
Abacavir and/or Lamivudine: Digestive: Stomatitis. Gastrointestinal: Pancreatitis. General: 
Weakness. Blood and Lymphatic Systems: Aplastic anemia, anemia (including pure red cell 
aplasia and severe anemias progressing on therapy), lymphadenopathy, splenomegaly. 
Hypersensitivity: Sensitization reactions (including anaphylaxis), urticaria [see Warnings 
and Precautions, Adverse Reactions]. Metabolism and Nutrition Disorders: Hyperlactemia. 
Musculoskeletal: Muscle weakness, CPK elevation, rhabdomyolysis. Nervous: Paresthesia, 
peripheral neuropathy, seizures. Respiratory: Abnormal breath sounds/wheezing. Skin: Alopecia, 
erythema multiforme. Suspected Stevens-Johnson syndrome (SJS) and toxic epidermal 
necrolysis (TEN) have been reported in patients receiving abacavir primarily in combination with 
medications known to be associated with SJS and TEN, respectively. Because of the overlap of 
clinical signs and symptoms between hypersensitivity to abacavir and SJS and TEN, and the 
possibility of multiple drug sensitivities in some patients, abacavir should be discontinued and 
not restarted in such cases [see Adverse Reactions].

DRUG INTERACTIONS
Effect of Dolutegravir on the Pharmacokinetics of Other Agents: In vitro, dolutegravir 
inhibited the renal organic cation transporters, OCT2 (IC50 = 1.93 microM) and multidrug 
and toxin extrusion transporter (MATE) 1 (IC50 = 6.34 microM). In vivo, dolutegravir inhibits 
tubular secretion of creatinine by inhibiting OCT2 and potentially MATE1. Dolutegravir may 
increase plasma concentrations of drugs eliminated via OCT2 or MATE1 (dofetilide and 
metformin) [see Contraindications, Drug Interactions]. In vitro, dolutegravir inhibited the 
basolateral renal transporters, organic anion transporter (OAT) 1 (IC50 = 2.12 microM) and OAT3  
(IC50 = 1.97 microM). However, in vivo, dolutegravir did not alter the plasma concentrations 
of tenofovir or para-amino hippurate, substrates of OAT1 and OAT3. In vitro, dolutegravir did 
not inhibit (IC50 greater than 50 microM) the following: cytochrome P450 (CYP)1A2, CYP2A6, 
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A, UGT1A1, UGT2B7, P-glycoprotein  
(P-gp), breast cancer resistance protein (BCRP), bile salt export pump (BSEP), organic anion  
transporter polypeptide (OATP)1B1, OATP1B3, OCT1, or multidrug resistance protein (MRP)2, or 
MRP4. In vitro, dolutegravir did not induce CYP1A2, CYP2B6, CYP3A4. Based on these data and 
the results of drug interaction trials, dolutegravir is not expected to affect the pharmacokinetics of 
drugs that are substrates of these enzymes or transporters. In drug interaction trials, dolutegravir 
did not have a clinically relevant effect on the pharmacokinetics of the following drugs: tenofovir, 
methadone, midazolam, rilpivirine, and oral contraceptives containing norgestimate and ethinyl 
estradiol. Using cross-study comparisons to historical pharmacokinetic data for each interacting 
drug, dolutegravir did not appear to affect the pharmacokinetics of the following drugs: atazanavir, 
darunavir, efavirenz, etravirine, fosamprenavir, lopinavir, ritonavir, and boceprevir. Effect of Other 
Agents on the Pharmacokinetics of Dolutegravir: Dolutegravir is metabolized by UGT1A1 
with some contribution from CYP3A. Dolutegravir is also a substrate of UGT1A3, UGT1A9, BCRP, 
and P-gp in vitro. Drugs that induce those enzymes and transporters may decrease dolutegravir 
plasma concentrations and reduce the therapeutic effect of dolutegravir. Coadministration 
of dolutegravir and other drugs that inhibit these enzymes may increase dolutegravir plasma 
concentrations. Etravirine significantly reduced plasma concentrations of dolutegravir, but 
the effect of etravirine was mitigated by coadministration of lopinavir/ritonavir or darunavir/
ritonavir, and is expected to be mitigated by atazanavir/ritonavir (Table 5) [see Drug Interactions, 
also see Clinical Pharmacology (12.3) of the full Prescribing Information]. In vitro, dolutegravir 
was not a substrate of OATP1B1, or OATP1B3. Darunavir/ritonavir, lopinavir/ritonavir, rilpivirine, 
tenofovir, boceprevir, prednisone, rifabutin, and omeprazole had no clinically significant effect 
on the pharmacokinetics of dolutegravir. Established and Other Potentially Significant Drug 
Interactions: There were no drug-drug interaction trials conducted with the abacavir, dolutegravir, 
and lamivudine fixed-dose combination tablets. Information regarding potential drug interactions 
with dolutegravir (Table 5) and abacavir are provided below. These recommendations are based on 
either drug interaction trials or predicted interactions due to the expected magnitude of interaction 
and potential for serious adverse events or loss of efficacy. [See Clinical Pharmacology (12.3) of 
the full Prescribing Information].
Table 5. Established and Other Potentially Significant Drug Interactions for Dolutegravir: 
Alterations in Dose May Be Recommended Based on Drug Interaction Trials or Predicted 
Interactions
Concomitant Drug Class: 

