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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use 
DOLUTEGRAVIR TABLETS safely and effectively. See full 
prescribing information for DOLUTEGRAVIR TABLETS.

DOLUTEGRAVIR tablets, for oral use 
Initial U.S. Approval: 2013

--------------RECENT MAJOR CHANGES -----------------

---------------- INDICATIONS AND USAGE-------------------

-------------DOSAGE AND ADMINISTRATION -------------

Adult Population Recommended Dose

Pediatric Patients: 

----------- DOSAGE FORMS AND STRENGTHS-------------

--------------- CONTRAINDICATIONS -----------------------

----------- WARNINGS AND PRECAUTIONS ---------------

----------------- ADVERSE REACTIONS -----------------------

To report SUSPECTED ADVERSE REACTIONS, contact Micro 
Labs USA, Inc. at 1-855-839-8195 or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch. 

--------------------- DRUG INTERACTIONS--------------------

------------ USE IN SPECIFIC POPULATIONS ---------------

See 17 for PATIENT COUNSELING INFORMATION and FDA- 
approved patient labeling.
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FULL PRESCRIBING INFORMATION
 
1 INDICATIONS AND USAGE
 

[see Microbiology 
(12.4)]. 

2 DOSAGE AND ADMINISTRATION

2.1 Pregnancy Testing before Initiation of Dolutegravir  

[see Warnings and Precautions (5.3), Use in Specific Populations (8.1,
8.3)]

2.2 Adults

Table 1. Dosing Recommendations for Dolutegravir in Adult Patients

Population Recommended 
Dose

[see Drug 
Interactions (7.3)]

[see Microbiology (12.4)]
 

 

[see Drug Interactions (7)]  
 

2.3 Pediatric Patients
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Table 2. Dosing Recommendations for Dolutegravir in Pediatric Patients Weighing at Least 
30 kg 

Body Weight 
(kg)

Daily Dose
(Number of Tablets per Dose when Different Strength(s) are Required)

[see Drug Interactions (7.3) for relevant inducers]
 

 

 
3 DOSAGE FORMS AND STRENGTHS
 

4 CONTRAINDICATIONS
 

[see Warnings and Precautions (5.1)]

[see Drug Interactions (7)]
 
5 WARNINGS AND PRECAUTIONS
 

5.1 Hypersensitivity Reactions
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5.2 Hepatotoxicity

[see Adverse Reactions (6.1)].

5.3 Embryo-Fetal Toxicity 

[see Use in Specific Populations (8.1)]. 

[see Dosage and Administration (2.1)]

[see Use in Specific Populations (8.1, 8.3)]
 
5.4 Risk of Adverse Reactions or Loss of Virologic Response Due to Drug Interactions

[see Contraindications (4), Drug 
Interactions (7.3)]:
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5.5 Immune Reconstitution Syndrome

Mycobacterium avium 
Pneumocystis jirovecii 

6 ADVERSE REACTIONS

[see Warnings and Precautions (5.1)]
[see Warnings and Precautions (5.3)]

[see Warnings and Precautions (5.5)]

6.1 Clinical Trials Experience

Treatment-Naïve Subjects: 
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Table 3. Treatment-Emergent Adverse Reactions of at Least Moderate Intensity (Grades 2 
to 4) and at Least 2% Frequency in Treatment-Naïve Subjects in SPRING-2 (Week 96 
Analysis) and SINGLE Trials (Week 144 Analysis)

System 
Organ Class/ 
Preferred 
Term

SPRING-2 SINGLE
Dolutegravir 50
mg Once Daily + 

2 NRTIs
(n = 403)

Raltegravir 400 
mg Twice Daily 

+ 2 NRTIs 
(n = 405)

Dolutegravir 50
mg + 

EPZICOM
Once Daily
(n = 414)

ATRIPLA 
Once Daily 
(n = 419)

Psychiatric

Nervous System

Gastrointestinal

Skin and Subcutaneous Tissue

General Disorders

Ear and Labyrinth
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Treatment-Experienced, Integrase Strand Transfer Inhibitor-Naïve Subjects: 

Treatment-Experienced, Integrase Strand Transfer Inhibitor-Experienced Subjects: 

