
 

 
Gilead Sciences Israel Ltd 
Hod Hasharon 
14th Floor 
HaHarash 4 St. 
Israel 4524075  
Tel +972 (0)98802050, Fax +972 (0)98802052 

 ʠʩʱ ʣʠʩʬʩʢ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰ 
 ʹʸʧʤ4  ʤʮʥʷ14 

 ʯʥʸʹʤ ʣʥʤ4524075 
 :ʬʨ09-8802050 , :ʱʷʴ09-8802052 

 
  

         

ʸʡʮʨʴʱ 2023 

 ʬʲ ʤʲʣʥʤʭʩʰʥʬʲ ʯʥʫʣʲ : 
Biktarvy film coated tablets 

(bictegravir / emtricitabine / tenofovir alafenamide fumarate) 

ʠʴʥʸ ʭʩʧʷʥʸʥ ʭʩʣʡʫʰ ,ʭʩ 

 ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ ʺʸʡʧʬʧ ʩʫ .ʯʥʣʰʡ ʸʩʹʫʺʤ ʬʹ ʠʴʥʸʬ ʯʥʬʲʡ ʯʥʫʣʲ 

 
 :ʬʠʸʹʩʡ ʸʩʹʫʺʬ ʤʮʥʹʸʤ ʤʩʥʥʺʤʤ 

 
ʭʩʩʥʰʩʹʤ ʭʩʰʮʥʱʮ ʯʥʬʲʡ ʳʸʥʶʮʤ ʸʹʠʫ ʨʱʷʨʤ ʹʢʣʥʮʤ ʭʥʣʠʡ ʳʱʥʤ ʯʥʬʲʬ ʥʬʩʠʥ ʨʱʷʨʤ ʷʥʧʮʤ 

ʤʶʥʧ ʥʷʡ ʲʸʢʰ ʥʰʮʮ .ʭʩʰʥʮʩʱʤ ʡʥʤʶʡ ʭʰʩʤ ʺʥʸʮʧʤ ʲʣʩʮʡ ʩʺʥʧʩʨʡʤ. 

 ʭʩʰʥʫʣʲʤ .ʭʩʴʱʥʰ ʭʩʩʸʥʰʩʮ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ ,ʤʦ ʡʺʫʮʡ ʭʩʲʩʴʥʮ ʸʺʥʩʡ ʭʩʩʺʥʲʮʹʮʤ 

 

ʬʲʤʯʥ ʠʴʥʸʬ ʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ :

https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html   

ʥʮʫ ʯʫ, ʯʺʩʰ ʬʡʷʬʥ ʱʴʣʥʮ ʬʲ ʩʣʩ ʤʩʩʰʴ ʬʲʡʬ  ʭʥʹʩʸʤ: 

,ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ  ʹʸʧʤ ʡʥʧʸ4  .ʣ.ʺ,6090ʣʥʤ ʭʩʷʱʲʤ ʷʸʠʴ ,  ʯʥʸʹʤ4524075  ,

 ʬʠʸʹʩ . 

 .ʠ"ʬʱ ʩ"ʲ ʷʥʥʹʮ ʸʩʹʫʺʤ 

 

,ʤʫʸʡʡ 

 

 ʯʩʢʸʥʧ ʤʩʸʮ 

ʤʰʥʮʮ ʺʧʷʥʸ 

ʮ"ʲʡ ʬʠʸʹʩ ʦʱʰʠʩʱ ʣʠʩʬʩʢ 

Biktarvy is indicated for the treatment of adults infected with human 

immunodeficiency virus-1 (HIV-1) without present or past evidence of viral 

resistance to the integrase inhibitor class, emtricitabine or tenofovir. 

https://israeldrugs.health.gov.il/#!/byDrug/drugs/index.html
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 :ʠפʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ 
 

4.2 Posology and method of administration 

…. 

