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Goal. The goal of this lesson is to 
provide information on boceprevir 
(Victrelis™), telaprevir (Incivek™), 
and rilpivirine (Edurant™). 

Objectives. At the conclusion of 
this lesson, successful participants 
should be able to:

1. identify the new drugs by 
generic name, trade name and 
chemical name when relevant;

2. select the indication(s), 
pharmacologic action(s) and clinical 
applications for each drug;

3. recognize important thera-
peutic uses for the drugs and their 
applications in specified patholo-
gies; and

4. demonstrate an understand-
ing of adverse effects and toxicity, 
significant drug-drug interactions, 
and patient counseling information 
for these drugs.

Drugs discussed within this lesson 
are new molecular entity antivirals 
(Table 1) indicated to treat HIV-1 
or hepatitis C viral infections. The 
lesson provides an introduction to 
the new drugs and is not intended 
to extend beyond a brief overview 
of the topic. The reader is, there-
fore, urged to consult the products’ 
Prescribing Information leaflet 
or Medication Guide, and other 
published reference sources for 
detailed descriptions.

Table 1
Selected new antiviral drugs 

Generic (Proprietary Applicant/Sponsor/ Indication Dosage Form 
Name) Distributor 
Boceprevir Merck & Co., Inc.  NS3/4A protease 200 mg 
(Victrelis)  inhibitor for capsules 
  treatment of  
  chronic hepatitis C 
  
Rilpivirine  Tibotec HIV-1 specific 25 mg
(Edurant) Pharmaceuticals non-nucleoside tablets 
  reverse trans-
  scriptase inhibitor
  for treament of
  HIV-1 infection
 
Telaprevir Vertex NS3/4A protease 375 mg 
(Incivek) Pharmaceuticals inhibitor for  tablets
 Incorporated treatment of
  chronic hepatitis C
  

Hepatitis C
The World Health Organization 
has declared hepatitis C virus 
(HCV) infection a global health 
problem, citing an estimated 130 to 
170 million people chronically in-
fected worldwide, with three to four 
million individuals newly infected 
each year. Recent figures from the 

U.S. Centers for Disease Control 
and Prevention report that 3.2 mil-
lion Americans are chronically in-
fected with HCV, and approximate-
ly 10,000 die annually as a result 
of this persistent pathology. It is 
estimated that up to 20 percent of 
HCV-infected persons will develop 
complications of their liver disease, 
including fluid accumulation in the 
abdomen, jaundice (yellowish eyes 
or skin), infections, cirrhosis, end-
stage liver disease and hepatocel-
lular carcinoma. The mortality rate 
after cirrhosis has developed is 2 to 
5 percent per year. End-stage liver 
disease due to HCV infection cur-
rently represents the major indica-
tion for liver transplantation in the 
Western world.

HCV is a single-stranded RNA 



virus, the most common chronic 
bloodborne illness in the United 
States. Officially recognized in 
1989, the infection had previously 
been referred to as non-A, non-B 
hepatitis. Most patients who have 
acute HCV infection will develop 
chronic infection, and as many as 
30 percent of chronic HCV infec-
tions are from unknown causes.

The incidence of acute HCV 
infection has declined somewhat in 
the United States since the 1980s 
and has stabilized since 2003, 
possibly as a result of increased 
education and public awareness of 
transmissible risk factors. Routine 
blood screening, implemented in 
1992, has also contributed to this 
declining frequency. HCV rates in 
individuals aged 25 to 39 years, 
typically individuals with the 
highest rates of infection, have 
decreased 90 percent from 1990 
to 2007. In addition, the histori-
cally higher frequency in men is 
also declining, with similar rates 
now reported for persons of both 
genders. At present, the prevalence 
of chronic infection is highest in 
persons aged 40 to 49 years. Rates 
reported during 2004 to 2007 were 
similar among racial-ethnic groups 
except for American Indians and 
Alaskan Natives, in which the in-
cidence increased. Previous preva-
lence data showed higher rates in 
non-Hispanic blacks. In light of all 
this, however, current estimates of 
the disease burden in the United 
States anticipate an upcoming 
peak of associated liver disease 
complications and deaths between 
2015 and 2030. Thus, alternative 
therapies for more effective treat-
ment will be crucial in the coming 
years.

