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LSQ can help you get started.

Contact us now.
info@lsq.com.au
+61 7 3331 3999
www.lsq.com.au

@LSQld

Have you seen what Australia has to offer?

•	 High quality clinical and pre-clinical research capabilities

•	 Political stability, safe & robust legal and regulatory system

•	 Quick start-up time of clinical trials

•	 Preferred location for incorporation in multi-national trials

•	 State-of-the-art medical research facilities and hospitals

•	 Strengths in pre-clinical and early clinical development phases

•	 Strong Government commitment and investment

•	 Favourable Australian Dollar Exchange Rates

•	 Access to 45% R&D Tax Credit*

*Contact LSQ to find out how to acces the R&D Tax Credit

Looking to start a 
clinical trial?
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Please send inquiries and subscription requests to 
info@wmedicalstrategy.org
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Advancing
 Therapeutics,
Improving
Lives.

For more information, please visit www.gilead.com.
© 2014 Gilead Sciences, Inc.

For more than 25 years, Gilead has been committed  
to developing medicines that address areas of unmet  
medical need for people around the world.

Our portfolio of medicines and pipeline of investigational 
drugs include treatments for HIV/AIDS, hepatitis, serious 
respiratory and cardiovascular conditions, cancer and 
inflammation.

Every day we strive to transform and simplify care for 
people with life-threatening illnesses.

GILEAD IS A prOuD SuppOrTEr OF  
THE 3rD AnnuAL WOrLD KOrEAn MEDIcAL 
OrGAnIzATIOn cOnVEnTIOn.





14  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  15



16  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  17



W Medical Strategy Group and its 
global network can lead your business 
to right solutions. Cruise on board with 
WMSG’s in-depth expertise and 
accurate insights. We will navigate the 
world of health care industries to take 
you where you need to be. 

Discover your destinations with us. Let 
the sailings begin.
 
www.wmedicalstrategy.org

W Medical Strategy Group

www.wmedicalstrategy.org
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BioPharmInsight

The Industry’s Leading 
News Service

Award-Winning Journalist Team

Exclusive Access to Newsmakers

Breaking News Every Day

Unbiased Coverage

The award-winning BioPharm Insight journalist team delivers breaking news and 
insights on the life sciences industry every day. Our reporting is a must-have for 
decision makers at biopharmaceutical companies, CROs and service providers, 
and financial markets firms.

Part of the Mergermarket Group, the 
journalist team operates from New York, 
London, Washington DC, and Shanghai.

To learn more, email us at 
hburke@biopharminsight.com
or visit www.biopharminsight.com
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From left to right: Hyunick Kim, David Kim, David Ko, Chul S. Hyun, and 
Soo-Woong Kim.

W

The 4th World Korean Medical Organization

Annual Convention
• Trans-cultural Healthcare and Global Initiatives

Location: INTERCONTINENTAL LOS ANGELES CENTURY CITY
 2151 Avenue Of The Stars, Los Angeles, California 90067

Date: July 2-4, 2015

Registration: Contact Suki Lee, WKMO Secretariat at 
     wkmo.usheadquarter@gmail.com

Information:       www.wkmonet.org
          www.facebook.com/wkmonet



socrateshealthsolutions.com
*The Socrates Companion™  is not currently available for sale and is not FDA cleared.

Pain-free, noninvasive blood glucose monitor



30  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  31



32  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  33



34  | 2015 WKMJ ISSUE 6 |



36  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  37



C

M

Y

CM

MY

CY

CMY

K

ABK_141110_USsizeF.pdf   1   5/8/15   9:49 AM



40  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  41



42  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  43



44  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  45



46  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  47



48  | 2015 WKMJ ISSUE 6 |  | 2015 WKMJ APRIL |  49

C

M

Y

CM

MY

CY

CMY

K

Metlife  retirement 2.pdf   1   5/8/15   10:13 AM



C

M

Y

CM

MY

CY

CMY

K

13�OZ�1707 NY First Suite LT E RE.pdf   1   8/15/13   6:10 PM



Special Report 
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Please see Brief Summary of full Prescribing Information, including BOXED WARNING, on the adjacent pages.

IN THE TREATMENT OF CHRONIC HEPATITIS B (CHB) 
IN ADULTS WITH COMPENSATED LIVER DISEASE

TAKE A CLOSER LOOK AT 
LAMIVUDINE (LAM) RESISTANCE

TAKE A CLOSER LOOK AT VIREAD
LAM-resistant VIREAD patients (Study 121) 

achieving viral suppression (HBV DNA <400 copies/mL) at 96 weeks of treatment4,5
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Study 121 was a randomized, double-
blind, active-controlled 96-week trial 
evaluating the safety and effi cacy 
of VIREAD (n=141) compared to an 
unapproved antiviral regimen (n=139) 
in subjects with CHB, persistent viremia 
(HBV DNA ≥1000 IU/mL), and genotypic 
evidence of LAM resistance. The primary 
endpoint in Study 121 was HBV DNA 
<400 copies/mL (69 IU/mL) at Week 96.4,5

  As a secondary endpoint, no HBV 
resistance (0%) was detected at
96 weeks in CHB patients with 
LAM resistance4

MORE 
THAN of Americans living with CHB are Asian and Pacifi c Islanders150%

Indication and Usage
VIREAD® (tenofovir disoproxil fumarate) is indicated for the 
treatment of chronic hepatitis B in adults and pediatric patients 
12 years of age and older.
The following points should be considered when initiating 
therapy with VIREAD for the treatment of HBV infection:

  The indication in adults is based on data from treatment of
subjects who were nucleoside–treatment-naïve and treatment-
experienced with documented resistance to lamivudine. 
Subjects were adults with HBeAg-positive and HBeAg-
negative chronic hepatitis B with compensated liver disease

  VIREAD was evaluated in a limited number of subjects with 
chronic hepatitis B and decompensated liver disease

  The numbers of subjects in clinical trials who had adefovir 
resistance-associated substitutions at baseline were too small 
to reach conclusions of effi cacy

Important Safety Information
BOXED WARNING: LACTIC ACIDOSIS/SEVERE 
HEPATOMEGALY WITH STEATOSIS and POST 
TREATMENT EXACERBATION OF HEPATITIS
  Lactic acidosis and severe hepatomegaly with steatosis, 
including fatal cases, have been reported with the use 
of nucleoside analogs, including VIREAD, in combination 
with other antiretrovirals
  Severe acute exacerbations of hepatitis have been 
reported in HBV-infected patients who have discontinued 
anti-hepatitis B therapy, including VIREAD. Hepatic 
function should be monitored closely with both clinical 
and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, 
including VIREAD. If appropriate, resumption of anti-
hepatitis B therapy may be warranted

Warnings and Precautions
  New onset or worsening renal impairment: Cases of acute 
renal failure and Fanconi syndrome have been reported with 
the use of VIREAD. In all patients, assess estimated creatinine 
clearance (CrCl) prior to initiating and during therapy. In patients 
at risk for renal dysfunction, including those who previously 

experienced renal events while receiving adefovir dipivoxil, 
additionally monitor serum phosphorus, urine glucose, and 
urine protein. In patients with CrCl <50 mL/min, adjust dosing
interval and closely monitor renal function. Avoid concurrent or
recent use with a nephrotoxic agent. Cases of acute renal failure,
some requiring hospitalization and renal replacement therapy, 
have been reported after initiation of high dose or multiple 
NSAIDs in HIV-infected patients with risk factors for renal
dysfunction; consider alternatives to NSAIDs in these patients.
Persistent or worsening bone pain, pain in extremities, fractures 
and/or muscular pain or weakness may be manifestations of 
proximal renal tubulopathy and should prompt an evaluation of 
renal function
  Coadministration with other products:
–  Do not use in combination with other products containing 

tenofovir disoproxil fumarate
– Do not administer in combination with adefovir dipivoxil

  Patients coinfected with HIV-1 and HBV: Due to the risk
of development of HIV-1 resistance, VIREAD should only be
used in HIV-1 and HBV coinfected patients as part of an
appropriate antiretroviral combination regimen. HIV-1 antibody 
testing should be offered to all HBV-infected patients before 
initiating therapy with VIREAD
  Bone effects: Decreases in bone mineral density (BMD) and 
mineralization defects, including osteomalacia, have been seen in
patients treated with VIREAD. Consider assessment of BMD in 
adult and pediatric patients who have a history of pathologic 
bone fracture or other risk factors for bone loss. In a clinical 
trial conducted in pediatric subjects 12 to <18 years of age with 
chronic hepatitis B, total body BMD gain was less in VIREAD-
treated subjects as compared to the control group. In patients at
risk of renal dysfunction who present with persistent or worsening 
bone or muscle symptoms, hypophosphatemia and osteomalacia 
secondary to proximal renal tubulopathy should be considered

Adverse Reactions
   In HBV-infected subjects with compensated liver disease: 
Most common adverse reaction (all grades) was nausea (9%). 
Other treatment-emergent adverse reactions reported in >5% 
of patients treated with VIREAD included: abdominal pain, 
diarrhea, headache, dizziness, fatigue, nasopharyngitis, back 
pain, and skin rash

Important Safety Information (cont’d)
 In HBV-infected subjects with decompensated liver 
disease: Most common adverse reactions (all grades) reported 
in ≥10% of patients treated with VIREAD were abdominal 
pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%)

Drug Interactions
  Didanosine: Coadministration increases didanosine 
concentrations. Use with caution and monitor for evidence of 
didanosine toxicity (e.g., pancreatitis, neuropathy). Didanosine 
should be discontinued in patients who develop didanosine-
associated adverse reactions. In patients weighing >60 kg,
the didanosine dose should be reduced to 250 mg once 
daily when it is coadministered with VIREAD and in patients 
weighing <60kg, the didanosine dose should be reduced to 
200 mg once daily when coadministered with VIREAD

  HIV-1 protease inhibitors: Coadministration decreases 
atazanavir concentrations and increases tenofovir concentrations; 
use atazanavir given with ritonavir. Coadministration of VIREAD 
with atazanavir and ritonavir, darunavir and ritonavir, or 
lopinavir/ritonavir increases tenofovir concentrations. Monitor 
for evidence of tenofovir toxicity
 Drugs affecting renal function: Coadministration of VIREAD 
with drugs that reduce renal function or compete for active 
tubular secretion may increase concentrations of tenofovir

Dosage and Administration
 Recommended dose, in adults and pediatric patients ≥12 years 
of age (≥35 kg), for the treatment of chronic hepatitis B: one 
300 mg tablet, once daily, taken orally, without regard to food
 In the treatment of chronic hepatitis B, the optimal duration of 
treatment is unknown

  Safety and effi cacy in pediatric patients <12 years of 
age or weighing <35kg with chronic hepatitis B have not 
been established

  The dosing interval of VIREAD should be adjusted (using 
recommendations in the table below) and renal function closely 
monitored in patients with baseline creatinine clearance 
<50 mL/min

Dosage Adjustment for Patients with Altered 
Creatinine Clearance

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of approximately 
4 hours duration. VIREAD should be administered following completion of dialysis.

  The pharmacokinetics of tenofovir have not been evaluated 
in non-hemodialysis patients with creatinine clearance 
<10 mL/min; therefore, no dosing recommendation is available 
for these patients

  No dose adjustment is necessary for patients with mild 
renal impairment (creatinine clearance 50-80 mL/min). 
Routine monitoring of estimated creatinine clearance, serum 
phosphorus, urine glucose, and urine protein should be 
performed in these patients

  No data are available to make dose recommendations in 
pediatric patients with renal impairment

Recommended 
300 mg dosing 
interval 

Every
24 hours

Every
48 hours

Every 72 to
96 hours

Every 7 days 
or after 

a total of 
approximately 

12 hours 
of dialysisb

Creatinine clearance (mL/min)a

Hemodialysis 
patients≥50 30-49 10-29

of patients receiving lamivudine develop resistance at 5 years270%
Not an actual patient, but is representative 
of a real patient type. Models are used for 
illustrative purposes only.

