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Long-term performance in HIV-1

Prescribed HIV Treatment Regimen  
for Antiretroviral-Naïve Adults
  Source: Ipsos HIV US Scope Q3 2013 through Q1 2014.

STRIBILD is the first complete integrase inhibitor–based single-tablet regimen 
with long-term data at 144 weeks and is indicated for the treatment of HIV-1 
infection in antiretroviral-naïve adults1,2

Noninferior efficacy at week 144 regardless of baseline viral load3-5

77% 78%82%
74%

ATV + RTV + FTC/TDF 

STRIBILD 

EFV/FTC/TDF 

%
 o

f 
su

b
je

ct
s 

w
it

h
 

H
IV

-1
 R

N
A

 <
50

 c
o

p
ie

s/
m

L 

100

80

60

40

20

0

75% 72%79% 77%

Study 103 Study 102

161/203 164/214 113/150 101/141 188/230 175/236 91/118 90/116 n/N

>100,000≤100,000 >100,000≤100,000

Baseline viral load (copies/mL)

Learn more at www.STRIBILD.com/hcp

Important Safety Information 
(continued)

Warnings and precautions (continued)
•  Other antiretroviral products: STRIBILD is a complete 

regimen for the treatment of HIV-1 infection. Do not  
coadminister with other antiretroviral products, including 
products containing any of the same active components; 
products containing lamivudine; products containing ritonavir;  
or with adefovir dipivoxil.

•  Bone effects: Decreases in bone mineral density (BMD)  
and mineralization defects, including osteomalacia, have  
been seen in patients treated with tenofovir DF. Consider 
monitoring BMD in patients with a history of pathologic 
fracture or risk factors for bone loss. 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.

•  Fat redistribution and accumulation have been observed  
in patients receiving antiretroviral therapy.

•  Immune reconstitution syndrome, including the  
occurrence of autoimmune disorders with variable time to 
onset, has been reported. 

Adverse reactions
•  Common adverse drug reactions in clinical studies 

(incidence ≥5%; all grades) were nausea (16%), diarrhea 
(12%), abnormal dreams (9%), and headache (7%).

Drug interactions
•  CYP3A substrates: STRIBILD can alter the concentration of 

drugs metabolized by CYP3A or CYP2D6. Do not use with 
drugs highly dependent on these factors for clearance and  
for which elevated plasma concentrations are associated with 
serious and/or life-threatening adverse events.

•  CYP3A inducers: Drugs that induce CYP3A can decrease  
the concentrations of components of STRIBILD. Do not use  
with drugs that strongly induce CYP3A as this may lead to  
loss of efficacy and possible resistance to STRIBILD.

•  Drugs affecting renal function: Coadministration of 
STRIBILD with drugs that reduce renal function or compete  
for active tubular secretion may increase concentrations of 
emtricitabine and tenofovir and the risk of adverse reactions.

•  Antacids: Separate STRIBILD and antacid administration  
by at least 2 hours.

•  Prescribing information: Consult the full prescribing 
information for STRIBILD for more information on potentially 
significant drug interactions, including clinical comments. 

Dosage and administration
•  Adult dosage: One tablet taken orally once daily with food. 
•  Renal impairment: Do not initiate in patients with CrCl below 
70 mL/min. Discontinue in patients with CrCl below 50 mL/min.

•  Hepatic impairment: Not recommended in patients with 
severe hepatic impairment.

•  Testing prior to initiation: Test patients for HBV infection 
and document baseline CrCl, urine glucose, and urine protein.

Pregnancy and breastfeeding
•  Pregnancy Category B: There are no adequate and well-
controlled studies in pregnant women. Use during pregnancy 
only if the potential benefit justifies the potential risk. An 
Antiretroviral Pregnancy Registry has been established.

•  Breastfeeding: Emtricitabine and tenofovir have been 
detected in human milk. Because of both the potential for HIV 
transmission and the potential for serious adverse reactions in 
nursing infants, mothers should be instructed not to breastfeed.

Study designs: STRIBILD was assessed in 2 randomized, double-blind, active-controlled, 
phase 3, noninferiority clinical trials in treatment-naïve, HIV-1–infected subjects with baseline 
estimated creatinine clearance ≥70 mL/min. Study 103 compared STRIBILD (n = 353) to 
ATV + RTV + FTC/TDF (n = 355); Study 102 compared STRIBILD (n = 348) to a single- 
tablet regimen consisting of EFV/FTC/TDF (n = 352). The primary endpoint of both studies 
was the proportion of subjects with viral suppression (<50 copies/mL) at week 48 according 
to FDA snapshot analysis; the FDA snapshot analysis at week 96 and week 144 was a 
secondary endpoint.

Baseline characteristics: Viral load: In Studies 103 and 102, respectively, 41% and 33% of 
subjects had baseline viral loads >100,000 copies/mL. CD4 count: Mean baseline CD4+ 
cell count was 370 cells/mm3 (range 5 to 1132) in Study 103, and 386 cells/mm3 (range 3 to 
1348) in Study 102; 13% of subjects in both studies had CD4+ cell counts <200 cells/mm3.

Abbreviations: ATV, atazanavir; EFV, efavirenz; FTC, emtricitabine; RTV, ritonavir;  
TDF, tenofovir disoproxil fumarate.

Please see Brief Summaries of full Prescribing Information for 
STRIBILD and TRUVADA, including BOXED WARNINGS, 
on the following pages.

Important Safety Information
BOXED WARNING
LACTIC ACIDOSIS/SEVERE HEPATOMEGALY WITH 
STEATOSIS and POST TREATMENT ACUTE 
EXACERBATION OF HEPATITIS B
•  Lactic acidosis and severe hepatomegaly with steatosis, 
including fatal cases, have been reported with the use  
of nucleoside analogs, including tenofovir disoproxil 
fumarate (tenofovir DF), a component of STRIBILD, in 
combination with other antiretrovirals.

•  STRIBILD is not approved for the treatment of chronic 
hepatitis B virus (HBV) infection and the safety and 
efficacy of STRIBILD have not been established in 
patients coinfected with HBV and HIV-1. Severe acute 
exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have 
discontinued emtricitabine or tenofovir DF, components 
of STRIBILD. Hepatic function should be monitored 
closely with both clinical and laboratory follow-up for at 
least several months in patients who are coinfected with 
HIV-1 and HBV and discontinue STRIBILD. If appropriate, 
initiation of anti-hepatitis B therapy may be warranted.

Contraindications
•  Coadministration: Do not use with drugs highly dependent on 
CYP3A for clearance and for which elevated plasma concentrations 
are associated with serious and/or life-threatening events. 

    Do not use with drugs that strongly induce CYP3A as this may 

lead to loss of efficacy and possible resistance to STRIBILD. Use 
with the following drugs is contraindicated: alfuzosin, rifampin, 
dihydroergotamine, ergotamine, methylergonovine, cisapride, 
lovastatin, simvastatin, pimozide, sildenafil for pulmonary arterial 
hypertension, triazolam, oral midazolam, and St. John’s wort.

Warnings and precautions
•  New onset or worsening renal impairment: Cases of acute 
renal failure and Fanconi syndrome have been reported with the  
use of tenofovir DF and STRIBILD. In all patients, monitor estimated 
creatinine clearance (CrCl), urine glucose, and urine protein prior  
to initiating and during therapy. In patients with or at risk for renal 
impairment, additionally monitor serum phosphorus. Do not initiate 
STRIBILD in patients with CrCl <70 mL/min. Discontinue 
STRIBILD if CrCl declines to <50 mL/min. Cobicistat may cause 
modest increases in serum creatinine and modest declines in CrCl 
without affecting renal glomerular function; patients with an increase  
in serum creatinine >0.4 mg/dL from baseline should be closely 
monitored for renal safety. 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 
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.
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Long-term performance in HIV-1

Prescribed HIV Treatment Regimen  
for Antiretroviral-Naïve Adults
  Source: Ipsos HIV US Scope Q3 2013 through Q1 2014.

STRIBILD is the first complete integrase inhibitor–based single-tablet regimen 
with long-term data at 144 weeks and is indicated for the treatment of HIV-1 
infection in antiretroviral-naïve adults1,2
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Important Safety Information 
(continued)

Warnings and precautions (continued)
•  Other antiretroviral products: STRIBILD is a complete 

regimen for the treatment of HIV-1 infection. Do not  
coadminister with other antiretroviral products, including 
products containing any of the same active components; 
products containing lamivudine; products containing ritonavir;  
or with adefovir dipivoxil.

•  Bone effects: Decreases in bone mineral density (BMD)  
and mineralization defects, including osteomalacia, have  
been seen in patients treated with tenofovir DF. Consider 
monitoring BMD in patients with a history of pathologic 
fracture or risk factors for bone loss. 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.

•  Fat redistribution and accumulation have been observed  
in patients receiving antiretroviral therapy.

•  Immune reconstitution syndrome, including the  
occurrence of autoimmune disorders with variable time to 
onset, has been reported. 

Adverse reactions
•  Common adverse drug reactions in clinical studies 

(incidence ≥5%; all grades) were nausea (16%), diarrhea 
(12%), abnormal dreams (9%), and headache (7%).

Drug interactions
•  CYP3A substrates: STRIBILD can alter the concentration of 

drugs metabolized by CYP3A or CYP2D6. Do not use with 
drugs highly dependent on these factors for clearance and  
for which elevated plasma concentrations are associated with 
serious and/or life-threatening adverse events.

•  CYP3A inducers: Drugs that induce CYP3A can decrease  
the concentrations of components of STRIBILD. Do not use  
with drugs that strongly induce CYP3A as this may lead to  
loss of efficacy and possible resistance to STRIBILD.

•  Drugs affecting renal function: Coadministration of 
STRIBILD with drugs that reduce renal function or compete  
for active tubular secretion may increase concentrations of 
emtricitabine and tenofovir and the risk of adverse reactions.

•  Antacids: Separate STRIBILD and antacid administration  
by at least 2 hours.

•  Prescribing information: Consult the full prescribing 
information for STRIBILD for more information on potentially 
significant drug interactions, including clinical comments. 

Dosage and administration
•  Adult dosage: One tablet taken orally once daily with food. 
•  Renal impairment: Do not initiate in patients with CrCl below 
70 mL/min. Discontinue in patients with CrCl below 50 mL/min.

•  Hepatic impairment: Not recommended in patients with 
severe hepatic impairment.

•  Testing prior to initiation: Test patients for HBV infection 
and document baseline CrCl, urine glucose, and urine protein.

Pregnancy and breastfeeding
•  Pregnancy Category B: There are no adequate and well-
controlled studies in pregnant women. Use during pregnancy 
only if the potential benefit justifies the potential risk. An 
Antiretroviral Pregnancy Registry has been established.

•  Breastfeeding: Emtricitabine and tenofovir have been 
detected in human milk. Because of both the potential for HIV 
transmission and the potential for serious adverse reactions in 
nursing infants, mothers should be instructed not to breastfeed.

Study designs: STRIBILD was assessed in 2 randomized, double-blind, active-controlled, 
phase 3, noninferiority clinical trials in treatment-naïve, HIV-1–infected subjects with baseline 
estimated creatinine clearance ≥70 mL/min. Study 103 compared STRIBILD (n = 353) to 
ATV + RTV + FTC/TDF (n = 355); Study 102 compared STRIBILD (n = 348) to a single- 
tablet regimen consisting of EFV/FTC/TDF (n = 352). The primary endpoint of both studies 
was the proportion of subjects with viral suppression (<50 copies/mL) at week 48 according 
to FDA snapshot analysis; the FDA snapshot analysis at week 96 and week 144 was a 
secondary endpoint.

Baseline characteristics: Viral load: In Studies 103 and 102, respectively, 41% and 33% of 
subjects had baseline viral loads >100,000 copies/mL. CD4 count: Mean baseline CD4+ 
cell count was 370 cells/mm3 (range 5 to 1132) in Study 103, and 386 cells/mm3 (range 3 to 
1348) in Study 102; 13% of subjects in both studies had CD4+ cell counts <200 cells/mm3.

Abbreviations: ATV, atazanavir; EFV, efavirenz; FTC, emtricitabine; RTV, ritonavir;  
TDF, tenofovir disoproxil fumarate.

Please see Brief Summaries of full Prescribing Information for 
STRIBILD and TRUVADA, including BOXED WARNINGS, 
on the following pages.

Important Safety Information
BOXED WARNING
LACTIC ACIDOSIS/SEVERE HEPATOMEGALY WITH 
STEATOSIS and POST TREATMENT ACUTE 
EXACERBATION OF HEPATITIS B
•  Lactic acidosis and severe hepatomegaly with steatosis, 
including fatal cases, have been reported with the use  
of nucleoside analogs, including tenofovir disoproxil 
fumarate (tenofovir DF), a component of STRIBILD, in 
combination with other antiretrovirals.

•  STRIBILD is not approved for the treatment of chronic 
hepatitis B virus (HBV) infection and the safety and 
efficacy of STRIBILD have not been established in 
patients coinfected with HBV and HIV-1. Severe acute 
exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have 
discontinued emtricitabine or tenofovir DF, components 
of STRIBILD. Hepatic function should be monitored 
closely with both clinical and laboratory follow-up for at 
least several months in patients who are coinfected with 
HIV-1 and HBV and discontinue STRIBILD. If appropriate, 
initiation of anti-hepatitis B therapy may be warranted.

Contraindications
•  Coadministration: Do not use with drugs highly dependent on 
CYP3A for clearance and for which elevated plasma concentrations 
are associated with serious and/or life-threatening events. 

    Do not use with drugs that strongly induce CYP3A as this may 

lead to loss of efficacy and possible resistance to STRIBILD. Use 
with the following drugs is contraindicated: alfuzosin, rifampin, 
dihydroergotamine, ergotamine, methylergonovine, cisapride, 
lovastatin, simvastatin, pimozide, sildenafil for pulmonary arterial 
hypertension, triazolam, oral midazolam, and St. John’s wort.

Warnings and precautions
•  New onset or worsening renal impairment: Cases of acute 
renal failure and Fanconi syndrome have been reported with the  
use of tenofovir DF and STRIBILD. In all patients, monitor estimated 
creatinine clearance (CrCl), urine glucose, and urine protein prior  
to initiating and during therapy. In patients with or at risk for renal 
impairment, additionally monitor serum phosphorus. Do not initiate 
STRIBILD in patients with CrCl <70 mL/min. Discontinue 
STRIBILD if CrCl declines to <50 mL/min. Cobicistat may cause 
modest increases in serum creatinine and modest declines in CrCl 
without affecting renal glomerular function; patients with an increase  
in serum creatinine >0.4 mg/dL from baseline should be closely 
monitored for renal safety. 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 
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.
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STRIBILD® (elvitegravir 150 mg/cobicistat 150 mg/emtricitabine 200 mg/
tenofovir disoproxil fumarate 300 mg) tablets, for oral use
Brief summary of full Prescribing Information.  
See full Prescribing Information. Rx only.

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

Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases, have been 
reported with the use of nucleoside analogs, including tenofovir disoproxil fumarate 
(tenofovir DF), a component of STRIBILD, in combination with other antiretrovirals  
[See Warnings and Precautions].
STRIBILD is not approved for the treatment of chronic hepatitis B virus (HBV) infection 
and the safety and efficacy of STRIBILD have not been established in patients coinfected 
with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and human immunodeficiency virus-1 (HIV-1) and 
have discontinued emtricitabine or tenofovir DF, which are components of STRIBILD. 
Hepatic function should be monitored closely with both clinical and laboratory follow-up 
for at least several months in patients who are coinfected with HIV-1 and HBV and 
discontinue STRIBILD. If appropriate, initiation of anti-hepatitis B therapy may be 
warranted [See Warnings and Precautions].

INDICATIONS AND USAGE: 
STRIBILD is indicated as a complete regimen for the treatment of HIV-1 infection in adults who are 
antiretroviral treatment-naive.

DOSAGE AND ADMINISTRATION: 
See Warnings and Precautions, Adverse Reactions, and Use in Specific Populations for 
additional information.

Adult Dosage: One tablet taken orally once daily with food. 

Renal Impairment: Do not initiate in patients with estimated creatinine clearance (CrCl)   
<70 mL/min. Discontinue if CrCl declines to <50 mL/min during treatment. 

Hepatic Impairment: No dose adjustment is required in patients with mild or moderate hepatic 
impairment (Child-Pugh Class A or B). No data are available regarding use in patients with severe 
hepatic impairment (Child-Pugh Class C). STRIBILD is not recommended for patients with severe 
hepatic impairment.

Testing Prior to Initiation: Test patients for HBV infection and document CrCl, urine glucose, and 
urine protein.

CONTRAINDICATIONS: 
Coadministration: Do not use with drugs highly dependent on CYP3A for clearance and for which 
elevated plasma concentrations are associated with serious and/or life-threatening adverse events, 
or with drugs that strongly induce CYP3A as this may decrease STRIBILD plasma concentrations 
leading to a loss of efficacy and possible resistance to STRIBILD [See Drug Interactions]:
• Alpha 1-adrenoreceptor antagonist: alfuzosin. Potential for hypotension. 
• Antimycobacterial: rifampin. May lead to a loss of efficacy and possible resistance.
•  Ergot derivatives: dihydroergotamine, ergotamine, methylergonovine. Potential for acute ergot 

toxicity characterized by peripheral vasospasm and ischemia of the extremities and other tissues.
• GI motility agents: cisapride. Potential for cardiac arrhythmias.
• Herbal products: St. John’s wort. May lead to a loss of efficacy and possible resistance.
•  HMG CoA reductase inhibitors: lovastatin, simvastatin. Potential for myopathy, including 

rhabdomyolysis.
• Neuroleptics: pimozide. Potential for cardiac arrhythmias. 
•  PDE-5 inhibitors: sildenafil when dosed as REVATIO for the treatment of pulmonary arterial 

hypertension. Increased potential for sildenafil-associated adverse events (visual disturbances, 
hypotension, priapism, and syncope).

•  Sedative/hypnotics: orally administered midazolam, triazolam. Potential for prolonged or 
increased sedation or respiratory depression.

WARNINGS AND PRECAUTIONS: 
Lactic Acidosis/Severe Hepatomegaly with Steatosis: Lactic acidosis and severe hepatomegaly 
with steatosis, including fatal cases, have been reported with nucleoside analogs, including 
tenofovir DF, a component of STRIBILD, 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 STRIBILD 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).

Patients Coinfected with HIV-1 and HBV: All patients with HIV-1 should be tested for chronic HBV 
infection before initiating antiretroviral therapy. STRIBILD is not approved for the treatment of 
chronic HBV infection and the safety and efficacy of STRIBILD have not been established in patients 
coinfected with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have discontinued emtricitabine or tenofovir DF, 
two of the components of STRIBILD. In some patients infected with HBV and treated with 
emtricitabine, the exacerbations of hepatitis B were associated with liver decompensation and liver 
failure. Patients who are coinfected with HIV-1 and HBV should be closely monitored with both 
clinical and laboratory follow-up for at least several months after stopping treatment with STRIBILD. 
If appropriate, initiation of anti-hepatitis B therapy may be warranted.