Drug Name
Effect on

Concentration Clinical Comment

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

Etravirinea

↓Dolutegravir Use of TRIUMEQ with etravirine without  
coadministration of atazanavir/ritonavir, darunavir/
ritonavir, or lopinavir/ritonavir is not recommended. 

Non-nucleoside reverse  
transcriptase inhibitor:

Efavirenza

↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 
An additional 50-mg dose of dolutegravir should be 
taken, separated by 12 hours from TRIUMEQ.

Non-nucleoside reverse  
transcriptase inhibitor:

Nevirapine

↓Dolutegravir Avoid coadministration with TRIUMEQ because 
there are insufficient data to make dosing 
recommendations.

Protease inhibitor:
Fosamprenavir/ritonavira

Tipranavir/ritonavira

↓Dolutegravir
 

Adjust dolutegravir dose to 50 mg twice daily. 
An additional dolutegravir 50-mg dose should be 
taken, separated by 12 hours from TRIUMEQ.

Other Agents
Carbamazepinea ↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 

An additional dolutegravir 50-mg dose should be 
taken, separated by 12 hours from TRIUMEQ.

Concomitant Drug Class: 
Drug Name

Effect on
Concentration Clinical Comment

Other Agents
Oxcarbazepine
Phenytoin 
Phenobarbital 
St. John’s wort 
  (Hypericum perforatum)

↓Dolutegravir Avoid coadministration with TRIUMEQ because 
there are insufficient data to make dosing 
recommendations. 

Medications containing  
polyvalent cations

(e.g., Mg or Al): Cation- 
containing antacidsa or 
laxatives; Sucralfate
Buffered medications

↓Dolutegravir Administer TRIUMEQ 2 hours before or 6 hours after 
taking medications containing polyvalent cations.

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

↓Dolutegravir Administer TRIUMEQ 2 hours before or 6 hours after 
taking supplements containing calcium or iron. 
Alternatively, TRIUMEQ and supplements containing 
calcium or iron can be taken together with food.

Metformina ↑Metformin With concomitant use, limit the total daily dose 
of metformin to 1,000 mg either when starting 
metformin or TRIUMEQ. When stopping TRIUMEQ, 
the metformin dose may require an adjustment. 
Monitoring of blood glucose when initiating 
concomitant use and after withdrawal of TRIUMEQ 
is recommended.