References: 1. CDC Web site. CDC Features-August 2011: Chronic hepatitis B and Asian & Pacifi c Islanders. Centers for Disease 
Control and Prevention. http://www.cdc.gov/Features/ChronicHepatitisB/. Accessed June 26, 2013. 2. European Association for the 
Study of the Liver. EASL Clinical Practice Guidelines: Management of chronic hepatitis B virus infection. J Hepatol. 2012;57:167-185. 
3. Data on fi le, Gilead Sciences, Inc. Gilead HBV LAM assessment, IMS MIDAS data. May 2013.  4. Data on fi le, Gilead Sciences, Inc. 
0121 CSR. 5. VIREAD Prescribing Information, Foster City, CA: Gilead Sciences, Inc.; October 2013.  

NEARLY of Asian Americans were born or have parents born in countries 
where CHB is common170%

of patients in the United States use lamivudine; up to 88% in Asia32%
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IN THE TREATMENT OF CHRONIC HEPATITIS B (CHB) 
IN ADULTS WITH COMPENSATED LIVER DISEASE

TAKE A CLOSER LOOK AT 
LAMIVUDINE (LAM) RESISTANCE

TAKE A CLOSER LOOK AT VIREAD
LAM-resistant VIREAD patients (Study 121) 

achieving viral suppression (HBV DNA <400 copies/mL) at 96 weeks of treatment4,5
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Study 121 was a randomized, double-
blind, active-controlled 96-week trial 
evaluating the safety and effi cacy 
of VIREAD (n=141) compared to an 
unapproved antiviral regimen (n=139) 
in subjects with CHB, persistent viremia 
(HBV DNA ≥1000 IU/mL), and genotypic 
evidence of LAM resistance. The primary 
endpoint in Study 121 was HBV DNA 
<400 copies/mL (69 IU/mL) at Week 96.4,5

  As a secondary endpoint, no HBV 
resistance (0%) was detected at
96 weeks in CHB patients with 
LAM resistance4

MORE 
THAN of Americans living with CHB are Asian and Pacifi c Islanders150%

Indication and Usage
VIREAD® (tenofovir disoproxil fumarate) is indicated for the 
treatment of chronic hepatitis B in adults and pediatric patients 
12 years of age and older.
The following points should be considered when initiating 
therapy with VIREAD for the treatment of HBV infection:

  The indication in adults is based on data from treatment of
subjects who were nucleoside–treatment-naïve and treatment-
experienced with documented resistance to lamivudine. 
Subjects were adults with HBeAg-positive and HBeAg-
negative chronic hepatitis B with compensated liver disease

  VIREAD was evaluated in a limited number of subjects with 
chronic hepatitis B and decompensated liver disease

  The numbers of subjects in clinical trials who had adefovir 
resistance-associated substitutions at baseline were too small 
to reach conclusions of effi cacy

Important Safety Information
BOXED WARNING: LACTIC ACIDOSIS/SEVERE 
HEPATOMEGALY WITH STEATOSIS and POST 
TREATMENT EXACERBATION OF HEPATITIS
  Lactic acidosis and severe hepatomegaly with steatosis, 
including fatal cases, have been reported with the use 
of nucleoside analogs, including VIREAD, in combination 
with other antiretrovirals
  Severe acute exacerbations of hepatitis have been 
reported in HBV-infected patients who have discontinued 
anti-hepatitis B therapy, including VIREAD. Hepatic 
function should be monitored closely with both clinical 
and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, 
including VIREAD. If appropriate, resumption of anti-
hepatitis B therapy may be warranted

Warnings and Precautions
  New onset or worsening renal impairment: Cases of acute 
renal failure and Fanconi syndrome have been reported with 
the use of VIREAD. In all patients, assess estimated creatinine 
clearance (CrCl) prior to initiating and during therapy. In patients 
at risk for renal dysfunction, including those who previously 

experienced renal events while receiving adefovir dipivoxil, 
additionally monitor serum phosphorus, urine glucose, and 
urine protein. In patients with CrCl <50 mL/min, adjust dosing
interval and closely monitor renal function. Avoid concurrent or
recent use with a nephrotoxic agent. Cases of acute renal failure,
some requiring hospitalization and renal replacement therapy, 
have been reported after initiation of high dose or multiple 
NSAIDs in HIV-infected patients with risk factors for renal
dysfunction; consider alternatives to NSAIDs in these patients.
Persistent or worsening bone pain, pain in extremities, fractures 
and/or muscular pain or weakness may be manifestations of 
proximal renal tubulopathy and should prompt an evaluation of 
renal function
  Coadministration with other products:
–  Do not use in combination with other products containing 

tenofovir disoproxil fumarate
– Do not administer in combination with adefovir dipivoxil

  Patients coinfected with HIV-1 and HBV: Due to the risk
of development of HIV-1 resistance, VIREAD should only be
used in HIV-1 and HBV coinfected patients as part of an
appropriate antiretroviral combination regimen. HIV-1 antibody 
testing should be offered to all HBV-infected patients before 
initiating therapy with VIREAD
  Bone effects: Decreases in bone mineral density (BMD) and 
mineralization defects, including osteomalacia, have been seen in
patients treated with VIREAD. Consider assessment of BMD in 
adult and pediatric patients who have a history of pathologic 
bone fracture or other risk factors for bone loss. In a clinical 
trial conducted in pediatric subjects 12 to <18 years of age with 
chronic hepatitis B, total body BMD gain was less in VIREAD-
treated subjects as compared to the control group. In patients at
risk of renal dysfunction who present with persistent or worsening 
bone or muscle symptoms, hypophosphatemia and osteomalacia 
secondary to proximal renal tubulopathy should be considered

Adverse Reactions
   In HBV-infected subjects with compensated liver disease: 
Most common adverse reaction (all grades) was nausea (9%). 
Other treatment-emergent adverse reactions reported in >5% 
of patients treated with VIREAD included: abdominal pain, 
diarrhea, headache, dizziness, fatigue, nasopharyngitis, back 
pain, and skin rash

Important Safety Information (cont’d)
 In HBV-infected subjects with decompensated liver 
disease: Most common adverse reactions (all grades) reported 
in ≥10% of patients treated with VIREAD were abdominal 
pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%)

Drug Interactions
  Didanosine: Coadministration increases didanosine 
concentrations. Use with caution and monitor for evidence of 
didanosine toxicity (e.g., pancreatitis, neuropathy). Didanosine 
should be discontinued in patients who develop didanosine-
associated adverse reactions. In patients weighing >60 kg,
the didanosine dose should be reduced to 250 mg once 
daily when it is coadministered with VIREAD and in patients 
weighing <60kg, the didanosine dose should be reduced to 
200 mg once daily when coadministered with VIREAD

  HIV-1 protease inhibitors: Coadministration decreases 
atazanavir concentrations and increases tenofovir concentrations; 
use atazanavir given with ritonavir. Coadministration of VIREAD 
with atazanavir and ritonavir, darunavir and ritonavir, or 
lopinavir/ritonavir increases tenofovir concentrations. Monitor 
for evidence of tenofovir toxicity
 Drugs affecting renal function: Coadministration of VIREAD 
with drugs that reduce renal function or compete for active 
tubular secretion may increase concentrations of tenofovir

Dosage and Administration
 Recommended dose, in adults and pediatric patients ≥12 years 
of age (≥35 kg), for the treatment of chronic hepatitis B: one 
300 mg tablet, once daily, taken orally, without regard to food
 In the treatment of chronic hepatitis B, the optimal duration of 
treatment is unknown

  Safety and effi cacy in pediatric patients <12 years of 
age or weighing <35kg with chronic hepatitis B have not 
been established

  The dosing interval of VIREAD should be adjusted (using 
recommendations in the table below) and renal function closely 
monitored in patients with baseline creatinine clearance 
<50 mL/min

Dosage Adjustment for Patients with Altered 
Creatinine Clearance

aCalculated using ideal (lean) body weight. 
b Generally once weekly assuming three hemodialysis sessions a week of approximately 
4 hours duration. VIREAD should be administered following completion of dialysis.

  The pharmacokinetics of tenofovir have not been evaluated 
in non-hemodialysis patients with creatinine clearance 
<10 mL/min; therefore, no dosing recommendation is available 
for these patients

  No dose adjustment is necessary for patients with mild 
renal impairment (creatinine clearance 50-80 mL/min). 
Routine monitoring of estimated creatinine clearance, serum 
phosphorus, urine glucose, and urine protein should be 
performed in these patients

  No data are available to make dose recommendations in 
pediatric patients with renal impairment

Recommended 
300 mg dosing 
interval 

Every
24 hours

Every
48 hours

Every 72 to
96 hours

Every 7 days 
or after 

a total of 
approximately 

12 hours 
of dialysisb

Creatinine clearance (mL/min)a

Hemodialysis 
patients≥50 30-49 10-29

of patients receiving lamivudine develop resistance at 5 years270%
Not an actual patient, but is representative 
of a real patient type. Models are used for 
illustrative purposes only.

References: 1. CDC Web site. CDC Features-August 2011: Chronic hepatitis B and Asian & Pacifi c Islanders. Centers for Disease 
Control and Prevention. http://www.cdc.gov/Features/ChronicHepatitisB/. Accessed June 26, 2013. 2. European Association for the 
Study of the Liver. EASL Clinical Practice Guidelines: Management of chronic hepatitis B virus infection. J Hepatol. 2012;57:167-185. 
3. Data on fi le, Gilead Sciences, Inc. Gilead HBV LAM assessment, IMS MIDAS data. May 2013.  4. Data on fi le, Gilead Sciences, Inc. 
0121 CSR. 5. VIREAD Prescribing Information, Foster City, CA: Gilead Sciences, Inc.; October 2013.  

NEARLY of Asian Americans were born or have parents born in countries 
where CHB is common170%

of patients in the United States use lamivudine; up to 88% in Asia32%
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VIREAD® (tenofovir disoproxil fumarate) tablets
Brief summary of full Prescribing Information. Please see full 
Prescribing Information including Boxed WARNING. Rx only

WARNING: LACTIC ACIDOSIS/SEVERE HEPATOMEGALY 
WITH STEATOSIS and POST TREATMENT EXACERBATION 
OF HEPATITIS

 Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, 
including VIREAD, in combination with other antiretrovirals (See 
Warnings and Precautions)
  Severe acute exacerbations of hepatitis have been reported in HBV-
infected patients who have discontinued anti-hepatitis B therapy, 
including VIREAD. Hepatic function should be monitored closely with 
both clinical and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, including 
VIREAD. If appropriate, resumption of anti-hepatitis B therapy may 
be warranted (See Warnings and Precautions)

INDICATIONS AND USAGE: VIREAD is indicated for the treatment of chronic hepatitis B 
in adults and pediatric patients 12 years of age and older 
The following points should be considered when initiating therapy with VIREAD for the 
treatment of HBV infection:

 The indication in adults is based on safety and efficacy data from treatment of subjects 
who were nucleoside-treatment-naïve and subjects who were treatment-experienced 
with documented resistance to lamivudine. Subjects were adults with HBeAg-positive 
and HBeAg-negative chronic hepatitis B with compensated liver disease (See Adverse 
Reactions) 
 VIREAD was evaluated in a limited number of subjects with chronic hepatitis B and 
decompensated liver disease (See Adverse Reactions) 
 The numbers of subjects in clinical trials who had adefovir resistance-associated 
substitutions at baseline were too small to reach conclusions of efficacy