New Onset or Worsening Renal Impairment: Renal impairment, including acute renal failure 
and Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been reported 
with tenofovir DF and with STRIBILD. In clinical trials through 144 weeks, 13 (1.9%) subjects in the 
STRIBILD group (N=701) discontinued STRIBILD due to a renal adverse reaction. Four (0.6%) 
subjects who received STRIBILD developed laboratory findings consistent with proximal renal 
tubular dysfunction leading to discontinuation of STRIBILD. Two of these 4 subjects had renal 
impairment (CrCl <70 mL/min) at baseline. The laboratory findings in these 4 subjects improved 
but did not completely resolve in all subjects upon discontinuation. Renal replacement therapy 
was not required. STRIBILD should be avoided with concurrent or recent use of a nephrotoxic 
agent (e.g., high-dose or multiple 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 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. Monitoring: CrCl, urine glucose and urine 
protein should be documented in all patients prior to initiating therapy. Do not initiate in patients 
with CrCl <70 mL/min. Routinely monitor CrCl, urine glucose, and urine protein during therapy in all 
patients. Additionally monitor serum phosphorus in patients at risk for renal impairment. Although 
cobicistat may cause modest increases in serum creatinine and modest declines in CrCl without 
affecting renal glomerular function [See Adverse Reactions], patients with a confirmed increase in 
serum creatinine of >0.4 mg/dL from baseline should be closely monitored for renal safety. 
Discontinue STRIBILD if CrCl declines to <50 mL/min. 

Use with Other Antiretroviral Products: STRIBILD is a complete regimen for the treatment of 
HIV-1 infection and coadministration with other antiretroviral products is not recommended. Do not 
coadminister with products containing any of the same active components; with products 
containing lamivudine; with products containing ritonavir; or with adefovir dipivoxil.

Bone Effects of tenofovir DF: Bone Mineral Density (BMD): In clinical trials in HIV-1 infected 
adults, tenofovir DF was associated with decreases in 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 
tenofovir DF. For additional information, consult the VIREAD (tenofovir DF) full Prescribing 
Information. The effects of tenofovir DF-associated changes in BMD and biochemical markers on 
long-term bone health and future fracture risk are unknown. Consider assessing BMD in patients 
with 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. If bone abnormalities are suspected 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 tenofovir DF. 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 Adverse Reactions]
Fat Redistribution: Redistribution/accumulation of body fat including central obesity, dorsocervical 
fat enlargement (buffalo hump), peripheral wasting, facial wasting, breast enlargement, and 
“cushingoid appearance” have been observed in patients receiving antiretroviral therapy. The 
mechanism and long-term consequences of these events are currently unknown. A causal 
relationship has not been established.

Immune Reconstitution Syndrome (IRS): IRS has been reported in patients treated with 
combination antiretroviral therapy, including STRIBILD. During the initial phase of combination 
antiretroviral treatment, patients whose immune system responds may develop an inflammatory 
response to indolent or residual opportunistic infections (e.g., Mycobacterium avium infection, 
cytomegalovirus, Pneumocystis jirovecii pneumonia [PCP], or tuberculosis), which may necessitate 
further evaluation and treatment. Autoimmune disorders (e.g., Graves’ disease, polymyositis, and 
Guillain-Barre syndrome) have been reported to occur in the setting of immune reconstitution, 
however, the time to onset is more variable, and can occur many months after initiation of treatment.  

ADVERSE REACTIONS: 
See BOXED WARNING and Warnings and Precautions for additional serious adverse reactions. 
The safety assessment of STRIBILD (N=701) is based on week 144 pooled data from two Phase 3 
trials in antiretroviral treatment-naive HIV-1 infected adults. Through week 144, 6.0% of subjects 
discontinued STRIBILD due to adverse events, regardless of severity. 

Adverse Reactions: Treatment emergent adverse drug reactions (all grades) reported in ≥5% of 
subjects receiving STRIBILD through week 144 were: nausea (16%), diarrhea (12%), abnormal 
dreams (9%), and headache (7%). Suicidal ideation and suicide attempt occurred in 0.3% of 
subjects receiving STRIBILD, all in subjects with a pre-existing history of depression or psychiatric 
illness. See Warnings and Precautions for information on renal adverse reactions. 

Laboratory Abnormalities: Treatment emergent laboratory abnormalities (Grades 3-4) 
occurring in ≥2% of subjects receiving STRIBILD through week 144 were: creatine kinase ≥10x 
ULN (8%); urine RBC (hematuria) >75 RBC/HPF (4%); amylase >2.0x ULN (3%); AST >5x ULN 
(3%); ALT >3x ULN (2%). For subjects with serum amylase >1.5x ULN, lipase test was 
performed; increased lipase (Grades 3-4) occurred in 17% of subjects. Cobicistat has been 
shown to decrease CrCl due to inhibition of tubular secretion of creatinine without affecting 
renal glomerular function; decreases in CrCl occurred early in treatment with STRIBILD after which 
they stabilized. Mean ±SD changes at week 144 were: serum creatinine, 0.14 ±0.14 mg/dL;  
eGFR by Cockcroft-Gault, -14.0 ±16.6 mL/min. Elevations in serum creatinine and proteinuria  
(all grades) occurred in 12% and 52% of subjects receiving STRIBILD, respectively. BMD  
was assessed by DEXA in a non-random subset; mean decreases in BMD from baseline to  
week 144 in the STRIBILD group (N=54) were comparable to the comparator group at the 
lumbar spine (-1.43%) and the hip (-2.83%). Bone fractures occurred in 27 subjects (3.9%) in 
the STRIBILD group.

Serum Lipids: In clinical trials, 12% of subjects receiving STRIBILD were on lipid lowering agents 
at baseline; through week 144, an additional 11% of subjects were started on lipid lowering agents. 
Mean changes from baseline in fasting serum lipids in subjects receiving STRIBILD through week 
144 were: total cholesterol: +17 (N=535; baseline 166 mg/dL); HDL-cholesterol: +7 (N=535; 
baseline 43 mg/dL); LDL-cholesterol: +15 (N=535; baseline 100 mg/dL); triglycerides: +12 
(N=535; baseline 122 mg/dL). The change from baseline is the mean of within-patient changes 
from baseline for patients with both baseline and week 144 values.

Consult the respective full Prescribing Information for each available individual component 
of STRIBILD for additional information regarding adverse reactions, including laboratory 
abnormalities and postmarketing events. 

DRUG INTERACTIONS: 
See Contraindications for additional serious drug interactions. 

STRIBILD is a complete regimen for the treatment of HIV-1 infection. STRIBILD should not  
be administered with other antiretroviral medications for treatment of HIV-1 infection. 
Complete information regarding potential drug interactions with other antiretroviral 
medications is not provided. 

Potential for STRIBILD to Affect Other Drugs: Cobicistat is an inhibitor of CYP3A and CYP2D6 and 
the transporters p-glycoprotein (P-gp), BCRP, OATP1B1 and OATP1B3. Coadministration of STRIBILD 
with drugs that are primarily metabolized by CYP3A or CYP2D6, or are substrates of P-gp, BCRP, 
OATP1B1 or OATP1B3 may result in increased concentrations of such drugs. Elvitegravir is a 
modest inducer of CYP2C9 and may decrease the concentrations of CYP2C9 substrates. 

Potential for Other Drugs to Affect STRIBILD: Elvitegravir and cobicistat are metabolized by 
CYP3A. Cobicistat is also metabolized to a minor extent by CYP2D6. Drugs that induce CYP3A 
activity are expected to increase the clearance of elvitegravir and cobicistat, resulting in decreased 
concentrations of cobicistat and elvitegravir, which may lead to loss of efficacy and development  
of resistance. Coadministration of STRIBILD with other drugs that inhibit CYP3A may decrease  
the clearance and increase the concentration of cobicistat.

Drugs Affecting Renal Function: Because emtricitabine and tenofovir are primarily excreted by 
the kidneys by a combination of glomerular filtration and active tubular secretion, coadministration 
of STRIBILD with drugs that reduce renal function or compete for active tubular secretion may 
increase concentrations of emtricitabine, tenofovir, and other renally eliminated drugs, which may 
increase the incidence of adverse reactions [see Warnings and Precautions].
Established and Other Potentially Significant Interactions: The drug interactions described are 
based on studies conducted with either STRIBILD, the components of STRIBILD as individual agents 
and/or in combination, or are predicted drug interactions that may occur with STRIBILD. The list 
includes potentially significant interactions but is not all inclusive. An alteration in dose or 
regimen may be recommended for the following drugs when coadministered with STRIBILD:

•  Acid Reducing Agents: antacids. Separate STRIBILD and antacid administration by at least 2 hours.
•  Antiarrhythmics: amiodarone, bepridil, digoxin, disopyramide, flecainide, systemic lidocaine 

mexiletine, propafenone, quinidine. Caution warranted and therapeutic concentration monitoring 
recommended. 

•  Antibacterials: clarithromycin, telithromycin. Clarithromycin: no dose adjustment required for 
patients with CrCl ≥60 ml/min; the dose should be reduced by 50% for patients with CrCl 
between 50 and 60 mL/min. Telithromycin: concentrations of telithromycin and/or cobicistat may 
be increased. 

• Anticoagulants: warfarin. International normalized ratio (INR) monitoring recommended.
•  Anticonvulsants: carbamazepine, oxcarbazepine phenobarbital, phenytoin, clonazepam, 

ethosuximide. Phenobarbital, phenytoin, carbamazepine, and oxcarbazepine: may lead to loss of 
efficacy and possible resistance to STRIBILD. Alternative anticonvulsants should be considered. 
Clonazepam and ethosuximide: clinical monitoring recommended.

•  Antidepressants: Selective Serotonin Reuptake Inhibitors (SSRIs), Tricyclic Antidepressants 
(TCAs), trazodone. Dose titration of the antidepressant and monitoring for antidepressant 
response recommended.

•  Antifungals: itraconazole, ketoconazole, voriconazole. Ketoconazole and itraconazole: the 
maximum daily dose should not exceed 200 mg/day. Voriconazole: an assessment of benefit/risk 
ratio is recommended to justify use.

•  Anti-gout: colchicine. Do not coadminister in patients with renal or hepatic impairment. For other 
patients, modify the dose and/or regimen as described in the full PI for STRIBILD.

•  Antimycobacterials: rifabutin, rifapentine. May lead to loss of efficacy and possible resistance to 
STRIBILD. Coadministration not recommended.

•  Beta-Blockers: metoprolol, timolol. Clinical monitoring recommended and a dose decrease of the 
beta blocker may be necessary.

•  Calcium Channel Blockers: amlodipine, diltiazem, felodipine, nicardipine, nifedipine, verapamil. 
Caution warranted and clinical monitoring recommended.

•  Corticosteroids (Systemic): dexamethasone. May lead to loss of efficacy and possible resistance 
to STRIBILD.

•  Corticosteroids (Inhaled/Nasal): fluticasone. Alternative corticosteroids should be considered, 
particularly for long term use. 

•  Endothelin Receptor Antagonists: bosentan. Discontinue bosentan at least 36 hours prior to 
initiating STRIBILD. For patients taking STRIBILD for at least 10 days, start or resume bosentan at 
62.5 mg once daily or every other day based on individual tolerability.  

•  HMG CoA Reductase Inhibitors: atorvastatin. Initiate with the lowest starting dose and titrate 
carefully while monitoring for safety.

•  Hormonal Contraceptives: norgestimate/ethinyl estradiol. Coadministration with STRIBILD resulted 
in decreased plasma concentrations of ethinyl estradiol and an increase in norgestimate. The 
effects of increased progesterone exposure are not fully known. The potential risks and benefits of 
coadministration should be considered, particularly in women who have risk factors for 
progesterone exposure. Alternative (non hormonal) methods of contraception can be considered.

•  Immunosuppressants: cyclosporine, rapamycin, sirolimus, tacrolimus. Therapeutic monitoring 
recommended. 

• Narcotic Analgesics: buprenorphine, naloxone. Closely monitor for sedation and cognitive effects.
•  Inhaled Beta Agonist: salmeterol. Coadministration not recommended due to the increased risk 

of salmeterol cardiovascular adverse events, including QT prolongation, palpitations, and  
sinus tachycardia. 

•  Neuroleptics: perphenazine, risperidone, thioridazine. Decrease in dose of the neuroleptic 
may be needed.

•  Phosphodiesterase-5 (PDE5) Inhibitors: sildenafil, tadalafil, vardenafil. Dosage for erectile 
dysfunction: sildenafil, a single dose not exceeding 25 mg in 48 hours; vardenafil, a single dose 
not exceeding 2.5 mg in 72 hours; tadalafil, a single dose not exceeding 10 mg in 72 hours; 
increase monitoring for PDE-5 associated adverse reactions. Dosage for pulmonary arterial 
hypertension (PAH): tadalafil: stop tadalafil at least 24 hours prior to initiating STRIBILD; start  
or resume at 20 mg once daily in patients receiving STRIBILD for at least 1 week and increase to 
40 mg once daily based on individual tolerability. 

•  Sedative/hypnotics: Benzodiazepines. Parenteral midazolam: coadministration should be done in 
a setting ensuring close clinical monitoring and appropriate medical management in case of 
respiratory depression and/or prolonged sedation; dose reduction should be considered, 
especially if more than a single dose is administered. Other sedative/hypnotics: dose reduction 
may be necessary and clinical monitoring recommended.

Consult the full PI prior to and during treatment with STRIBILD for potential drug interactions; 
this list is not all inclusive.

USE IN SPECIFIC POPULATIONS: 
Pregnancy: STRIBILD is Pregnancy Category B; however, there are no adequate and  
well-controlled studies in pregnant women. STRIBILD should be used during pregnancy only if the 
potential benefit justifies the potential risk to the fetus. Antiretroviral Pregnancy Registry:  
To monitor fetal outcomes of pregnant women exposed to STRIBILD, an Antiretroviral Pregnancy 
Registry has been established. Healthcare providers are encouraged to register patients by  
calling 1-800-258-4263.

Nursing Mothers: The Centers for Disease Control and Prevention recommend that HIV 
infected mothers not breastfeed their infants to avoid risking postnatal transmission of HIV. 
Studies in rats have demonstrated that elvitegravir, cobicistat, and tenofovir are secreted in milk. 
Emtricitabine and tenofovir have been detected in human milk; it is not known if elvitegravir  
or cobicistat is secreted in human milk. Because of both the potential for HIV transmission and  
the potential for serious adverse reactions and/or drug resistance in nursing infants, mothers 
should be instructed not to breastfeed if they are receiving STRIBILD.

Pediatric Use: Safety and effectiveness in children less than 18 years of age have not been established. 

Geriatric Use: Clinical studies of STRIBILD did not include sufficient numbers of subjects aged 65 
and over to determine whether they respond differently from younger subjects. Caution should be 
exercised in the administration of STRIBILD in elderly patients.

Renal Impairment: STRIBILD should not be initiated in patients with CrCl <70 mL/min. STRIBILD 
should be discontinued if CrCl declines to <50 mL/min during treatment with STRIBILD.  
[See Warnings and Precautions, Adverse Reactions]. 
Hepatic Impairment: No dose adjustment is required in patients with mild (Child-Pugh Class A)  
or moderate (Child-Pugh Class B) hepatic impairment. STRIBILD is not recommended for use  
in patients with severe hepatic impairment (Child-Pugh Class C) as no pharmacokinetic or safety 
data are available in these patients [See Dosage and Administration].
OVERDOSAGE: 
If overdose occurs the patient must be monitored for evidence of toxicity. Treatment consists of 
general supportive measures including monitoring of vital signs as well as observation of the 
clinical status of the patient.
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TRUVADA® (emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg) 
tablets, for oral use
Brief summary of full Prescribing Information.  
See full Prescribing Information. Rx only.

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

Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases, have been 
reported with the use of nucleoside analogs, including tenofovir disoproxil fumarate 
(tenofovir DF), a component of TRUVADA, in combination with other antiretrovirals  
[See Warnings and Precautions].
TRUVADA is not approved for the treatment of chronic hepatitis B virus (HBV) infection 
and the safety and efficacy of TRUVADA have not been established in patients coinfected 
with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have discontinued TRUVADA. 
Therefore, hepatic function should be monitored closely with both clinical and laboratory 
follow-up for at least several months in patients who are coinfected with HBV and 
discontinue TRUVADA. If appropriate, initiation of anti-hepatitis B therapy may be 
warranted [See Warnings and Precautions].

INDICATIONS AND USAGE: 
TRUVADA is indicated in combination with other antiretroviral agents for the treatment of HIV-1 
infection in adults and adolescents 12 years of age and older.
Prescribing considerations when initiating therapy with TRUVADA for the treatment  
of HIV-1:
• It is not recommended that TRUVADA be used as a component of triple nucleoside regimen.
•  TRUVADA should not be coadministered with products containing emtricitabine, lamivudine,  

or tenofovir DF.
•  In treatment experienced patients, the use of TRUVADA should be guided by laboratory testing 

and treatment history.

DOSAGE AND ADMINISTRATION: 
See Warnings and Precautions, Adverse Reactions, and Use in Specific Populations for 
additional information.

Adults and Adolescents ≥12 years and ≥35 kg (77 lb): One tablet taken orally once daily with 
or without food.

Adults with Renal Impairment:
• CrCl 50-80 mL/min: No dose adjustment necessary
• CrCl 30-49 mL/min: Adjust dosing interval to one tablet every 48 hours
• CrCl <30 mL/min or hemodialysis: Do not use
Adolescents with Renal Impairment: No data are available to make dose recommendations

CONTRAINDICATIONS: 
TRUVADA for the treatment of HIV-1 infection should only be used in combination with other 
antiretroviral agents.

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 tenofovir DF, a component of TRUVADA, 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 TRUVADA 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).

HBV Infection: All patients with HIV-1 should be tested for chronic HBV before initiating TRUVADA. 
TRUVADA is not approved for the treatment of chronic HBV infection and the safety and efficacy of 
TRUVADA have not been established in patients infected with HBV. Severe acute exacerbations of 
hepatitis B have been reported in patients who are coinfected with HBV and HIV-1 and have 
discontinued TRUVADA. In some patients infected with HBV and treated with emtricitabine,  
the exacerbations of hepatitis B were associated with liver decompensation and liver failure. 
Patients who are infected with HBV should be closely monitored with both clinical and laboratory 
follow-up for at least several months after stopping treatment with TRUVADA. If appropriate, 
initiation of anti-hepatitis B therapy may be warranted. HBV-uninfected individuals should  
be offered vaccination.

New Onset or Worsening Renal Impairment: Renal impairment, including acute renal failure 
and Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been reported 
with tenofovir DF. Assess estimated creatinine clearance (CrCl) in all patients prior to initiating 
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STRIBILD® (elvitegravir 150 mg/cobicistat 150 mg/emtricitabine 200 mg/
tenofovir disoproxil fumarate 300 mg) tablets, for oral use
Brief summary of full Prescribing Information.  
See full Prescribing Information. Rx only.