Virologically Suppressed Subjects: 
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Less Common Adverse Reactions Observed in Treatment-Naïve and Treatment-Experienced 
Trials: 

Gastrointestinal Disorders: 

Hepatobiliary Disorders: 
Musculoskeletal Disorders: 
Psychiatric Disorders: 

Renal and Urinary Disorders: 
Skin and Subcutaneous Tissue Disorders: 

Laboratory Abnormalities:

Treatment-Naïve Subjects: 

Table 4. Selected Laboratory Abnormalities (Grades 2 to 4) in Treatment-Naïve Subjects in 
SPRING-2 (Week 96 Analysis) and SINGLE Trials (Week 144 Analysis) 

Laboratory Parameter 
Preferred Term

SPRING-2 SINGLE
Dolutegravir
50 mg Once 

Daily + 2 
NRTIs 

(n = 403)

Raltegravir 
400 mg Twice 

Daily + 2 
NRTIs 

(n = 405)

Dolutegravir
50 mg + 

EPZICOM 
Once Daily 
(n = 414)

ATRIPLA 
Once 
Daily 

(n = 419)
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Table 5. Mean Change from Baseline in Fasted Lipid Values in Treatment-Naïve Subjects 
in SPRING-2 (Week 96 Analysisa) and SINGLE Trials (Week 144 Analysisa) 

Laboratory Parameter 
Preferred Term

SPRING-2 SINGLE
Dolutegravir
50 mg Once 

Daily + 2 
NRTIs 

(n = 403)

Raltegravir 
400 mg Twice 

Daily + 2 
NRTIs 

(n = 405)

Dolutegravir
50 mg + 

EPZICOM 
Once Daily 
(n = 414)

ATRIPLA 
Once 
Daily 

(n = 419)

Treatment-Experienced, Integrase Strand Transfer Inhibitor-Naïve Subjects: 

Treatment-Experienced, Integrase Strand Transfer Inhibitor-Experienced Subjects: 
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Virologically Suppressed Adults: 

Hepatitis B and/or Hepatitis C Virus Co-infection: 

[see Warnings and Precautions (5.2)]

Changes in Serum Creatinine: 
[see 

Clinical Pharmacology (12.2)]

[see Use in 
Specific Populations (8.4), Clinical Studies (14.2)].

6.2 Postmarketing Experience
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7 DRUG INTERACTIONS

7.1 Effect of Dolutegravir on the Pharmacokinetics of Other Agents

In vitro
In vivo

[see Contraindications (4), Drug Interactions (7.3)].

In vitro
in vivo

In vitro

In 
vitro

7.2 Effect of Other Agents on the Pharmacokinetics of Dolutegravir

in vitro
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[see Drug Interactions (7.3), Clinical 
Pharmacology (12.3)]

In vitro

7.3 Established and Other Potentially Significant Drug Interactions

[See Dosage and Administration (2), Clinical Pharmacology (12.3).]

Table 6. Established and Other Potentially Significant Drug Interactions: Alterations in 
Dose or Regimen May Be Recommended Based on Drug Interaction Trials or Predicted 
Interactions [see Dosage and Administration (2)]

Concomitant 
Drug Class:
Drug Name

Effect on 
Concentration 

of 
Dolutegravir 

and/or
Concomitant Drug

Clinical Comment

HIV-1 Antiviral Agents
Non-nucleoside reverse
transcriptase inhibitor:

Non-nucleoside reverse
transcriptase inhibitor:
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.b

Non-nucleoside 
reverse transcriptase 
inhibitor:

Protease inhibitor:

Other Agents

[see Contraindications (4)]

Hypericum perforatum
Medications containing 
polyvalent cations
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(e.g., Mg or Al):

Oral calcium or iron 
supplements, including 
multivitamins containing 
calcium or irona

See Clinical Pharmacology (12.3) Table 9 or Table 10 for magnitude of interaction.

[see Microbiology 
(12.4)]

7.4 Drugs without Clinically Significant Interactions with Dolutegravir

 [see Clinical Pharmacology (12.3)]. 
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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

(see Data).

(see Data).

Data

Human Data:
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Animal Data: 

8.2 Lactation 

(see Data)

Animal Data: 

8.3 Females and Males of Reproductive Potential  
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 [see Use in Specific Populations (8.1)].

