
ODYSSEY 192-Week Follow-Up 
Evidences Superior Efficacy of 
DTG for Children on 
First/Second-Line ART 



ODYSSEY 3 months to <18 years old, 
Starting 1st line or switching to 2nd line

N = 792

ODYSSEY A: 
First-line ART  

N=383

ODYSSEY B: 
Second-line ART

N=409

Primary endpoint: virological or clinical failure*

DTG 
N=189

SOC
N=194

DTG 
N=203

SOC 
N=206

*Virological failure: confirmed (x2) VL ≥ 400 c/mL at any time after w36, or insufficient virological response <1 log drop at w24 and ART 
switch for treatment failure. Clinical failure: any new or recurrent severe WHO 3 or WHO 4 event, or death due to any cause.  
 

• ODYSSEY compared DTG to non-DTG standard-of-
care (SOC) in children. Here we present 192 week 
follow-up

• Randomised follow-up until last participant 
reached week 96 

• Extended follow-up: 683 participants in Thailand 
and Africa consented to extended follow-up (97% 
of 707 approached). Children in SOC arm 
switched to DTG according to country 
guidelines/clinician decision

• Total median follow-up 5.5 years (IQR: 4.5-6.0)



Population at baseline (N=792)
Characteristics
• 707 in ≥14kg, 85 in <14kg cohort
• Age, median [range]: 11.4 years [0.1-18]
• Weight, median [range]: 29kg [3.4-85] 
• 49% female
• 28% WHO stage 3/4
• 31% CD4% <15%

Baseline ART in ODYSSEY at randomisation
NRTIs were balanced across the arms
• ODYSSEY A: 83% ABC+3TC,  16% TDF+XTC~, 1% ZDV+3TC; 
• ODYSSEY B: 54% ABC+3TC,  25% TDF+XTC~, 20% ZDV+3TC
Third agent in SOC
• ODYSSEY A:  81% NNRTI, 19% bPI, 1% INSTI
• ODYSSEY B:   3% NNRTI,   96% bPI, 1% INSTI

Uganda
374(47%)

Zimbabwe
168(21%)

South Africa
164(21%)

Thailand
61(8%)

Germany
Spain, UK
Portugal* 

25(3%)

Africa
706(89%)

*Participants in Germany, Spain, UK and Portugal only followed during randomised phase
~ 1 ODYSSEY A SOC and 1 ODYSSEY B SOC participant initiated TAF+FTC



Virological or clinical failure by follow-up week 
(intention-to-treat)
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13% of SOC had 
switched to DTG, 
without prior 
treatment failure, 
before 192 weeks



Virological or clinical failure by follow-up week 
(intention-to-treat)

 

13% of SOC had 
switched to DTG, 
without prior 
treatment failure, 
before 192 weeks

Increasing to 42% 
before 240 weeks



Virological or clinical failure by follow-up week 
and cohort (intention-to-treat)

First-line (ODYSSEY A)/Second-line (ODYSSEY B) ≥14kg/<14kg at enrolment



SOC participants switching to DTG
• 309 of SOC arm had switched to DTG by end of follow-up (99% of those completing extended follow-up) 

Note: Participants may have switched before/after experiencing treatment failure  
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Total                          ODYSSEY A                       ODYSSEY B

VL suppression <400c/mL after switching to DTG
by pre-switch VL in the SOC arm

93% 87% 99% 80% 88%83%

Note: total N=35 (15%) ≥400 pre-switch; N=192 (85%) <400 pre-switch



Deaths and severe WHO 3 or WH0 4 events by week 
192  (intention-to-treat) 

Total: ODYSSEY A + ODYSSEY B

DTG SOC Total P-value#

Participants randomised 392 400 792

N events [N participants] 13 [11] 15 [15] 28 [26] 0.46

Severe WHO 3* 0 [0] 1 [1] 1 [1]

WHO 4 11 [9] 8 [8] 19 [17]

Death 4 [4] 7 [7] 11 [11]

* Unexplained moderate/severe weight loss; persistent oral candidiasis; symptomatic lymphoid interstitial pneumonitis, 
chronic HIV-associated lung disease including bronchiectasis
# Comparing number of children with at least 1 event using Mantel-Haenszel Chi-squared test 



Summary of adverse events to week 192 (intention-
to-treat) 

Total: ODYSSEY A + ODYSSEY B
DTG SOC Total P-value+

Participants randomised 392 400 792
N adverse events (AE) 
[N participants]

Serious adverse events# 85 [52] 66 [53] 151 [105] 0.98
AEs grade 3 or above 157 [98] 192 [121] 349 [219] 0.10
ART-modifying AEs 8 [7] 24 [21] 32 [28] 0.008
Neurological AEs 6 [6] 8 [6] 14 [12] 0.97
Psychiatric AEs^ 14 [12] 8 [5] 22 [17] 0.08

# 82% serious adverse events were hospital admissions 
^ 19 psychiatric AEs were in randomised follow-up (described in Turkova, 20231); three additional in extended follow-up (two aggressive/violent 
behaviour in DTG; parasuicide in SOC) 
+ Comparing number of children with at least 1 event using Mantel-Haenszel Chi-squared test 

1Turkova, 2023, The Lancet Child & Adolescent Health, Volume 7, Issue 10, 718 - 727 



CD4%: change from baseline to week 192 (intention-
to-treat) 

DTG-SOC (192w)
1.4% 

(95%CI -0.2, 3.0)
p=0.095

DTG-SOC (96w) 
1.3%

(95%CI 0, 2.6)
p=0.049

• Similar results seen for CD4



Total cholesterol (mg/dL): change from baseline to 
week 192 (intention-to-treat)

ODYSSEY A ODYSSEY BDTG-SOC (192w) 
-12 mg/dL 

(95%CI -20, -5)
 p=0.001

DTG-SOC (192w) 
-6 mg/dL 

(95%CI -12, -1)
 p=0.03



Summary
• Superior efficacy of DTG-based ART versus SOC up to 192 weeks in children 

starting first- or second-line ART, and in children enrolled ≥14kg and <14kg

• Safety reassuring, with no difference in serious or severe adverse events

• More psychiatric adverse events in the DTG arm; small numbers, nearly all in 
first 2 years of treatment

• Nearly all (99%) children in SOC switched to DTG by the end of the EFU

• After switch to DTG, 90% of SOC participants were suppressed <400c/mL

• Results strongly support transition of children to DTG-based regimens

• On average, for every 8 children treated with DTG versus alternative ART, one 
treatment failure will be prevented over 192 weeks



• ODYSSEY participants
• ODYSSEY investigators
• Trial Management Team
• Trial Steering Committee
• Data Monitoring Committee
• Endpoint Review Committee
• Penta (sponsor)
• ViiV Healthcare (funder)
• Mylan

Thank you
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