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

Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases, have been 
reported with the use of nucleoside analogs, including tenofovir disoproxil fumarate 
(tenofovir DF), a component of STRIBILD, in combination with other antiretrovirals  
[See Warnings and Precautions].
STRIBILD is not approved for the treatment of chronic hepatitis B virus (HBV) infection 
and the safety and efficacy of STRIBILD have not been established in patients coinfected 
with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and human immunodeficiency virus-1 (HIV-1) and 
have discontinued emtricitabine or tenofovir DF, which are components of STRIBILD. 
Hepatic function should be monitored closely with both clinical and laboratory follow-up 
for at least several months in patients who are coinfected with HIV-1 and HBV and 
discontinue STRIBILD. If appropriate, initiation of anti-hepatitis B therapy may be 
warranted [See Warnings and Precautions].

INDICATIONS AND USAGE: 
STRIBILD is indicated as a complete regimen for the treatment of HIV-1 infection in adults who are 
antiretroviral treatment-naive.

DOSAGE AND ADMINISTRATION: 
See Warnings and Precautions, Adverse Reactions, and Use in Specific Populations for 
additional information.

Adult Dosage: One tablet taken orally once daily with food. 

Renal Impairment: Do not initiate in patients with estimated creatinine clearance (CrCl)   
<70 mL/min. Discontinue if CrCl declines to <50 mL/min during treatment. 

Hepatic Impairment: No dose adjustment is required in patients with mild or moderate hepatic 
impairment (Child-Pugh Class A or B). No data are available regarding use in patients with severe 
hepatic impairment (Child-Pugh Class C). STRIBILD is not recommended for patients with severe 
hepatic impairment.

Testing Prior to Initiation: Test patients for HBV infection and document CrCl, urine glucose, and 
urine protein.

CONTRAINDICATIONS: 
Coadministration: Do not use with drugs highly dependent on CYP3A for clearance and for which 
elevated plasma concentrations are associated with serious and/or life-threatening adverse events, 
or with drugs that strongly induce CYP3A as this may decrease STRIBILD plasma concentrations 
leading to a loss of efficacy and possible resistance to STRIBILD [See Drug Interactions]:
• Alpha 1-adrenoreceptor antagonist: alfuzosin. Potential for hypotension. 
• Antimycobacterial: rifampin. May lead to a loss of efficacy and possible resistance.
•  Ergot derivatives: dihydroergotamine, ergotamine, methylergonovine. Potential for acute ergot 

toxicity characterized by peripheral vasospasm and ischemia of the extremities and other tissues.
• GI motility agents: cisapride. Potential for cardiac arrhythmias.
• Herbal products: St. John’s wort. May lead to a loss of efficacy and possible resistance.
•  HMG CoA reductase inhibitors: lovastatin, simvastatin. Potential for myopathy, including 

rhabdomyolysis.
• Neuroleptics: pimozide. Potential for cardiac arrhythmias. 
•  PDE-5 inhibitors: sildenafil when dosed as REVATIO for the treatment of pulmonary arterial 

hypertension. Increased potential for sildenafil-associated adverse events (visual disturbances, 
hypotension, priapism, and syncope).

•  Sedative/hypnotics: orally administered midazolam, triazolam. Potential for prolonged or 
increased sedation or respiratory depression.

WARNINGS AND PRECAUTIONS: 
Lactic Acidosis/Severe Hepatomegaly with Steatosis: Lactic acidosis and severe hepatomegaly 
with steatosis, including fatal cases, have been reported with nucleoside analogs, including 
tenofovir DF, a component of STRIBILD, 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 STRIBILD 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).

Patients Coinfected with HIV-1 and HBV: All patients with HIV-1 should be tested for chronic HBV 
infection before initiating antiretroviral therapy. STRIBILD is not approved for the treatment of 
chronic HBV infection and the safety and efficacy of STRIBILD have not been established in patients 
coinfected with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have discontinued emtricitabine or tenofovir DF, 
two of the components of STRIBILD. In some patients infected with HBV and treated with 
emtricitabine, the exacerbations of hepatitis B were associated with liver decompensation and liver 
failure. Patients who are coinfected with HIV-1 and HBV should be closely monitored with both 
clinical and laboratory follow-up for at least several months after stopping treatment with STRIBILD. 
If appropriate, initiation of anti-hepatitis B therapy may be warranted.

New Onset or Worsening Renal Impairment: Renal impairment, including acute renal failure 
and Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been reported 
with tenofovir DF and with STRIBILD. In clinical trials through 144 weeks, 13 (1.9%) subjects in the 
STRIBILD group (N=701) discontinued STRIBILD due to a renal adverse reaction. Four (0.6%) 
subjects who received STRIBILD developed laboratory findings consistent with proximal renal 
tubular dysfunction leading to discontinuation of STRIBILD. Two of these 4 subjects had renal 
impairment (CrCl <70 mL/min) at baseline. The laboratory findings in these 4 subjects improved 
but did not completely resolve in all subjects upon discontinuation. Renal replacement therapy 
was not required. STRIBILD should be avoided with concurrent or recent use of a nephrotoxic 
agent (e.g., high-dose or multiple 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 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. Monitoring: CrCl, urine glucose and urine 
protein should be documented in all patients prior to initiating therapy. Do not initiate in patients 
with CrCl <70 mL/min. Routinely monitor CrCl, urine glucose, and urine protein during therapy in all 
patients. Additionally monitor serum phosphorus in patients at risk for renal impairment. Although 
cobicistat may cause modest increases in serum creatinine and modest declines in CrCl without 
affecting renal glomerular function [See Adverse Reactions], patients with a confirmed increase in 
serum creatinine of >0.4 mg/dL from baseline should be closely monitored for renal safety. 
Discontinue STRIBILD if CrCl declines to <50 mL/min. 

Use with Other Antiretroviral Products: STRIBILD is a complete regimen for the treatment of 
HIV-1 infection and coadministration with other antiretroviral products is not recommended. Do not 
coadminister with products containing any of the same active components; with products 
containing lamivudine; with products containing ritonavir; or with adefovir dipivoxil.

Bone Effects of tenofovir DF: Bone Mineral Density (BMD): In clinical trials in HIV-1 infected 
adults, tenofovir DF was associated with decreases in 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 
tenofovir DF. For additional information, consult the VIREAD (tenofovir DF) full Prescribing 
Information. The effects of tenofovir DF-associated changes in BMD and biochemical markers on 
long-term bone health and future fracture risk are unknown. Consider assessing BMD in patients 
with 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. If bone abnormalities are suspected 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 tenofovir DF. 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 Adverse Reactions]
Fat Redistribution: Redistribution/accumulation of body fat including central obesity, dorsocervical 
fat enlargement (buffalo hump), peripheral wasting, facial wasting, breast enlargement, and 
“cushingoid appearance” have been observed in patients receiving antiretroviral therapy. The 
mechanism and long-term consequences of these events are currently unknown. A causal 
relationship has not been established.

Immune Reconstitution Syndrome (IRS): IRS has been reported in patients treated with 
combination antiretroviral therapy, including STRIBILD. During the initial phase of combination 
antiretroviral treatment, patients whose immune system responds may develop an inflammatory 
response to indolent or residual opportunistic infections (e.g., Mycobacterium avium infection, 
cytomegalovirus, Pneumocystis jirovecii pneumonia [PCP], or tuberculosis), which may necessitate 
further evaluation and treatment. Autoimmune disorders (e.g., Graves’ disease, polymyositis, and 
Guillain-Barre syndrome) have been reported to occur in the setting of immune reconstitution, 
however, the time to onset is more variable, and can occur many months after initiation of treatment.  

ADVERSE REACTIONS: 
See BOXED WARNING and Warnings and Precautions for additional serious adverse reactions. 
The safety assessment of STRIBILD (N=701) is based on week 144 pooled data from two Phase 3 
trials in antiretroviral treatment-naive HIV-1 infected adults. Through week 144, 6.0% of subjects 
discontinued STRIBILD due to adverse events, regardless of severity. 

Adverse Reactions: Treatment emergent adverse drug reactions (all grades) reported in ≥5% of 
subjects receiving STRIBILD through week 144 were: nausea (16%), diarrhea (12%), abnormal 
dreams (9%), and headache (7%). Suicidal ideation and suicide attempt occurred in 0.3% of 
subjects receiving STRIBILD, all in subjects with a pre-existing history of depression or psychiatric 
illness. See Warnings and Precautions for information on renal adverse reactions. 

Laboratory Abnormalities: Treatment emergent laboratory abnormalities (Grades 3-4) 
occurring in ≥2% of subjects receiving STRIBILD through week 144 were: creatine kinase ≥10x 
ULN (8%); urine RBC (hematuria) >75 RBC/HPF (4%); amylase >2.0x ULN (3%); AST >5x ULN 
(3%); ALT >3x ULN (2%). For subjects with serum amylase >1.5x ULN, lipase test was 
performed; increased lipase (Grades 3-4) occurred in 17% of subjects. Cobicistat has been 
shown to decrease CrCl due to inhibition of tubular secretion of creatinine without affecting 
renal glomerular function; decreases in CrCl occurred early in treatment with STRIBILD after which 
they stabilized. Mean ±SD changes at week 144 were: serum creatinine, 0.14 ±0.14 mg/dL;  
eGFR by Cockcroft-Gault, -14.0 ±16.6 mL/min. Elevations in serum creatinine and proteinuria  
(all grades) occurred in 12% and 52% of subjects receiving STRIBILD, respectively. BMD  
was assessed by DEXA in a non-random subset; mean decreases in BMD from baseline to  
week 144 in the STRIBILD group (N=54) were comparable to the comparator group at the 
lumbar spine (-1.43%) and the hip (-2.83%). Bone fractures occurred in 27 subjects (3.9%) in 
the STRIBILD group.

Serum Lipids: In clinical trials, 12% of subjects receiving STRIBILD were on lipid lowering agents 
at baseline; through week 144, an additional 11% of subjects were started on lipid lowering agents. 
Mean changes from baseline in fasting serum lipids in subjects receiving STRIBILD through week 
144 were: total cholesterol: +17 (N=535; baseline 166 mg/dL); HDL-cholesterol: +7 (N=535; 
baseline 43 mg/dL); LDL-cholesterol: +15 (N=535; baseline 100 mg/dL); triglycerides: +12 
(N=535; baseline 122 mg/dL). The change from baseline is the mean of within-patient changes 
from baseline for patients with both baseline and week 144 values.

Consult the respective full Prescribing Information for each available individual component 
of STRIBILD for additional information regarding adverse reactions, including laboratory 
abnormalities and postmarketing events. 

DRUG INTERACTIONS: 
See Contraindications for additional serious drug interactions. 

STRIBILD is a complete regimen for the treatment of HIV-1 infection. STRIBILD should not  
be administered with other antiretroviral medications for treatment of HIV-1 infection. 
Complete information regarding potential drug interactions with other antiretroviral 
medications is not provided. 

Potential for STRIBILD to Affect Other Drugs: Cobicistat is an inhibitor of CYP3A and CYP2D6 and 
the transporters p-glycoprotein (P-gp), BCRP, OATP1B1 and OATP1B3. Coadministration of STRIBILD 
with drugs that are primarily metabolized by CYP3A or CYP2D6, or are substrates of P-gp, BCRP, 
OATP1B1 or OATP1B3 may result in increased concentrations of such drugs. Elvitegravir is a 
modest inducer of CYP2C9 and may decrease the concentrations of CYP2C9 substrates. 

Potential for Other Drugs to Affect STRIBILD: Elvitegravir and cobicistat are metabolized by 
CYP3A. Cobicistat is also metabolized to a minor extent by CYP2D6. Drugs that induce CYP3A 
activity are expected to increase the clearance of elvitegravir and cobicistat, resulting in decreased 
concentrations of cobicistat and elvitegravir, which may lead to loss of efficacy and development  
of resistance. Coadministration of STRIBILD with other drugs that inhibit CYP3A may decrease  
the clearance and increase the concentration of cobicistat.

Drugs Affecting Renal Function: Because emtricitabine and tenofovir are primarily excreted by 
the kidneys by a combination of glomerular filtration and active tubular secretion, coadministration 
of STRIBILD with drugs that reduce renal function or compete for active tubular secretion may 
increase concentrations of emtricitabine, tenofovir, and other renally eliminated drugs, which may 
increase the incidence of adverse reactions [see Warnings and Precautions].
Established and Other Potentially Significant Interactions: The drug interactions described are 
based on studies conducted with either STRIBILD, the components of STRIBILD as individual agents 
and/or in combination, or are predicted drug interactions that may occur with STRIBILD. The list 
includes potentially significant interactions but is not all inclusive. An alteration in dose or 
regimen may be recommended for the following drugs when coadministered with STRIBILD:

•  Acid Reducing Agents: antacids. Separate STRIBILD and antacid administration by at least 2 hours.
•  Antiarrhythmics: amiodarone, bepridil, digoxin, disopyramide, flecainide, systemic lidocaine 

mexiletine, propafenone, quinidine. Caution warranted and therapeutic concentration monitoring 
recommended. 

•  Antibacterials: clarithromycin, telithromycin. Clarithromycin: no dose adjustment required for 
patients with CrCl ≥60 ml/min; the dose should be reduced by 50% for patients with CrCl 
between 50 and 60 mL/min. Telithromycin: concentrations of telithromycin and/or cobicistat may 
be increased. 

• Anticoagulants: warfarin. International normalized ratio (INR) monitoring recommended.
•  Anticonvulsants: carbamazepine, oxcarbazepine phenobarbital, phenytoin, clonazepam, 

ethosuximide. Phenobarbital, phenytoin, carbamazepine, and oxcarbazepine: may lead to loss of 
efficacy and possible resistance to STRIBILD. Alternative anticonvulsants should be considered. 
Clonazepam and ethosuximide: clinical monitoring recommended.

•  Antidepressants: Selective Serotonin Reuptake Inhibitors (SSRIs), Tricyclic Antidepressants 
(TCAs), trazodone. Dose titration of the antidepressant and monitoring for antidepressant 
response recommended.

•  Antifungals: itraconazole, ketoconazole, voriconazole. Ketoconazole and itraconazole: the 
maximum daily dose should not exceed 200 mg/day. Voriconazole: an assessment of benefit/risk 
ratio is recommended to justify use.

•  Anti-gout: colchicine. Do not coadminister in patients with renal or hepatic impairment. For other 
patients, modify the dose and/or regimen as described in the full PI for STRIBILD.

•  Antimycobacterials: rifabutin, rifapentine. May lead to loss of efficacy and possible resistance to 
STRIBILD. Coadministration not recommended.

•  Beta-Blockers: metoprolol, timolol. Clinical monitoring recommended and a dose decrease of the 
beta blocker may be necessary.

•  Calcium Channel Blockers: amlodipine, diltiazem, felodipine, nicardipine, nifedipine, verapamil. 
Caution warranted and clinical monitoring recommended.

•  Corticosteroids (Systemic): dexamethasone. May lead to loss of efficacy and possible resistance 
to STRIBILD.

•  Corticosteroids (Inhaled/Nasal): fluticasone. Alternative corticosteroids should be considered, 
particularly for long term use. 

•  Endothelin Receptor Antagonists: bosentan. Discontinue bosentan at least 36 hours prior to 
initiating STRIBILD. For patients taking STRIBILD for at least 10 days, start or resume bosentan at 
62.5 mg once daily or every other day based on individual tolerability.  

•  HMG CoA Reductase Inhibitors: atorvastatin. Initiate with the lowest starting dose and titrate 
carefully while monitoring for safety.

•  Hormonal Contraceptives: norgestimate/ethinyl estradiol. Coadministration with STRIBILD resulted 
in decreased plasma concentrations of ethinyl estradiol and an increase in norgestimate. The 
effects of increased progesterone exposure are not fully known. The potential risks and benefits of 
coadministration should be considered, particularly in women who have risk factors for 
progesterone exposure. Alternative (non hormonal) methods of contraception can be considered.

•  Immunosuppressants: cyclosporine, rapamycin, sirolimus, tacrolimus. Therapeutic monitoring 
recommended. 

• Narcotic Analgesics: buprenorphine, naloxone. Closely monitor for sedation and cognitive effects.
•  Inhaled Beta Agonist: salmeterol. Coadministration not recommended due to the increased risk 

of salmeterol cardiovascular adverse events, including QT prolongation, palpitations, and  
sinus tachycardia. 

•  Neuroleptics: perphenazine, risperidone, thioridazine. Decrease in dose of the neuroleptic 
may be needed.

•  Phosphodiesterase-5 (PDE5) Inhibitors: sildenafil, tadalafil, vardenafil. Dosage for erectile 
dysfunction: sildenafil, a single dose not exceeding 25 mg in 48 hours; vardenafil, a single dose 
not exceeding 2.5 mg in 72 hours; tadalafil, a single dose not exceeding 10 mg in 72 hours; 
increase monitoring for PDE-5 associated adverse reactions. Dosage for pulmonary arterial 
hypertension (PAH): tadalafil: stop tadalafil at least 24 hours prior to initiating STRIBILD; start  
or resume at 20 mg once daily in patients receiving STRIBILD for at least 1 week and increase to 
40 mg once daily based on individual tolerability. 

•  Sedative/hypnotics: Benzodiazepines. Parenteral midazolam: coadministration should be done in 
a setting ensuring close clinical monitoring and appropriate medical management in case of 
respiratory depression and/or prolonged sedation; dose reduction should be considered, 
especially if more than a single dose is administered. Other sedative/hypnotics: dose reduction 
may be necessary and clinical monitoring recommended.

Consult the full PI prior to and during treatment with STRIBILD for potential drug interactions; 
this list is not all inclusive.

USE IN SPECIFIC POPULATIONS: 
Pregnancy: STRIBILD is Pregnancy Category B; however, there are no adequate and  
well-controlled studies in pregnant women. STRIBILD should be used during pregnancy only if the 
potential benefit justifies the potential risk to the fetus. Antiretroviral Pregnancy Registry:  
To monitor fetal outcomes of pregnant women exposed to STRIBILD, an Antiretroviral Pregnancy 
Registry has been established. Healthcare providers are encouraged to register patients by  
calling 1-800-258-4263.

Nursing Mothers: The Centers for Disease Control and Prevention recommend that HIV 
infected mothers not breastfeed their infants to avoid risking postnatal transmission of HIV. 
Studies in rats have demonstrated that elvitegravir, cobicistat, and tenofovir are secreted in milk. 
Emtricitabine and tenofovir have been detected in human milk; it is not known if elvitegravir  
or cobicistat is secreted in human milk. Because of both the potential for HIV transmission and  
the potential for serious adverse reactions and/or drug resistance in nursing infants, mothers 
should be instructed not to breastfeed if they are receiving STRIBILD.

Pediatric Use: Safety and effectiveness in children less than 18 years of age have not been established. 

Geriatric Use: Clinical studies of STRIBILD did not include sufficient numbers of subjects aged 65 
and over to determine whether they respond differently from younger subjects. Caution should be 
exercised in the administration of STRIBILD in elderly patients.