HCV can be contracted in a 
number of ways, including: expo-
sure to blood that is infected with 
the virus; being born to a mother 
with HCV; sharing a needle; hav-
ing sex with an infected person; 
sharing personal items such as a 
razor or toothbrush with someone 
infected with the virus; or, from 
use of unsterilized tattoo or pierc-
ing tools.

Therapeutic Management.  
Management of chronic HCV 
infection should be individual-
ized. Methods for prevention of 
transmission and the importance 
of adherence to treatment protocol 
should be stressed. Treatment is 
strongly recommended and should 
be considered in patients with 
chronic HCV infection and detect-
able levels of HCV RNA, elevated 
aminotransferase levels, and 
histologic evidence of progressive 
liver disease. The primary goals of 
therapy are to prevent complica-
tions and death from HCV, while 
reducing adverse events and main-
taining quality of life. The difficulty 
in achieving these goals is com-
plicated by the slow progression 
of chronic disease and treatment 
responses that are based on sec-
ondary findings versus long-term 
clinical outcomes.

Treatment History. The 
current therapeutic profile for 
management of hepatitis C infec-
tion was inaugurated almost 25 
years ago following a small trial 
of recombinant human interferon 
alfa. The rationale for using in-
terferon was based upon its broad 
antiviral effects and suspicion 
that it might be active against the 
still-unidentified agent of non-A, 
non-B hepatitis. Interferon showed 
striking effects, lowering serum 
aminotransferase levels and, in 
a proportion of patients, induc-
ing lasting improvement in serum 
enzyme levels. It wasn’t until the 
hepatitis C virus was identified 
that the effects of interferon were 
understood. Interferon resulted 
in a decrease in HCV RNA levels, 
which led to a sustained absence of 
virus in some patients. The prob-
lem was that interferon required 
parenteral injections, had multiple 
adverse effects, and resulted in a 
poor overall response rate. None-
theless, interferon was approved 
for use for hepatitis C management 
in the United States in 1992.

The next advance came with 
use of ribavirin (Copegus, Rebetol). 
Ribavirin is a nucleoside analogue 
that exerts activity against sev-
eral flaviviruses. When HCV was 

identified as a flavivirus, ribavirin 
was an obvious treatment choice. 
Having little effect on serum HCV 
RNA levels, ribavirin led to im-
provements in aminotransferase 
levels and histologic characteris-
tics of the liver. More importantly, 
when combined with interferon, 
ribavirin increased the rate of 
sustained virologic response (i.e., 
infection was no longer detected in 
the blood). Interferon plus ribavirin 
given in combination for 48 weeks 
yielded rates of sustained virologic 
response of 40 to 50 percent, two 
to three times the benefit obtained 
with interferon alone. Ribavirin 
was thus approved for use as an 
adjunct to interferon therapy of 
hepatitis C in 1998.

The third advance in therapy 
followed soon thereafter, with 
introduction of pegylated forms 
of interferon (peginterferon alfa; 
Pegasys, Pegintron) that allowed 
for once-weekly, rather than thrice-
weekly, injections. Peginterferon 
yielded enhanced rates of sus-
tained virologic response compared 
to standard interferon, 45 to 55 
percent after a 48-week course 
of therapy with peginterferon 
and ribavirin. The response rates 
varied according to HCV genotype. 
Among patients infected with 
genotypes 2 and 3 (approximately 
25 percent of patients in the United 
States), rates of sustained virologic 
response with a 24-week course 
and reduced doses of ribavirin were 
70 to 80 percent. Rates of sustained 
virologic response among patients 
infected with genotype 1 (approxi-
mately 70 percent of U.S. patients) 
were less satisfactory, ranging 
from 40 to 50 percent and requiring 
48 weeks of full dosing with riba-
virin. In some persons, response 
rates were even lower, with rates 
of approximately 25 to 30 percent 
among African Americans. Increas-
ing doses and length of therapy in-
creased rates of sustained virologic 
response minimally and usually 
were associated with increased 
adverse effects. Peginterferon was 
approved in the United States in 
2001.

It would be another decade 



before a fourth advance in hepatitis 
C therapy would be noted: approval 
of Incivek and Victrelis in 2011. 
With approval of these new drugs, 
there are now two additional treat-
ment options for hepatitis C that 
offer a greater chance at a cure for 
some patients with this serious 
infection. The availability of these 
new therapies that significantly in-
crease responses while potentially 
decreasing the overall duration of 
treatment is a major step forward 
in the battle against HCV.