Posology 

Special populations 

 

Elderly 

There are limited data on the use of Biktarvy in patients aged 65 years and over.  No dose adjustment 

of Biktarvy is required in elderly patients aged ≥ 65 years (see sections 4.8 and 5.2). 

 

Hepatic impairment 

No dose adjustment of Biktarvy is required in patients with mild (Child-Pugh Class A) or moderate 

(Child-Pugh Class B) hepatic impairment.  Biktarvy has not been studied in patients with severe 

hepatic impairment (Child-Pugh Class C), therefore Biktarvy is not recommended for use in patients 

with severe hepatic impairment (see sections 4.4 and 5.2). 

 

Paediatric population 

The safety and efficacy of Biktarvy in children under the age of 18 years have not yet been 

established.  No data are available.  

 

Renal impairment 

No dose adjustment of Biktarvy is required in patients with estimated creatinine clearance (CrCl) 

≥ 30 mL/min. 

 

No dose adjustment of Biktarvy is required in adult patients with end stage renal disease (estimated 

creatinine clearance < 15 mL/minute) who are receiving chronic haemodialysis.  However, Biktarvy 

should generally be avoided and only be used in these patients if the potential benefits are considered 

to outweigh the potential risks (see sections 4.4 and 5.2).  On days of haemodialysis, administer the 

daily dose of Biktarvy after completion of haemodialysis treatment. 

Initiation of Biktarvy is not recommended in patients with estimated CrCl below 30 mL/min, as there 

are insufficient data available regarding the use of Biktarvy in this population (see section 5.2). 

 

Initiation of Biktarvy should be avoided in patients with estimated creatinine clearance ≥15 mL/min 

and < 30 mL/min, or < 15 mL/min who are not receiving chronic haemodialysis, as the safety of 

Biktarvy has not been established in these populations (see section 5.2). 

 

 

Paediatric population 

The safety and efficacy of Biktarvy in children under the age of 18 years have not yet been 

established.  No data are available.  

Hepatic impairment 

No dose adjustment of Biktarvy is required in patients with mild (Child-Pugh Class A) or moderate 

(Child-Pugh Class B) hepatic impairment.  Biktarvy has not been studied in patients with severe 

hepatic impairment (Child-Pugh Class C), therefore Biktarvy is not recommended for use in patients 

with severe hepatic impairment (see sections 4.4 and 5.2). 

 

Paediatric population 

The safety and efficacy of Biktarvy in children under the age of 18 years have not yet been 

established.  No data are available.  
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4.4 Special warnings and precautions for use 

.... 
Patients with end stage renal disease on chronic haemodialysis 

 

Biktarvy should generally be avoided but may be used in adults with end stage renal disease 

(estimated CrCl < 15 mL/min) on chronic haemodialysis if the potential benefits outweigh the 

potential risks (see section 4.2).  In a study of emtricitabine + tenofovir alafenamide in combination 

with elvitegravir + cobicistat as a fixed-dose combination tablet (E/C/F/TAF) in HIV-1 infected adults 

with end stage renal disease (estimated CrCl < 15 mL/min) on chronic haemodialysis, efficacy was 

maintained through 96 weeks but emtricitabine exposure was significantly higher than in patients with 

normal renal function.  Efficacy was also maintained in the extension phase of the study in which 10 

patients switched to Biktarvy for 48 weeks.  Although no additional adverse reactions were identified, 

the implications of increased emtricitabine exposure remain uncertain (see sections 4.8 and 5.2). 

 
4.8 Undesirable effects 

.... 
Other special populations   

 

Patients co-infected with hepatitis B  

In 16 HIV/HBV co-infected adults administered Biktarvy (8 HIV/HBV treatment-naïve adults in 

Study GS-US-380-1490; 8 HIV/HBV suppressed adults in Study GS-US-380-1878), the safety profile 

of Biktarvy was similar to that in patients with HIV-1 monoinfection (see section 5.1). 