Renal Impairment: STRIBILD should not be initiated in patients with CrCl <70 mL/min. STRIBILD 
should be discontinued if CrCl declines to <50 mL/min during treatment with STRIBILD.  
[See Warnings and Precautions, Adverse Reactions]. 
Hepatic Impairment: No dose adjustment is required in patients with mild (Child-Pugh Class A)  
or moderate (Child-Pugh Class B) hepatic impairment. STRIBILD is not recommended for use  
in patients with severe hepatic impairment (Child-Pugh Class C) as no pharmacokinetic or safety 
data are available in these patients [See Dosage and Administration].
OVERDOSAGE: 
If overdose occurs the patient must be monitored for evidence of toxicity. Treatment consists of 
general supportive measures including monitoring of vital signs as well as observation of the 
clinical status of the patient.
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TRUVADA® (emtricitabine 200 mg, tenofovir disoproxil fumarate 300 mg) 
tablets, for oral use
Brief summary of full Prescribing Information.  
See full Prescribing Information. Rx only.

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

Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases, have been 
reported with the use of nucleoside analogs, including tenofovir disoproxil fumarate 
(tenofovir DF), a component of TRUVADA, in combination with other antiretrovirals  
[See Warnings and Precautions].
TRUVADA is not approved for the treatment of chronic hepatitis B virus (HBV) infection 
and the safety and efficacy of TRUVADA have not been established in patients coinfected 
with HBV and HIV-1. Severe acute exacerbations of hepatitis B have been reported in 
patients who are coinfected with HBV and HIV-1 and have discontinued TRUVADA. 
Therefore, hepatic function should be monitored closely with both clinical and laboratory 
follow-up for at least several months in patients who are coinfected with HBV and 
discontinue TRUVADA. If appropriate, initiation of anti-hepatitis B therapy may be 
warranted [See Warnings and Precautions].

INDICATIONS AND USAGE: 
TRUVADA is indicated in combination with other antiretroviral agents for the treatment of HIV-1 
infection in adults and adolescents 12 years of age and older.
Prescribing considerations when initiating therapy with TRUVADA for the treatment  
of HIV-1:
• It is not recommended that TRUVADA be used as a component of triple nucleoside regimen.
•  TRUVADA should not be coadministered with products containing emtricitabine, lamivudine,  

or tenofovir DF.
•  In treatment experienced patients, the use of TRUVADA should be guided by laboratory testing 

and treatment history.

DOSAGE AND ADMINISTRATION: 
See Warnings and Precautions, Adverse Reactions, and Use in Specific Populations for 
additional information.

Adults and Adolescents ≥12 years and ≥35 kg (77 lb): One tablet taken orally once daily with 
or without food.

Adults with Renal Impairment:
• CrCl 50-80 mL/min: No dose adjustment necessary
• CrCl 30-49 mL/min: Adjust dosing interval to one tablet every 48 hours
• CrCl <30 mL/min or hemodialysis: Do not use
Adolescents with Renal Impairment: No data are available to make dose recommendations

CONTRAINDICATIONS: 
TRUVADA for the treatment of HIV-1 infection should only be used in combination with other 
antiretroviral agents.

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 tenofovir DF, a component of TRUVADA, 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 TRUVADA 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).

HBV Infection: All patients with HIV-1 should be tested for chronic HBV before initiating TRUVADA. 
TRUVADA is not approved for the treatment of chronic HBV infection and the safety and efficacy of 
TRUVADA have not been established in patients infected with HBV. Severe acute exacerbations of 
hepatitis B have been reported in patients who are coinfected with HBV and HIV-1 and have 
discontinued TRUVADA. In some patients infected with HBV and treated with emtricitabine,  
the exacerbations of hepatitis B were associated with liver decompensation and liver failure. 
Patients who are infected with HBV should be closely monitored with both clinical and laboratory 
follow-up for at least several months after stopping treatment with TRUVADA. If appropriate, 
initiation of anti-hepatitis B therapy may be warranted. HBV-uninfected individuals should  
be offered vaccination.

New Onset or Worsening Renal Impairment: Renal impairment, including acute renal failure 
and Fanconi syndrome (renal tubular injury with severe hypophosphatemia), has been reported 
with tenofovir DF. Assess estimated creatinine clearance (CrCl) in all patients prior to initiating 
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therapy and as clinically appropriate during therapy with TRUVADA. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while receiving 
adefovir dipivoxil, it is recommended that CrCl, serum phosphorus, urine glucose, and urine 
protein be assessed prior to initiation of TRUVADA, and periodically during TRUVADA therapy. 
TRUVADA should be avoided with concurrent or recent use of a nephrotoxic agent (e.g., high dose 
or multiple 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 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. Dosing interval adjustment of TRUVADA and close 
monitoring of renal function are recommended in all patients with CrCl 30-49 mL/min. No safety 
or efficacy data are available in patients with renal impairment who received TRUVADA using 
these dosing guidelines, so the potential benefit of TRUVADA therapy should be assessed against 
the potential risk of renal toxicity. Do not use TRUVADA in patients with CrCl <30 mL/min or 
patients requiring dialysis.

Coadministration with Other Products: TRUVADA should not be coadministered with other 
products containing any of the same active components (emtricitabine or tenofovir DF); with 
products containing lamivudine; or with adefovir dipivoxil.

Bone Effects of Tenofovir DF: Bone mineral density (BMD): In clinical trials in HIV-1 infected 
adults, tenofovir DF was associated with decreases in 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 tenofovir DF. In clinical trials in HIV-1 infected subjects aged 2 to <18 years, bone 
effects were similar to those observed in adults and suggest increased bone turnover. Total 
body BMD gain was less in tenofovir DF treated HIV-1 infected pediatric subjects as compared 
to the control group; skeletal growth (height) appeared to be unaffected. For more information, 
please consult the VIREAD (tenofovir DF) full Prescribing Information. The effects of tenofovir 
DF-associated changes in BMD and biochemical markers on long-term bone health and future 
fracture risk are unknown. Consider assessing BMD in adults and adolescents with 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. If bone abnormalities are suspected, 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 tenofovir DF. 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.

Fat Redistribution: Redistribution/accumulation of body fat including central obesity, 
dorsocervical fat enlargement (buffalo hump), peripheral wasting, facial wasting, breast 
enlargement, and “cushingoid appearance” have been observed in HIV-1 infected patients 
receiving antiretroviral therapy. The mechanism and long-term consequences of these events 
are unknown. A causal relationship has not been established.

Immune Reconstitution Syndrome (IRS): IRS has been reported in HIV-1 infected patients 
treated with combination antiretroviral therapy, including TRUVADA. During the initial phase of 
combination antiretroviral treatment, HIV-1 infected patients whose immune system responds 
may develop an inflammatory response to indolent or residual opportunistic infections  
(e.g., Mycobacterium avium infection, cytomegalovirus, Pneumocystis jirovecii pneumonia 
[PCP], or tuberculosis), which may necessitate further evaluation and treatment. Autoimmune 
disorders (e.g., Graves’ disease, polymyositis, and Guillain-Barre syndrome) have also been 
reported to occur in the setting of immune reconstitution, however, the time to onset is  
more variable, and can occur many months after initiation of treatment.

Early Virologic Failure: Clinical trials in HIV-1 infected patients have demonstrated that certain 
regimens that only contain three nucleoside reverse transcriptase inhibitors (NRTI) are generally 
less effective than triple drug regimens containing two NRTIs in combination with either a  
non-nucleoside reverse transcriptase inhibitor (NNRTI) or a HIV-1 protease inhibitor. In particular, 
early virological failure and high rates of resistance substitutions have been reported. Triple 
nucleoside regimens should therefore be used with caution. Patients on a therapy utilizing  
a triple nucleoside-only regimen should be carefully monitored and considered for  
treatment modification.

ADVERSE REACTIONS: 
See BOXED WARNING and Warnings and Precautions for additional serious adverse reactions. 

Clinical Trials in HIV-1 Infected Adult Subjects:
The safety assessment of emtricitabine + tenofovir DF (in combination with efavirenz; N=257) is 
based on the Week 144 data from Study 934, an active-controlled trial in treatment-naïve adults. 
From Weeks 96 to 144, subjects received TRUVADA (in place of emtricitabine + tenofovir DF) with 
efavirenz. Adverse reactions and laboratory abnormalities observed in this trial were generally 
consistent with those seen in other trials of emtricitabine and/or tenofovir DF.

Adverse Reactions: The most common adverse reactions (incidence ≥10%, any severity) were 
diarrhea, nausea, fatigue, headache, dizziness, depression, insomnia, abnormal dreams, and rash. 
Grades 2-4 treatment-emergent adverse reactions (incidence ≥5%) were diarrhea, nausea, 
fatigue, sinusitis, upper respiratory tract infections, nasopharyngitis, headache, dizziness, 
depression, insomnia and rash event (includes rash, exfoliative rash, rash generalized, rash 
macular, rash maculo-papular, rash pruritic, and rash vesicular). Frequencies of adverse reactions 
are based on all treatment-emergent adverse events, regardless of relationship to study drug. 
Skin discoloration, manifested by hyperpigmentation on the palms and/or soles, was generally 
mild and asymptomatic; the mechanism and clinical significance are unknown.

Laboratory Abnormalities: Significant laboratory abnormalities reported in ≥5% of subjects 
receiving TRUVADA + efavirenz were: any ≥Grade 3 laboratory abnormality (30%), fasting 
cholesterol >240 mg/dL (22%), creatine kinase >990 U/L in males or >845 U/L in females (9%), 
and serum amylase >175 U/L (8%).

Other Adverse Reactions or Laboratory Abnormalities: Adverse reactions occurring in ≥5% of 
subjects receiving emtricitabine or tenofovir DF with other antiretroviral agents in clinical trials 
include anxiety, arthralgia, increased cough, dyspepsia, fever, myalgia, pain, abnormal pain, back 
pain, paresthesia, peripheral neuropathy (including peripheral neuritis and neuropathy), 
pneumonia, and rhinitis. Grades 3-4 laboratory abnormalities occurring in ≤3% of subjects include 
increased bilirubin, increase pancreatic amylase, increased or decreased serum glucose, and 
increased serum lipase.

Clinical Trials in HIV-1 Infected Pediatric Subjects:
Emtricitabine: In addition to the adverse reactions reported in adults, anemia (7%) and 
hyperpigmentation (32%) were observed in subjects 3 months to <18 years of age in an  
open-label, uncontrolled trial (N=116).

Tenofovir DF: In a pediatric clinical trial conducted in subjects 12 to <18 years of age, the 
adverse reactions observed in subjects who received tenofovir DF were consistent with those 
observed in clinical trials of adults.

Consult the respective full Prescribing Information for each individual component of 
TRUVADA for additional information regarding adverse reactions, including laboratory 
abnormalities and postmarketing events.

DRUG INTERACTIONS: 
Didanosine: Tenofovir DF significantly increases didanosine concentrations. Coadministration 
of TRUVADA and didanosine should be undertaken with caution; monitor patients closely for 
didanosine toxicity (e.g., pancreatitis, neuropathy). Suppression of CD4+ cell counts has been 
observed in patients receiving tenofovir DF with didanosine 400 mg daily. Didanosine should be 
discontinued in patients who develop didanosine toxicity. In patients >60 kg, reduce didanosine 
dose to 250 mg when coadministered with TRUVADA. No data are available to recommend a 
dose adjustment of didanosine for adult or pediatric patients weighing <60 kg. When 
coadministered, TRUVADA and didanosine may be taken under fasted conditions or with a light 
meal (<400 kcal, 20% fat).

HIV-1 Protease Inhibitors: Do not use TRUVADA with atazanavir without ritonavir as 
coadministration decreases atazanavir concentrations and increases tenofovir concentrations. 
When coadministered with TRUVADA, give ritonavir 100 mg with atazanavir 300 mg. 
Coadministration of TRUVADA with atazanavir and ritonavir, darunavir and ritonavir, or lopinavir/
ritonavir increase tenofovir concentrations; monitor patients for evidence of tenofovir toxicity.

Drugs Affecting Renal Function: Emtricitabine and tenofovir are primarily eliminated by the 
kidneys through a combination of glomerular filtration and active tubular secretion. No drug 
interactions due to competition for renal excretion have been observed; however, 
coadministration of TRUVADA with drugs that compete for active tubular secretion may increase 
serum concentrations of emtricitabine, tenofovir, and/or the coadministered drugs, which may 
increase the incidence of adverse reactions [See Warnings and Precautions].
USE IN SPECIFIC POPULATIONS: 
Pregnancy: TRUVADA is Pregnancy Category B; however, there are no adequate and well-
controlled studies in pregnant women. TRUVADA should be used during pregnancy only if the 
potential benefit justifies the potential risk to the fetus.

Antiretroviral Pregnancy Registry (APR): To monitor fetal outcomes of pregnant women 
exposed to TRUVADA, an Antiretroviral Pregnancy Registry has been established. Healthcare 
providers are encouraged to register patients by calling 1-800-258-4263.

Nursing Mothers: The Centers for Disease Control and Prevention recommend that HIV-1 
infected mothers not breastfeed their infants to avoid risking postnatal transmission of 
HIV-1. Both emtricitabine and tenofovir have been detected in human milk. Because of both the 
potential for HIV-1 transmission and the potential for serious adverse reactions and/or drug 
resistance in nursing infants, mothers should be instructed not to breastfeed if they are 
receiving TRUVADA.

Pediatric Use: TRUVADA should only be administered to HIV-1 infected adolescents ≥12 years 
of age and weigh ≥35 kg (77 lb). Because it is a fixed-dose combination tablet, TRUVADA 
cannot be adjusted for patients of lower age and weight. Safety and efficacy have not been 
established in patients <12 years of age or weigh <35 kg.

Geriatric Use: Clinical trials of emtricitabine or tenofovir DF 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 patients should be cautious, keeping in mind 
the greater frequency of decreased hepatic, renal, or cardiac function, and of concomitant 
disease or other drug therapy.

Renal Impairment: The dosing interval of TRUVADA should be modified in HIV-1 infected adults 
with CrCl of 30-49 mL/min. TRUVADA should not be used in patients with CrCl <30 mL/min and 
in patients with end stage renal disease requiring dialysis. [See Dosage and Administration; 
Warnings and Precautions].
OVERDOSAGE: 
If overdose occurs, the patient must be monitored for evidence of toxicity and standard supportive 
treatment applied as necessary.
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therapy and as clinically appropriate during therapy with TRUVADA. In patients at risk of renal 
dysfunction, including patients who have previously experienced renal events while receiving 
adefovir dipivoxil, it is recommended that CrCl, serum phosphorus, urine glucose, and urine 
protein be assessed prior to initiation of TRUVADA, and periodically during TRUVADA therapy. 
TRUVADA should be avoided with concurrent or recent use of a nephrotoxic agent (e.g., high dose 
or multiple 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 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. Dosing interval adjustment of TRUVADA and close 
monitoring of renal function are recommended in all patients with CrCl 30-49 mL/min. No safety 
or efficacy data are available in patients with renal impairment who received TRUVADA using 
these dosing guidelines, so the potential benefit of TRUVADA therapy should be assessed against 
the potential risk of renal toxicity. Do not use TRUVADA in patients with CrCl <30 mL/min or 
patients requiring dialysis.

Coadministration with Other Products: TRUVADA should not be coadministered with other 
products containing any of the same active components (emtricitabine or tenofovir DF); with 
products containing lamivudine; or with adefovir dipivoxil.

Bone Effects of Tenofovir DF: Bone mineral density (BMD): In clinical trials in HIV-1 infected 
adults, tenofovir DF was associated with decreases in 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 tenofovir DF. In clinical trials in HIV-1 infected subjects aged 2 to <18 years, bone 
effects were similar to those observed in adults and suggest increased bone turnover. Total 
body BMD gain was less in tenofovir DF treated HIV-1 infected pediatric subjects as compared 
to the control group; skeletal growth (height) appeared to be unaffected. For more information, 
please consult the VIREAD (tenofovir DF) full Prescribing Information. The effects of tenofovir 
DF-associated changes in BMD and biochemical markers on long-term bone health and future 
fracture risk are unknown. Consider assessing BMD in adults and adolescents with 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. If bone abnormalities are suspected, 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 tenofovir DF. 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.

Fat Redistribution: Redistribution/accumulation of body fat including central obesity, 
dorsocervical fat enlargement (buffalo hump), peripheral wasting, facial wasting, breast 
enlargement, and “cushingoid appearance” have been observed in HIV-1 infected patients 
receiving antiretroviral therapy. The mechanism and long-term consequences of these events 
are unknown. A causal relationship has not been established.

Immune Reconstitution Syndrome (IRS): IRS has been reported in HIV-1 infected patients 
treated with combination antiretroviral therapy, including TRUVADA. During the initial phase of 
combination antiretroviral treatment, HIV-1 infected patients whose immune system responds 
may develop an inflammatory response to indolent or residual opportunistic infections  
(e.g., Mycobacterium avium infection, cytomegalovirus, Pneumocystis jirovecii pneumonia 
[PCP], or tuberculosis), which may necessitate further evaluation and treatment. Autoimmune 
disorders (e.g., Graves’ disease, polymyositis, and Guillain-Barre syndrome) have also been 
reported to occur in the setting of immune reconstitution, however, the time to onset is  
more variable, and can occur many months after initiation of treatment.

Early Virologic Failure: Clinical trials in HIV-1 infected patients have demonstrated that certain 
regimens that only contain three nucleoside reverse transcriptase inhibitors (NRTI) are generally 
less effective than triple drug regimens containing two NRTIs in combination with either a  
non-nucleoside reverse transcriptase inhibitor (NNRTI) or a HIV-1 protease inhibitor. In particular, 
early virological failure and high rates of resistance substitutions have been reported. Triple 
nucleoside regimens should therefore be used with caution. Patients on a therapy utilizing  
a triple nucleoside-only regimen should be carefully monitored and considered for  
treatment modification.

ADVERSE REACTIONS: 
See BOXED WARNING and Warnings and Precautions for additional serious adverse reactions. 

Clinical Trials in HIV-1 Infected Adult Subjects:
The safety assessment of emtricitabine + tenofovir DF (in combination with efavirenz; N=257) is 
based on the Week 144 data from Study 934, an active-controlled trial in treatment-naïve adults. 
From Weeks 96 to 144, subjects received TRUVADA (in place of emtricitabine + tenofovir DF) with 
efavirenz. Adverse reactions and laboratory abnormalities observed in this trial were generally 
consistent with those seen in other trials of emtricitabine and/or tenofovir DF.

Adverse Reactions: The most common adverse reactions (incidence ≥10%, any severity) were 
diarrhea, nausea, fatigue, headache, dizziness, depression, insomnia, abnormal dreams, and rash. 
Grades 2-4 treatment-emergent adverse reactions (incidence ≥5%) were diarrhea, nausea, 
fatigue, sinusitis, upper respiratory tract infections, nasopharyngitis, headache, dizziness, 
depression, insomnia and rash event (includes rash, exfoliative rash, rash generalized, rash 
macular, rash maculo-papular, rash pruritic, and rash vesicular). Frequencies of adverse reactions 
are based on all treatment-emergent adverse events, regardless of relationship to study drug. 
Skin discoloration, manifested by hyperpigmentation on the palms and/or soles, was generally 
mild and asymptomatic; the mechanism and clinical significance are unknown.

Laboratory Abnormalities: Significant laboratory abnormalities reported in ≥5% of subjects 
receiving TRUVADA + efavirenz were: any ≥Grade 3 laboratory abnormality (30%), fasting 
cholesterol >240 mg/dL (22%), creatine kinase >990 U/L in males or >845 U/L in females (9%), 
and serum amylase >175 U/L (8%).