Efforts toward developing new 
compounds against HCV have 
been hampered by difficulties in 
replicating the virus in cell culture 
and the lack of suitable animal 
models. Recent advances in the 
understanding of the HCV genome 
organization and life cycle, along 
with development of HCV repli-
cons (a DNA or RNA molecule, or 
region of RNA that replicates from 
a single origin) and infectious viral 
particles in tissue culture systems 
have supported the rational design 
of agents that specifically inhibit 
HCV replication. The goal of future 
therapy for HCV is to develop anti-
viral drugs that are less toxic, more 
potent, and allow an even shorter 
duration of therapy than the cur-
rent (i.e., before approval of the 
two new drugs) standard of care. 
Ideally, with these compounds, 12 
to 24 weeks of therapy should be 
sufficient to cure most patients who 
have chronic HCV infection.

Telaprevir (Incivek)
Safety and effectiveness of Incivek 
(in-SEE-veck) was shown in three 
Phase 3 clinical trials involv-
ing about 2,250 adult patients 
who were previously naïve (un-
treated), or who had received prior 
therapy. In all studies, patients 
also received the drug along with 
peginterferon alfa and ribavirin. In 
previously untreated patients, 70 
percent of those receiving Incivek 
experienced a sustained virologic 
response compared to standard 
treatment alone. The sustained 
virologic response for patients 
receiving Incivek across all studies, 
and across all patient groups, was 

between 20 and 45 percent higher 
than with the current standard of 
care – peginterferon plus ribavirin.

The studies indicated that 
treatment duration with Incivek 
can be shortened from 48 weeks to 
24 weeks in most patients. Sixty 
percent of previously untreated 
patients achieved an early response 
and received only 24 weeks of 
treatment (compared to the stan-
dard of care duration of 48 weeks). 
The sustained virologic response 
for those patients was 90 percent.

Indications and Use. In-
civek is indicated for treatment of 
genotype 1 chronic hepatitis C in 
adult patients with compensated 
liver disease, including cirrhosis, 
who are treatment-naïve or who 
have been previously treated with 
interferon-based treatment, includ-
ing prior non-responders, partial 
responders, and those who relapse. 
The new drug must only be used 
in combination with peginterferon 
alfa and ribavirin. Efficacy has not 
been established for patients who 
have previously failed therapy with 
a treatment regimen that includes 
Incivek or other HCV NS3/4A pro-
tease inhibitors (see Mechanism of 
Action).

Mechanism of Action. 
Telaprevir is an inhibitor of HCV 
NS3/4A serine protease, an enzyme 
necessary for the proteolytic cleav-
age of HCV-encoded polyprotein 
into mature proteins. The enzyme 
is, thus, essential for viral replica-
tion.

Adverse Effects. In clinical 
trials, the most common adverse 
drug reactions to Incivek (inci-
dence at least 5 percent higher 
with Incivek than in controls) were 
rash, itching, anemia, dysgeusia 
(diminished sense of taste), hemor-
rhoids, anal itching and discomfort, 
fatigue, nausea and vomiting. 

Warnings, Precautions and 
Contraindications. The following 
warnings and precautions are 
listed:

• Pregnancy: Incivek must be 
used in combination with peginter-
feron alfa and ribavirin. Ribavirin 
may cause birth defects and fetal 
death, so pregnancy in female 

patients and female partners of 
male patients should be avoided. 
Patients must have a negative 
pregnancy test prior to initiat-
ing therapy, at least two effective 
methods of contraception must be 
used, and monthly pregnancy tests 
obtained.

• Serious skin reactions: Seri-
ous skin reactions including drug 
rash with eosinophilia and system-
ic symptoms and Stevens-Johnson 
Syndrome have been reported. For 
serious skin reactions, all com-
ponents of Incivek combination 
treatment should be discontinued 
immediately.

• Rash: Patients with mild to 
moderate rash should be monitored 
for progression. If rash progresses 
and becomes severe, Incivek should 
be discontinued.