DOSAGE AND ADMINISTRATION: For the treatment of chronic hepatitis B the 
recommended dose, in adults and pediatric patients ≥12 years of age (≥35 kg), is 
one 300 mg tablet, once daily, taken orally, without regard to food. In the treatment of 
chronic hepatitis B, the optimal duration of treatment is unknown. Safety and efficacy in 
pediatric patients <12 years of age with chronic hepatitis B weighing <35 kg have not 
been established. Dose Adjustment for Renal Impairment in Adults: Significantly 
increased drug exposures occurred when VIREAD was administered to subjects with 
moderate to severe renal impairment. Therefore, the dosing interval of VIREAD tablets 
300 mg should be adjusted in patients with baseline creatinine clearance <50 mL/min  
using the recommendations in Table 1. These dosing interval recommendations are 
based on modeling of single-dose pharmacokinetic data in non-HIV and non-HBV 
infected subjects with varying degrees of renal impairment, including end-stage renal 
disease (ESRD) requiring hemodialysis. The safety and effectiveness of these dosing 
interval adjustment recommendations have not been clinically evaluated in patients 
with moderate or severe renal impairment, therefore clinical response to treatment 
and renal function should be closely monitored in these patients (See Warnings and 
Precautions). No dose adjustment of VIREAD tablets 300 mg is necessary for patients 
with mild renal impairment (creatinine clearance 50–80 mL/min). Routine monitoring 
of estimated creatinine clearance, serum phosphorus, urine glucose and urine protein 
should be performed in patients with mild renal impairment (See Warnings and 
Precautions).
Dosage Adjustment for Adult Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b.  Generally once weekly assuming three hemodialysis sessions a week of 

approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

The pharmacokinetics of tenofovir have not been evaluated in non-hemodialysis 
patients with creatinine clearance <10 mL/min; therefore, no dosing recommendation 
is available for these patients. No data are available to make dose recommendations in 
pediatric patients with renal impairment.
CONTRAINDICATIONS: None.
WARNINGS AND PRECAUTIONS: Lactic Acidosis/Severe Hepatomegaly 
with Steatosis: Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, including 
VIREAD, in combination with other antiretrovirals. A majority of these cases have 
been in women. Obesity and prolonged nucleoside exposure may be risk factors. 
Particular caution should be exercised when administering nucleoside analogs to 
any patient with known risk factors for liver disease; however, cases have also been 
reported in patients with no known risk factors. Treatment with VIREAD should be 

suspended in any patient who develops clinical or laboratory findings suggestive of 
lactic acidosis or pronounced hepatotoxicity (which may include hepatomegaly and 
steatosis even in the absence of marked transaminase elevations). Exacerbation 
of Hepatitis after Discontinuation of Treatment: Discontinuation of anti-HBV 
therapy, including VIREAD, may be associated with severe acute exacerbations 
of hepatitis. Patients infected with HBV who discontinue VIREAD should be closely 
monitored with both clinical and laboratory follow-up for at least several months after 
stopping treatment. If appropriate, resumption of anti-hepatitis B therapy may be 
warranted. New Onset or Worsening Renal Impairment: Tenofovir is principally 
eliminated by the kidney. Renal impairment, including cases of acute renal failure and 
Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been 
reported with the use of VIREAD (See Adverse Reactions). It is recommended that 
estimated creatinine clearance be assessed in all patients prior to initiating therapy 
and as clinically appropriate during therapy with VIREAD. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while 
receiving adefovir dipivoxil , it is recommended that estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein be assessed prior to initiation 
of VIREAD, and periodically during VIREAD therapy. Dosing interval adjustment 
of VIREAD and close monitoring of renal function are recommended in all patients 
with creatinine clearance <50 mL/min (See Dosage and Administration). No safety 
or efficacy data are available in patients with renal impairment who received VIREAD 
using these dosing guidelines, so the potential benefit of VIREAD therapy should be 
assessed against the potential risk of renal toxicity. VIREAD should be avoided with 
concurrent or recent use of a nephrotoxic agent (e.g., high-dose or multiple non-
steroidal anti-inflammatory drugs (NSAIDs)) (See Drug Interactions). Cases of acute 
renal failure after initiation of high dose or multiple NSAIDs have been reported in 
HIV-infected patients with risk factors for renal dysfunction who appeared stable on 
tenofovir DF. Some patients required hospitalization and renal replacement therapy. 
Alternatives to NSAIDs should be considered, if needed, in patients at risk for renal 
dysfunction. Persistent or worsening bone pain, pain in extremities, fractures and/or 
muscular pain or weakness may be manifestations of proximal renal tubulopathy and 
should prompt an evaluation of renal function in at-risk patients. Coadministration 
with Other Products: VIREAD should not be used in combination with the fixed-
dose combination products ATRIPLA®, COMPLERA®, STRIBILD® or TRUVADA® 
since tenofovir disoproxil fumarate is a component of these products. VIREAD should 
not be administered in combination with adefovir dipivoxil (See Drug Interactions). 
Patients Coinfected with HIV-1 and HBV: Due to the risk of development of HIV-1 
resistance, VIREAD should only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. HIV-1 antibody testing should 
be offered to all HBV-infected patients before initiating therapy with VIREAD. It is 
also recommended that all patients with HIV-1 be tested for the presence of chronic 
hepatitis B before initiating treatment with VIREAD.
Bone Effects 
Bone Mineral Density:  In clinical trials in HIV-1 infected adults, VIREAD was associated 
with slightly greater decreases in bone mineral density (BMD) and increases in 
biochemical markers of bone metabolism, suggesting increased bone turnover 
relative to comparators. Serum parathyroid hormone levels and 1,25 Vitamin D 
levels were also higher in subjects receiving VIREAD (See Adverse Reactions).
Clinical trials evaluating VIREAD in pediatric and adolescent subjects were conducted. 
Under normal circumstances, BMD increases rapidly in pediatric patients. In HIV-1 
infected subjects aged 2 years to less than 18 years, bone effects were similar to 
those observed in adult subjects and suggest increased bone turnover. Total body 
BMD gain was less in the VIREAD-treated HIV-1 infected pediatric subjects as 
compared to the control groups. Similar trends were observed in chronic hepatitis 
B infected adolescent subjects aged 12 years to less than 18 years. In all pediatric 
trials, skeletal growth (height) appeared to be unaffected (See Adverse Reactions).
The effects of VIREAD-associated changes in BMD and biochemical markers 
on long-term bone health and future fracture risk are unknown.  Assessment of 
BMD should be considered for adults and pediatric patients who have a history 
of pathologic bone fracture or other risk factors for osteoporosis or bone loss. 
Although the effect of supplementation with calcium and vitamin D was not studied, 
such supplementation may be beneficial for all patients.  If bone abnormalities are 
suspected then appropriate consultation should be obtained.
Mineralization Defects: Cases of osteomalacia associated with proximal renal 
tubulopathy, manifested as bone pain or pain in extremities and which may 
contribute to fractures, have been reported in association with the use of VIREAD 
(See Adverse Reactions). Arthralgias and muscle pain or weakness have also 
been reported in cases of proximal renal tubulopathy. Hypophosphatemia and 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening bone 
or muscle symptoms while receiving products containing tenofovir DF (See Warnings 
and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic Hepatitis B  
and Compensated Liver Disease: Treatment-Emergent Adverse Reactions: In 
controlled clinical trials in subjects with chronic hepatitis B (0102 and 0103), more 
subjects treated with VIREAD during the 48-week double-blind period experienced 
nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. Other treatment-
emergent adverse reactions reported in >5% of subjects treated with VIREAD 
included: abdominal pain, diarrhea, headache, dizziness, fatigue, nasopharyngitis, 
back pain, and skin rash. No significant change in the tolerability profile was 
observed with continued treatment with VIREAD for up to 240 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
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Brief Summary (cont’d)
and adefovir dipivoxil (n=215), respectively, were: any ≥Grade 3 laboratory abnormality  
(19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) (2%, 3%); serum amylase 
(>175 U/L) (4%, 1%); glycosuria (≥3+) (3%, <1%); AST (M: >180 U/L; F: >170 U/L) (4%,  
4%); and ALT (M: >215 U/L; F: >170 U/L) (10%, 6%). Laboratory abnormalities 
(Grades 3–4) were similar in subjects continuing VIREAD treatment for up to 240 
weeks in these trials. 

The overall incidence of on-treatment ALT flares (defined as serum ALT >2 × 
baseline and >10 × ULN, with or without associated symptoms) was similar between 
VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred within the 
first 4-8 weeks of treatment and were accompanied by decreases in HBV DNA levels. 
No subject had evidence of decompensation. ALT flares typically resolved within 
4-8 weeks without changes in study medication. The adverse reactions observed in 
subjects with chronic hepatitis B and lamivudine resistance who received treatment 
with VIREAD were consistent with those observed in other hepatitis B clinical trials 
in adults. Clinical Trial in Adult Subjects with Chronic Hepatitis B and Decompensated 
Liver Disease: In a small randomized, double-blind, active-controlled trial (0108), 
subjects with CHB and decompensated liver disease received treatment with 
VIREAD or other antiviral drugs for up to 48 weeks. Among the 45 subjects receiving 
VIREAD, the most frequently reported treatment-emergent adverse reactions of any 
severity were abdominal pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%). Two of 45 (4%) subjects died 
through Week 48 of the trial due to progression of liver disease. Three of 45 (7%) 
subjects discontinued treatment due to an adverse event. Four of 45 (9%) subjects 
experienced a confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also 
had a confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score ≥10 and MELD score ≥14 at entry) 
developed renal failure. Because both VIREAD and decompensated liver disease may 
have an impact on renal function, the contribution of VIREAD to renal impairment 
in this population is difficult to ascertain. One of 45 subjects experienced an on-
treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis B:  
Assessment of adverse reactions is based on one randomized study (0115) in 106 
pediatric subjects (12 to less than 18 years of age) infected with chronic hepatitis B  
receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 weeks. The 
adverse reactions observed in pediatric subjects who received treatment with 
VIREAD were consistent with those observed in clinical trials of VIREAD in adults. 
In this study, both the VIREAD and placebo treatment arms experienced an overall 
increase in mean lumbar spine BMD over 72 weeks, as expected for an adolescent 
population. The BMD gains from baseline to Week 72 in lumbar spine and total 
body BMD in VIREAD-treated subjects (+5% and +3%, respectively) were less than 
the BMD gains observed in placebo-treated subjects (+8% and +5%, respectively). 
Three subjects in the VIREAD group and two subjects in the placebo group had 
significant (greater than 4%) lumbar spine BMD loss at Week 72. At baseline, mean 
BMD Z-scores in subjects randomized to VIREAD were −0.43 for lumbar spine and 
−0.20 for total body, and mean BMD Z-scores in subjects randomized to placebo 
were −0.28 for lumbar spine and −0.26 for total body. In subjects receiving VIREAD 
for 72 weeks, the mean change in BMD Z-score was −0.05 for lumbar spine and 
−0.15 for total body compared to +0.07 and +0.06, respectively, in subjects 
receiving placebo. As observed in pediatric studies of HIV-infected patients, skeletal 
growth (height) appeared to be unaffected (See Warnings and Precautions). 
Postmarketing Experience:  The following adverse reactions have been identified 
during postapproval use of VIREAD. Because postmarketing reactions are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to drug exposure: allergic 
reaction, including angioedema, lactic acidosis, hypokalemia, hypophosphatemia, 
dyspnea, pancreatitis, increased amylase, abdominal pain, hepatic steatosis, hepatitis, 
increased liver enzymes (most commonly AST, ALT gamma GT), rash, rhabdomyolysis, 
osteomalacia (manifested as bone pain and which may contribute to fractures), 
muscular weakness, myopathy, acute renal failure, renal failure, acute tubular necrosis, 
Fanconi syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may 
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, osteomalacia, 
hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and didanosine 
should be undertaken with caution and patients receiving this combination should be 
monitored closely for didanosine-associated adverse reactions. Didanosine should 
be discontinued in patients who develop didanosine-associated adverse reactions. 
When administered with VIREAD, Cmax and AUC of didanosine increased significantly. 
The mechanism of this interaction is unknown. Higher didanosine concentrations 
could potentiate didanosine-associated adverse reactions, including pancreatitis 
and neuropathy. Suppression of CD4+ cell counts has been observed in patients 
receiving VIREAD with didanosine 400 mg daily. In patients weighing >60 kg, the 
didanosine dose should be reduced to 250 mg once daily when it is coadministered 
with VIREAD. In patients weighing <60 kg, the didanosine dose should be reduced 
to 200 mg once daily when it is coadministered with VIREAD. When coadministered, 
VIREAD and didanosine EC may be taken under fasted conditions or with a light meal 
(<400 kcal, 20% fat). For additional information on coadministration of VIREAD 
and didanosine, please refer to the full Prescribing Information for didanosine.  
HIV-1 Protease Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread 

