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Key Exclusion Criteria

Documented or known resistance to any study drug. For the purpose of this study, resistance to
doravirine or efavirenz includes the following NNRTI mutations: L100I, K101E, K101P, K103N, K103S,
V106A, V106l, V106M, V108I, E138A, E138G, E138K, E138Q, E138R, V179L, Y181C, Y181l, Y181V, Y188C,
Y188H, Y188L, G190A, G190S, H221Y, L234l, P225H, F227C, F227L, F227V, M230L, M230Il. Resistance to
emtricitabine, lamivudine, or tenofovir includes the following RT mutations: K65R, M41L, T69S (insertion

complex), Q151M, M1841, M184V, L210W, T215F, T215Y, K219E, K219Q, D67N, K70R and K70E.

Treatment for a viral infection other than HIV-1 (such as hepatitis B) with an agent that is active against
HIV-1, including, but not limited to, adefovir, tenofovir, entecavir, emtricitabine, or lamivudine (unless
treatment occurred prior to the diagnosis of HIV). Significant hypersensitivity or other contraindication

to any of the components of the study drugs.

Current (active) diagnosis of acute hepatitis due to any cause; evidence of decompensated liver disease;
or liver cirrhosis and a Child-Pugh Class C score or Pugh-Turcotte (CPT) score >9. Pregnancy,
breastfeeding, or expecting to conceive. Use of recreational or illicit drugs, or recent history of drug or

alcohol abuse or dependence.
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Virologic Response by Baseline Prognostic and Demographic Factors (Observed Failure)

All participants

Baseline HIV-1 RNA
<100,000 copies/mL
>100,000 copies/mL
<500,000 copies/mL
>500,000 copies/mL
Baseline CD4+ T-cell Count
<50/mm3

>50 and <200/mm3
>200/mm3

Viral Subtype

Subtype B

Subtype Non-B

HBV or HCV Co-infection
Positive

Negative

All participants
Age

< Median (31y)
> Median (31y)
Gender

Male

Female
Race/Ethnicity
Asian

Black

White
Hispanic/Latino
Region

Africa
Asia/Pacific
Europe

Latin America
North America

HIV-1 RNA <50 copies/mL

% of Participants (N)

DOR/3TC/TDF EFV/FTC/TDF
88.7 (346) 88.8 (331)
90.6 (277) 91.1 (258)
81.2 (69) 80.8 (73)
89.3 (337) 89.9 (314)

66.7 (9) 70.6 (17)
62.5 (8) 66.7 (9)
70.6 (34) 88.2 (34)
91.4 (304) 89.6 (288)
87.8 (222) 89.4 (226)
90.2 (122) 87.6 (105)
88.9 (9) 100 (8)
88.7 (337) 88.5 (323)

HIV-1 RNA <50 copies/mL

% of Participants (N)

DOR/3TC/TDF EFV/FTC/TDF
88.7 (346) 88.8 (331)
83.4 (175) 92.0 (187)
94.2 (171) 84.7 (144)
88.6 (290) 88.3 (283)

89.3 (56) 91.7 (48)
96.6 (58) 90.0 (60)
85.7 (63) 81.0 (63)
89.8 (166) 89.6 (154)
85.4 (123) 91.8 (110)
85.3 (34) 81.5 (27)
96.6 (58) 89.5 (57)
90.4 (83) 92.9 (85)
86.5 (89) 93.8 (80)
85.4 (82) 81.7 (82)
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Most Commont Laboratory Changes, DAIDS Grade 3 or 4

C. Orkin, et al.

DOR/3TC/TDF EFV/FTC/TDF Difference
Criterion* n/m (%) n/m (%) % (95% CI°)
Fasting LDL Cholesterol (mg/dL)
Grade 3: 2190 1/332 (0.3) 5/309  (1.6) | -1.3(-3.5,0.2)
Fasting Triglycerides (mg/dL)
Grade 3: >500 to 1000 2/336 (0.6) 8/318  (2.5) | -1.9(-4.4,-0.0)
Creatinine (mg/dL)
Grade 3: >1.8 t0 <3.5 x ULN, or 7/363 (1.9) 3/359 (0.8) 1.1(-0.7, 3.2)
increase of 1.5 to <2.0 x above baseline
Aspartate Aminotransferase (1U/L)
Grade 3: 5.0t0<10.0 x ULN 1/363 (0.3) 5/359  (1.4) | -1.1(-3.0,0.3)
Alanine Aminotransferase (IU/L)
Grade 3: 5.0t0<10.0 x ULN 2/363 (0.6) 5/359  (1.4) | -0.8(-2.7,0.8)
Lipase (1U/L)
Grade 3: 3.0t0 <5.0 x ULN 3/363 (0.8) 5/359  (1.4) | -0.6(-2.5,1.2)
Creatine Kinase (1U/L)
Grade 3: 10.0 to <20.0 x ULN 6/363 (1.7) 7/359  (1.9) | -0.3(-2.5,1.9)
Grade 4: >20.0 x ULN 2/363 (0.6) 4/359  (1.1) | -0.6(-2.3,1.0)

from baseline were included.

ULN = Upper limit of normal range.

TOccurring in at least 4 participants in either treatment group.

$ The 95% Cls were calculated using Miettinen and Nurminen method.

¥Participants are counted once per test in the highest grade reported. Only participants with a worsened grade

n = Participants with results that met criterion; m = participants with at least one post-baseline test.
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