 

Elderly 

Studies GS-US-380-1844, GS-US-380-1878 and the dedicated Study GS-US-380-4449 in patients 

≥ 65 years old (evaluation of 86 HIV-1 infected, virologically-suppressed subjects ≥ 65 years old) 

included 111 patients aged ≥ 65 years who received Biktarvy.  In these patients, no differences in the 

safety profile of Biktarvy were observed.   

 

Patients with renal impairment 

The safety of emtricitabine + tenofovir alafenamide was evaluated in a single arm, open-label clinical 

study (GS-US-292-1825), in which 55 virologically-suppressed HIV-1 infected patients with end stage 

renal disease (eGFRCG < 15 mL/min) on chronic haemodialysis received emtricitabine + tenofovir 

alafenamide in combination with elvitegravir + cobicistat as a fixed-dose combination tablet for 96 

weeks. In an extension phase of Study GS-US-292-1825, 10 patients switched to Biktarvy for 48 

weeks. No additional adverse reactions were identified in patients with end stage renal disease on 

chronic haemodialysis in this study (see sections 4.4 and 5.2). 

 

 

5.2 Pharmacokinetic properties 

.... 
Other special populations 

 

Hepatic impairment 

Clinically relevant changes in the pharmacokinetics of bictegravir were not observed in subjects with 

moderate hepatic impairment.  The pharmacokinetics of emtricitabine have not been studied in 

subjects with hepatic impairment; however, emtricitabine is not significantly metabolised by liver 

enzymes, so the impact of liver impairment should be limited.  Clinically relevant changes in the 

pharmacokinetics of tenofovir alafenamide or its metabolite tenofovir were not observed in patients 

with mild, moderate, or severe hepatic impairment. 

 

Renal impairment 

Severe Renal Impairment (estimated creatinine clearance ≥ 15 and < 30 mL/minute) 
No clinically relevant differences in bictegravir, tenofovir alafenamide, or tenofovir pharmacokinetics 

were observed between healthy subjects and subjects with severe renal impairment (estimated 

CrCl ≥ 15 mL/min and  < 30 mL/min) in Phase 1 Studies.  In a separate Phase 1 study of emtricitabine 



 

4 

alone,.  There are no pharmacokinetic data on bictegravir or tenofovir alafenamide in patients with 

creatinine clearance less than 15 mL/min.  Mmean systemic emtricitabine exposure was higher in 

patients with severe renal impairment (CrCl < 30 mL/min) (33.7 µg•h/mL) than in subjects with 
normal renal function (11.8 µg•h/mL). The safety of Biktarvy has not been established in subjects with 

estimated creatinine clearance ≥ 15 mL/min and < 30 mL/min. 

 

End Stage Renal Disease (estimated creatinine clearance < 15 mL/minute) 

Exposures of emtricitabine and tenofovir in 12 patients with end stage renal disease (estimated 

CrCl < 15 mL/min) on chronic haemodialysis who received emtricitabine + tenofovir alafenamide in 

combination with elvitegravir + cobicistat as a fixed dose combination tablet in Study GS-US-292-

1825 were significantly higher than in patients with normal renal function.  No clinically relevant 

differences in tenofovir alafenamide pharmacokinetics were observed in patients with end stage renal 

disease on chronic haemodialysis as compared to those with normal renal function.  In the extension 

phase of Study GS-US-292-1825, lower bictegravir Ctrough was observed in patients with end stage 

renal disease who received Biktarvy compared to patients with normal renal function, but this 

difference was not considered clinically relevant.  No additional adverse reactions were identified in 

patients with end stage renal disease on chronic haemodialysis in this study (see section 4.8). 

 

There are no pharmacokinetic data on bictegravir, emtricitabine or tenofovir alafenamide in patients 

with end stage renal disease (estimated CrCl < 15 mL/min) not on chronic haemodialysis.  The safety 

of Biktarvy has not been established in these patients. 