should not be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, 
atazanavir coadministered with ritonavir, and darunavir coadministered with ritonavir 
have been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate 
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein (BCRP) 
transporters. When tenofovir disoproxil fumarate is co-administered with an inhibitor of 
these transporters, an increase in absorption may be observed. Patients receiving VIREAD 
concomitantly with lopinavir/ritonavir, ritonavir-boosted atazanavir, or ritonavir-boosted 
darunavir should be monitored for VIREAD-associated adverse reactions. VIREAD 
should be discontinued in patients who develop VIREAD-associated adverse reactions.  
Drugs Affecting Renal Function: Since tenofovir is primarily eliminated by the 
kidneys, coadministration of VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase serum concentrations of tenofovir and/or 
increase the concentrations of other renally eliminated drugs. Some examples include, 
but are not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir,  
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See Warnings 
and Precautions). In the treatment of chronic hepatitis B, VIREAD should not be 
administered in combination with adefovir dipivoxil.
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD  should 
be used during pregnancy only if clearly needed. Antiretroviral Pregnancy Registry: 
To monitor fetal outcomes of pregnant women exposed to VIREAD, an Antiretroviral 
Pregnancy Registry has been established. Healthcare providers are encouraged to 
register patients by calling 1-800-258-4263. Animal Data: Reproduction studies have 
been performed in rats and rabbits at doses up to 14 and 19 times the human dose 
based on body surface area comparisons and revealed no evidence of impaired fertility 
or harm to the fetus due to tenofovir. Nursing Mothers: The Centers for Disease 
Control and Prevention recommend that HIV-1-infected mothers not breast-
feed their infants to avoid risking postnatal transmission of HIV-1. Samples 
of breast milk obtained from five HIV-1 infected mothers in the first post-partum 
week show that tenofovir is secreted in human milk. The impact of this exposure in 
breastfed infants is unknown. Because of both the potential for HIV-1 transmission 
and the potential for serious adverse reactions in nursing infants, mothers should 
be instructed not to breast-feed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, 
dose selection for the elderly patient should be cautious, keeping in mind the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease 
or other drug therapy. Patients with Impaired Renal Function: It is recommended 
that the dosing interval for VIREAD be modified in patients with estimated creatinine 
clearance <50 mL/min or in patients with ESRD who require dialysis (See Dosage and 
Administration).

For detailed information, please see full Prescribing Information. To learn 
more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.VIREAD.com. 

COMPLERA, EMTRIVA, GSI, HEPSERA, STRIBILD, TRUVADA, and VIREAD are 
trademarks or registered trademarks of Gilead Sciences, Inc., or its related companies. 
ATRIPLA is a registered trademark of Bristol-Myers Squibb & Gilead Sciences, LLC. 
All other trademarks referenced herein are the property of their respective owners.

VIREAD® (tenofovir disoproxil fumarate) tablets
Brief summary of full Prescribing Information. Please see full 
Prescribing Information including Boxed WARNING. Rx only

WARNING: LACTIC ACIDOSIS/SEVERE HEPATOMEGALY 
WITH STEATOSIS and POST TREATMENT EXACERBATION 
OF HEPATITIS

 Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, 
including VIREAD, in combination with other antiretrovirals (See 
Warnings and Precautions)
  Severe acute exacerbations of hepatitis have been reported in HBV-
infected patients who have discontinued anti-hepatitis B therapy, 
including VIREAD. Hepatic function should be monitored closely with 
both clinical and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, including 
VIREAD. If appropriate, resumption of anti-hepatitis B therapy may 
be warranted (See Warnings and Precautions)

INDICATIONS AND USAGE: VIREAD is indicated for the treatment of chronic hepatitis B 
in adults and pediatric patients 12 years of age and older 
The following points should be considered when initiating therapy with VIREAD for the 
treatment of HBV infection:

 The indication in adults is based on safety and efficacy data from treatment of subjects 
who were nucleoside-treatment-naïve and subjects who were treatment-experienced 
with documented resistance to lamivudine. Subjects were adults with HBeAg-positive 
and HBeAg-negative chronic hepatitis B with compensated liver disease (See Adverse 
Reactions) 
 VIREAD was evaluated in a limited number of subjects with chronic hepatitis B and 
decompensated liver disease (See Adverse Reactions) 
 The numbers of subjects in clinical trials who had adefovir resistance-associated 
substitutions at baseline were too small to reach conclusions of efficacy

DOSAGE AND ADMINISTRATION: For the treatment of chronic hepatitis B the 
recommended dose, in adults and pediatric patients ≥12 years of age (≥35 kg), is 
one 300 mg tablet, once daily, taken orally, without regard to food. In the treatment of 
chronic hepatitis B, the optimal duration of treatment is unknown. Safety and efficacy in 
pediatric patients <12 years of age with chronic hepatitis B weighing <35 kg have not 
been established. Dose Adjustment for Renal Impairment in Adults: Significantly 
increased drug exposures occurred when VIREAD was administered to subjects with 
moderate to severe renal impairment. Therefore, the dosing interval of VIREAD tablets 
300 mg should be adjusted in patients with baseline creatinine clearance <50 mL/min  
using the recommendations in Table 1. These dosing interval recommendations are 
based on modeling of single-dose pharmacokinetic data in non-HIV and non-HBV 
infected subjects with varying degrees of renal impairment, including end-stage renal 
disease (ESRD) requiring hemodialysis. The safety and effectiveness of these dosing 
interval adjustment recommendations have not been clinically evaluated in patients 
with moderate or severe renal impairment, therefore clinical response to treatment 
and renal function should be closely monitored in these patients (See Warnings and 
Precautions). No dose adjustment of VIREAD tablets 300 mg is necessary for patients 
with mild renal impairment (creatinine clearance 50–80 mL/min). Routine monitoring 
of estimated creatinine clearance, serum phosphorus, urine glucose and urine protein 
should be performed in patients with mild renal impairment (See Warnings and 
Precautions).
Dosage Adjustment for Adult Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b.  Generally once weekly assuming three hemodialysis sessions a week of 

approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

The pharmacokinetics of tenofovir have not been evaluated in non-hemodialysis 
patients with creatinine clearance <10 mL/min; therefore, no dosing recommendation 
is available for these patients. No data are available to make dose recommendations in 
pediatric patients with renal impairment.
CONTRAINDICATIONS: None.
WARNINGS AND PRECAUTIONS: Lactic Acidosis/Severe Hepatomegaly 
with Steatosis: Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, including 
VIREAD, in combination with other antiretrovirals. A majority of these cases have 
been in women. Obesity and prolonged nucleoside exposure may be risk factors. 
Particular caution should be exercised when administering nucleoside analogs to 
any patient with known risk factors for liver disease; however, cases have also been 
reported in patients with no known risk factors. Treatment with VIREAD should be 

suspended in any patient who develops clinical or laboratory findings suggestive of 
lactic acidosis or pronounced hepatotoxicity (which may include hepatomegaly and 
steatosis even in the absence of marked transaminase elevations). Exacerbation 
of Hepatitis after Discontinuation of Treatment: Discontinuation of anti-HBV 
therapy, including VIREAD, may be associated with severe acute exacerbations 
of hepatitis. Patients infected with HBV who discontinue VIREAD should be closely 
monitored with both clinical and laboratory follow-up for at least several months after 
stopping treatment. If appropriate, resumption of anti-hepatitis B therapy may be 
warranted. New Onset or Worsening Renal Impairment: Tenofovir is principally 
eliminated by the kidney. Renal impairment, including cases of acute renal failure and 
Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been 
reported with the use of VIREAD (See Adverse Reactions). It is recommended that 
estimated creatinine clearance be assessed in all patients prior to initiating therapy 
and as clinically appropriate during therapy with VIREAD. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while 
receiving adefovir dipivoxil , it is recommended that estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein be assessed prior to initiation 
of VIREAD, and periodically during VIREAD therapy. Dosing interval adjustment 
of VIREAD and close monitoring of renal function are recommended in all patients 
with creatinine clearance <50 mL/min (See Dosage and Administration). No safety 
or efficacy data are available in patients with renal impairment who received VIREAD 
using these dosing guidelines, so the potential benefit of VIREAD therapy should be 
assessed against the potential risk of renal toxicity. VIREAD should be avoided with 
concurrent or recent use of a nephrotoxic agent (e.g., high-dose or multiple non-
steroidal anti-inflammatory drugs (NSAIDs)) (See Drug Interactions). Cases of acute 
renal failure after initiation of high dose or multiple NSAIDs have been reported in 
HIV-infected patients with risk factors for renal dysfunction who appeared stable on 
tenofovir DF. Some patients required hospitalization and renal replacement therapy. 
Alternatives to NSAIDs should be considered, if needed, in patients at risk for renal 
dysfunction. Persistent or worsening bone pain, pain in extremities, fractures and/or 
muscular pain or weakness may be manifestations of proximal renal tubulopathy and 
should prompt an evaluation of renal function in at-risk patients. Coadministration 
with Other Products: VIREAD should not be used in combination with the fixed-
dose combination products ATRIPLA®, COMPLERA®, STRIBILD® or TRUVADA® 
since tenofovir disoproxil fumarate is a component of these products. VIREAD should 
not be administered in combination with adefovir dipivoxil (See Drug Interactions). 
Patients Coinfected with HIV-1 and HBV: Due to the risk of development of HIV-1 
resistance, VIREAD should only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. HIV-1 antibody testing should 
be offered to all HBV-infected patients before initiating therapy with VIREAD. It is 
also recommended that all patients with HIV-1 be tested for the presence of chronic 
hepatitis B before initiating treatment with VIREAD.
Bone Effects 
Bone Mineral Density:  In clinical trials in HIV-1 infected adults, VIREAD was associated 
with slightly greater decreases in bone mineral density (BMD) and increases in 
biochemical markers of bone metabolism, suggesting increased bone turnover 
relative to comparators. Serum parathyroid hormone levels and 1,25 Vitamin D 
levels were also higher in subjects receiving VIREAD (See Adverse Reactions).
Clinical trials evaluating VIREAD in pediatric and adolescent subjects were conducted. 
Under normal circumstances, BMD increases rapidly in pediatric patients. In HIV-1 
infected subjects aged 2 years to less than 18 years, bone effects were similar to 
those observed in adult subjects and suggest increased bone turnover. Total body 
BMD gain was less in the VIREAD-treated HIV-1 infected pediatric subjects as 
compared to the control groups. Similar trends were observed in chronic hepatitis 
B infected adolescent subjects aged 12 years to less than 18 years. In all pediatric 
trials, skeletal growth (height) appeared to be unaffected (See Adverse Reactions).
The effects of VIREAD-associated changes in BMD and biochemical markers 
on long-term bone health and future fracture risk are unknown.  Assessment of 
BMD should be considered for adults and pediatric patients who have a history 
of pathologic bone fracture or other risk factors for osteoporosis or bone loss. 
Although the effect of supplementation with calcium and vitamin D was not studied, 
such supplementation may be beneficial for all patients.  If bone abnormalities are 
suspected then appropriate consultation should be obtained.
Mineralization Defects: Cases of osteomalacia associated with proximal renal 
tubulopathy, manifested as bone pain or pain in extremities and which may 
contribute to fractures, have been reported in association with the use of VIREAD 
(See Adverse Reactions). Arthralgias and muscle pain or weakness have also 
been reported in cases of proximal renal tubulopathy. Hypophosphatemia and 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening bone 
or muscle symptoms while receiving products containing tenofovir DF (See Warnings 
and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic Hepatitis B  
and Compensated Liver Disease: Treatment-Emergent Adverse Reactions: In 
controlled clinical trials in subjects with chronic hepatitis B (0102 and 0103), more 
subjects treated with VIREAD during the 48-week double-blind period experienced 
nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. Other treatment-
emergent adverse reactions reported in >5% of subjects treated with VIREAD 
included: abdominal pain, diarrhea, headache, dizziness, fatigue, nasopharyngitis, 
back pain, and skin rash. No significant change in the tolerability profile was 
observed with continued treatment with VIREAD for up to 240 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
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Brief Summary (cont’d)
abnormalities (Grades 3–4) reported in ≥1% of subjects treated with Viread (n=426) 
and adefovir dipivoxil (n=215), respectively, were: any ≥Grade 3 laboratory abnormality  
(19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) (2%, 3%); serum amylase 
(>175 U/L) (4%, 1%); glycosuria (≥3+) (3%, <1%); AST (M: >180 U/L; F: >170 U/L) (4%,  
4%); and ALT (M: >215 U/L; F: >170 U/L) (10%, 6%). Laboratory abnormalities 
(Grades 3–4) were similar in subjects continuing VIREAD treatment for up to 240 
weeks in these trials. 