8.4 Pediatric Use

[see Clinical 
Pharmacology (12.3), Clinical Studies (14.2)]

[see 
Adverse Reactions (6.2)]

[see Clinical Pharmacology 
(12.3)].

8.5 Geriatric Use

[see Clinical Pharmacology (12.3)]

8.6 Hepatic Impairment

[see Clinical Pharmacology (12.3)]

8.7 Renal Impairment
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[see Microbiology (12.4)]

[see Clinical Pharmacology (12.3)]

10 OVERDOSAGE

11 DESCRIPTION

R S
H b

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action
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[see Microbiology (12.4)]

12.2 Pharmacodynamics 

12.3 Pharmacokinetics

Table 7. Dolutegravir Steady-State Pharmacokinetic Parameter Estimates in HIV–1–
Infected Adults

Parameter 50 mg Once Daily 
Geometric Meana (%CV)

50 mg Twice Daily Geometric 
Meanb (%CV)
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in vitro

Effect of Food:

Cerebrospinal Fluid (CSF): 

Metabolism: 

Polymorphisms in Drug-Metabolizing Enzymes: 
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Excretion: 

Pediatric Patients: 

[see Clinical Studies (14.2)]

Table 8. Dolutegravir Steady-State Pharmacokinetic Parameters in Pediatric Subjects

Weight (n) Dose of 
Dolutegravir 

Dolutegravir Pharmacokinetic Parameter 
Estimates Geometric Mean (%CV)

Cmax 
(mcg/mL)

AUC(0 to 24)
(mcg.h/mL)

C24
(mcg/mL)

Patients with Hepatic Impairment: 

Patients with Renal Impairment: 

HBV or HCV Co-infected Patients: 
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Gender and Race: 

[see Dosage and Administration 
(2.2), Drug Interactions (7.3)]

Table 9. Summary of Effect of Dolutegravir on the Pharmacokinetics of Coadministered 
Drugs

Coadministered Drug(s) 
and Dose(s)

Dose of 
Dolutegravir

n Geometric Mean Ratio (90% CI) of 
Pharmacokinetic Parameters of 

Coadministered Drug with/without 
Dolutegravir No Effect = 1

Cmax AUC C or C24
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Table 10. Summary of Effect of Coadministered Drugs on the Pharmacokinetics of 
Dolutegravir 

Coadministered Drug(s) 
and Dose(s)

Dose of 
Dolutegravir

n Geometric Mean Ratio (90% CI) of
Dolutegravir Pharmacokinetic Parameters 

with/without Coadministered Drugs No 
Effect = 1.00

Cmax AUC C or C24
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12.4 Microbiology
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Cell Culture: 

Treatment-Naïve Subjects: 

Treatment-Experienced, Integrase Strand Transfer Inhibitor-Naïve Subjects: 

Virologically Suppressed Subjects: 
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Treatment-Experienced, Integrase Strand Transfer Inhibitor-Experienced Subjects: 

Table 11. Response by Baseline Integrase Genotype in Subjects with Prior Experience to an 
Integrase Strand Transfer Inhibitor in VIKING-3 

Baseline Genotype Week 48
(<50 copies/mL)

n = 175
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Table 12. Response by Baseline Dolutegravir Phenotype (Fold-Change from Reference) in 
Subjects with Prior Experience to an Integrase Strand Transfer Inhibitor in VIKING-3 

Baseline Dolutegravir Phenotype 
(Fold-Change from Reference)

Response at Week 48 
(<50 copies/mL)
Subset n = 163
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Site-Directed Integrase Strand Transfer Inhibitor-Resistant Mutant HIV-1 and HIV-2 Strains: 

Reverse Transcriptase Inhibitor- and Protease Inhibitor-Resistant Strains: 

13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
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14 CLINICAL STUDIES

14.1 Description of Clinical Studies

Table 13. Trials Conducted with Dolutegravir in HIV-1-Infected Subjects

Population Trial Trial Arms Time point 
(Week)

Adults: 

Pediatrics:
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14.2   Adult Subjects
 

 

 

 

 
Table 14. Virologic Outcomes of Randomized Treatment in SPRING-2 at Week 96 and 
SINGLE at Week 144 (Snapshot Algorithm)
 