• Anemia: Hemoglobin levels 
should be monitored prior to and 
at regular intervals during Incivek 
combination treatment. Dose modi-
fications for ribavirin should be 
followed, and Incivek discontinued 
if required.

Contraindications include:
• All contraindications to 

peginterferon alfa and ribavirin 
also apply.

• Pregnant women and men 
whose female partners are preg-
nant: (see Warnings and Precau-
tions).

• Co-administration with 
drugs that are highly dependent on 
CYP3A for clearance and for which 
elevated plasma concentrations 
are associated with serious and/or 
life-threatening events; and with 
drugs that strongly induce CYP3A, 
which may lead to lower exposure 
and loss of efficacy of Incivek. The 
Medication Guide lists drugs and 
herbal remedies that are contrain-
dicated with Incivek.

Drug Interactions. (See 
Warnings, Precautions and Con-
traindications.)

Dosage and Availability. 
Incivek is taken in doses of 750 mg 
three times a day (seven to nine 
hours apart) with food (not low 
fat). The drug must be adminis-
tered with both peginterferon alfa 
and ribavirin for all patients for 



12 weeks, followed by a response-
guided regimen of either 12 or 36 
additional weeks of peginterferon 
alfa and ribavirin depending on 
viral response and prior response 
status. 

Incivek is supplied as film-coat-
ed capsule-shaped tablets contain-
ing 375 mg telaprevir.

Patient Information.  Ex-

cerpts from the FDA-approved 
Medication Guide are shown in 
Table 2.

Boceprevir (Victrelis)
Safety and effectiveness of Victrelis 
(vic-TREL-is) were evaluated in 
two Phase 3 clinical trials involving 
nearly 1,500 adult patients. In both 
trials, two-thirds of the patients 
receiving Victrelis in combination 
with peginterferon alfa and riba-
virin experienced a significantly 
increased and sustained virologic 
response, compared to peginter-
feron alfa and ribavirin alone. 

Indications and Use. Like 
Incivek, Victrelis is a hepatitis C 
virus NS3/4A protease inhibitor in-
dicated for the treatment of chronic 
hepatitis C genotype 1 infection. It 
must be administered in combina-
tion with peginterferon alfa and 
ribavirin, in adult patients (≥18 
years of age) with compensated 
liver disease, including cirrhosis, 
who are previously untreated or 
who have failed previous interferon 
and ribavirin therapy. 

Mechanism of Action. The 
drug is a direct-acting inhibitor of 
the HCV NS3/4A protease that is 
necessary for the proteolytic cleav-
age of HCV encoded polyprotein 
into mature proteins.  

Adverse Effects. The most 
commonly reported adverse reac-
tions (> than 35 percent of sub-
jects) in clinical trials with adult 
subjects receiving the combination 
of Victrelis with peginterferon alfa 
and ribavirin were fatigue, anemia, 
nausea, headache and dysgeusia.

Warnings, Precautions and 
Contraindications. The following 
warnings and precautions are 
listed:

• Ribavirin may cause birth 
defects and fetal death: Pregnancy 
should be avoided in female pa-
tients and female partners of male 
patients. Patients must have a 
negative pregnancy test prior to 
therapy, must use two or more 
forms of contraception, and have 
monthly pregnancy tests per-
formed.

• Anemia: The addition of 
Victrelis to peginterferon alfa and 

ribavirin is associated with an 
additional decrease in hemoglo-
bin concentrations compared with 
peginterferon alfa and ribavirin 
alone.

• Neutropenia: The addition of 
Victrelis to peginterferon alfa and 
ribavirin may result in worsen-
ing of neutropenia associated with 
peginterferon alfa and ribavirin 
therapy alone.

Contraindications include:
• All contraindications to 

peginterferon alfa and ribavirin 
also apply to Victrelis since the 
new drug must be administered 
with peginterferon alfa and ribavi-
rin.

• Ribavirin may cause birth 
defects and fetal death (see Warn-
ings and Precautions).

• Coadministration with drugs 
that are highly dependent on 
CYP3A4/5 for clearance, and for 
which elevated plasma concentra-
tions are associated with serious 
and/or life-threatening events. The 
Medication Guide lists drugs and 
herbal remedies that are contrain-
dicated with Victrelis.

• Potent CYP3A4/5 inducers, 
where significantly reduced boce-
previr plasma concentrations may 
be associated with reduced efficacy.