The overall incidence of on-treatment ALT flares (defined as serum ALT >2 × 
baseline and >10 × ULN, with or without associated symptoms) was similar between 
VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred within the 
first 4-8 weeks of treatment and were accompanied by decreases in HBV DNA levels. 
No subject had evidence of decompensation. ALT flares typically resolved within 
4-8 weeks without changes in study medication. The adverse reactions observed in 
subjects with chronic hepatitis B and lamivudine resistance who received treatment 
with VIREAD were consistent with those observed in other hepatitis B clinical trials 
in adults. Clinical Trial in Adult Subjects with Chronic Hepatitis B and Decompensated 
Liver Disease: In a small randomized, double-blind, active-controlled trial (0108), 
subjects with CHB and decompensated liver disease received treatment with 
VIREAD or other antiviral drugs for up to 48 weeks. Among the 45 subjects receiving 
VIREAD, the most frequently reported treatment-emergent adverse reactions of any 
severity were abdominal pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%). Two of 45 (4%) subjects died 
through Week 48 of the trial due to progression of liver disease. Three of 45 (7%) 
subjects discontinued treatment due to an adverse event. Four of 45 (9%) subjects 
experienced a confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also 
had a confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score ≥10 and MELD score ≥14 at entry) 
developed renal failure. Because both VIREAD and decompensated liver disease may 
have an impact on renal function, the contribution of VIREAD to renal impairment 
in this population is difficult to ascertain. One of 45 subjects experienced an on-
treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis B:  
Assessment of adverse reactions is based on one randomized study (0115) in 106 
pediatric subjects (12 to less than 18 years of age) infected with chronic hepatitis B  
receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 weeks. The 
adverse reactions observed in pediatric subjects who received treatment with 
VIREAD were consistent with those observed in clinical trials of VIREAD in adults. 
In this study, both the VIREAD and placebo treatment arms experienced an overall 
increase in mean lumbar spine BMD over 72 weeks, as expected for an adolescent 
population. The BMD gains from baseline to Week 72 in lumbar spine and total 
body BMD in VIREAD-treated subjects (+5% and +3%, respectively) were less than 
the BMD gains observed in placebo-treated subjects (+8% and +5%, respectively). 
Three subjects in the VIREAD group and two subjects in the placebo group had 
significant (greater than 4%) lumbar spine BMD loss at Week 72. At baseline, mean 
BMD Z-scores in subjects randomized to VIREAD were −0.43 for lumbar spine and 
−0.20 for total body, and mean BMD Z-scores in subjects randomized to placebo 
were −0.28 for lumbar spine and −0.26 for total body. In subjects receiving VIREAD 
for 72 weeks, the mean change in BMD Z-score was −0.05 for lumbar spine and 
−0.15 for total body compared to +0.07 and +0.06, respectively, in subjects 
receiving placebo. As observed in pediatric studies of HIV-infected patients, skeletal 
growth (height) appeared to be unaffected (See Warnings and Precautions). 
Postmarketing Experience:  The following adverse reactions have been identified 
during postapproval use of VIREAD. Because postmarketing reactions are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to drug exposure: allergic 
reaction, including angioedema, lactic acidosis, hypokalemia, hypophosphatemia, 
dyspnea, pancreatitis, increased amylase, abdominal pain, hepatic steatosis, hepatitis, 
increased liver enzymes (most commonly AST, ALT gamma GT), rash, rhabdomyolysis, 
osteomalacia (manifested as bone pain and which may contribute to fractures), 
muscular weakness, myopathy, acute renal failure, renal failure, acute tubular necrosis, 
Fanconi syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may 
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, osteomalacia, 
hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and didanosine 
should be undertaken with caution and patients receiving this combination should be 
monitored closely for didanosine-associated adverse reactions. Didanosine should 
be discontinued in patients who develop didanosine-associated adverse reactions. 
When administered with VIREAD, Cmax and AUC of didanosine increased significantly. 
The mechanism of this interaction is unknown. Higher didanosine concentrations 
could potentiate didanosine-associated adverse reactions, including pancreatitis 
and neuropathy. Suppression of CD4+ cell counts has been observed in patients 
receiving VIREAD with didanosine 400 mg daily. In patients weighing >60 kg, the 
didanosine dose should be reduced to 250 mg once daily when it is coadministered 
with VIREAD. In patients weighing <60 kg, the didanosine dose should be reduced 
to 200 mg once daily when it is coadministered with VIREAD. When coadministered, 
VIREAD and didanosine EC may be taken under fasted conditions or with a light meal 
(<400 kcal, 20% fat). For additional information on coadministration of VIREAD 
and didanosine, please refer to the full Prescribing Information for didanosine.  

HIV-1 Protease Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread 
should not be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, 
atazanavir coadministered with ritonavir, and darunavir coadministered with ritonavir 
have been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate 
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein (BCRP) 
transporters. When tenofovir disoproxil fumarate is co-administered with an inhibitor of 
these transporters, an increase in absorption may be observed. Patients receiving VIREAD 
concomitantly with lopinavir/ritonavir, ritonavir-boosted atazanavir, or ritonavir-boosted 
darunavir should be monitored for VIREAD-associated adverse reactions. VIREAD 
should be discontinued in patients who develop VIREAD-associated adverse reactions.  
Drugs Affecting Renal Function: Since tenofovir is primarily eliminated by the 
kidneys, coadministration of VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase serum concentrations of tenofovir and/or 
increase the concentrations of other renally eliminated drugs. Some examples include, 
but are not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir,  
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See Warnings 
and Precautions). In the treatment of chronic hepatitis B, VIREAD should not be 
administered in combination with adefovir dipivoxil.
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD  should 
be used during pregnancy only if clearly needed. Antiretroviral Pregnancy Registry: 
To monitor fetal outcomes of pregnant women exposed to VIREAD, an Antiretroviral 
Pregnancy Registry has been established. Healthcare providers are encouraged to 
register patients by calling 1-800-258-4263. Animal Data: Reproduction studies have 
been performed in rats and rabbits at doses up to 14 and 19 times the human dose 
based on body surface area comparisons and revealed no evidence of impaired fertility 
or harm to the fetus due to tenofovir. Nursing Mothers: The Centers for Disease 
Control and Prevention recommend that HIV-1-infected mothers not breast-
feed their infants to avoid risking postnatal transmission of HIV-1. Samples 
of breast milk obtained from five HIV-1 infected mothers in the first post-partum 
week show that tenofovir is secreted in human milk. The impact of this exposure in 
breastfed infants is unknown. Because of both the potential for HIV-1 transmission 
and the potential for serious adverse reactions in nursing infants, mothers should 
be instructed not to breast-feed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, 
dose selection for the elderly patient should be cautious, keeping in mind the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease 
or other drug therapy. Patients with Impaired Renal Function: It is recommended 
that the dosing interval for VIREAD be modified in patients with estimated creatinine 
clearance <50 mL/min or in patients with ESRD who require dialysis (See Dosage and 
Administration).

For detailed information, please see full Prescribing Information. To learn 
more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.VIREAD.com. 

COMPLERA, EMTRIVA, GSI, HEPSERA, STRIBILD, TRUVADA, and VIREAD are 
trademarks or registered trademarks of Gilead Sciences, Inc., or its related companies. 
ATRIPLA is a registered trademark of Bristol-Myers Squibb & Gilead Sciences, LLC. 
All other trademarks referenced herein are the property of their respective owners.
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VIREAD® (tenofovir disoproxil fumarate) tablets
Brief summary of full Prescribing Information. Please see full 
Prescribing Information including Boxed WARNING. Rx only

WARNING: LACTIC ACIDOSIS/SEVERE HEPATOMEGALY 
WITH STEATOSIS and POST TREATMENT EXACERBATION 
OF HEPATITIS

 Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, 
including VIREAD, in combination with other antiretrovirals (See 
Warnings and Precautions)
  Severe acute exacerbations of hepatitis have been reported in HBV-
infected patients who have discontinued anti-hepatitis B therapy, 
including VIREAD. Hepatic function should be monitored closely with 
both clinical and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, including 
VIREAD. If appropriate, resumption of anti-hepatitis B therapy may 
be warranted (See Warnings and Precautions)

INDICATIONS AND USAGE: VIREAD is indicated for the treatment of chronic hepatitis B 
in adults and pediatric patients 12 years of age and older 
The following points should be considered when initiating therapy with VIREAD for the 
treatment of HBV infection:

 The indication in adults is based on safety and efficacy data from treatment of subjects 
who were nucleoside-treatment-naïve and subjects who were treatment-experienced 
with documented resistance to lamivudine. Subjects were adults with HBeAg-positive 
and HBeAg-negative chronic hepatitis B with compensated liver disease (See Adverse 
Reactions) 
 VIREAD was evaluated in a limited number of subjects with chronic hepatitis B and 
decompensated liver disease (See Adverse Reactions) 
 The numbers of subjects in clinical trials who had adefovir resistance-associated 
substitutions at baseline were too small to reach conclusions of efficacy

