results

Mean Change from Baseline in Serum Creatinine Levels
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Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC

SINGLE Study: Conclusions

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.”

Source: Walmsley SL, etal. N Engl J Med. 2013:369;1807-18. O National HIV



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

Week 96 and Week 144 Virologic Response (Intention-to-Treat Analysis)
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Dolutegravir + ABC-3TC versus Efavirenz-TDF-FTC
SINGLE Study: Results

Treatment Emergent Adverse Events (AEs >5%)

DTG-ABC-3TC EFV-TDF-FTC
(n = 414) (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 4 +0
Headache, % 6 +0 7 +0
Rash, % <1 +0 8 +0
Source: Walmsley SL, et al. J Acquir Immune Defic Syndr. 2015;70:515-19. o National HIV
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