 Drug Interactions. (See 
Warnings, Precautions and Con-
traindications.)

Dosage and Availability. 
Doses of 800 mg (four capsules) 
orally are taken three times daily 
(every seven to nine hours) with a 
meal or light snack. 

Victrelis is available as cap-
sules containing 200 mg bocepre-
vir. 

Patient Information. Ex-
cerpts from the FDA-approved 
Medication Guide are presented in 
Table 3.

HIV/AIDS
Over the years, enhanced under-
standing of the pathophysiologic 
consequences of human immuno-
deficiency virus (HIV) infection has 
led to significant improvements in 
the clinical management of this 
infection. Life expectancies as-
sociated with the infection have 

Table 2
Major counseling points 
for Incivek (telaprevir)*

This medicine is used with peginter-
feron alfa and ribavirin to treat 
chronic hepatitis C infections.
• Read the Medication Guide before 
you start taking Incivek and each 
time you get a refill.
• Tell your doctor:
-if you are pregnant or may become 
pregnant, or are a male with a sexual 
partner who is pregnant.
-if you develop a rash or other skin 
reaction;
-about all other prescription and 
nonprescription (OTC) medicines, vi-
tamin/mineral supplements, natural 
products and herbal remedies you are 
taking. The Medication Guide has a 
list of medicines you should not take 
with Incivek.
• Periodic laboratory tests are impor-
tant with this medicine. Be sure to 
make all testing appointments.
• Females and males must use 
2 forms of effective birth control 
during treatment and for 6 months 
afterward. Hormonal contraceptives 
may not be reliable during Incivek 
therapy.
• Incivek must be taken with food. 
The dose is 1 tablet 3 times daily, 
in doses 7 to 9 hours apart, within 
30 minutes of a meal or snack that 
contains about 20 grams of fat.
-Examples of foods like this are: a 
bagel with cream cheese; one-half cup 
of nuts; 3 tablespoonfuls of peanut 
butter; 1 cup of ice cream; 3 ounces of 
American or cheddar cheese; 2 ounces 
of potato chips; and one-half cup of 
trail mix.
• Do not stop taking Incivek or the 
other 2 medicines without first con-
sulting your doctor.
• Do not use after the expiration date 
on the label. Properly discard unused 
medication.

*Excerpted from the FDA-approved 
Medication Guide



Table 3
Major counseling points 

for Victrelis (boceprevir)*

This medicine is used with peginter-
feron alfa and ribavirin to treat 
chronic hepatitis C infections.
• Read the Medication Guide before 
you start taking Victrelis and each 
time you get a refill.
• Tell your doctor:
-if you are pregnant or may become 
pregnant, or are a male with a sexual 
partner who is pregnant;
-about all other prescription and 
nonprescription (OTC) medicines, vi-
tamin/mineral supplements, natural 
products and herbal remedies you are 
taking. The Medication Guide has a 
list of medicines you should not take 
with Victrelis.
• Periodic laboratory testing is im-
portant with this medicine. Be sure 
to make all testing appointments.
• Females and males must use 2 
forms of birth control during treat-
ment and for 6 months afterward. 
Hormonal contraceptives may not be 
reliable during Victrelis therapy.
• Victrelis must be taken with food. 
The dose is four capsules 3 times 
daily, in doses 7 to 9 hours apart, 
with food.
• Do not stop taking Victrelis or the 
other 2 medicines without first con-
sulting your doctor.
• Store Victrelis capsules in a refrig-
erator. However, they can be stored 
at room temperature, protected from 
heat, for up to 3 months. Do not use 
after the expiration date on the label. 
Properly discard unused medication.

*Excerpted from the FDA-approved 
Medication Guide

increased in most industrialized 
nations, and the rate of progression 
to acquired immunodeficiency syn-
drome (AIDS) has decreased. Little 
progress has been made, however, 
in terms of completely eradicating 
the virus. In areas where access to 
effective antiretrovirals is limited, 
mortality rates from HIV or AIDS 
remain high. National HIV trans-
mission rates have also remained 
generally unchanged in most at-
risk groups, with increases being 
noted in some subpopulations (e.g., 
African Americans, women). Global 
rates of infection remain high, with 

approximately four million new 
HIV infections reported annually.