Rifampina ↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 
An additional 50-mg dose of dolutegravir should be 
taken, separated by 12 hours from TRIUMEQ.

aSee Clinical Pharmacology (12.3) Table 8 or Table 9 of the full Prescribing Information for magnitude 
of interaction.
Methadone: Abacavir: In a trial of 11 HIV-1–infected subjects receiving methadone-maintenance 
therapy with 600 mg of abacavir twice daily (twice the currently recommended dose), oral  
methadone clearance increased [see Clinical Pharmacology (12.3) of full Prescribing Information]. 
This alteration will not result in a methadone dose modification in the majority of patients;  
however, an increased methadone dose may be required in a small number of patients.
USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Category C. There are no adequate and well-controlled trials in  
pregnant women. Reproduction studies with the components of TRIUMEQ have been performed 
in animals. Animal reproduction studies are not always predictive of human response. TRIUMEQ 
should be used during pregnancy only if the potential benefit outweigh the risks. Antiretroviral  
Pregnancy Registry: To monitor maternal-fetal outcomes of pregnant women exposed to  
TRIUMEQ or other antiretroviral agents, an Antiretroviral Pregnancy Registry has been established. 
Physicians are encouraged to register patients by calling 1-800-258-4263. Nursing Mothers: 
The Centers for Disease Control and Prevention recommend that HIV-1-infected mothers in 
the United States not breastfeed their infants to avoid risking postnatal transmission of HIV-1 
infection. Because of both the potential for HIV-1 transmission and the potential for serious 
adverse reactions in nursing infants, instruct mothers not to breastfeed. Dolutegravir: Studies 
in lactating rats and their offspring indicate that dolutegravir was present in rat milk. It is not 
known whether dolutegravir is excreted in human breast milk. Abacavir: Abacavir is excreted in 
the milk of lactating rats. Lamivudine: Lamivudine is excreted in human breast milk. Pediatric 
Use: Safety and effectiveness of TRIUMEQ in pediatric patients have not been established [see 
Clinical Pharmacology (12.3) of the full Prescribing Information]. Geriatric Use: Clinical trials of 
abacavir, dolutegravir, or lamivudine did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, caution 
should be exercised in the administration of TRIUMEQ in elderly patients reflecting the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease or other 
drug therapy [see Clinical Pharmacology (12.3) of the full Prescribing Information]. Patients 
with Impaired Renal Function: TRIUMEQ is not recommended for patients with creatinine 
clearance less than 50 mL per min because TRIUMEQ is a fixed-dose combination and the 
dosage of the individual components cannot be adjusted. If a dose reduction of lamivudine, a 
component of TRIUMEQ, is required for patients with creatinine clearance less than 50 mL per 
min, then the individual components should be used [see Clinical Pharmacology (12.3) of the full 
Prescribing Information]. Patients with Impaired Hepatic Function: TRIUMEQ is a fixed-dose 
combination and the dosage of the individual components cannot be adjusted. If a dose reduction 
of abacavir, a component of TRIUMEQ, is required for patients with mild hepatic impairment 
(Child-Pugh Score A), then the individual components should be used [see Clinical Pharmacology 
(12.3) of the full Prescribing Information]. The safety, efficacy, and pharmacokinetic properties 
of abacavir have not been established in patients with moderate (Child-Pugh Score B) or severe  
(Child-Pugh Score C) hepatic impairment; therefore, TRIUMEQ is contraindicated in these  
patients [see Contraindications].
OVERDOSAGE
There is no known specific treatment for overdose with TRIUMEQ. If overdose occurs, the  
patient should be monitored and standard supportive treatment applied as required.  
Dolutegravir: As dolutegravir is highly bound to plasma proteins, it is unlikely that it will be 
significantly removed by dialysis. Abacavir: It is not known whether abacavir can be removed by 
peritoneal dialysis or hemodialysis. Lamivudine: Because a negligible amount of lamivudine was 
removed via (4-hour) hemodialysis, continuous ambulatory peritoneal dialysis, and automated 
peritoneal dialysis, it is not known if continuous hemodialysis would provide clinical benefit in 