Other Adverse Reactions or Laboratory Abnormalities: Adverse reactions occurring in ≥5% of 
subjects receiving emtricitabine or tenofovir DF with other antiretroviral agents in clinical trials 
include anxiety, arthralgia, increased cough, dyspepsia, fever, myalgia, pain, abnormal pain, back 
pain, paresthesia, peripheral neuropathy (including peripheral neuritis and neuropathy), 
pneumonia, and rhinitis. Grades 3-4 laboratory abnormalities occurring in ≤3% of subjects include 
increased bilirubin, increase pancreatic amylase, increased or decreased serum glucose, and 
increased serum lipase.

Clinical Trials in HIV-1 Infected Pediatric Subjects:
Emtricitabine: In addition to the adverse reactions reported in adults, anemia (7%) and 
hyperpigmentation (32%) were observed in subjects 3 months to <18 years of age in an  
open-label, uncontrolled trial (N=116).

Tenofovir DF: In a pediatric clinical trial conducted in subjects 12 to <18 years of age, the 
adverse reactions observed in subjects who received tenofovir DF were consistent with those 
observed in clinical trials of adults.

Consult the respective full Prescribing Information for each individual component of 
TRUVADA for additional information regarding adverse reactions, including laboratory 
abnormalities and postmarketing events.

DRUG INTERACTIONS: 
Didanosine: Tenofovir DF significantly increases didanosine concentrations. Coadministration 
of TRUVADA and didanosine should be undertaken with caution; monitor patients closely for 
didanosine toxicity (e.g., pancreatitis, neuropathy). Suppression of CD4+ cell counts has been 
observed in patients receiving tenofovir DF with didanosine 400 mg daily. Didanosine should be 
discontinued in patients who develop didanosine toxicity. In patients >60 kg, reduce didanosine 
dose to 250 mg when coadministered with TRUVADA. No data are available to recommend a 
dose adjustment of didanosine for adult or pediatric patients weighing <60 kg. When 
coadministered, TRUVADA and didanosine may be taken under fasted conditions or with a light 
meal (<400 kcal, 20% fat).

HIV-1 Protease Inhibitors: Do not use TRUVADA with atazanavir without ritonavir as 
coadministration decreases atazanavir concentrations and increases tenofovir concentrations. 
When coadministered with TRUVADA, give ritonavir 100 mg with atazanavir 300 mg. 
Coadministration of TRUVADA with atazanavir and ritonavir, darunavir and ritonavir, or lopinavir/
ritonavir increase tenofovir concentrations; monitor patients for evidence of tenofovir toxicity.

Drugs Affecting Renal Function: Emtricitabine and tenofovir are primarily eliminated by the 
kidneys through a combination of glomerular filtration and active tubular secretion. No drug 
interactions due to competition for renal excretion have been observed; however, 
coadministration of TRUVADA with drugs that compete for active tubular secretion may increase 
serum concentrations of emtricitabine, tenofovir, and/or the coadministered drugs, which may 
increase the incidence of adverse reactions [See Warnings and Precautions].
USE IN SPECIFIC POPULATIONS: 
Pregnancy: TRUVADA is Pregnancy Category B; however, there are no adequate and well-
controlled studies in pregnant women. TRUVADA should be used during pregnancy only if the 
potential benefit justifies the potential risk to the fetus.

Antiretroviral Pregnancy Registry (APR): To monitor fetal outcomes of pregnant women 
exposed to TRUVADA, an Antiretroviral Pregnancy Registry has been established. Healthcare 
providers are encouraged to register patients by calling 1-800-258-4263.

Nursing Mothers: The Centers for Disease Control and Prevention recommend that HIV-1 
infected mothers not breastfeed their infants to avoid risking postnatal transmission of 
HIV-1. Both emtricitabine and tenofovir have been detected in human milk. Because of both the 
potential for HIV-1 transmission and the potential for serious adverse reactions and/or drug 
resistance in nursing infants, mothers should be instructed not to breastfeed if they are 
receiving TRUVADA.

Pediatric Use: TRUVADA should only be administered to HIV-1 infected adolescents ≥12 years 
of age and weigh ≥35 kg (77 lb). Because it is a fixed-dose combination tablet, TRUVADA 
cannot be adjusted for patients of lower age and weight. Safety and efficacy have not been 
established in patients <12 years of age or weigh <35 kg.

Geriatric Use: Clinical trials of emtricitabine or tenofovir DF 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 patients should be cautious, keeping in mind 
the greater frequency of decreased hepatic, renal, or cardiac function, and of concomitant 
disease or other drug therapy.

Renal Impairment: The dosing interval of TRUVADA should be modified in HIV-1 infected adults 
with CrCl of 30-49 mL/min. TRUVADA should not be used in patients with CrCl <30 mL/min and 
in patients with end stage renal disease requiring dialysis. [See Dosage and Administration; 
Warnings and Precautions].
OVERDOSAGE: 
If overdose occurs, the patient must be monitored for evidence of toxicity and standard supportive 
treatment applied as necessary.
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ACA is in Recovery

IT IS TOO SOON TO CLAIM that the operation was a complete success, but the ACA patient is out 

of the OR, in recovery and seems to be doing better—but still not out of the woods.

The Open Enrollment period appears 
to be going much more smoothly than 
the rocky roll out of 2013. And to be 
clear, there has been a substantial de-
crease in the number of Americans who 
are uninsured as 7.4 million signed-up 
through the exchanges, and several million 
more gained coverage through expanded 
Medicaid programs. The ACA is truly 
the most important healthcare program 
since Medicare was implemented nearly 
50 years ago.

This issue of the HIV Specialist focuses 
on the ACA one year later—successes, failures and the 
sense that we still have more to do to guarantee access 
to quality health services for all Americans. I believe that 
the Academy has done an excellent job of assisting our 
Members through this very difficult transition period. 
Bruce Packett, AAHIVM’s Deputy Executive Director and 
Director of Educational Programs, and Holly Kilness-
Packett, our Public Policy Director, developed a series 
of seven regional meetings this past Spring to assist the 
ACA transition for HIV practitioners. Holly and Vanessa 
Ducher, our new Program Manager, spent hundreds of 
hours providing up-to-date ACA information on our 
website. And Amber McCracken, our Communications 
Director, helped create our ACA website and guided the 
development of this issue of the HIV Specialist.

We contracted with Julia Hidalgo, PhD, who 
teaches at George Washington University, to develop 
and periodically update specific state-by-state ACA 

information. Please see her article in this 
issue on her insight into what providers 
need to be doing now to meet all the 
ACA requirements. Our HIV advocacy 
colleagues also have provided enormous 
transitional support for patients and pro-
viders. Several of them have contributed 
articles for this issue.

Yes, we have seen millions of Americans 
get health insurance coverage. Yes, we are 
beginning to see a reduction in ER vis-
its for non-emergency care. But it is too 
soon to measure the improvement of the 

health of our citizens. We know those improvements 
will come—but only if we both maintain our successes 
and increase our efforts in the future.

And there is still much to be done. Over 13 percent 
of our citizens continue to be uninsured. More than 20 
states have not expanded their Medicaid programs—and 
even worse, many of these states are in the southeast, 
where HIV is most prevalent. While healthcare cost 
increases have moderated over the past few years, they 
are still way too high —over 18 percent of the GDP. 
Our infant mortality rate is too high and our longevity 
rate is too low. And when breakthrough interventions 
are developed—HCV for example—barriers to access 
are created almost immediately.

2014 was a good year for healthcare—let’s all work 
to make 2015 even better.

The Staff of the Academy wishes to you, your families 
and your patients a happy and healthy new year. H I V

James M. Friedman

BY JAMES M. FRIEDMAN, MHA
Executive Director, AAHIVM

We know those 
improvements 

will come—but 
only if we both 

maintain our 
successes and 

increase our 
efforts in the 

future.

LETTER FROM THE D I R E C T O R
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HIV Treatment Works is a new CDC campaign featuring people living 
with HIV who share stories about obstacles they faced entering 
into care and being on treatment and how they overcame those 
challenges. The campaign also encourages people living with HIV to 
live well and protect others by staying on treatment. The new HIV 
Treatment Works website contains videos from people living with 
HIV, posters for your office or clinic, and materials for your patients.

NEW CDC MATERIALS FOR YOUR 
PATIENTS LIVING WITH HIV

cdc.gov/HIVTreatmentWorks



NEWSIn the
INFORMATION FOR HIV CARE PROVIDERS

HIV+ Patients with Lymphoma  
Should Not Be Excluded from Stem Cell Transplants

NEW CLINICAL TRIAL RESULTS INDICATE that HIV-positive patients with 
lymphoma should be able to receive autologous blood stem cell transplants as 
treatment, calling “unfounded” concern that these patients’ compromised immune 
systems would have a higher risk of infection and poor graft function due to their 
need for HIV medications.

Results of the trial were presented at the American Society of Hematology (ASH) 
meetings on December 8 and state that patients with HIV-associated lymphoma 
(HAL) who meet standard eligibility criteria should receive an autologous blood 
stem cell transplant as standard of care or be enrolled in a National Institutes of 
Health (NIH)-funded clinical trial.

The single-arm, multi-institutional clinical trial—conducted by the Blood and 
Marrow Transplant Clinical Trials Network (BMT CTN) in collaboration with the 
AIDS Malignancy Clinical Trials Consortium (AMC)—followed the progress of 40 
patients with treatable HIV-1 infection 15 years of age and older who underwent 
autologous blood stem cell transplantation for lymphoma. The trial found an esti-
mated one-year progression-free survival rate of 82.3 percent in these patients, all 
of whom had failed prior therapy.

“This trial confirms that HAL patients may successfully undergo autologous 
transplants with favorable outcomes,” Joseph Alvarnas, M.D., lead study author 
and director of medical quality at the City of Hope.

  G E N E  T H E R A P Y :  
Potential New HIV Treatment?

A TEAM OF RESEARCHERS at the 
University of Pennsylvania report 
that personalized gene therapy used 

in a group of HIV patients has resulted in re-
ducing the virus to nearly undetectable levels.

Researchers report controlling HIV 
without the use of drugs by using a patient’s 
cells to resist infection, targeting a CCR-5 
receptor.

According to Pablo Tebas, M.D., 
Infectious Disease Specialist at Penn, “People 
without CCR-5, they are resistant to HIV, 
so … we try to take patients who have HIV 
infection and remove the CCR-5.”

Penn researchers have taken white blood 
cells from patients and modified them with a 
specially designed molecule called a zinc fin-
ger nuclease, which causes mutation reducing 
CCR-5 on the surfaces of the cells, thus mak-
ing it possible for the HIV virus to enter.

The modified cells are reproduced in the 
lab without the CCR-5, frozen, and then 
infused back into the patient.

Doctors noted a dramatic spike in the 
modified cells in most patients one week after 
the infusion. They also detected modified cells 
in lymph tissue, suggesting the cells were func-
tioning normally. Researchers say this is not a 
cure for HIV, but one step in a combination 
that may someday make the virus obsolete.

Anti-HIV Medicines Can Damage Fetal Hearts: Study
A STUDY BY A WAYNE STATE UNIVERSITY and Children’s 
Hospital of Michigan, Detroit Medical Center research team 
shows that ARVs given to HIV-positive pregnant women can 
cause significant long-term heart problems for the non-HIV-
infected babies they carry.

Published in the journal AIDS, the study shows that while ARVs 
help prevent the transmission of the virus from mother to infant, 
they are associated with persistently impaired development of 
heart muscle and reduced heart performance in non-HIV-infected 
children whose mothers received the medicines years earlier.

“What our study indicates is that there’s potentially a long-term 
price to be paid for protecting the children of HIV-infected mothers 
from the virus,” said Steven E. Lipshultz, M.D., pediatrician-in-chief 
at the Children’s Hospital of Michigan and chair of pediatrics for 
the Wayne State University School of Medicine. Dr. Lipshultz is 
a specialist in the study of long-term toxic cardiac effects among 
children affected by cancer and HIV drug therapies.

“These medicines have been very effective at reducing the rate 
of transmission of HIV from mother to child,” added Dr. Lipshultz, the 
lead author of the study, “but the findings we’ve just published show 

clearly that further investigation of their long-term impact 
on the heart health of the children involved is needed.”

The study compared heart development and long-
term heart functioning in 428 uninfected children of 
HIV-infected mothers to children who had not been 
exposed to HIV from 2007 to 2012. The results 
pointed to a significant association between 
lagging heart muscle development and 
impaired pumping ability in the children 
of the HIV-infected mothers who had 
received the medications.

“These findings clearly indicate the 
need for further study,” Dr. Lipshultz 
said, pointing out one of the study’s key 
conclusions: “Subclinical differences in 
left ventricular structure and function 
with specific in-utero antiviral exposures 
indicate the need for a longitudinal study 
to assess long-term cardiac risk and cardiac 
monitoring recommendations.
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Updated HIV Guidelines Released
THE INTERNATIONAL AIDS SOCIETY -USA (IAS-USA) has 
issued updated guidelines for treating HIV disease in adults, taking 
into consideration new antiretroviral drugs and treatment regimens 
and support using the CD4 cell count as the primary indicator for 
when to start therapy.

The new guidelines were reported in the Journal of the American 
Medical Association and represent the consensus of a 17- member 
expert panel. The last version was issued in January 2000.

The new recommendations note that more data have emerged 
to support using the CD4 cell count as the primary indicator for 
when to start therapy. Previous guidelines used the plasma HIV 
RNA level (i.e., viral load) as a key laboratory indicator. Viral load 
remains an important marker of response to antiretroviral therapy.

The guidelines also point out that newer formulations of drugs 
and the availability/approval of new drugs have resulted in effective 
and more convenient regimens, such as once daily dosing regimens, 
smaller pill size, and protease inhibitor “boosting” strategies.

Designing a new regimen after treatment failure remains an 
important clinical issue, the guidelines observe, as viruses resistant 
to an increasing number of drugs raise challenges, both for clinicians 
and new drug discovery.

F E D  R E P O R T :  Only 3 in 10 Americans  
Have HIV Under Control

ONLY 30 PERCENT OF AMERICANS LIVING WITH HIV have 
the virus under control, putting others at risk of infection, 
according to a recent report by the U.S. Centers for Disease 

Control and Prevention (CDC).The report said that 840,000 of the 1.2 
million people infected with HIV in 2011 were not consistently taking 
anti-HIV drugs and of that number, 66 percent had been diagnosed 
with HIV but were not getting regular care; 20 percent did not know 
they were infected, and 10 percent were prescribed ARVs, but were 
still not able to get the virus under control; and 4 percent were under 
physician care, but were not prescribed antiretroviral medicines.
According to the CDC, the percentage of Americans with HIV who 
achieved viral suppression remained roughly stable, with 30 percent 
achieving that goal in 2011, the latest year for which data are available, 
compared with 26 percent in 2009.Young people were least likely to 
have the virus in check, according to the report. Only 13 percent of 
people aged 18-24 achieved viral suppression in 2011 compared to 
23 percent of those aged 25-34, 27 percent of those aged 35-44, 34 
percent of those aged 45-54, 36 percent of those aged 55-64, and 37 
percent of those aged 65 and older.The researchers said the disparity 
was due in large measure to the fact that only 49 percent of 18-to-24-
year olds with HIV having been diagnosed.

Visit the AAHIVM Institute for Hepatitis C.  
www.aahivm.org/hcv

Next Institute e-newsletter,  
the ReSource, coming in January.

S
H

U
T

T
E

R
S

TO
C

K

www.aahivm.org HIVSpecialist DECEMBER 2014   9



HHS Awards $2.2 billion for HIV/AIDS Care and Medications

 Health and Human Services Secretary Sylvia M. Burwell 
announced that more than $2.2 billion in grants was 
awarded in fiscal year (FY) 2014 to cities, states and 
local community-based organizations, funded through 

the Ryan White HIV/AIDS Program. 
“As we strive to achieve an AIDS-free generation by pursuing 
and accomplishing the goals of the National HIV/AIDS 
Strategy, the Ryan White HIV/AIDS Program 
serves an increasingly important role,” said 
Burwell. In 2012, 82 percent of Program 
clients were retained in care and more 
than 75 percent of clients were virally 
suppressed.

Under Part A of the Ryan White 
HIV/AIDS Program, $618 million was 
awarded to 52 metropolitan areas to 
provide core medical and support services 
for individuals living with HIV/AIDS. 

Under Part B, approximately $1.3 billion was 
awarded to 59 states and territories. This includes 
grants that can be used for core medical and support services, 
and for the AIDS Drug Assistance Program (ADAP). In addition, 
16 states received Emerging Community grants based on the 
number of AIDS cases over the most recent five-year period. 
Thirty-five states and territories were also awarded $9.9 million 
in Part B Minority AIDS Initiative grants. 

Under Part C Early Intervention Services 
(EIS), approximately $188.2 million was awarded 
to 351 local community-based organizations to 
provide core medical and support services to 
individuals living with HIV/AIDS. Part C grants 
are awarded directly to local organizations to 
provide comprehensive primary health care 
in outpatient settings to people living with 
HIV disease. In addition, 32 organizations 
were awarded more than $2.5 million in Part 
C Capacity Development grants. 

Under Part D, approximately $68.9 million 
was awarded to 115 local community-based 
organizations to provide family-centered 

comprehensive care for women, infants, children and youth. 
Under Part F, $71.8 million was awarded to support technical 

assistance, clinical training, oral health services and the 
development of innovative models of care. Approximately 
$8.7 million was awarded to 56 programs through the HIV/

AIDS Dental Reimbursement Program and $3.5 million in 
grants was awarded to 12 programs through the 

Community-Based Dental Partnership Program. 
Also under Part F, the AIDS Education 

and Training Centers Program (AETC) 
awarded approximately $34.5 million 
through 31 grants to support education 
and training of health care providers 
through a network of 11 regional and three 
national centers. In addition, $25 million 

dollars was awarded through the Special 
Projects of National Significance (SPNS) 

Program, which supports the demonstration 
and evaluation of innovative models of care 

delivery for hard-to-reach populations. 
Grant awards in FY 2014 also support states and 

communities to achieve the goals of the National HIV/AIDS 
Strategy, particularly efforts to reduce new HIV infections and 
increase access to HIV care and improve health outcomes 
for people living with HIV infection, and reduce HIV-related 
disparities and health inequities.

Congress Allocates HIV Funding

THE MASSIVE $1.1 TRILLION SPENDING BILL approved by Congress in 
December to fund most of the federal government through next September 
includes resources in support of HIV/AIDS.

  As it relates specifically to HIV/AIDS, the bill maintains funding for Ryan White 
at $2.3 billion in FY15, including $900 million for the AIDS Drug Assistance Program. 
Congress also agreed to allocate about $787 million for HIV prevention at the CDC, 
a slight decrease from the prior year, while funding for Hepatitis Prevention at the 
CDC would remain at approximately $31 million.

The spending plan also expands funding for international health efforts on AIDS 
and Ebola, but has relatively little impact on other domestic health care issues.

