
Use of Dovato in Real-world Settings

Effectiveness in Treatment-Naïve Patients Who Received Dovato

Some information contained in this response may not be included in the approved Prescribing Information. This 

response is not intended to offer recommendations for administering this product in a manner inconsistent with its 

approved labeling. In order for ViiV Healthcare to monitor the safety of our products, we encourage healthcare 

professionals to report adverse events or suspected overdoses to the company at 877–844–8872. Please consult the 

Prescribing Information. This response was developed according to the principles of evidence-based medicine and, 

therefore, references may not be all-inclusive.

FOOTNOTES: 
aOne patient was excluded from URBAN due to missing data; bN = 37 treatment-naive patients at BL, n at Week 48 not 

reported; cStudy reports “all patients achieved virologic suppression in the first 6 months from treatment initiation and 

maintained viral suppression during follow-up time with no viral blips registered” and “we did not observe any adverse event 

or treatment discontinuation;” therefore, this is considered an ITT-E analysis; dMean time over which treatment-naïve patients 

became suppressed was 14.1 weeks; eOnly DOLAM(A) reports PP data; fPatients excluded due to missing data or not being 

treated per protocol: Krentz n = 3, URBAN n = 10, DOLAM(A) n = 29; Bravo n = 100; gPatients viraemic at BL: URBAN n = 7; 

DOLAM(A) n = 8; Bravo n = 16; BREACH n = 20; hData available at a later timepoint for Bravo (n = 66 at Week 48) but not 

included as the number of patients is below the threshold to be included on this slide; iN = 697 treatment-experienced 

patients at BL; n at Week 48 not reported; jDefinitions of VF: ICONA, confirmed HIV-1 RNA > or ≥50 c/mL; ODOACRE, 

confirmed HIV-1 RNA ≥ 50 c/mL or single HIV-1 RNA ≥ 1000 c/mL; Dat’AIDS and LAMRES, confirmed HIV-1 RNA > 50 c/mL or 

single HIV-1 RNA 200 c/mL or ≥ 200 c/mL, respectively; CSLHIV, confirmed HIV-1 RNA > 50 c/mL or single HIV-1 RNA 

> 50 c/mL followed by treatment modification or single HIV-1 RNA > 1000 c/mL; viral suppression in URBAN was defined as 

HIV-1 RNA < 50 c/mL in visit window 9–15 months or 50–200 c/mL with subsequent HIV-1 RNA < 50 c/mL; kThree patients were 

excluded from URBAN due to missing data; lNot all patients had reached this timepoint (Bravo n = 66 at Week 48); mMean time 

from Dovato initiation to discontinuation.

ABBREVIATIONS: 

AE = adverse event; c/mL = copies per milliliter; BL = baseline; FU = follow up; HIV-1 = human immunodeficiency virus-1; ITT 

= intention-to-treat; ITT-E, intention-to-treat exposed; MEX = missing equals excluded; PP = per protocol; PYFU = patient-

years of follow-up; RNA = ribonucleic acid; TRDF = treatment-related discontinuation equals failure; VF = virologic failure; VL=

viral load.
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• Ten unique cohorts have reported various effectiveness outcomes which ranged from 
71.4% – 100% with data up to 2 years.5,7,11,12,24,32,37,42,43,45,49

• VF ranged from 0% – 6.7%, with no resistance mutations reported (resistance data was not 
reported in TANDEM).
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Effectiveness in Treatment-Naïve Patients Who Received Dovato

• Several unique cohorts have reported various effectiveness which ranged from 83.0% – 99.5% with 
data up to week 240, in treatment-experienced patients (N > 100) who switched to 
Dovato.4,9,10,14,20,21,25,32,39,42,45,51-53

• VF ranged from 0% – 4.8% (and 0.9–3.34 per 100 PYFU). 

• Treatment-emergent resistance has been reported in 2 patients: 1 patient at BL had T215Y and 
M184V and at VF had T215CNSY, M184MV, and M41ML, and a single case study reported plasma 
HIV-1 genotypic deep sequencing showed R263K and S230N.14,54. 
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PI Important safety information is found in the Prescribing Information.

Reported effectiveness outcomes vary between unique cohorts

For more information
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Discontinuation due to AEs in treatment-experienced patients who switched to Dovato

Effectiveness in Treatment-Experienced Patients Who 
Switched to Dovato

Reported effectiveness outcomes vary between studies
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Potential overlap between cohorts cannot be ruled out.

Real-world distribution of > 40 cohorts

Patient types included in the cohorts:

• Treatment-naïve patients
• Treatment-experienced patients
• Patients with various comorbidities
• Patients with a history of VF.

A growing body of real-world data has been presented in > 10,000 patients treated with Dovato 
(dolutegravir + lamivudine [DTG + 3TC]) or the individual components as a 2-drug regimen which 
showed results consistent with the DTG/3TC clinical development program.1-48

https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/bd960d74-e443-45f6-91ed-4d82d12e8121/bd960d74-e443-45f6-91ed-4d82d12e8121_viewable_rendition__v.pdf
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Dovato/pdf/DOVATO-PI-PIL.PDF
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