a lamivudine overdose event.
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NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility: Carcinogenicity: Dolutegravir:  
Two-year carcinogenicity studies in mice and rats were conducted with dolutegravir. Mice were 
administered doses of up to 500 mg per kg, and rats were administered doses of up to 50 mg per 
kg. In mice, no significant increases in the incidence of drug-related neoplasms were observed  
at the highest doses tested, resulting in dolutegravir AUC exposures approximately 26-fold  
higher than those in humans at the recommended dose of 50 mg once daily. In rats, no increases in 
the incidence of drug-related neoplasms were observed at the highest dose tested, resulting 
in dolutegravir AUC exposures 17-fold and 30-fold higher in males and females, respectively, 
than those in humans at the recommended dose of 50 mg once daily. Abacavir: Abacavir was  
administered orally at 3 dosage levels to separate groups of mice and rats in 2-year  
carcinogenicity studies. Results showed an increase in the incidence of malignant and  
non-malignant tumors. Malignant tumors occurred in the preputial gland of males and the clitoral  
gland of females of both species, and in the liver of female rats. In addition, non-malignant  
tumors also occurred in the liver and thyroid gland of female rats. These observations were made 
at systemic exposures in the range of 7 to 28 times the human exposure at the recommended 
dose of 600 mg. Lamivudine: Long-term carcinogenicity studies with lamivudine in mice and rats 
showed no evidence of carcinogenic potential at exposures up to 12 times (mice) and 57 times 
(rats) the human exposures at the recommended dose of 300 mg. Mutagenicity: Dolutegravir:  
Dolutegravir was not genotoxic in the bacterial reverse mutation assay, mouse lymphoma assay,  
or in the in vivo rodent micronucleus assay. Abacavir: Abacavir induced chromosomal  
aberrations both in the presence and absence of metabolic activation in an in vitro cytogenetic  
study in human lymphocytes. Abacavir was mutagenic in the absence of metabolic activation, 
although it was not mutagenic in the presence of metabolic activation in an L5178Y mouse 
lymphoma assay. Abacavir was clastogenic in males and not clastogenic in females in an  
in vivo mouse bone marrow micronucleus assay. Abacavir was not mutagenic in bacterial  
mutagenicity assays in the presence and absence of metabolic activation. Lamivudine:  
Lamivudine was mutagenic in an L5178Y mouse lymphoma assay and clastogenic in a  
cytogenetic assay using cultured human lymphocytes. Lamivudine was not mutagenic in a  
microbial mutagenicity assay, in an in vitro cell transformation assay, in a rat micronucleus 
test, in a rat bone marrow cytogenetic assay, and in an assay for unscheduled DNA synthesis 
in rat liver. Impairment of Fertility: Dolutegravir, abacavir, or lamivudine did not affect male or 
female fertility in rats at doses associated with exposures approximately 44, 9, or 112 times 
(respectively) higher than the exposures in humans at the doses of 50 mg, 600 mg, and  
300 mg (respectively).
PATIENT COUNSELING INFORMATION
See FDA-Approved Patient Labeling (Medication Guide).  
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Abacavir and/or Lamivudine: Digestive: Stomatitis. Gastrointestinal: Pancreatitis. General: 
Weakness. Blood and Lymphatic Systems: Aplastic anemia, anemia (including pure red cell 
aplasia and severe anemias progressing on therapy), lymphadenopathy, splenomegaly. 
Hypersensitivity: Sensitization reactions (including anaphylaxis), urticaria [see Warnings 
and Precautions, Adverse Reactions]. Metabolism and Nutrition Disorders: Hyperlactemia. 
Musculoskeletal: Muscle weakness, CPK elevation, rhabdomyolysis. Nervous: Paresthesia, 
peripheral neuropathy, seizures. Respiratory: Abnormal breath sounds/wheezing. Skin: Alopecia, 
erythema multiforme. Suspected Stevens-Johnson syndrome (SJS) and toxic epidermal 
necrolysis (TEN) have been reported in patients receiving abacavir primarily in combination with 
medications known to be associated with SJS and TEN, respectively. Because of the overlap of 
clinical signs and symptoms between hypersensitivity to abacavir and SJS and TEN, and the 
possibility of multiple drug sensitivities in some patients, abacavir should be discontinued and 
not restarted in such cases [see Adverse Reactions].