NEWSIn the
INFORMATION FOR HIV CARE PROVIDERS
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Inside this Issue
BY HOLLY KILNESS PACKETT, MA,  
DIRECTOR OF PUBLIC POLICY, AAHIVM

SINCE THE PATIENT PROTECTION AND AFFORDABLE CARE ACT was passed into law in 2010, most of its implementation 

played out on two very different fronts. Behind the scenes, public officials worked on thousands of regulations to interpret 

the law and establish the new systems of coverage. While in media outlets throughout the country, the public heard about a 

political ball game being played: states that were expanding Medicaid versus states that were not; two Supreme Court cases, 

one decided for and one against the law; hundreds of public opinion polls on “Obamacare” favorability; 46 Congressional votes to 

repeal the law.

Then last fall, the biggest programs of the ACA went live. The tech-
nological problems of the HealthCare.gov website weighed down the 
entire news cycle of the first enrollment period. Additionally, the lack of 
available information prior to the start of open enrollment left it virtually 
impossible to do informed analysis of the details or adequacy of the plans 
being offered in the Exchanges prior to day one, or any analysis of the 
actual costs and benefits to the overall systems of care. 

Due to the extensions to the first open enrollment period, there were 
only six months between its close and the opening of the next open 
enrollment period this year. This barely left enough time to begin to 
identify the major pitfalls and issues with the new coverage mechanism, 
let alone to address them through meaningful reform measures.

Now the Affordable Care Act (or ACA) has officially entered its second 
year of open enrollment. For those interested in HIV patients, HIV care, 
and the HIV epidemic in America, it is an interesting time to look at 
how we are all doing under the new ACA umbrella. 

One topic of great interest to HIV advocates is the shift that has 
taken place in HIV care under the ACA from tackling the HIV epidemic 
through public health programs, to covering care and treatment for 
patients through classic insurance coverage models. 

During the first year of coverage under these new private insurance 
plans sold in the Exchanges, information was emerging about HIV pa-
tients, and providers’ experiences. The stories were both encouraging 
and disheartening. It has become very clear that although many patients 
are experiencing new access to coverage for the first time, there are also 
areas for concern with these new coverage systems. 

In one of the articles in this issue, you will read more about the 
information that is emerging from a partnership effort by advocates to 
collect stories of the experiences of patients, providers, and stakeholders 

about their ACA experience. The private insurance plans being offered 
to patients in the state Exchanges have revealed themselves to be widely 
disparate in terms of coverage for individuals with HIV disease, and the 
adequacy of those plans for the care and treatment of HIV patients is 
an area of great concern for many advocates. This year, one advocacy 
group, The AIDS Institute, filed a legal action in Florida asserting that 
inadequacy of coverage is analogous to discrimination against HIV pa-
tients. You’ll learn more about their success in the articles that follow. 

There are also still many states where some of the lowest-income 
individuals don’t have access to tax benefits to purchase plans in the 
exchanges because their state chose not to expand Medicaid. The Supreme 
Court decision that turned Medicaid expansion into an option has left 
the country dotted with pockets of bad news for low-income individuals. 
In the article that follows, you’ll read about the real-world consequences 
for patients in states that chose not to expand, and also the ways in which 
some states are forging alternative paths forward.

To further shake things up, a new Congress has been elected and will 
begin governing next year. What are the prospects for HIV programs, 
and funding streams under Republican control in both houses? Ronald 
Johnson from AIDS United tackles this topic in his article in this issue. 
Finally, in this issue, we provide direct advice for HIV providers about 
steps they can and should be taking in their practices and with their 
patients in light of all of these developments, so they can successfully 
navigate year two of ACA and beyond.  HIV

ABOUT THE AUTHOR:  
Holly Kilness Packett, MA, is the Director of Public Policy for 
the American Academy of HIV Medicine.

The ACA:  
ONE YEAR LATER
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Transforming Public    Health through the ACA

Why Fighting  
an Epidemic is the  

Responsibility of  
Our Entire Health  

Care System

HAS THE AFFORDABLE CARE ACT 
(ACA)—signed into law March 23, 
2010—transformed public health?  
And should it?

There is no doubt that the public and private 
insurance coverage expansions, the cornerstone 
of the ACA, have already significantly changed our 
health care system by providing insurance access to 
millions of Americans.

But an insurance card, by itself, is not enough to ensure 
meaningful access to the services, doctors, and treatment for 
which insurance will now pay. Nor is an insurance card enough to 
ensure that systems are responsive to communities disproportionately 
impacted by HIV.

However, an insurance card working in tandem with public health systems, infrastruc-
ture, and expertise—including community-based prevention and care providers that are adept 
at working with individuals to link them and retain them in care—may be able to transform and 
strengthen the entire health care system.

It is important to acknowledge what we have learned over this first year of ACA implementation 
in order to identify the gaps that remain and the next steps. The following recommendations 
should guide public health providers as they navigate this new health care landscape:

The ACA
ONE YEAR LATER
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BY AMY KILLELEA & TERRANCE MOORE

Transforming Public    Health through the ACA
I. Ensure that Public and 
Private Insurance Are 

Accountable for Ending  
HIV/AIDS

Perhaps the most significant opportunity created by the ACA 
is to make our entire health care system—rather than woefully 

underfunded and siloed public health programs alone—accountable 
for fighting and ending the HIV/AIDS epidemic.

Through the Ryan White Program and state and federally funded 
HIV prevention programs, we have created a public health system that has 

provided access to prevention, testing, care, and treatment to people who had 
nowhere else to go. And in doing so, we let Medicaid and private insurance plans 

off the hook.
With the ACA’s insurance expansion coupled with benefits requirements to ensure 

that that insurance coverage is comprehensive, there are now payer sources beyond categorically 
funded programs responsible for funding these services.

Routine HIV screening and counseling, screening for hepatitis C in baby boomers and people at higher 
risk, mental health and behavioral health services, and antiretroviral medications (including PrEP), for instance, are 
now required covered services for Medicaid expansion and most private insurance plans.

The impact of the availability of these new payer sources is two-fold: first, they provide a safety valve for incredibly 
constrained state and federal public health resources, meaning that programs are able to target funding to core public 
health and enabling services left out of the ACA and insurance coverage; and second, and perhaps more importantly, 
they have a transformative effect on the responsibility of the broader health system to respond to public health crises.

Although CPT codes, billing, and revenue generation may, at first glance, appear to be fairly dry subjects, coverage 
for public health services means that fighting an epidemic does not rest solely on the shoulders of siloed programs. S
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TRANSFORMING PUBLIC HEALTH THROUGH THE ACA

Expanding responsibility does not mean that the ACA is an 
offset for public health. The reality is more nuanced.

As more people gain access to insurance, it is the respon-
sibility of public health experts and advocates to ensure that 
broader health systems provide quality services aligned with 
national and local strategies and metrics for preventing and 
treating HIV.

The next phase of ACA implementation will see a much 
stronger emphasis on new payment and delivery models that 
emphasize coordinated and cost-effective provision of care and 
are tied to health outcomes. Already, state Medicaid programs 
are incorporating HIV access and outcome measures into quality 
improvement programs and pay for performance initiatives.

HIV/AIDS programs and providers—who long ago em-
braced the “whole person” medical home model of care—are 
well positioned to actively participate in development and 
implementation of these models to ensure that health systems 
are responsive for providing quality care for complex and 
chronic conditions.

II. Preserve the Public Health 
Infrastructure and Safety Net
Although insurance coverage is an essential part of compre-
hensive prevention, care, and treatment, it does not replace 
public health infrastructure and expertise.

Even as public health programs and providers leverage 
new payer sources and adapt and innovate with a changing 
environment, there still will be services, populations, and 
expertise not covered by private insurance and Medicaid.

Perhaps the most glaring gap that exists is the one caused 
by failure of states to expand Medicaid. In over 20 states, 
low-income people living with and at risk for HIV cannot 
qualify under Medicaid’s strict eligibility rules and are too 
poor to be eligible for federal subsidies to purchase private 
insurance through the Marketplaces. This population falls 
into the “Medicaid gap” and is simply left out of reform.

In addition, ACA coverage options remain unavailable 
for those categorically ineligible for federal programs. Public 
health programs continue to provide a vital safety net for 
individuals not covered by the ACA.

For insured individuals, public health programs also con-
tinue to provide vital enabling services that work in tandem 
with insurance to link people to, and keep them retained in, 
care and treatment. Many state HIV/AIDS and Viral Hepatitis 
Programs (for example, West Virginia discussed below) have 
been thoughtful about where to focus attention and resources 
to ensure public health programs are leveraging new payer 
sources, but at the same time preserving the expertise and 
services left out of insurance.

Enabling services—like AIDS Drug Assistance Program 
insurance assistance support to help people meet premium 
out-of-pocket expenses associated with insurance; transpor-
tation to and from medical appointments; case management 
to ensure treatment adherence and engagement in care; and 
dental services—remain an essential part of the public health 
mission and role in a reformed environment. In states where 
the uninsured rate has dropped significantly, public health 
programs are able to focus resources on vulnerable popula-
tions and community-based prevention and support services.

Coordination Across Payers: Translating Coverage into Care and Treatment
SERVICE QHP MEDICAID RW/ADAP/CDC

HIV Testing ✔ ✔
Continue to cover  
in certain settings

RX ✔ ✔ Cost-sharing assistance

Medical Case Management  ‑‑‑ ‑‑‑ ✔

Oral Health ‑‑‑ ‑‑‑ ✔

Labs ✔ ✔ Cost-sharing assistance

Mental Health Service ✔ ✔ Cost-sharing assistance

Substance Abuse Treatment ✔ ✔ Cost-sharing assistance

HIV Primary Care ✔ ✔ Cost-sharing assistance

Medical Transportation ‑‑‑ Limited Coverage ✔

Inpatient Hospital Services ✔ ✔ ‑‑‑
Adapted from West Virginia Ryan White Part B Program
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III. Ensure that Traditional 
Population Expertise Is 
Combined with New Coverage 
Opportunities to Accelerate 
Health Equity
The ACA presents new opportunities to expand partnerships 
across the public and private sectors to accelerate the National 
HIV/AIDS Strategy goal of reducing HIV/AIDS in the U.S.

Public health systems and providers have traditionally 
focused on population health trends via the use of surveillance 
and knowledge of the social and structural factors that thwart 
access to high-quality care among vulnerable communities 
(including gay men of color, people who inject drugs, and 
transgender individuals).

For example, young gay men/MSM of color continue to 
be disproportionately impacted by HIV in the U.S. Health 
insurance coverage alone does not guarantee high-quality 
health care delivery for these men. Given such, one key ques-
tion is this: now that we have expanded access to health care 
coverage in some places across the U.S., how can our systems 
reimagine opportunities to address the HIV prevention and 
care needs of populations that have traditionally been shut 
out of health care?

Public health, community-based organizations, providers 
and payers should continue to pursue partnerships that identify 
integrated, innovative models of care that identifies payment 
for key non-clinical services. These models, coupled with more 
rigorous continuing medical education opportunities focused 
on how best to care for vulnerable populations, can serve as 
a vehicle for reaching and keeping these populations in care.

In the case of HIV among young gay men of color in the 
U.S., it is of paramount importance to accelerate integrated 
models of culturally and developmentally appropriate and 
successful evidence-based strategies to deliver HIV screen-
ing, testing, linkage, and retention into care, which leads to 
improved health outcomes, including viral suppression.

In many instances, the focus on basic services (directory 
of available housing, transportation, employment support, 
depression, mental health, etc.) can be a top priority for young 
gay men of color. Additionally, services that are more “youth 
friendly,” as young gay men of color are transitioning to adult 
care, can be a key ingredient to their participation in health 
care over time. It is vitally important that the health care 
system officials expand their knowledge of key populations 
and consider the significant impact of social determinants 
of health to entry to, and retention in, care.

Consider Two States
Perhaps the simplest way to sum up the impact of the ACA 
on public health is to reference two states—New York and 

Washington—which in the past several months have announced 
a plan to end AIDS. These plans both rely on a partnership 
between public health systems, programs, and expertise and 
the access to health care that the ACA provides. At the heart 
of each plan is a recognition that despite the advances in 
treatment, despite the advent of PrEP, and despite the abun-
dance of nuanced data showing exactly which populations 
and demographics are hardest hit by the epidemic, we as a 
society cannot end AIDS without an “all in” approach.

It is the responsibility of every facet of our health care 
system to address the HIV/AIDS epidemic. The ACA is not 
a magic bullet, nor does it supplant the decades of public 
health expertise and leadership in responding to HIV/AIDS. 
However, the ACA does provide the tools necessary to mount 
a cross-system approach to addressing the array of social and 
medical determinants that influence whether and how a person 
contracts HIV, whether that person is tested, how soon that 
person is linked to care, and whether that person is retained 
in care and ultimately attains viral suppression. HIV

ABOUT THE AUTHORS:  
Amy Killelea is the Associate Director for Health 
Systems Integration at the National Alliance of 
State & Territorial AIDS Directors (NASTAD). Amy 
joined NASTAD in June 2012 and is helping to lead 

NASTAD’s health reform efforts, including developing 
implementation resources and technical assistance for state 
HIV/AIDS programs and working on policy recommendations 
and analysis to inform federal implementation. Amy also 
co-chairs the Federal AIDS Policy Partnership’s HIV Health 
Care Access Working Group, a federal advocacy coalition 
made up of over 100 national and community-based HIV 
service organizations.

Terrance Moore is the Director of Policy and 
Health Equity at the National Alliance of State & 
Territorial AIDS Directors (NASTAD). Terrance 
joined NASTAD in December 2003 and leads 
NASTAD’s health equity and policy efforts, 

including developing a technical assistance and resource 
center to assess and collect best practices and promising 
models for engaging Black men who have sex with men 
across the HIV care continuum.

Governor Inslee’s Proclamation  
to End AIDS in Washington

WHEREAS, because of the Affordable Care Act, more people than 
ever have access to health care, and Washington’s health system is 
transforming to integrate physical and behavioral health care and 

social supports, all of which will help to care for those infected with 
HIV and further reduce the spread of disease…
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P
EOPLE CAN NO LONGER 
BE DENIED health insur-
ance based on their health 
status. That’s a major hall-

mark of health care reform, one 
on which even the harshest critics 
of the Patient Protection and Af-
fordable Care Act (ACA) agree.

It is also a feature of the post-ACA landscape that is still very much under construction, as HIV/

AIDS patients and their advocates can attest. The story of what has happened in Florida and in other states 

offers a revealing glimpse of how this significant aspect of health care reform is still playing out—with possible 

good news, finally, for people living with HIV/AIDS.

In many ways, people living with HIV/AIDS are among those who stand to benefit most from the ban on pre-ex-

isting condition exclusions, along with other new provisions that prohibit discrimination in the health insurance 

Marketplaces. In 2013, prior to implementation of the ACA, many people living with HIV/AIDS had been denied 

private coverage and, therefore, faced formidable barriers to accessing care and essential life-saving prescription drugs.

The prospect of enrolling in 2014 coverage in the federally-facilitated Marketplace in Florida was very promising. 

In places like Miami and Tampa, there were dozens of plans from which to choose, including Silver-level offerings 

from national insurers like Aetna, Cigna, and Humana. The state of Florida, too, took interest in the opportunity 

to enroll people living with HIV/AIDS who have been receiving assistance from the Ryan White program.

Good News Ahead?

BY MICHAEL RUPPAL

ACA Stumbles on Access to Prescription   Drugs, Improvements May be On the Horizon
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ACA Stumbles on Access to Prescription   Drugs, Improvements May be On the Horizon

Access Problems Identified Early

However, it was clear from the beginning that significant 
access barriers remained for people living with HIV/AIDs 
in Florida. In late 2013, The AIDS Institute, a Tampa-based 
non-profit advocacy and education group, swiftly analyzed the 
Marketplace plans for 2014 and found troubling evidence that 
discrimination was continuing, in a new form. In particular:

• Some plans in Florida placed all HIV medications on the 
highest cost tiers, where patients would be required to pay, 
for instance, 40 percent of the cost of a 30-day supply. For 
many new enrollees, this meant simply that their medica-
tions were out of reach.

• Some plans also failed to include widely-prescribed HIV 
medications on their drug formularies. For example, sin-
gle-tablet regimens were not available from all plans, even 
though such products are today’s backbone of HIV treatment.

• In a number of instances, plans restricted access to covered 
HIV drugs, with quantity limits and prior authorization 
requirements.

• In addition, The AIDS Institute noted, some plans made 
it very difficult to find prescription drug information on 
their websites and in their marketing materials. A lack of 
transparency hampered the ability of people living with 
HIV/AIDS to make informed decisions about their coverage, 
leaving many of them exposed to unaffordable cost-sharing 
for the medications they need.

The AIDS Institute sounded the alarm early on, in the media 
and to federal officials within the Department of Health and 
Human Services (HHS). In a February 24, 2014, letter to the Center 
for Consumer Information and Insurance Oversight (CCIIO), 
The AIDS Institute detailed the issues outlined above, and asked 
for enforcement of key ACA anti-discrimination provisions. The 
letter cited section 1557 of the ACA, which extends broad civil 
rights protections to Marketplace enrollees, and quoted a separate 
provision stating that plans may not engage in “marketing prac-
tices or benefit designs that will have the effect of discouraging 
the enrollment of individuals with significant health needs.”

Around the same time, The AIDS Institute brought its 
findings to the President’s Advisory Council on HIV/AIDS 
(PACHA), noting, “This trend is not unique to Florida and is 
occurring across the country and across a range of issuers.” As 
it had also asserted in the CCIIO letter, the group emphasized 
federal anti-discrimination provisions and rejected the sug-
gestion that oversight should be left to state regulators. “We 
are concerned that leaving enforcement to state insurance 
commissioners passes the buck on these critical protections 
enacted by federal law,” The AIDS Institute told PACHA.

Nonetheless, relying on state oversight seemed to be exactly 
how HHS was responding to concerns about discrimination by 
Marketplace plans. In the months that followed, HHS did not 
take action to address these issues of prescription drug access; 
nor did it propose regulations implementing section 1557.B
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GOOD NEWS AHEAD?

Advocates Filed Complaint Hoping to Bring 
About Changes for 2015
As enrollees in Florida started to feel the pinch of high 
cost-sharing for HIV medications, advocates began to be 
concerned that no official action would be taken in time 
to make a difference for enrollees in 2015. The HIV/AIDS 
advocacy community also worried that the insurers who did 
not discriminate in 2014 might find it more in their business 
interest to do so in 2015, without fear of being held account-
able under federal law.

Legal action seemed the next logical step, particularly 
to impact the 2015 plans and improve access for Floridians 
living with HIV. In May 2014, The AIDS Institute teamed 
with the National Health Law Program (NHeLP) to file an 
administrative complaint with the HHS Office of Civil Rights 
(OCR), which is charged with enforcing section 1557. The 
complaint charged four issuers—Coventry Health Care (owned 
by Aetna), Cigna, Humana, and Preferred Medical—with 
violating section 1557 and other anti-discrimination pro-
visions in the ACA. Based on The AIDS Institute’s analysis, 
the Complaint asserted:

• CoventryOne places all HIV drugs on Tier 5, including 
generics (with a 40 percent co-insurance after a $1,000 Rx 
deductible) and most require prior authorization.