 

Hepatic impairment 
Clinically relevant changes in the pharmacokinetics of bictegravir were not observed in 

subjects with moderate hepatic impairment.  The pharmacokinetics of emtricitabine have 

not been studied in subjects with hepatic impairment; however, emtricitabine is not 

significantly metabolised by liver enzymes, so the impact of liver impairment should be 

limited.  Clinically relevant changes in the pharmacokinetics of tenofovir alafenamide or 

its metabolite tenofovir were not observed in patients with mild, moderate, or severe 

hepatic impairment. 

 
 

  ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤʯʫʸצʬ : 
 
3.  ?ʤʴʥʸʺʡ ʹʮʺʹʺ ʣʶʩʫ 

.... 
  :ʬʨʥʰ ʤʺʠ ʭʠ ʧʷʥʸʡ ʥʠ ʠʴʥʸʡ ʵʲʥʥʩʤ 

•  ʤʶʮʥʧ ʩʸʺʥʱ  ʣʩʱʷʥʸʣʩʤ ʭʥʩʦʰʢʮ ʥʠ/ʥ ʭʥʩʰʩʮʥʬʠ ʭʩʬʩʫʮʤ ʩʶʮʥʧ ʱʷʥʬʴʩʸ ʥʠ ʺʡʸʶ ,ʤʡʩʷ ʩʡʩʫʡ ʬʥʴʩʨʬ 
•  ʭʩʬʸʰʩʮ ʩʴʱʥʺ ʥʠʭʩʰʩʮʨʩʥ   ʬʦʸʡ ʥʠ ʭʥʩʦʰʢʮ ʭʩʬʩʫʮʤ 
  ʳʩʲʱ ʤʠʸ2   r ʱʥʰ ʲʣʩʮʬ  ʡʷʮʡ ʥʬʠ ʺʥʴʥʸʺ ʺʬʩʨʰ ʬʲ .ʩʥʥʸʠʨʷʩʡʬ ʬʩ 

 
 .ʤʦʩʬʠʩʣʤ ʬʥʴʩʨ ʺʮʬʹʤ ʸʧʠʬ ʩʥʥʸʠʨʷʩʡ ʬʹ ʺʩʮʥʩʤ ʤʰʮʤ ʺʠ ʧʷ ,ʤʦʩʬʠʩʣ ʩʬʥʴʩʨ ʸʡʥʲ ʪʰʤ ʭʠ 

.... 
 
6.  r ʱʥʰ ʲʣʩʮ 
... 

 )ʸʨʱʩʬʡ( ʺʩʹʢʮ 
  ʬʹ ʺʥʩʹʣʥʧ ʺʩʹʢʮ ʺʥʦʩʸʠʡ ʤʰʩʮʦ ʩʥʥʸʠʨʷʩʡ30  ʡʸ ʺʥʦʩʸʠʡʥ ʺʥʩʬʡʨ- ʬʹ ʺʥʩʹʣʥʧ3   ʭʩʬʩʫʮʤ ʭʩʰʥʨʸʷ30  

  ʺʩʹʢʮ ʳʱʥʰʡʥ ʺʧʠ ʬʫ ʺʥʩʬʡʨ ʲʡʹ ʺʥʬʩʫʮʤ ʺʥʩʹʢʮ ʲʡʸʠ ʤʬʩʫʮ ʺʣʣʥʡ ʤʦʩʸʠ ʬʫ .ʣʧʠ ʬʫ ʺʥʩʬʡʨ
ʺʥʩʬʡʨ ʩʺʹ ʤʬʩʫʮʤ . ʡ ʬʫʡ ʬʬʧ ʺʩʹʢʮ  ʠʶʮʰ ̋ ʥʧʬ ʧʴʥʱ  ʸʹʠ.ʤʸʱʤʬ ʥʠ ʤʲʩʬʡʬ ʸʥʱʠ 

 
 