DRUG INTERACTIONS
Effect of Dolutegravir on the Pharmacokinetics of Other Agents: In vitro, dolutegravir 
inhibited the renal organic cation transporters, OCT2 (IC50 = 1.93 microM) and multidrug 
and toxin extrusion transporter (MATE) 1 (IC50 = 6.34 microM). In vivo, dolutegravir inhibits 
tubular secretion of creatinine by inhibiting OCT2 and potentially MATE1. Dolutegravir may 
increase plasma concentrations of drugs eliminated via OCT2 or MATE1 (dofetilide and 
metformin) [see Contraindications, Drug Interactions]. In vitro, dolutegravir inhibited the 
basolateral renal transporters, organic anion transporter (OAT) 1 (IC50 = 2.12 microM) and OAT3  
(IC50 = 1.97 microM). However, in vivo, dolutegravir did not alter the plasma concentrations 
of tenofovir or para-amino hippurate, substrates of OAT1 and OAT3. In vitro, dolutegravir did 
not inhibit (IC50 greater than 50 microM) the following: cytochrome P450 (CYP)1A2, CYP2A6, 
CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP3A, UGT1A1, UGT2B7, P-glycoprotein  
(P-gp), breast cancer resistance protein (BCRP), bile salt export pump (BSEP), organic anion  
transporter polypeptide (OATP)1B1, OATP1B3, OCT1, or multidrug resistance protein (MRP)2, or 
MRP4. In vitro, dolutegravir did not induce CYP1A2, CYP2B6, CYP3A4. Based on these data and 
the results of drug interaction trials, dolutegravir is not expected to affect the pharmacokinetics of 
drugs that are substrates of these enzymes or transporters. In drug interaction trials, dolutegravir 
did not have a clinically relevant effect on the pharmacokinetics of the following drugs: tenofovir, 
methadone, midazolam, rilpivirine, and oral contraceptives containing norgestimate and ethinyl 
estradiol. Using cross-study comparisons to historical pharmacokinetic data for each interacting 
drug, dolutegravir did not appear to affect the pharmacokinetics of the following drugs: atazanavir, 
darunavir, efavirenz, etravirine, fosamprenavir, lopinavir, ritonavir, and boceprevir. Effect of Other 
Agents on the Pharmacokinetics of Dolutegravir: Dolutegravir is metabolized by UGT1A1 
with some contribution from CYP3A. Dolutegravir is also a substrate of UGT1A3, UGT1A9, BCRP, 
and P-gp in vitro. Drugs that induce those enzymes and transporters may decrease dolutegravir 
plasma concentrations and reduce the therapeutic effect of dolutegravir. Coadministration 
of dolutegravir and other drugs that inhibit these enzymes may increase dolutegravir plasma 
concentrations. Etravirine significantly reduced plasma concentrations of dolutegravir, but 
the effect of etravirine was mitigated by coadministration of lopinavir/ritonavir or darunavir/
ritonavir, and is expected to be mitigated by atazanavir/ritonavir (Table 5) [see Drug Interactions, 
also see Clinical Pharmacology (12.3) of the full Prescribing Information]. In vitro, dolutegravir 
was not a substrate of OATP1B1, or OATP1B3. Darunavir/ritonavir, lopinavir/ritonavir, rilpivirine, 
tenofovir, boceprevir, prednisone, rifabutin, and omeprazole had no clinically significant effect 
on the pharmacokinetics of dolutegravir. Established and Other Potentially Significant Drug 
Interactions: There were no drug-drug interaction trials conducted with the abacavir, dolutegravir, 
and lamivudine fixed-dose combination tablets. Information regarding potential drug interactions 
with dolutegravir (Table 5) and abacavir are provided below. These recommendations are based on 
either drug interaction trials or predicted interactions due to the expected magnitude of interaction 
and potential for serious adverse events or loss of efficacy. [See Clinical Pharmacology (12.3) of 
the full Prescribing Information].
Table 5. Established and Other Potentially Significant Drug Interactions for Dolutegravir: 
Alterations in Dose May Be Recommended Based on Drug Interaction Trials or Predicted 
Interactions
Concomitant Drug Class: 