• Cigna places all HIV drugs on Tier 5, including generics (in 
some plans with a 40 percent co-insurance after deductible 
ranging from $0 to $2,750).

• Humana places all HIV drugs on Tier 5, including generics 
(with a 50 percent co-insurance after a $1,500 Rx deductible).

• Preferred Medical places all HIV drugs on a Specialty Tier, 
including generics, and requires 40 percent co-insurance. 
It is unclear which require prior authorization.

The Complaint charged that the plans’ practices create 
undue limits on access to medications, and concluded, “by 
placing all HIV/AIDS medications, including generics, on 
the highest cost-sharing tier, CoventryOne, Cigna, Humana, 
and Preferred Medical discourage people living with HIV 
and AIDS from enrolling in those health plans—a practice 
which unlawfully discriminates on the basis of disability.”

Legal actions are usually lengthy processes, and this case 
is no exception. OCR’s only response to date has been to 
acknowledge receipt of the Complaint and note that it was 
reviewing its jurisdiction.

Initial Steps to Address Discrimination
Though the Complaint may seem the last step in a series of 
advocacy efforts to change discriminatory formulary designs, 
it did have the effect of sparking additional action to bring 
about change for 2015 and beyond.

Most significant for people in Florida living with HIV, the 
OCR Complaint caught the attention of Florida insurance 
regulators. They acted—just as Open Enrollment began—to 
bring limited relief to people with HIV shopping for plans 
on the Marketplace for 2015.

Legal action seemed 
the next logical step, 
particularly to impact the 
2015 plans and improve 
access for Floridians 
living with HIV.
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In November 2014, the Florida Office of Insurance Regulation 
entered into Consent Orders with two insurance issuers—
Cigna and Coventry. In these agreements, the issuers guar-
antee lower tier placement of generic HIV medications and 
limit cost-sharing for three single-tablet regimens along with 
Fuzeon to $200 per month for 2015. As part of the Consent 
Orders, the insurers are required to meet with both The AIDS 
Institute and NHeLP.

The Consent Orders show that authorities in Florida are 
aware of what’s happening in the Marketplace there, and 
are willing to take some action to address abuses, but action 
by the federal level is still needed on the formal Complaint.

At the national level, HIV/AIDS advocates were at the 
forefront of a broader campaign in the second half of 2014, 
urging improvements in HHS regulation and oversight of 
benefits offered in the Marketplace.

The AIDS Institute teamed with the Epilepsy Foundation 
and the National Alliance on Mental Illness to lead the “I Am 
(Still) Essential” campaign. The first step was to reach out 
with many voices to newly-confirmed HHS Secretary Sylvia 
Mathews Burwell in a July 24, 2014, letter signed by 333 
diverse patient groups. That letter set out three concerns for 
people with chronic conditions seeking insurance coverage 
through the Marketplace plans.

The letter pointed to limited benefits, high cost-sharing, 
and a lack of transparency on the part of some plans, all of 
which create barriers to accessing quality health care. In a 
letter in response, the Secretary addressed the transparency 
issue, writing “We are working to make improvements in this 
area for the Federally-facilitated Marketplaces, and appreci-
ate and will consider the input you provided in your letter.”

Transparency has improved for 2015 enrollment, compared 
to 2014. Formulary information is now much easier to find 
for people shopping on the Marketplace website, healthcare.
gov, but issues of limited benefits and high cost-sharing may 
have to wait for further action by HHS.

It appears that advocates’ concerns have been heard and may 
be addressed. In November 2014, HHS announced through 
its annual Notice of Benefit and Payment Parameters that 
CCIIO is proposing regulatory changes to protect affordability 
and access to appropriate prescription drugs, especially for 
people with chronic conditions.

One option under consideration is requiring plans to have 
pharmacy and therapeutics (P&T) committees to advise them 
on formularies that adhere to accepted treatment guidelines. 
Another option is to mandate use of the drug classifications of 
the American Hospital Formulary Service, which is a widely 
used formulary in other parts of the health care system.

Either of these options, or a combination, would lead to 
more robust formularies in the Marketplace, improving the 
options available to treat people with HIV and other chronic 
conditions. CMS is proposing that such changes would not 
take effect until the 2017 plan year. Advocates are encouraging 
that they begin in 2016.

The Notice of Benefit and Payment Parameters also cau-
tioned plans against placing drugs on cost-sharing tiers in 
a way that discourages enrollment of people with certain 
conditions. HHS clarified that placing most or all drugs in 
a class on the highest tier, or doing so with drugs that treat 
a specific condition, would rise to discrimination under the 
ACA, and warned that “nondiscrimination and civil rights 
laws may apply.” The AIDS Institute and other HIV/AIDS 
advocates continue to press HHS to propose separate regu-
lations implementing section 1557, while awaiting a ruling 
on the OCR complaint. HIV

For more information about The AIDS Institute’s advocacy 
on access to ACA benefits, visit theaidsinstitute.org.

ABOUT THE AUTHOR: 
Michael Ruppal is Executive Director of The AIDS 
Institute.

What about drugs to treat hepatitis?  
The AIDS Institute analysis of Florida 
health insurance plans for 2014 found 
barriers to treatment for viral hepatitis, 
similar to those seen in reviewing HIV 
medication. Many antivirals were placed 
on high cost tiers, with burdensome 
utilization management rules such as 
prior authorization. These practices can 
compound access problems among 
people with HIV where co-infection 
rates are high. The findings also show 
how discriminatory formulary designs 
target enrollees with chronic conditions 
other than HIV, and reinforce the need 
for advocacy against discrimination of all 
kinds in the Marketplace.
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THE NOVEMBER 2014 ELECTION RESULTS have reordered significantly the political landscape at the 

national level and in states across the country—but what do the results mean over the next two years 

for efforts to end the HIV epidemic in the United States?

The election outcome that captured most of the nationwide atten-
tion was the Republicans’ gaining complete control of Congress by 
winning a majority in the Senate and strengthening their majority in 
the House of Representatives. 

With the defeat of the incumbent Democrat, Mary Landrieu, in 
the Louisiana run-off election, Republicans gained nine seats and will 
hold a 54 seat majority, which Democrats holding 44 seats and two by 
independent Senators who participate in the Democratic caucus. Sen. 
Mitch McConnell (R-KY) becomes the new Senate Majority Leader in the 
new, 114th Congress convenes. With Sen. Landrieu’s defeat, Virginia and 
Florida will be the only southern states that have Democratic senators.

The leadership of committees also changes. Committees of particular 
importance for HIV policies are the Appropriations Committee, now 
chaired by Sen. Thad Cochran of Mississippi; the Health, Education, Labor, 
and Pensions (HELP) Committee, chaired by Sen. Lamar Alexander of 
Tennessee; the Finance Committee (oversees Medicare and Medicaid), 
chaired by Sen. Orrin Hatch of Utah; and the Banking, Housing, and 
Urban Affairs Committee, chaired by Sen. Richard Shelby of Arizona. 
At the time of this writing, the leadership of the Budget Committee 

was undecided, with Sen. Jeff Sessions of Alabama challenging Sen. 
Michael Enzi of Wyoming. 

The Republicans now hold a 246 seat majority in the House, with 
Democrats controlling 188 seats. One House seat, Arizona’s 2nd district, 
remained undecided as of Dec. 10. The Republican House majority 
will be the largest since 1928. John Boehner remains Speaker of the 
House, and nearly all of the Republican leadership carries over to the 
114th Congress. 

A major shift in the House committee leadership is the expect-
ed move of Rep. Paul Ryan of Wisconsin from chairing the Budget 
Committee to chairing the Ways and Means Committee. Because of 
its jurisdiction of taxes and other revenue measures, Social Security, 
and other programs, Ways and Means is considered by many to be the 
most powerful House committee. 

Rep. Tom Price of Georgia, who replaces Ryan as Budget Committee 
chair, is one of the 17 medical doctors serving in the outgoing Congress. Rep. 
Harold Rogers of Kentucky likely remains as chair of the Appropriations 
Committee, and Rep. Fred Upton of Michigan is to continue as chair of the 
Energy and Commerce Committee, which oversees the Ryan White Program.

Challenges Ahead

2014 ELECTION RESULTS: What They      Mean for HIV Prevention and Treatment

The ACA
ONE YEAR LATER

BY RONALD JOHNSON
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2014 ELECTION RESULTS: What They      Mean for HIV Prevention and Treatment
HIV Challenges Expected
The changes in the makeup and leadership of the House and Senate 
likely will have a significant impact on policies affecting HIV preven-
tion, care, and treatment. The more prominent issue areas from an 
HIV perspective are budget and appropriations, entitlement and safety 
net programs such as Medicare and Medicaid, the Affordable Care Act 
(ACA), and services provided under the Ryan White Program and the 
Housing Opportunities for People with AIDS (HOPWA) program. 

The challenges that the HIV community will face over the next 
two years are expected to start early in the new Congress, with the 
ACA the primary target. After the Republicans won control of the 
House in the 2010 elections, that body has voted over 50 times to 
repeal, defund, or dismantle the health care reform law. While the 
Democrats held the majority in the Senate, those House-passed bills 
did not gain traction. 

Since the November elections, the incoming House and Senate ma-
jority leadership has made it clear that complete repeal of “Obamacare” 
remains a top priority. The House can be expected to pass a full repeal 
bill early in the new session. The new Republican Majority Leader can 
be expected to allow a Senate vote on such a bill, which was never 
brought up for a vote when the Democrats controlled the Senate. 
A repeal bill likely will lack the 60 votes needed to end an expected 
filibuster by Democrats, so the bill would not reach the President’s 

desk. Even if such a bill somehow passed the Senate, the President 
surely would veto it. 

If repeal fails early in the new session, as is likely, the GOP majority 
can be expected to begin a series of efforts to undermine the ACA. 
One possible approach being discussed is using budget reconciliation, 
which requires only a 51-vote majority. However, budget reconcil-
iation involves a complicated set of steps that can only be used for 
bills that impact the federal budget, and a reconciliation bill would 
still be subject to a veto. 

Another approach that Republicans might use is to chip away 
at unpopular or “non-essential” provisions of the ACA, especially 
those that might gain enough Democratic votes to meet the 60-
vote threshold. Targets could include the tax on medical devices, the 
employer mandate, and the Independent Payment Advisory Board 
(IPAB), which has yet to be formed. 

It is possible that the President would sign some of these changes 
to the ACA, although he has made it clear that he would not sign 
legislation that repeals or alters fundamental provisions, such as the 
individual mandate. A third approach that might be used is to include 
language in appropriations measures to block spending to implement 
portions or the law or to carry out functions to implement it. Funding 
of the Department of Health and Human Services would be the pri-
mary focus of this approach to dismantling the ACA. S
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CHALLENGES AHEAD

The ACA is critical to expanding access to health coverage for all 
Americans, including people living with HIV, so defunding and blocking 
implementation of the ACA would be a serious setback in efforts to 
reduce the gaps in the HIV health care continuum.

The budget and appropriations process, which starts when the 
President releases his Budget request for 2016 fiscal year, also will be an 
early challenge. With their party controlling both houses, Republicans 
are in a stronger position to pass a spending plan that reflects their 
emphasis on reduced government spending without increasing revenue. 

The big cloud over the FY ’16 budget and appropriations process 
is the full amount of sequestration that will be required under the 
Budget and Control Act. Unless Congress repeals or replaces seques-
tration, the cap on discretionary spending, especially for non-defense 
programs including funds for global and domestic HIV programs, 
will not allow for the funding increases necessary to sustain prog-
ress towards meeting the targets of the National HIV/AIDS Strategy 
(NHAS). Repealing sequestration will be a heavy lift if the new con-
gressional majority continues to stress cutting government spending 
and opposing revenue growth. 

In addition to the implications of the partisan polarization be-
tween Republicans and Democrats, the limited years of experience of 
the new Congress will be a factor affecting how issues are played out 
and could affect reauthorization of the Ryan White Program. Again, 
beyond the political differences among lawmakers, over two-thirds of 
the new House membership and nearly 60 percent of the new Senate 
membership were not in office in 2009, the last time the Ryan White 
Program was considered. An even higher number were not around for 
the last full reauthorization in 2006. As a result of retirement, stalwart 
champions such as Sen. Tom Harkin (D-IA) and Rep. Henry Waxman 
(D-CA) will not be in the new Congress. 

Thus, much effort will be needed to educate House and Senate 
members on the importance of maintaining and strengthening the 
Ryan White Program and on the appropriate timetable for reautho-
rizing the program, which expired in 2013. Attention will need to 
be given to cultivating new champions in both parties, who can be 
counted on to support the Ryan White Program and who understand 
and accept the extended timeframe needed for a well thought out 
reauthorization. 

Impact in the States
While the change in the U.S. Senate majority has commanded much 
of the headlines, the more long-term effects of the 2014 election may 
play out at the state level. State legislatures and governors are significant 
for HIV-related public policies because they are the primary decision 
makers for many issues, such as implementation of the ACA, including 
Medicaid expansion. 

As a result of the November elections, Republicans hold the ma-
jority in a historic number of state legislative chambers, controlling 69 
percent of the 99 chambers nationwide. There also are 31 Republican 
governors. That means Republicans will control both the legislature 
and governorship in 23 states, leaving Democrats with full control in 
only seven – the fewest since the Civil War. 

One of the challenges that these election results pose for the HIV 
and broader health communities is on implementation of the ACA. 
With notable exceptions, opposition to the ACA overall and block-
ing Medicaid expansion has been associated closely with Republican 
control of a state’s governorship and legislature. This has tremendous 
implications for the people living with HIV who are in the “coverage 
gap” in the 22 states that have not expanded Medicaid, most of which 
have Republican governors or Republican-controlled state legislatures. 

While, as HIV advocates, we have our work cut out for us, this is not 
a new situation. AIDS programs and services initially were developed 
and fought for in a public policy environment that was indifferent and 
often openly hostile to people living with AIDS. 

The history of the HIV/AIDS epidemic in the U.S. also shows that 
HIV/AIDS has been a bipartisan issue, and HIV/AIDS advocates have 
worked closely with lawmakers from both sides of the political divide. 
We face new challenges today and new forms of opposition to sound 
public policies. We cannot recreate the past, but we can forge new rela-
tionships and new partnerships among national and state elected officials 
that will enable us to realize the potential of ending the HIV epidemic. 

We survived the past. We can survive into the future. HIV
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In addition to the implications of the partisan polarization  
between Republicans and Democrats, the limited years of experience  

of the new Congress will be a factor affecting how issues are played out  
and could affect reauthorization of the Ryan White Program. 
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BY JOHN PELLERSpeak Up!
New Initiative to Improve  
Access to HIV Care

THE AFFORDABLE CARE ACT (ACA) has provid-

ed many critical benefits for people with HIV, 

including access to a more comprehensive pack-

age of health care benefits through Marketplace 

plans and in most states, expanded Medicaid. How-

ever, many providers, patients and advocates have re-

ported significant barriers to care in new ACA plans.

To document and improve HIV care access problems, 
AIDS Foundation of Chicago (AFC) and the Center for Health 
Law and Policy Innovation (CHLPI) at Harvard Law School 
created the Speak Up! project. The initiative, supported by 
MAC AIDS Fund, aims to collect from the community re-
ports of problems accessing care, analyze those problems, 
and report them to state and federal regulations to develop 
and advocate for solutions.

Speak Up! relies on providers, people with HIV, and 
advocates for information about access problems. We urge 
anyone who learns of ACA plans that present barriers to care 
to report problems at www.HIVHealthReform.org/speakup. 
CHLPI staff follow up on every report received to learn the 
full details of the situation and gather additional information.

The Speak Up! team has documented two significant areas 
of concern. Reports published on the Speak Up! Website 
provide more detail on each of these problems. They include:

• Medication access problems: One person reported that their 
health plan had changed the formulary after they enrolled 
and no longer covered their medications. Others reported 
excessive prior authorization requirements, including plans 
that required step therapy for HIV medications, which can 
lead to the development of resistance to treatment and worsen 
health outcomes. Other plans force patients to use mail order 
pharmacies, but only tell members about that requirement 
after they enroll.

• Network adequacy problems: Consumers reported long waits 
for HIV providers because of inadequate provider networks. 
Others found that the only HIV providers were out-of-
network, resulting in extremely high out-of-pocket costs.

In addition to these areas, people reported plans that were 

not covering single-tablet HIV medications, extremely high 
co-insurance for HIV medications, and other problems.

The information gathered through Speak Up! and other 
community sources has helped AFC, CHLPI, AAHIVM, and 
other national organizations to advocate with the federal 
government and states to improve access to HIV care. Most 
importantly, Speak Up! helps AFC, CHLPI and others to have 
exact details on plans that are providing poor coverage or 
creating access barriers.

AFC and CHLPI urge health care providers to report access 
problems to Speak Up! using the form at www.HIVHealthReform.
org/speakup. While anyone can report problems, health care 
providers often have the most direct and complete knowledge 
of a patient’s case. Providers should not submit patient names 
or any other patient identifying information.

Speak Up! is a critical monitoring tool to ensure the 
Affordable Care Act reaches its full potential for people with 
HIV. If ACA plans work as intended, people with HIV will 
be better able to access care and achieve viral suppression, 
ultimately improving health outcomes and reducing new 
HIV cases. Please report problems accessing care to Speak 
Up! to help impact course of the HIV epidemic. H I V
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I
N JANUARY 2014, coverage by commercial health 

insurance began through the Patient Protection and 

Affordable Care Act (ACA) Health Insurance Mar-

ketplace/Exchange Qualified Health Plans (QHPs). 

In adddition, the ACA also expanded access to Med-

icaid and the Children’s Health Insurance Program 

(CHIP) in at least 27 states for individuals with income 

up to 133 percent of the Federal Poverty Level (FPL).

BY JULIA HIDALGO, SCD, MSW, MPH

STEPS TO TAKE 
FOR YOUR PATIENTS

Expanded Health Insurance 
Opportunities for HIV Clinicians

The ACA
ONE YEAR LATER
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While health insurance also continues to be available through 
employer and self-sponsored health plans, publicly-sponsored 
insurance also is available through Medicare, US Department 
of Veterans Affairs (VA), TRICARE, and the “traditional” 
Medicaid program for low income or disabled individuals or 
those enrolled in the Temporary Assistance to Needy Families 
(TANF) program.

In many communities, health insurance enrollment rates 
among HIV positive individuals have risen considerably in 
the last year. It is important for HIV-experienced clinicians 
to join the provider networks of health insurers in your local 
healthcare market to ensure that HIV positive patients have 
access to your high quality HIV care.

There are several important steps that HIV-experienced 
clinicians can undertake to pursue participation in public and 
commercial health insurance networks.

Align With Current Contracting Efforts
Many HIV-experienced providers practice in organizations 
that currently contract with public and commercial insurers. 
Their organizations may also be actively pursuing contracting 
opportunities with Marketplace QHPs, Medicaid managed care 
organizations (MCOs), or Medicare Advantage MCOs. The 
AAHIVM website provides information about how to enroll in 
each State Medicaid FFS program. Please visit: http://aahivm.
org/chapter/exec/healthreformbystate.