DOSAGE AND ADMINISTRATION: For the treatment of chronic hepatitis B the 
recommended dose, in adults and pediatric patients ≥12 years of age (≥35 kg), is 
one 300 mg tablet, once daily, taken orally, without regard to food. In the treatment of 
chronic hepatitis B, the optimal duration of treatment is unknown. Safety and efficacy in 
pediatric patients <12 years of age with chronic hepatitis B weighing <35 kg have not 
been established. Dose Adjustment for Renal Impairment in Adults: Significantly 
increased drug exposures occurred when VIREAD was administered to subjects with 
moderate to severe renal impairment. Therefore, the dosing interval of VIREAD tablets 
300 mg should be adjusted in patients with baseline creatinine clearance <50 mL/min  
using the recommendations in Table 1. These dosing interval recommendations are 
based on modeling of single-dose pharmacokinetic data in non-HIV and non-HBV 
infected subjects with varying degrees of renal impairment, including end-stage renal 
disease (ESRD) requiring hemodialysis. The safety and effectiveness of these dosing 
interval adjustment recommendations have not been clinically evaluated in patients 
with moderate or severe renal impairment, therefore clinical response to treatment 
and renal function should be closely monitored in these patients (See Warnings and 
Precautions). No dose adjustment of VIREAD tablets 300 mg is necessary for patients 
with mild renal impairment (creatinine clearance 50–80 mL/min). Routine monitoring 
of estimated creatinine clearance, serum phosphorus, urine glucose and urine protein 
should be performed in patients with mild renal impairment (See Warnings and 
Precautions).
Dosage Adjustment for Adult Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b.  Generally once weekly assuming three hemodialysis sessions a week of 

approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

The pharmacokinetics of tenofovir have not been evaluated in non-hemodialysis 
patients with creatinine clearance <10 mL/min; therefore, no dosing recommendation 
is available for these patients. No data are available to make dose recommendations in 
pediatric patients with renal impairment.
CONTRAINDICATIONS: None.
WARNINGS AND PRECAUTIONS: Lactic Acidosis/Severe Hepatomegaly 
with Steatosis: Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, including 
VIREAD, in combination with other antiretrovirals. A majority of these cases have 
been in women. Obesity and prolonged nucleoside exposure may be risk factors. 
Particular caution should be exercised when administering nucleoside analogs to 
any patient with known risk factors for liver disease; however, cases have also been 
reported in patients with no known risk factors. Treatment with VIREAD should be 

suspended in any patient who develops clinical or laboratory findings suggestive of 
lactic acidosis or pronounced hepatotoxicity (which may include hepatomegaly and 
steatosis even in the absence of marked transaminase elevations). Exacerbation 
of Hepatitis after Discontinuation of Treatment: Discontinuation of anti-HBV 
therapy, including VIREAD, may be associated with severe acute exacerbations 
of hepatitis. Patients infected with HBV who discontinue VIREAD should be closely 
monitored with both clinical and laboratory follow-up for at least several months after 
stopping treatment. If appropriate, resumption of anti-hepatitis B therapy may be 
warranted. New Onset or Worsening Renal Impairment: Tenofovir is principally 
eliminated by the kidney. Renal impairment, including cases of acute renal failure and 
Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been 
reported with the use of VIREAD (See Adverse Reactions). It is recommended that 
estimated creatinine clearance be assessed in all patients prior to initiating therapy 
and as clinically appropriate during therapy with VIREAD. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while 
receiving adefovir dipivoxil , it is recommended that estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein be assessed prior to initiation 
of VIREAD, and periodically during VIREAD therapy. Dosing interval adjustment 
of VIREAD and close monitoring of renal function are recommended in all patients 
with creatinine clearance <50 mL/min (See Dosage and Administration). No safety 
or efficacy data are available in patients with renal impairment who received VIREAD 
using these dosing guidelines, so the potential benefit of VIREAD therapy should be 
assessed against the potential risk of renal toxicity. VIREAD should be avoided with 
concurrent or recent use of a nephrotoxic agent (e.g., high-dose or multiple non-
steroidal anti-inflammatory drugs (NSAIDs)) (See Drug Interactions). Cases of acute 
renal failure after initiation of high dose or multiple NSAIDs have been reported in 
HIV-infected patients with risk factors for renal dysfunction who appeared stable on 
tenofovir DF. Some patients required hospitalization and renal replacement therapy. 
Alternatives to NSAIDs should be considered, if needed, in patients at risk for renal 
dysfunction. Persistent or worsening bone pain, pain in extremities, fractures and/or 
muscular pain or weakness may be manifestations of proximal renal tubulopathy and 
should prompt an evaluation of renal function in at-risk patients. Coadministration 
with Other Products: VIREAD should not be used in combination with the fixed-
dose combination products ATRIPLA®, COMPLERA®, STRIBILD® or TRUVADA® 
since tenofovir disoproxil fumarate is a component of these products. VIREAD should 
not be administered in combination with adefovir dipivoxil (See Drug Interactions). 
Patients Coinfected with HIV-1 and HBV: Due to the risk of development of HIV-1 
resistance, VIREAD should only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. HIV-1 antibody testing should 
be offered to all HBV-infected patients before initiating therapy with VIREAD. It is 
also recommended that all patients with HIV-1 be tested for the presence of chronic 
hepatitis B before initiating treatment with VIREAD.
Bone Effects 
Bone Mineral Density:  In clinical trials in HIV-1 infected adults, VIREAD was associated 
with slightly greater decreases in bone mineral density (BMD) and increases in 
biochemical markers of bone metabolism, suggesting increased bone turnover 
relative to comparators. Serum parathyroid hormone levels and 1,25 Vitamin D 
levels were also higher in subjects receiving VIREAD (See Adverse Reactions).
Clinical trials evaluating VIREAD in pediatric and adolescent subjects were conducted. 
Under normal circumstances, BMD increases rapidly in pediatric patients. In HIV-1 
infected subjects aged 2 years to less than 18 years, bone effects were similar to 
those observed in adult subjects and suggest increased bone turnover. Total body 
BMD gain was less in the VIREAD-treated HIV-1 infected pediatric subjects as 
compared to the control groups. Similar trends were observed in chronic hepatitis 
B infected adolescent subjects aged 12 years to less than 18 years. In all pediatric 
trials, skeletal growth (height) appeared to be unaffected (See Adverse Reactions).
The effects of VIREAD-associated changes in BMD and biochemical markers 
on long-term bone health and future fracture risk are unknown.  Assessment of 
BMD should be considered for adults and pediatric patients who have a history 
of pathologic bone fracture or other risk factors for osteoporosis or bone loss. 
Although the effect of supplementation with calcium and vitamin D was not studied, 
such supplementation may be beneficial for all patients.  If bone abnormalities are 
suspected then appropriate consultation should be obtained.
Mineralization Defects: Cases of osteomalacia associated with proximal renal 
tubulopathy, manifested as bone pain or pain in extremities and which may 
contribute to fractures, have been reported in association with the use of VIREAD 
(See Adverse Reactions). Arthralgias and muscle pain or weakness have also 
been reported in cases of proximal renal tubulopathy. Hypophosphatemia and 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening bone 
or muscle symptoms while receiving products containing tenofovir DF (See Warnings 
and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic Hepatitis B  
and Compensated Liver Disease: Treatment-Emergent Adverse Reactions: In 
controlled clinical trials in subjects with chronic hepatitis B (0102 and 0103), more 
subjects treated with VIREAD during the 48-week double-blind period experienced 
nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. Other treatment-
emergent adverse reactions reported in >5% of subjects treated with VIREAD 
included: abdominal pain, diarrhea, headache, dizziness, fatigue, nasopharyngitis, 
back pain, and skin rash. No significant change in the tolerability profile was 
observed with continued treatment with VIREAD for up to 240 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
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300 mg dosing 
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Brief Summary (cont’d)
and adefovir dipivoxil (n=215), respectively, were: any ≥Grade 3 laboratory abnormality  
(19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) (2%, 3%); serum amylase 
(>175 U/L) (4%, 1%); glycosuria (≥3+) (3%, <1%); AST (M: >180 U/L; F: >170 U/L) (4%,  
4%); and ALT (M: >215 U/L; F: >170 U/L) (10%, 6%). Laboratory abnormalities 
(Grades 3–4) were similar in subjects continuing VIREAD treatment for up to 240 
weeks in these trials. 

The overall incidence of on-treatment ALT flares (defined as serum ALT >2 × 
baseline and >10 × ULN, with or without associated symptoms) was similar between 
VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred within the 
first 4-8 weeks of treatment and were accompanied by decreases in HBV DNA levels. 
No subject had evidence of decompensation. ALT flares typically resolved within 
4-8 weeks without changes in study medication. The adverse reactions observed in 
subjects with chronic hepatitis B and lamivudine resistance who received treatment 
with VIREAD were consistent with those observed in other hepatitis B clinical trials 
in adults. Clinical Trial in Adult Subjects with Chronic Hepatitis B and Decompensated 
Liver Disease: In a small randomized, double-blind, active-controlled trial (0108), 
subjects with CHB and decompensated liver disease received treatment with 
VIREAD or other antiviral drugs for up to 48 weeks. Among the 45 subjects receiving 
VIREAD, the most frequently reported treatment-emergent adverse reactions of any 
severity were abdominal pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%). Two of 45 (4%) subjects died 
through Week 48 of the trial due to progression of liver disease. Three of 45 (7%) 
subjects discontinued treatment due to an adverse event. Four of 45 (9%) subjects 
experienced a confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also 
had a confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score ≥10 and MELD score ≥14 at entry) 
developed renal failure. Because both VIREAD and decompensated liver disease may 
have an impact on renal function, the contribution of VIREAD to renal impairment 
in this population is difficult to ascertain. One of 45 subjects experienced an on-
treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis B:  
Assessment of adverse reactions is based on one randomized study (0115) in 106 
pediatric subjects (12 to less than 18 years of age) infected with chronic hepatitis B  
receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 weeks. The 
adverse reactions observed in pediatric subjects who received treatment with 
VIREAD were consistent with those observed in clinical trials of VIREAD in adults. 
In this study, both the VIREAD and placebo treatment arms experienced an overall 
increase in mean lumbar spine BMD over 72 weeks, as expected for an adolescent 
population. The BMD gains from baseline to Week 72 in lumbar spine and total 
body BMD in VIREAD-treated subjects (+5% and +3%, respectively) were less than 
the BMD gains observed in placebo-treated subjects (+8% and +5%, respectively). 
Three subjects in the VIREAD group and two subjects in the placebo group had 
significant (greater than 4%) lumbar spine BMD loss at Week 72. At baseline, mean 
BMD Z-scores in subjects randomized to VIREAD were −0.43 for lumbar spine and 
−0.20 for total body, and mean BMD Z-scores in subjects randomized to placebo 
were −0.28 for lumbar spine and −0.26 for total body. In subjects receiving VIREAD 
for 72 weeks, the mean change in BMD Z-score was −0.05 for lumbar spine and 
−0.15 for total body compared to +0.07 and +0.06, respectively, in subjects 
receiving placebo. As observed in pediatric studies of HIV-infected patients, skeletal 
growth (height) appeared to be unaffected (See Warnings and Precautions). 
Postmarketing Experience:  The following adverse reactions have been identified 
during postapproval use of VIREAD. Because postmarketing reactions are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to drug exposure: allergic 
reaction, including angioedema, lactic acidosis, hypokalemia, hypophosphatemia, 
dyspnea, pancreatitis, increased amylase, abdominal pain, hepatic steatosis, hepatitis, 
increased liver enzymes (most commonly AST, ALT gamma GT), rash, rhabdomyolysis, 
osteomalacia (manifested as bone pain and which may contribute to fractures), 
muscular weakness, myopathy, acute renal failure, renal failure, acute tubular necrosis, 
Fanconi syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may 
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, osteomalacia, 
hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and didanosine 
should be undertaken with caution and patients receiving this combination should be 
monitored closely for didanosine-associated adverse reactions. Didanosine should 
be discontinued in patients who develop didanosine-associated adverse reactions. 
When administered with VIREAD, Cmax and AUC of didanosine increased significantly. 
The mechanism of this interaction is unknown. Higher didanosine concentrations 
could potentiate didanosine-associated adverse reactions, including pancreatitis 
and neuropathy. Suppression of CD4+ cell counts has been observed in patients 
receiving VIREAD with didanosine 400 mg daily. In patients weighing >60 kg, the 
didanosine dose should be reduced to 250 mg once daily when it is coadministered 
with VIREAD. In patients weighing <60 kg, the didanosine dose should be reduced 
to 200 mg once daily when it is coadministered with VIREAD. When coadministered, 
VIREAD and didanosine EC may be taken under fasted conditions or with a light meal 
(<400 kcal, 20% fat). For additional information on coadministration of VIREAD 
and didanosine, please refer to the full Prescribing Information for didanosine.  
HIV-1 Protease Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread 