Drug Name
Effect on

Concentration Clinical Comment

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

Etravirinea

↓Dolutegravir Use of TRIUMEQ with etravirine without  
coadministration of atazanavir/ritonavir, darunavir/
ritonavir, or lopinavir/ritonavir is not recommended. 

Non-nucleoside reverse  
transcriptase inhibitor:

Efavirenza

↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 
An additional 50-mg dose of dolutegravir should be 
taken, separated by 12 hours from TRIUMEQ.

Non-nucleoside reverse  
transcriptase inhibitor:

Nevirapine

↓Dolutegravir Avoid coadministration with TRIUMEQ because 
there are insufficient data to make dosing 
recommendations.

Protease inhibitor:
Fosamprenavir/ritonavira

Tipranavir/ritonavira

↓Dolutegravir
 

Adjust dolutegravir dose to 50 mg twice daily. 
An additional dolutegravir 50-mg dose should be 
taken, separated by 12 hours from TRIUMEQ.

Other Agents
Carbamazepinea ↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 

An additional dolutegravir 50-mg dose should be 
taken, separated by 12 hours from TRIUMEQ.

Concomitant Drug Class: 
Drug Name

Effect on
Concentration Clinical Comment

Other Agents
Oxcarbazepine
Phenytoin 
Phenobarbital 
St. John’s wort 
  (Hypericum perforatum)

↓Dolutegravir Avoid coadministration with TRIUMEQ because 
there are insufficient data to make dosing 
recommendations. 

Medications containing  
polyvalent cations

(e.g., Mg or Al): Cation- 
containing antacidsa or 
laxatives; Sucralfate
Buffered medications

↓Dolutegravir Administer TRIUMEQ 2 hours before or 6 hours after 
taking medications containing polyvalent cations.

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

↓Dolutegravir Administer TRIUMEQ 2 hours before or 6 hours after 
taking supplements containing calcium or iron. 
Alternatively, TRIUMEQ and supplements containing 
calcium or iron can be taken together with food.

Metformina ↑Metformin With concomitant use, limit the total daily dose 
of metformin to 1,000 mg either when starting 
metformin or TRIUMEQ. When stopping TRIUMEQ, 
the metformin dose may require an adjustment. 
Monitoring of blood glucose when initiating 
concomitant use and after withdrawal of TRIUMEQ 
is recommended.

Rifampina ↓Dolutegravir Adjust dolutegravir dose to 50 mg twice daily. 
An additional 50-mg dose of dolutegravir should be 
taken, separated by 12 hours from TRIUMEQ.