It is important to identify the health insurers with which 
your organization currently contracts and learn about their 
credentialing requirements for provider network participation. 
Individuals in your organization responsible for contracting 
should be identified and contacted to learn more about pro-
vider network participation activities, terms and conditions 
of the contracts, payment mechanisms, and coverage of HIV 
clinical services including HIV medications.

Credentialing
Credentialing may require that you provide substantial docu-
mentation, which your organization may be able to facilitate to 
ensure timely completion. In pursuing credentialing for network 
participation, it is important to recognize that many health 
insurers have multiple products that include employer-spon-
sored plans, QHPs, and Medicaid MCOs. Being credentialed to 
participate in an insurer’s provider network is likely to afford 
you the opportunity to serve patients in the array of insurance 
products offered by the insurer of interest.

Identifying New Opportunities
You may practice independently or with organizations that are 
not currently participating in commercial or public health insur-
ance. AAHIVM has developed a resource to help clinicians, HIV 

clinics, and AIDS service organizations identify the QHPs and 
Medicaid MCOs operating throughout the U.S. The AAHIVM 
website has an up-to-date listing for MCOs and Medicaid MCOs 
operating in your state. It includes the health insurers’ general 
website, as well as the provider websites that summarize the 
steps required to join their provider networks.

Because some Medicaid programs continue to pay for ser-
vices through fee-for-service (FFS), the AAHIVM website also 
includes the website addresses of state Medicaid FFS programs.

Identifying Other Health Insurance Plans
There are several approaches to identifying other health insur-
ers that operate in your healthcare market. You may want to 
assess the health insurance plans in which your current HIV 
positive patients participate. Additionally, your state health 
insurance commissioner maintains a list of health insurers 
licensed to operate in your state. The National Association of 
Insurance Commissioners maintains a state-level search engine 
that will direct you to the state of interest: http://www.naic.
org/state_web_map.htm.

Many insurers offer toll-free provider representatives that 
can address other questions you may have that are not readily 
available on their websites. The HIV Medicine Association 
(HIVMA) has published a contracting guide that summarizes 
questions that you may wish to pursue with health insurance 
representatives. The guide is located at: http://www.hivheal-
threform.org/wp-content/uploads/2013/10/Strategies-for-HIV-
Medical-Providers_Series8_final.pdf.

Assessing Health Insurer’s Track Record
Many insurers operate in other US healthcare markets, so you 
may want to reach out to your colleagues in other organizations 
to gather information about their perceptions about multi-state 
health insurers. You might explore whether the insurers have been 
willing to negotiate contracts with HIV clinics and infectious disease 
(ID) practices, including enhanced HIV payment arrangements, 
adequacy of payment for HIV services, application of medical 
necessity policies, coverage of HIV-related medications and HIV-
related lab tests, out-of-pocket expenses that place a burden on 
patients, and use of disease managers to facilitate access to HIV 
and other services needed by your HIV positive patients. HIV
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Lives,  
Health  
and Finances  
at Risk

Impact and 
Outcome for 

Non-Expansion 
States
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MEDICAID EXPANSION is a significant opportunity for states to expand access to care for people living 

with HIV and viral hepatitis. The Affordable Care Act (ACA) has expanded coverage and provides sub-

stantial financial support to states that opt to expand Medicaid eligibility to more low-income individ-

uals. Unfortunately, a decision by the Supreme Court limited the federal government’s power to require 

all states to expand Medicaid. As a result, only 27 states and the District of Columbia have done so.

In a report titled ‘Missed Opportunities: The Consequences 
of State Decisions Not to Expand Medicaid’, the White House 
released key findings on the benefits for state’s that expanded 
Medicaid and the consequences for those that chose not to 
expand. To date, 27 states have seized the opportunity to 
expand their Medicaid programs and have been able to pro-
vide 5.2 million people access to health care services through 
the federally funded ACA Medicaid expansion program. If 
the remaining 23 states were to expand their Medicaid pro-
gram, an additional 5.7 million people would gain access to 
health insurance by 2016. In the most basic sense, restricting 
access to health care for so many people is truly the most 

severe and detrimental impact of a state’s decision not to 
expand Medicaid. Unfortunately, the negative consequences 
are far-reaching and impact the general well-being of indi-
viduals and communities, state economies and specifically, 
the health of individuals living with HIV.

Missed Opportunities
States that do not expand Medicaid forego a myriad of ben-
efits that would improve the lives and health of millions of 
citizens. In these states, 1.4 million people will not have access 
to a usual source of clinic care and 651,000 additional indi-
viduals will not receive all care they feel they need in a year, IS

TO
C

K



according to the White House report. Hundreds of thousands 
more will not have access to recommended and potentially 
life-saving preventative care, and millions of people will be 
unable to obtain other needed medical care provided in a 
medical setting.

Medicaid expansion also reduces financial hardship on 
both the individual and the state. For individuals without 
insurance, catastrophic health care costs can lead quickly 
to financial ruin. If states were to expand Medicaid, the risk 
of experiencing unexpectedly high health care costs would 
be reduced for 255,000 individuals. Health insurance eases 
the financial burden of individuals and families who incur 
high medical costs, especially low income families.Deciding 
whether to pay rent or pay medical bills should not be one 
that any family must make.

Medicaid expansion also positively impacts state econo-
mies. The federal government provides billions of dollars in 
funding for Medicaid expansion with no state contribution 
for the first three years. After this time, states are responsi-
ble for contributing a relatively small amount of money to 
support their expanded Medicaid. In fact according to the 
Congressional Budget Office, between 2014 and 2022, the 
ACA’s Medicaid expansion will add just 2.8 percent to what 
states spend on Medicaid, while providing health coverage to 
millions more low-income adults and children. In addition, 
the Medicaid expansion will produce savings in state local 
government costs for uncompensated care. With this influx 
of money being brought into states, jobs are created and the 
state’s overall economy is strengthened.

Medicaid expansion also plays an essential role in reduc-
ing poverty in low-income communities. Medicaid kept at 
least 2.6 million individuals out of poverty in 2010, with the 
greatest impact seen within communities of color, adults with 
disabilities, elderly individuals and children. States that do 
not expand Medicaid are unlikely to experience a reduction 

in poverty levels as individuals and families will continue 
to pay an average of $871 in out of pocket costs each year, 
compared to the $376 costs for those enrolled into expanded 
Medicaid, according to economists Benjamin Sommers and 
Donald Ollerich, as reported in the Chicago Policy Review.

Medicaid Expansion and HIV
An estimated 1.2 million people are living with HIV in the 
United States and need access to high-quality, uninterrupt-
ed care to stay healthy, reduce new HIV infections and cut 
long-term health care costs. National health care reform has 
given states the opportunity to dramatically expand access 
to medical care, life-saving HIV treatment and screening. 
However, this cannot be realized without full implementation 
of the Medicaid expansion.

The impact of these decisions is incredibly detrimental 
to the health and well-being of individuals living with HIV. 
In non-expansion states, low-income individuals living with 
HIV have few, if any, options for accessing quality, affordable 
health care. Private health insurance can be very costly, so many 
individuals receive care in free city, county or state clinics. 
Low-income individuals with HIV only become eligible for 
Medicaid after they have become so sick that they are disabled.

Medicaid expansion would provide a myriad of benefits 
for individuals living with HIV: access to affordable medica-
tion and a regular primary care doctor, preventative wellness 
services such as mental health and substance use treatment, 
lab services and hospitalization services. The provision of 
these services positively impacts the health and well-being of 
individuals living with HIV, and it lifts a financial burden of 
costly care from both the individual and the state.

In states with Medicaid expansion, individuals living with 
HIV have experienced the benefits of coverage and are able 
to now afford expensive prescription drugs and see a regular 
primary care provider. This will result in increased engage-
ment in their care by these individuals, ultimately resulting in 
viral suppression, which means less risk of HIV transmission.

Medicaid expansion has proven to positively impact the 
well-being and financial health of low-income individuals, 
specifically individuals living with HIV. It results in better 
health outcomes for individuals living with HIV, and this is 
a goal every state should be striving to achieve. HI
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New Guidelines Issued  
for HIV Prevention 
with Persons with HIV

RECOMMENDATIONS for HIV Prevention with Adults and 

Adolescents with HIV in the United States, 2014 were is-

sued in mid-December, updating guidelines published in 

2003.

The new guidelines were developed by AAHIVM, the Centers for 
Disease Control & Prevention (CDC), the Health Resources and Services 
Administration (HRSA), National Institutes of Health (NIH), the Association 
of Nurses in AIDS Care, the International Association of Providers of 
AIDS Care, the National Minority AIDS Council, and the Urban Coalition 
for HIV/AIDS Prevention Services (UCHAPS).

 The guideline incorporates HIV prevention into the Medical Care 
of Persons Living with HIV: Recommendations of CDC, HRSA, NIH, 
and the HIV Medicine Association of the Infectious Diseases Society of 
America. It compiles new and longstanding federal recommendations 
about biomedical, behavioral, and structural interventions to reduce 
HIV transmission from persons with HIV.

Three Summaries list the subset of recommendations for each of 
the guideline’s audiences: clinical providers, nonclinical providers, and 
health department staff. An online resource library includes links to 
practical implementation resources, such as decision-support tools, 
fact sheets for providers and persons with HIV, and training materials. 
To view that resource, please visit http://www.cdc.gov/hiv/prevention/
programs/pwp/. H I V

AT THE A C A D E M Y

Updated Resources for  
HIV Providers on State  
Exchange Insurers
AAHIVM has completed a full update to the “ACA In My State” 
online resource. The resource, published for the first time last 
year, lists all of the insurers operating in each state exchange, and 
provides the link to the specific webpage with provider network 
information for each insurer.

This resource allows providers to learn about all of the insurers 
operating in their state exchange, and allows them to connect to 
them with one click. It is a one-stop shop for HIV providers seeking 
to connect to insurers coverage networks.

Connecting to the providers networks of these plans is the best 
way for HIV providers to ensure they have continued access all HIV 

patients in the state who are transitioning to new coverage.
To access the ACA In My State online resource, visit  

www.aahivm.org/chapter/exec/healthreformbystate.       H I V
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Career Milestones of an HIV Physician
AAHIVM Participation ‘Icing on the Cake’

Editor’s Note: We are pleased to feature Zelalem Temesgen, 
MD, AAHIVS, as our member spotlight. Dr. Zemesgen 
practices at the Mayo Clinic in Rochester, Minnesota and 
has recently been named as Chairman of the AAHIVM 
Board of Directors. We are thankful for his guidance and 
appreciate this first-person account of his career.

BY ZELALEM TEMESGEN, MD

MILESTONES in the HIV epidemic coin-

cide with milestones in my medical ca-

reer. The first reports of HIV infection 

came out during my first year of medical 

school; the first antiretroviral drug, zidovudine, 

was introduced as I was finishing medical school. 

As a resident in internal medicine, as a subspecialty 
trainee in infectious diseases, and during my additional 
training in HIV medicine at the University of California, 
San Francisco, I was involved in the care of HIV-infected 
patients and witnessed first hand the devastation of HIV 
infection in what we now call the pre-HAART era. I came 
on staff at Mayo Clinic in 1996 during the introduction 
of HAART and as other significant advances in our un-
derstanding of HIV were developed, and I witnessed the 
subsequent dramatic changes in the epidemic.

The ability to help and care for patients living with a 
disease that is clinically highly complex and which pres-
ents often daunting economic and social challenges has 
brought me satisfaction on a number of different levels.

First, it reinforces my preferred view of my profession as 
an altruistic, ethical, and moral enterprise with a fundamental 
commitment to the welfare of those who need it. Second, the 
need for public advocacy on behalf of our patients as well as 
profession brings a dimension to my work that is unfortu-
nately too often forgotten and not commonly practiced in 
medicine. This dimension is the responsibility that we have 
to advocate for social justice and advance the notion of a 
basic human right to health and dignity.

Third, the extraordinarily complex nature of the HIV 
disease process and its complications and treatment provides 
intellectual stimulation.

My membership and involvement in the American Academy 
of HIV Medicine has been the “icing on the cake”.

I have both enjoyed and learned a great deal from my 
involvement. The opportunity to interact with HIV care 
providers who share the same passion and commitment 
as I do has been very satisfying. The collegial and produc-
tive interactions and relationship I have with fellow Board 
Directors and our shared commitment to steer this great 
organization to fulfill its primary mission of raising the 
standard of HIV care through education and advocacy, make 
my continued involvement in the Academy both a privilege 
and a pleasure. H I V

MEMBER SPOTLIGHT
THE AMERICAN ACADEMY OF HIV MEDICINE
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The Aging Well with HIV Manual

T
HE AGING WELL WITH HIV MANUAL provides patients with concise, comprehensive, easy-to-read 

materials on common geriatric syndromes found in people living with chronic HIV. Designed for cultur-

ally, linguistically and demographically diverse older adults with low literacy skills, the manual was writ-

ten at the 5th grade reading level and is published in large fonts with substantial white spaces between 

each section to help with navigation. Each chapter is no more than two pages long, since cognitive impairment 

among some elderly individuals may limit their attention span and ability to retain information. To achieve 

this goal, the contents concentrate on three questions:

• What is my main problem?

• What do I need to do?

• Why is it important for me to do this?
The manual can be distributed as printed materials to 

be available in waiting areas of HIV clinics. It provides the 
least amount of information necessary to improve disease 
understanding and affect behavior change. The chapters can 
be used in any order preferred by patients, prioritizing based 
on topics that are most relevant to their medical history.

The materials should be re-
viewed by the providers prior to 
the physician visit to alert patients 
on topics and questions that can 
be discussed with the providers.

The manual was created by 
Dr. Aroonsiri Sangarlangkarn 
and Dr. Jonathan S. Appelbaum. 
Dr. Sangarlangkarn is a geriat-
rics fellow with a focus on HIV 
and aging at the Icahn School 
of Medicine at Mount Sinai in 
New York. Dr. Appelbaum is a 
professor of Internal Medicine at 
Florida State University College 
of Medicine, and the co-princi-
pal investigator of the HIV and 
Aging Consensus Project, a joint 
effort of the American Academy 
of HIV Medicine (AAHIVM), the 
American Geriatrics Society (AGS) 
and the AIDS Community Research 
Initiative of America (ACRIA).

The manual is available for download from the HIV and 
aging website, www.HIV-Age.org.

We welcome your comments and questions. Please send 
them to hivaging@gmail.com. H I V

ABOUT THE AUTHOR: 
June Sangarlangkarn, MD MPH, is a geriatrics 
fellow at the Icahn School of Medicine at Mount 
Sinai in New York City, with a special focus on HIV 
and aging.

The Aging Well with HIV 
manual provides patients with 
concise, comprehensive,  
easy-to-read materials on 
common geriatric syndromes 
found in people living with 
chronic HIV.
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CHARTER Study
HCV does not Affect HIV+ Brain Function

A N INTERESTING CONCLUSION DRAWN from the 2014 CNS-HIV Anti-retroviral Therapy Effects 

(CHARTER) study is that the hepatitis C virus, which infects about one in three HIV-positive patients 

in the U.S., apparently does not significantly infect the brain.

In an article published in the Dec. 10 issue of Neurology, 
lead author David Clifford, MD, said that while Hepatitis C 
infection has serious long-term consequences, such as damage 
to the liver, it does not affect the brain.

“In HIV-infected patients, HCV coinfection does not con-
tribute to neurocognitive impairment, at least in the absence 
of substantial HCV-associated liver damage, which was not 
evident in our cohort,” the study concluded. The purpose of 
the research was to investigate the effect of HCV on neuro-
cognitive performance in chronically HIV-infected patients 
who were enrolled in the CHARTER study.

In the study, 1,582 participants in CHARTER who were 
tested for HCV antibody underwent neurocognitive test-
ing; serum HCV RNA was available for 346 seropositive pa-
tients. Neurocognitive performance was compared in 408 

HCV-seropositive and 1,174 HCV-seronegative participants, 
as well as in a subset of 160 seropositive and 707 seronegative 
participants without serious comorbid neurologic condi-
tions that might impair neurocognitive performance. This 
was done using linear regression and taking into account 
HIV-associated and demographic factors, including IV drug 
use, and liver function.

The results showed that neurocognitive performance 
characterized by global deficit scores and the proportion of 
individuals who were impaired was the same in the HCV-
seropositive and HCV-seronegative groups.

In analyses in the entire sample, only verbal domain scores 
showed small statistically different superior performance in the 
HCV+ group that was not evident in multivariable analysis. 
In the subgroup without significant comorbidities, scores 
in all seven domains of neurocognitive functioning did not 
differ by HCV serostatus. Among the HCV-seropositive par-
ticipants, there was no association between neurocognitive 
performance and serum HCV RNA concentration.

“In all, we looked at seven domains of mental function,” 
said Dr. Clifford, professor of clinical neuropharmacology 
at Washington University, in Neurology. “We studied their 
overall performance and looked at each domain individu-
ally and found no evidence that the group with hepatitis C 
performed worse.”

This was especially significant, he explained, since the 
participants in the HCV group were older, had less educa-
tion and lower scores on tests of reading, comprehension, 
spelling and math.

Dr. Clifford and his team are not focusing on immune 
responses triggered by HIV in the brain and the bowel during 
the initial stages of the infection.

“If a hepatitis C infection gets to the point where it dam-
ages liver function, the resulting inflammation might well 
contribute to mental impairment,” Dr. Clifford said. “Beyond 
that, though, it doesn’t seem to be an active collaborator in 
the harm HIV does to the brain.” H I V

H I V / H C V

“In HIV-infected patients, HCV 
coinfection does not contribute to 

neurocognitive impairment, at least 
in the absence of substantial HCV-

associated liver damage, which was 
not evident in our cohort.”

S
H

U
T

T
E

R
S

TO
C

K

32   DECEMBER 2014 HIVSpecialist www.aahivm.org 



HLA-B*5701 screening allows you to plan ahead by knowing 
your patients’ current and future treatment options.

SCREENING FOR HLA-B*5701
CAN 

INCREASE PRESCRIBING 
CONFIDENCE 

BE PREPARED. BE INFORMED. BE PROACTIVE.

Visit www.HLA-Test.com for more information about 
HLA-B*5701 screening or scan QR code with a mobile device.

©2014 ViiV Healthcare group of companies   
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COBAS, TAQMAN, AMPLIPREP and LIFE NEEDS ANSWERS are trademarks of Roche. All other product names and trademarks are the property of their respective owners.  
© 2013 Roche Diagnostics. All rights reserved. 472-52553-0513 

Roche Diagnostics, 9115 Hague Road, Indianapolis, IN 46256.

Rapidly mutating HIV-1 virus can continue to evade quantification 

with a single target viral load assay. The innovative Dual Target 

HIV-1 assay from Roche Molecular Diagnostics measures two 

unique regions of the HIV-1 genome, which are not subject to 

selective drug pressure. Therefore, drug-induced mutations should 

not impact the assay’s ability to detect and quantify the virus  

accurately. In turn, more accurate results drive better decisions for 

a positive impact on patients’ lives.  

Visit us at http://molecular.roche.com and ask for more  

information about the COBAS® AmpliPrep/ COBAS®  

TaqMan® HIV-1 Test, v2.0.  