should not be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, 
atazanavir coadministered with ritonavir, and darunavir coadministered with ritonavir 
have been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate 
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein (BCRP) 
transporters. When tenofovir disoproxil fumarate is co-administered with an inhibitor of 
these transporters, an increase in absorption may be observed. Patients receiving VIREAD 
concomitantly with lopinavir/ritonavir, ritonavir-boosted atazanavir, or ritonavir-boosted 
darunavir should be monitored for VIREAD-associated adverse reactions. VIREAD 
should be discontinued in patients who develop VIREAD-associated adverse reactions.  
Drugs Affecting Renal Function: Since tenofovir is primarily eliminated by the 
kidneys, coadministration of VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase serum concentrations of tenofovir and/or 
increase the concentrations of other renally eliminated drugs. Some examples include, 
but are not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir,  
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See Warnings 
and Precautions). In the treatment of chronic hepatitis B, VIREAD should not be 
administered in combination with adefovir dipivoxil.
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD  should 
be used during pregnancy only if clearly needed. Antiretroviral Pregnancy Registry: 
To monitor fetal outcomes of pregnant women exposed to VIREAD, an Antiretroviral 
Pregnancy Registry has been established. Healthcare providers are encouraged to 
register patients by calling 1-800-258-4263. Animal Data: Reproduction studies have 
been performed in rats and rabbits at doses up to 14 and 19 times the human dose 
based on body surface area comparisons and revealed no evidence of impaired fertility 
or harm to the fetus due to tenofovir. Nursing Mothers: The Centers for Disease 
Control and Prevention recommend that HIV-1-infected mothers not breast-
feed their infants to avoid risking postnatal transmission of HIV-1. Samples 
of breast milk obtained from five HIV-1 infected mothers in the first post-partum 
week show that tenofovir is secreted in human milk. The impact of this exposure in 
breastfed infants is unknown. Because of both the potential for HIV-1 transmission 
and the potential for serious adverse reactions in nursing infants, mothers should 
be instructed not to breast-feed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, 
dose selection for the elderly patient should be cautious, keeping in mind the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease 
or other drug therapy. Patients with Impaired Renal Function: It is recommended 
that the dosing interval for VIREAD be modified in patients with estimated creatinine 
clearance <50 mL/min or in patients with ESRD who require dialysis (See Dosage and 
Administration).

For detailed information, please see full Prescribing Information. To learn 
more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.VIREAD.com. 

COMPLERA, EMTRIVA, GSI, HEPSERA, STRIBILD, TRUVADA, and VIREAD are 
trademarks or registered trademarks of Gilead Sciences, Inc., or its related companies. 
ATRIPLA is a registered trademark of Bristol-Myers Squibb & Gilead Sciences, LLC. 
All other trademarks referenced herein are the property of their respective owners.

VIREAD® (tenofovir disoproxil fumarate) tablets
Brief summary of full Prescribing Information. Please see full 
Prescribing Information including Boxed WARNING. Rx only

WARNING: LACTIC ACIDOSIS/SEVERE HEPATOMEGALY 
WITH STEATOSIS and POST TREATMENT EXACERBATION 
OF HEPATITIS

 Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, 
including VIREAD, in combination with other antiretrovirals (See 
Warnings and Precautions)
  Severe acute exacerbations of hepatitis have been reported in HBV-
infected patients who have discontinued anti-hepatitis B therapy, 
including VIREAD. Hepatic function should be monitored closely with 
both clinical and laboratory follow-up for at least several months 
in patients who discontinue anti-hepatitis B therapy, including 
VIREAD. If appropriate, resumption of anti-hepatitis B therapy may 
be warranted (See Warnings and Precautions)

INDICATIONS AND USAGE: VIREAD is indicated for the treatment of chronic hepatitis B 
in adults and pediatric patients 12 years of age and older 
The following points should be considered when initiating therapy with VIREAD for the 
treatment of HBV infection:

 The indication in adults is based on safety and efficacy data from treatment of subjects 
who were nucleoside-treatment-naïve and subjects who were treatment-experienced 
with documented resistance to lamivudine. Subjects were adults with HBeAg-positive 
and HBeAg-negative chronic hepatitis B with compensated liver disease (See Adverse 
Reactions) 
 VIREAD was evaluated in a limited number of subjects with chronic hepatitis B and 
decompensated liver disease (See Adverse Reactions) 
 The numbers of subjects in clinical trials who had adefovir resistance-associated 
substitutions at baseline were too small to reach conclusions of efficacy

DOSAGE AND ADMINISTRATION: For the treatment of chronic hepatitis B the 
recommended dose, in adults and pediatric patients ≥12 years of age (≥35 kg), is 
one 300 mg tablet, once daily, taken orally, without regard to food. In the treatment of 
chronic hepatitis B, the optimal duration of treatment is unknown. Safety and efficacy in 
pediatric patients <12 years of age with chronic hepatitis B weighing <35 kg have not 
been established. Dose Adjustment for Renal Impairment in Adults: Significantly 
increased drug exposures occurred when VIREAD was administered to subjects with 
moderate to severe renal impairment. Therefore, the dosing interval of VIREAD tablets 
300 mg should be adjusted in patients with baseline creatinine clearance <50 mL/min  
using the recommendations in Table 1. These dosing interval recommendations are 
based on modeling of single-dose pharmacokinetic data in non-HIV and non-HBV 
infected subjects with varying degrees of renal impairment, including end-stage renal 
disease (ESRD) requiring hemodialysis. The safety and effectiveness of these dosing 
interval adjustment recommendations have not been clinically evaluated in patients 
with moderate or severe renal impairment, therefore clinical response to treatment 
and renal function should be closely monitored in these patients (See Warnings and 
Precautions). No dose adjustment of VIREAD tablets 300 mg is necessary for patients 
with mild renal impairment (creatinine clearance 50–80 mL/min). Routine monitoring 
of estimated creatinine clearance, serum phosphorus, urine glucose and urine protein 
should be performed in patients with mild renal impairment (See Warnings and 
Precautions).
Dosage Adjustment for Adult Patients with Altered Creatinine Clearance

a. Calculated using ideal (lean) body weight. 
b.  Generally once weekly assuming three hemodialysis sessions a week of 

approximately 4 hours duration. VIREAD should be administered following 
completion of dialysis.

The pharmacokinetics of tenofovir have not been evaluated in non-hemodialysis 
patients with creatinine clearance <10 mL/min; therefore, no dosing recommendation 
is available for these patients. No data are available to make dose recommendations in 
pediatric patients with renal impairment.
CONTRAINDICATIONS: None.
WARNINGS AND PRECAUTIONS: Lactic Acidosis/Severe Hepatomegaly 
with Steatosis: Lactic acidosis and severe hepatomegaly with steatosis, including 
fatal cases, have been reported with the use of nucleoside analogs, including 
VIREAD, in combination with other antiretrovirals. A majority of these cases have 
been in women. Obesity and prolonged nucleoside exposure may be risk factors. 
Particular caution should be exercised when administering nucleoside analogs to 
any patient with known risk factors for liver disease; however, cases have also been 
reported in patients with no known risk factors. Treatment with VIREAD should be 

suspended in any patient who develops clinical or laboratory findings suggestive of 
lactic acidosis or pronounced hepatotoxicity (which may include hepatomegaly and 
steatosis even in the absence of marked transaminase elevations). Exacerbation 
of Hepatitis after Discontinuation of Treatment: Discontinuation of anti-HBV 
therapy, including VIREAD, may be associated with severe acute exacerbations 
of hepatitis. Patients infected with HBV who discontinue VIREAD should be closely 
monitored with both clinical and laboratory follow-up for at least several months after 
stopping treatment. If appropriate, resumption of anti-hepatitis B therapy may be 
warranted. New Onset or Worsening Renal Impairment: Tenofovir is principally 
eliminated by the kidney. Renal impairment, including cases of acute renal failure and 
Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been 
reported with the use of VIREAD (See Adverse Reactions). It is recommended that 
estimated creatinine clearance be assessed in all patients prior to initiating therapy 
and as clinically appropriate during therapy with VIREAD. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while 
receiving adefovir dipivoxil , it is recommended that estimated creatinine clearance, 
serum phosphorus, urine glucose, and urine protein be assessed prior to initiation 
of VIREAD, and periodically during VIREAD therapy. Dosing interval adjustment 
of VIREAD and close monitoring of renal function are recommended in all patients 
with creatinine clearance <50 mL/min (See Dosage and Administration). No safety 
or efficacy data are available in patients with renal impairment who received VIREAD 
using these dosing guidelines, so the potential benefit of VIREAD therapy should be 
assessed against the potential risk of renal toxicity. VIREAD should be avoided with 
concurrent or recent use of a nephrotoxic agent (e.g., high-dose or multiple non-
steroidal anti-inflammatory drugs (NSAIDs)) (See Drug Interactions). Cases of acute 
renal failure after initiation of high dose or multiple NSAIDs have been reported in 
HIV-infected patients with risk factors for renal dysfunction who appeared stable on 
tenofovir DF. Some patients required hospitalization and renal replacement therapy. 
Alternatives to NSAIDs should be considered, if needed, in patients at risk for renal 
dysfunction. Persistent or worsening bone pain, pain in extremities, fractures and/or 
muscular pain or weakness may be manifestations of proximal renal tubulopathy and 
should prompt an evaluation of renal function in at-risk patients. Coadministration 
with Other Products: VIREAD should not be used in combination with the fixed-
dose combination products ATRIPLA®, COMPLERA®, STRIBILD® or TRUVADA® 
since tenofovir disoproxil fumarate is a component of these products. VIREAD should 
not be administered in combination with adefovir dipivoxil (See Drug Interactions). 
Patients Coinfected with HIV-1 and HBV: Due to the risk of development of HIV-1 
resistance, VIREAD should only be used in HIV-1 and HBV coinfected patients as part 
of an appropriate antiretroviral combination regimen. HIV-1 antibody testing should 
be offered to all HBV-infected patients before initiating therapy with VIREAD. It is 
also recommended that all patients with HIV-1 be tested for the presence of chronic 
hepatitis B before initiating treatment with VIREAD.
Bone Effects 
Bone Mineral Density:  In clinical trials in HIV-1 infected adults, VIREAD was associated 
with slightly greater decreases in bone mineral density (BMD) and increases in 
biochemical markers of bone metabolism, suggesting increased bone turnover 
relative to comparators. Serum parathyroid hormone levels and 1,25 Vitamin D 
levels were also higher in subjects receiving VIREAD (See Adverse Reactions).
Clinical trials evaluating VIREAD in pediatric and adolescent subjects were conducted. 
Under normal circumstances, BMD increases rapidly in pediatric patients. In HIV-1 
infected subjects aged 2 years to less than 18 years, bone effects were similar to 
those observed in adult subjects and suggest increased bone turnover. Total body 
BMD gain was less in the VIREAD-treated HIV-1 infected pediatric subjects as 
compared to the control groups. Similar trends were observed in chronic hepatitis 
B infected adolescent subjects aged 12 years to less than 18 years. In all pediatric 
trials, skeletal growth (height) appeared to be unaffected (See Adverse Reactions).
The effects of VIREAD-associated changes in BMD and biochemical markers 
on long-term bone health and future fracture risk are unknown.  Assessment of 
BMD should be considered for adults and pediatric patients who have a history 
of pathologic bone fracture or other risk factors for osteoporosis or bone loss. 
Although the effect of supplementation with calcium and vitamin D was not studied, 
such supplementation may be beneficial for all patients.  If bone abnormalities are 
suspected then appropriate consultation should be obtained.
Mineralization Defects: Cases of osteomalacia associated with proximal renal 
tubulopathy, manifested as bone pain or pain in extremities and which may 
contribute to fractures, have been reported in association with the use of VIREAD 
(See Adverse Reactions). Arthralgias and muscle pain or weakness have also 
been reported in cases of proximal renal tubulopathy. Hypophosphatemia and 
osteomalacia secondary to proximal renal tubulopathy should be considered in 
patients at risk of renal dysfunction who present with persistent or worsening bone 
or muscle symptoms while receiving products containing tenofovir DF (See Warnings 
and Precautions).
ADVERSE REACTIONS: Clinical Trials in Adult Subjects with Chronic Hepatitis B  
and Compensated Liver Disease: Treatment-Emergent Adverse Reactions: In 
controlled clinical trials in subjects with chronic hepatitis B (0102 and 0103), more 
subjects treated with VIREAD during the 48-week double-blind period experienced 
nausea: 9% with VIREAD versus 2% with adefovir dipivoxil. Other treatment-
emergent adverse reactions reported in >5% of subjects treated with VIREAD 
included: abdominal pain, diarrhea, headache, dizziness, fatigue, nasopharyngitis, 
back pain, and skin rash. No significant change in the tolerability profile was 
observed with continued treatment with VIREAD for up to 240 weeks.
Laboratory Abnormalities: in Studies 0102 and 0103 (0–48 Weeks) laboratory 
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Brief Summary (cont’d)
abnormalities (Grades 3–4) reported in ≥1% of subjects treated with Viread (n=426) 
and adefovir dipivoxil (n=215), respectively, were: any ≥Grade 3 laboratory abnormality  
(19%, 13%); creatine kinase (M: >990 U/L; F: >845 U/L) (2%, 3%); serum amylase 
(>175 U/L) (4%, 1%); glycosuria (≥3+) (3%, <1%); AST (M: >180 U/L; F: >170 U/L) (4%,  
4%); and ALT (M: >215 U/L; F: >170 U/L) (10%, 6%). Laboratory abnormalities 
(Grades 3–4) were similar in subjects continuing VIREAD treatment for up to 240 
weeks in these trials. 