aSee Clinical Pharmacology (12.3) Table 8 or Table 9 of the full Prescribing Information for magnitude 
of interaction.
Methadone: Abacavir: In a trial of 11 HIV-1–infected subjects receiving methadone-maintenance 
therapy with 600 mg of abacavir twice daily (twice the currently recommended dose), oral  
methadone clearance increased [see Clinical Pharmacology (12.3) of full Prescribing Information]. 
This alteration will not result in a methadone dose modification in the majority of patients;  
however, an increased methadone dose may be required in a small number of patients.
USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Category C. There are no adequate and well-controlled trials in  
pregnant women. Reproduction studies with the components of TRIUMEQ have been performed 
in animals. Animal reproduction studies are not always predictive of human response. TRIUMEQ 
should be used during pregnancy only if the potential benefit outweigh the risks. Antiretroviral  
Pregnancy Registry: To monitor maternal-fetal outcomes of pregnant women exposed to  
TRIUMEQ or other antiretroviral agents, an Antiretroviral Pregnancy Registry has been established. 
Physicians are encouraged to register patients by calling 1-800-258-4263. Nursing Mothers: 
The Centers for Disease Control and Prevention recommend that HIV-1-infected mothers in 
the United States not breastfeed their infants to avoid risking postnatal transmission of HIV-1 
infection. Because of both the potential for HIV-1 transmission and the potential for serious 
adverse reactions in nursing infants, instruct mothers not to breastfeed. Dolutegravir: Studies 
in lactating rats and their offspring indicate that dolutegravir was present in rat milk. It is not 
known whether dolutegravir is excreted in human breast milk. Abacavir: Abacavir is excreted in 
the milk of lactating rats. Lamivudine: Lamivudine is excreted in human breast milk. Pediatric 
Use: Safety and effectiveness of TRIUMEQ in pediatric patients have not been established [see 
Clinical Pharmacology (12.3) of the full Prescribing Information]. Geriatric Use: Clinical trials of 
abacavir, dolutegravir, or lamivudine did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, caution 
should be exercised in the administration of TRIUMEQ in elderly patients reflecting the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease or other 
drug therapy [see Clinical Pharmacology (12.3) of the full Prescribing Information]. Patients 
with Impaired Renal Function: TRIUMEQ is not recommended for patients with creatinine 
clearance less than 50 mL per min because TRIUMEQ is a fixed-dose combination and the 
dosage of the individual components cannot be adjusted. If a dose reduction of lamivudine, a 
component of TRIUMEQ, is required for patients with creatinine clearance less than 50 mL per 
min, then the individual components should be used [see Clinical Pharmacology (12.3) of the full 
Prescribing Information]. Patients with Impaired Hepatic Function: TRIUMEQ is a fixed-dose 
combination and the dosage of the individual components cannot be adjusted. If a dose reduction 
of abacavir, a component of TRIUMEQ, is required for patients with mild hepatic impairment 
(Child-Pugh Score A), then the individual components should be used [see Clinical Pharmacology 
(12.3) of the full Prescribing Information]. The safety, efficacy, and pharmacokinetic properties 
of abacavir have not been established in patients with moderate (Child-Pugh Score B) or severe  
(Child-Pugh Score C) hepatic impairment; therefore, TRIUMEQ is contraindicated in these  
patients [see Contraindications].
OVERDOSAGE
There is no known specific treatment for overdose with TRIUMEQ. If overdose occurs, the  
patient should be monitored and standard supportive treatment applied as required.  
Dolutegravir: As dolutegravir is highly bound to plasma proteins, it is unlikely that it will be 
significantly removed by dialysis. Abacavir: It is not known whether abacavir can be removed by 
peritoneal dialysis or hemodialysis. Lamivudine: Because a negligible amount of lamivudine was 
removed via (4-hour) hemodialysis, continuous ambulatory peritoneal dialysis, and automated 
peritoneal dialysis, it is not known if continuous hemodialysis would provide clinical benefit in 
a lamivudine overdose event.
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NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility: Carcinogenicity: Dolutegravir:  
Two-year carcinogenicity studies in mice and rats were conducted with dolutegravir. Mice were 
administered doses of up to 500 mg per kg, and rats were administered doses of up to 50 mg per 
kg. In mice, no significant increases in the incidence of drug-related neoplasms were observed  
at the highest doses tested, resulting in dolutegravir AUC exposures approximately 26-fold  
higher than those in humans at the recommended dose of 50 mg once daily. In rats, no increases in 
the incidence of drug-related neoplasms were observed at the highest dose tested, resulting 
in dolutegravir AUC exposures 17-fold and 30-fold higher in males and females, respectively, 
than those in humans at the recommended dose of 50 mg once daily. Abacavir: Abacavir was  
administered orally at 3 dosage levels to separate groups of mice and rats in 2-year  
carcinogenicity studies. Results showed an increase in the incidence of malignant and  
non-malignant tumors. Malignant tumors occurred in the preputial gland of males and the clitoral  
gland of females of both species, and in the liver of female rats. In addition, non-malignant  
tumors also occurred in the liver and thyroid gland of female rats. These observations were made 
at systemic exposures in the range of 7 to 28 times the human exposure at the recommended 
dose of 600 mg. Lamivudine: Long-term carcinogenicity studies with lamivudine in mice and rats 
showed no evidence of carcinogenic potential at exposures up to 12 times (mice) and 57 times 
(rats) the human exposures at the recommended dose of 300 mg. Mutagenicity: Dolutegravir:  
Dolutegravir was not genotoxic in the bacterial reverse mutation assay, mouse lymphoma assay,  
or in the in vivo rodent micronucleus assay. Abacavir: Abacavir induced chromosomal  
aberrations both in the presence and absence of metabolic activation in an in vitro cytogenetic  
study in human lymphocytes. Abacavir was mutagenic in the absence of metabolic activation, 
although it was not mutagenic in the presence of metabolic activation in an L5178Y mouse 
lymphoma assay. Abacavir was clastogenic in males and not clastogenic in females in an  
in vivo mouse bone marrow micronucleus assay. Abacavir was not mutagenic in bacterial  
mutagenicity assays in the presence and absence of metabolic activation. Lamivudine:  
Lamivudine was mutagenic in an L5178Y mouse lymphoma assay and clastogenic in a  
cytogenetic assay using cultured human lymphocytes. Lamivudine was not mutagenic in a  
microbial mutagenicity assay, in an in vitro cell transformation assay, in a rat micronucleus 
test, in a rat bone marrow cytogenetic assay, and in an assay for unscheduled DNA synthesis 
in rat liver. Impairment of Fertility: Dolutegravir, abacavir, or lamivudine did not affect male or 
female fertility in rats at doses associated with exposures approximately 44, 9, or 112 times 
(respectively) higher than the exposures in humans at the doses of 50 mg, 600 mg, and  
300 mg (respectively).
PATIENT COUNSELING INFORMATION
See FDA-Approved Patient Labeling (Medication Guide).  
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Comprimidos 
lingüísticos