 

SPRING-2
Week 96

SINGL
E

Dolutegravir 
50 mg Once

Daily + 2 
NRTIs 

(n = 403)

Raltegravir 
400 mg Twice

Daily + 2 
NRTIs 

(n = 405)

Dolutegravir 
50 mg + 

EPZICOM
Once Daily 
(n = 414)

ATRIPLA
Once Daily 
(n = 419)

HIV-1 RNA <50
copies/mL

Virologic nonresponse
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No virologic data

Proportion (%) of Subjects with HIV-1 RNA <50 copies/mL by Baseline Category
Plasma viral load 
(copies/mL)

Gender

Race

e.

 
 

SPRING-2: 
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SINGLE: 

 

 

 

FLAMINGO: 

 

 

 
Table 15. Virologic Outcomes of Randomized Treatment in SAILING at 48 Weeks 
(Snapshot Algorithm)
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 Dolutegravir 50 mg
Once Daily + BR   

(n = 354)

Raltegravir 400 mg 
Twice Daily + BRa

(n = 361)

HIV-1 RNA <50 copies/mL

Virologic nonresponse
No virologic data

  

Proportion (%) with HIV-1 RNA <50 copies/mL by Baseline Category

Plasma viral load (copies/mL)

Background regimen

Gender

Race
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[see 
Microbiology (12.4)]
 

Table 16. Virologic Outcomes of Treatment of VIKING-3 at 48 Weeks (Snapshot
Algorithm)

 
 

Dolutegravir 50 mg Twice 
Daily + OBT (n = 183) 

HIV-1 RNA <50 copies/mL
Virologic nonresponse
No virologic data

 
Proportion (%) with HIV-1 RNA <50 copies/mL by Baseline Category 

Gender

Race

  

[see Microbiology (12.4)].
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14.3 Pediatric Subjects

[see Dosage and Administration (2.2)]
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16 HOW SUPPLIED/STORAGE AND HANDLING

17 PATIENT COUNSELING INFORMATION

[see Contraindications (4), Drug Interactions (7)]

[see Warnings and 
Precautions (5.1)]

[see Warnings and
Precautions (5.2)]
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[see Warnings 
and Precaution (5.3)]. 

[see Use in Specific Populations (8.1, 8.3)].

[see Warnings and Precautions 
(5.5)]

[see Use in Specific Populations (8.1)]. 

[see Use in Specific Populations (8.2)]

[see Dosage 
and Administration (2)]

Micro Labs Limited
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Micro Labs USA Inc. 

Revised: August 2019
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PATIENT INFORMATION
Dolutegravir (doe” loo teg’ ra vir) Tablets

What is dolutegravir tablet?

.

Do not take dolutegravir tablet if you:

o You should not take Dolutegravir Tablets at the time of becoming pregnant or 
during the first 12 weeks of pregnancy. 

o

o

o

Do not breastfeed if you take dolutegravir tablets.
o

o
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Tell your healthcare provider about all the medicines you take,

Do not start taking a new medicine without telling your healthcare provider.

How should I take dolutegravir tablets? 

o

o

What are the possible side effects of dolutegravir tablets?

Dolutegravir tablets can cause serious side effects including:
Allergic reactions. 

Stop taking dolutegravir tablets and get medical help right away if 
you develop a rash with any of the following signs or symptoms: 

o o
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o o
o o

o o
o

Liver problems. 

. Call your healthcare provider right away if you develop any of 
the following signs or symptoms of liver problems: 

o o

o o
o o

Changes in your immune system (Immune Reconstitution Syndrome) 

The most common side effects of dolutegravir tablets include:

How should I store dolutegravir tablets?

Keep dolutegravir tablets and all medicines out of the reach of children.

General information about the safe and effective use of dolutegravir tablets.
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What are the ingredients in dolutegravir tablets? 

Active ingredient: 

Inactive ingredients: 

Micro Labs Limited

Micro Labs USA Inc. 

Revised: August 2019
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What are the ingredients in dolutegravir tablets? 

Active ingredient: 

Inactive ingredients: 

Micro Labs Limited

Micro Labs USA Inc. 

Revised: August 2019

 


