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IVE-FORWARD STUDY:
DESIGN

® Doravirine is a novel, next-generation, once-daily HIV-1
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non-nucleoside reverse transcriptase inhibitor with a unique
resistance profile' and low potential for drug—drug interactions?3 being developed as a single entity and
fixed-dose combination

® Doravirine achieved primary efficacy endpoints in two, Phase 3 trials*°
In DRIVE-FORWARD, doravirine 100 mg once daily had non-inferior efficacy compared with ritonavir-boosted darunavir (100+800mg)
when administered with nucleoside reverse transcriptase inhibitors (NRTIs) emtricitabine/tenofovir disoproxil fumarate or

abacavir sulfate/lamivudine?

= Efficacy and safety of doravirine were further explored in pre-specified subgroups at Week 48

Week -6.5 Week 48 Week 98
We?k 0 Week 9|6

Trial Design

Merck Protocol # MK-1439-018;
ClinicalTrials.gov NCT02275780
14 day

Doravirine 100 mg + darunavir placebo + ritonavir placebo + 2 NRTIs?
follow-up

Margin for non-inferiority: 10%

Key entry criteria:

* HIV-1 RNA > 1000 copies/mL
within 45 days before Day 1

* ART naive

14 day
follow-up

Doravirine placebo + darunavir 800 mg + ritonavir 100 mg + 2 NRTIs

* No genotypic resistance
to any trial drugs

« Stratification factors:
HIV-1 RNA >100,000 copies/mL
and NRTI choice

Primary analysis timepoint

1. Feng M, et al. Antimicrob Agents Chemother. 2016;60:2241-2247. 2. Anderson MS, et al. Antivir Ther. 2015;20:397-405. 3. Khalilieh S, et al. Poster presented at IAS 2017.
4. Molina JM, et al. Abstract presented at CROI 2017. 5. Squires KE, et al. Abstract presented at IAS 2017.
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DIVE-FORWARD STUDY:
SUBGROUP ANALYSIS DOR VS DRV/R (+2 NRTIS)

HIV RNA <50 copies/mL

HIV RNA <50 copies/mL

% of participants (N) % of participants (N)
Doravirine Darunavir+r the::z“::t bc::)wet:n Doravirine Darunavir+r Dtiffelt'encet between
100 mg 800/100 mg RS pOraLRe 100 mg 800/100 mg reatment groups
e m (doravirine-darunavir+r) . 2 (doravirine-darunavir+r)
once daily once daily (95%Cl) once daily once daily (95%Cl)
i 3
Baseline plasma HIV-1 RNA (copies/mL) Baseline CD4+ cell counts (cells/mm?3)
<50 cells/mm? 83.3 (6) 66.7(18) @ \ 4 .
<100,00 copies/mL 90.2 (285) 88.7 (282) ‘—. >50 cells/mm? and
.—
<200 cells/mm? 82.9 (35) 74.4 (43) H
>100,00 copies/mL 81.0 (79) 76.4 (72) .__._. >200 cells/mm? 88.9 (323) 89.1 (294) eDHe
Hepatitis status*
<500,000 copies/mL 88.5 (347) 87.4 (342) o‘o o
N e 90.0:(10) 765(17)  ® L4 .
positive
>500,000 cells/mL 82.4 (17) 50.0 (12) » . Py Ll N e
oth hepatitis B an Do
negative 88.1 (354) 86.5 (338)
NRTI background
FTC/TDF 88.0 (316) 86.5 (312)
ABC/3TC 89.6 (48) 83.7 (43)
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HIV RNA <50 copies/mL HIV RNA <50 copies/mL
% of participants (N) % of participants (N)
Doravirine Darunavir+r Dtiffe;encet betyeen Doravirine Darunavir+r Dtiffe:encet between
100 mg 800/100 mg roatmen. OTeSRs 100 mg 800/100 mg reatment groups
- - (doravirine-darunavir+r) - . (doravirine-darunavir+r)
once daily once daily (95%Cl) once daily once daily (95%Cl)
All Participants 88.2 (364) 86.2 (355) e—@—e All participants 88.2 (364) 86.2 (355) @)@
Age Race/ethnicity
<Median (33 years) 85.9 (191) 86.0 (171) &—@———= Black or African American 75.3 (81) 79.7 (79) @ —®
> Median (33 ) 90.8 (173) 86.4 (184) eo— White 91.4 (267) 87.9 (264) o)
edian (33 years ! ! ——
Hispanic/Latino 91.1 (90) 86.4 (81) *— ‘ ®
Gender i
Region
Male 89.1 (302 88.2 (304 O—H
(302) (304) Africa 90.5 (21) 78.9 (19) —ro—
Female 83.9 (62) 74.5 (51)® °
¢ Asia-Pacific 75.0 (12) 66.7 (3)® 4 b
Viral Subtype
Europe 92.0 (162) 88.7 (168)
RECYEEE N R (254) 871 (2551 1 S . Latin America 97.4 (38) 84.8 (33)
Subtype non-B 88.2 (110) 84.0 (100) @ ¢ ® North America 81.7 (131) 84.8 (132)
-10 0 10 20 30 -10 0 10 20 30 40 50 60 70 80 90100
Favors Favors Favors Favors
darunavir+r doravirine darunavir+r doravirine

" Doravirine 100 mg once daily was generally well-tolerated regardless of race, ethnicity,
gender or hepatitis B/C co-infection status

The safety profile of doravirine was similar to that of darunavir+r

These findings highlight the consistent efficacy and safety of doravirine 100 mg once daily compared

‘ Summary:

with darunavir+r, both given with 2 NRTIs, across baseline demographic and prognostic factors
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