Comprimido 1: Paro vs arresto 
Es posible que haya oído frases como estas: “el paciente 
se arrestó” o “el paciente tuvo un arresto respiratorio”. Sea 
cardiaco o respiratorio, el paciente no sufre un arresto, 
sino un paro. Recuerde, arrest en inglés y paro en español. 
Deje los arrestos a los oficiales de l y y orden. 

Comprimido 2: Virus vs viruses 
Son innumerables las veces que oímos usar el plural 
anómalo viruses en español. La razón: El inglés añade 
“es” para formar el plural del sustantivo singular virus. 
El español usa el artículo para marcar el singular o el 
plural: “el virus”, “los virus”. Pero aun si no lleva el artí-
culo, virus en singular y virus en plural. Son muchos los 
virus que atacan al español, protéjase de este. 

Comprimido 3: Sistema inmunológico 
Por definici n, inmunológico signifi a “perteneciente o 
relativo a la inmunología” y la inmunología es el “estudio 
de la inmunidad biológica y sus aplicaciones”. Si parti-
mos del latín, el elemento compositivo “logo” signifi a 
'versado' o 'especialista' en el elemento que lo antecede: 
por ejemplo, cardiólogo, inmunólogo y sus adjetivos, 
cardiológico e inmunológico, respectivamente. Por eso 
es más correcto hablar del “sistema inmunitario” pues 
inmunitario signifi a “perteneciente o relativo a la in-
munidad”. No obstante, la amplia difusión y aceptación 
del término “sistema inmunológico” hace que muchas 
personas estén renuentes a corregirlo. ¡Usted decide! 

C. 4: Sistema inmune, enfermedad inmune 
¿Alguna vez han pensado en la contradicción que re-
presentan frases como estas? Si el sistema fuera inmune 
nada lo afectaría. Si la enfermedad fuera inmune, no se 
podría combatir. En realidad, “inmune” en estos y otros 
casos es una traducción literal del inglés que se podría 
subsanar usando la frase preposicional “de inmunidad” 
o, mejor aún, el adjetivo inmunitario. Dígalo correcta-
mente: Sistema inmunitario, enfermedad inmunitaria.

Carmen E. Díaz-Zayas, M.A.

Traductora Médica Certificada
Presidenta, Atabex Translations

Ex-Catedrática Programa Graduado de Traducción, UPR
cdiaz@atabextranslations.com
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