The overall incidence of on-treatment ALT flares (defined as serum ALT >2 × 
baseline and >10 × ULN, with or without associated symptoms) was similar between 
VIREAD (2.6%) and adefovir dipivoxil (2%). ALT flares generally occurred within the 
first 4-8 weeks of treatment and were accompanied by decreases in HBV DNA levels. 
No subject had evidence of decompensation. ALT flares typically resolved within 
4-8 weeks without changes in study medication. The adverse reactions observed in 
subjects with chronic hepatitis B and lamivudine resistance who received treatment 
with VIREAD were consistent with those observed in other hepatitis B clinical trials 
in adults. Clinical Trial in Adult Subjects with Chronic Hepatitis B and Decompensated 
Liver Disease: In a small randomized, double-blind, active-controlled trial (0108), 
subjects with CHB and decompensated liver disease received treatment with 
VIREAD or other antiviral drugs for up to 48 weeks. Among the 45 subjects receiving 
VIREAD, the most frequently reported treatment-emergent adverse reactions of any 
severity were abdominal pain (22%), nausea (20%), insomnia (18%), pruritus (16%), 
vomiting (13%), dizziness (13%), and pyrexia (11%). Two of 45 (4%) subjects died 
through Week 48 of the trial due to progression of liver disease. Three of 45 (7%) 
subjects discontinued treatment due to an adverse event. Four of 45 (9%) subjects 
experienced a confirmed increase in serum creatinine of 0.5 mg/dL (1 subject also 
had a confirmed serum phosphorus <2 mg/dL through Week 48). Three of these 
subjects (each of whom had a Child-Pugh score ≥10 and MELD score ≥14 at entry) 
developed renal failure. Because both VIREAD and decompensated liver disease may 
have an impact on renal function, the contribution of VIREAD to renal impairment 
in this population is difficult to ascertain. One of 45 subjects experienced an on-
treatment hepatic flare during the 48 week trial. 
Clinical Trials in Pediatric Subjects 12 Years of Age and Older with Chronic Hepatitis B:  
Assessment of adverse reactions is based on one randomized study (0115) in 106 
pediatric subjects (12 to less than 18 years of age) infected with chronic hepatitis B  
receiving treatment with VIREAD (N = 52) or placebo (N = 54) for 72 weeks. The 
adverse reactions observed in pediatric subjects who received treatment with 
VIREAD were consistent with those observed in clinical trials of VIREAD in adults. 
In this study, both the VIREAD and placebo treatment arms experienced an overall 
increase in mean lumbar spine BMD over 72 weeks, as expected for an adolescent 
population. The BMD gains from baseline to Week 72 in lumbar spine and total 
body BMD in VIREAD-treated subjects (+5% and +3%, respectively) were less than 
the BMD gains observed in placebo-treated subjects (+8% and +5%, respectively). 
Three subjects in the VIREAD group and two subjects in the placebo group had 
significant (greater than 4%) lumbar spine BMD loss at Week 72. At baseline, mean 
BMD Z-scores in subjects randomized to VIREAD were −0.43 for lumbar spine and 
−0.20 for total body, and mean BMD Z-scores in subjects randomized to placebo 
were −0.28 for lumbar spine and −0.26 for total body. In subjects receiving VIREAD 
for 72 weeks, the mean change in BMD Z-score was −0.05 for lumbar spine and 
−0.15 for total body compared to +0.07 and +0.06, respectively, in subjects 
receiving placebo. As observed in pediatric studies of HIV-infected patients, skeletal 
growth (height) appeared to be unaffected (See Warnings and Precautions). 
Postmarketing Experience:  The following adverse reactions have been identified 
during postapproval use of VIREAD. Because postmarketing reactions are reported 
voluntarily from a population of uncertain size, it is not always possible to reliably 
estimate their frequency or establish a causal relationship to drug exposure: allergic 
reaction, including angioedema, lactic acidosis, hypokalemia, hypophosphatemia, 
dyspnea, pancreatitis, increased amylase, abdominal pain, hepatic steatosis, hepatitis, 
increased liver enzymes (most commonly AST, ALT gamma GT), rash, rhabdomyolysis, 
osteomalacia (manifested as bone pain and which may contribute to fractures), 
muscular weakness, myopathy, acute renal failure, renal failure, acute tubular necrosis, 
Fanconi syndrome, proximal renal tubulopathy, interstitial nephritis (including acute 
cases), nephrogenic diabetes insipidus, renal insufficiency, increased creatinine, 
proteinuria, polyuria, asthenia. The following adverse reactions listed above, may 
occur as a consequence of proximal renal tubulopathy: rhabdomyolysis, osteomalacia, 
hypokalemia, muscular weakness, myopathy, hypophosphatemia.  
DRUG INTERACTIONS: Didanosine: Coadministration of VIREAD and didanosine 
should be undertaken with caution and patients receiving this combination should be 
monitored closely for didanosine-associated adverse reactions. Didanosine should 
be discontinued in patients who develop didanosine-associated adverse reactions. 
When administered with VIREAD, Cmax and AUC of didanosine increased significantly. 
The mechanism of this interaction is unknown. Higher didanosine concentrations 
could potentiate didanosine-associated adverse reactions, including pancreatitis 
and neuropathy. Suppression of CD4+ cell counts has been observed in patients 
receiving VIREAD with didanosine 400 mg daily. In patients weighing >60 kg, the 
didanosine dose should be reduced to 250 mg once daily when it is coadministered 
with VIREAD. In patients weighing <60 kg, the didanosine dose should be reduced 
to 200 mg once daily when it is coadministered with VIREAD. When coadministered, 
VIREAD and didanosine EC may be taken under fasted conditions or with a light meal 
(<400 kcal, 20% fat). For additional information on coadministration of VIREAD 
and didanosine, please refer to the full Prescribing Information for didanosine.  

HIV-1 Protease Inhibitors: VIREAD decreases the AUC and Cmin of atazanavir. Viread 
should not be coadministered with atazanavir without ritonavir. Lopinavir/ritonavir, 
atazanavir coadministered with ritonavir, and darunavir coadministered with ritonavir 
have been shown to increase tenofovir concentrations. Tenofovir disoproxil fumarate 
is a substrate of P-glycoprotein (Pgp) and breast cancer resistance protein (BCRP) 
transporters. When tenofovir disoproxil fumarate is co-administered with an inhibitor of 
these transporters, an increase in absorption may be observed. Patients receiving VIREAD 
concomitantly with lopinavir/ritonavir, ritonavir-boosted atazanavir, or ritonavir-boosted 
darunavir should be monitored for VIREAD-associated adverse reactions. VIREAD 
should be discontinued in patients who develop VIREAD-associated adverse reactions.  
Drugs Affecting Renal Function: Since tenofovir is primarily eliminated by the 
kidneys, coadministration of VIREAD with drugs that reduce renal function or compete 
for active tubular secretion may increase serum concentrations of tenofovir and/or 
increase the concentrations of other renally eliminated drugs. Some examples include, 
but are not limited to cidofovir, acyclovir, valacyclovir, ganciclovir, valganciclovir,  
aminoglycosides (e.g., gentamicin), and high-dose or multiple NSAIDs (See Warnings 
and Precautions). In the treatment of chronic hepatitis B, VIREAD should not be 
administered in combination with adefovir dipivoxil.
USE IN SPECIFIC POPULATIONS: Pregnancy: Pregnancy Category B: There 
are no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, VIREAD  should 
be used during pregnancy only if clearly needed. Antiretroviral Pregnancy Registry: 
To monitor fetal outcomes of pregnant women exposed to VIREAD, an Antiretroviral 
Pregnancy Registry has been established. Healthcare providers are encouraged to 
register patients by calling 1-800-258-4263. Animal Data: Reproduction studies have 
been performed in rats and rabbits at doses up to 14 and 19 times the human dose 
based on body surface area comparisons and revealed no evidence of impaired fertility 
or harm to the fetus due to tenofovir. Nursing Mothers: The Centers for Disease 
Control and Prevention recommend that HIV-1-infected mothers not breast-
feed their infants to avoid risking postnatal transmission of HIV-1. Samples 
of breast milk obtained from five HIV-1 infected mothers in the first post-partum 
week show that tenofovir is secreted in human milk. The impact of this exposure in 
breastfed infants is unknown. Because of both the potential for HIV-1 transmission 
and the potential for serious adverse reactions in nursing infants, mothers should 
be instructed not to breast-feed if they are receiving VIREAD. Geriatric Use: 
Clinical studies of VIREAD did not include sufficient numbers of subjects aged 65 and 
over to determine whether they respond differently from younger subjects. In general, 
dose selection for the elderly patient should be cautious, keeping in mind the greater 
frequency of decreased hepatic, renal, or cardiac function, and of concomitant disease 
or other drug therapy. Patients with Impaired Renal Function: It is recommended 
that the dosing interval for VIREAD be modified in patients with estimated creatinine 
clearance <50 mL/min or in patients with ESRD who require dialysis (See Dosage and 
Administration).

For detailed information, please see full Prescribing Information. To learn 
more call 1-800-GILEAD-5 (1-800-445-3235) or visit www.VIREAD.com. 

COMPLERA, EMTRIVA, GSI, HEPSERA, STRIBILD, TRUVADA, and VIREAD are 
trademarks or registered trademarks of Gilead Sciences, Inc., or its related companies. 
ATRIPLA is a registered trademark of Bristol-Myers Squibb & Gilead Sciences, LLC. 
All other trademarks referenced herein are the property of their respective owners.
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Yuyu-Teijin Medicare Inc. is a home care service provider, improving the quality of care and

quality of life for our customers in the home environment. 

We focus on providing patient education and renting home oxygen concentrators to respiratory patients in Korea. 

Yuyu-Teijin Medicare was established in 2006 as a joint venture between

Korea’s Yuyu Pharma Inc (“Yuyu”) and Japan’s Teijin Pharma Ltd (“Teijin”). 
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