With these points in mind, 
many researchers continue to em-
phasize prevention strategies that 
might reduce the severity of the 
pandemic worldwide. One such ap-
proach to disease prevention is the 
concept of preexposure prophylaxis. 
This involves the use of antiretro-
virals either continuously or just 
immediately before high-risk situa-
tions, such as perinatal and occu-
pational exposure to HIV to reduce 
the likelihood of successful HIV 
infection. Preexposure prophylaxis 
differs from postexposure prophy-
laxis, which involves the use of 
antiretrovirals immediately after a 
high-risk exposure. The concept of 
preexposure prophylaxis is contro-
versial and involves several impor-
tant concerns such as the potential 
to administer antiretrovirals to 
individuals not infected with HIV 
and the implications of high-risk 
behaviors.

It’s an established fact that 
systemic infection does not occur 
immediately after exposure, but is 
likely delayed for one to three days. 
During this period after exposure, 
a small population of “founder 
cells” appear to be responsible for 
the spread of infection to clusters of 
nearby cells, thereby expanding vi-
ral dissemination until a sustained 
secondary infection is achieved. 
Generally, virus can be recovered 
from antigen-presenting cells in 
the mucosa within 24 hours of viral 
exposure and regional lymph nodes 
within 48 to 72 hours. Viremia 
(presence of virus in the blood) is 
generally detectable as early as 
five days after initial acquisition. 
Administration of antiretroviral 
therapy during this window of 
opportunity when populations of 
founder cells are being established 
may disrupt the infection cycle to 
thereby aid the immune system in 
potentially eradicating the virus.

Rilpivirine (Edurant)
Safety and effectiveness of Edurant 
(ee-DUR-ant) is based on 48-week 
data from two Phase 3 clinical tri-
als with 1,368 adult subjects with 

HIV infection, and from a 96-week 
(with extension to 192-week) trial. 
Patients had not received prior 
HIV therapy and were selected to 
receive treatment with Edurant or 
efavirenz (Sustiva), another non-
nucleoside reverse transcriptase 
inhibitor (NNRTI) for treatment 
of HIV infection. Both drugs were 
given in combination with other 
antiretroviral drugs. The new drug 
was as effective as efavirenz in 
lowering vital load. In the Edurant 
and efavirenz groups, 83 percent 
and 80 percent of subjects, respec-
tively, had undetectable amounts 
of HIV in the blood after 48 weeks 
of treatment. Patients receiving 
rilpivirine who had a higher viral 
load at the onset of therapy were 
more likely not to respond to the 
drug than were patients with a 
lower viral load. Moreover, persons 
who failed therapy with rilpivirine 
developed more drug resistance 
than patients who failed efavirenz.

Indications and Use. 
Edurant is a human immunodefi-
ciency virus type 1 (HIV-1) specific 
NNRTI indicated in combination 
with other antiretroviral agents for 
the treatment of HIV-1 infection 
in treatment-naïve adult patients. 
The new drug does not cure HIV 
infection. Patients must remain on 
continuous HIV therapy to control 
HIV infection and decrease HIV-
related illness.

Mechanism of Action. 
Rilpivirine is an antiviral drug 
that inhibits HIV-1 replication by 
non-competitive inhibition of HIV-1 
reverse transcriptase. Rilpivirine 
does not inhibit the human cellular 
DNA polymerases alfa, beta, and 
gamma.

Adverse Effects. The most 
common adverse drug reactions to 
Edurant (incidence >2 percent) of 
at least moderate to severe inten-
sity (≥ Grade 2) were depression, 
insomnia, headache and rash.

Warnings, Precautions and 
Contraindications. The following 
warnings and precautions are 
listed:

• Caution should be given to 
prescribing Edurant with drugs 
that may reduce the exposure  of 
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rilpivirine (see Drug Interactions).
• Caution needs to be given to 

prescribing Edurant with drugs 
with a known risk of Torsade de 
Pointes.

• Depressive disorders: Severe 
depressive disorders (depressed 
mood, depression, major depres-
sion, mood altered, negative 
thoughts, suicide attempt, sui-
cidal ideation) have been reported. 
Immediate medical evaluation is 
recommended for severe depressive 
disorders.

• Patients may develop redis-
tribution/accumulation of body fat 
or immune reconstitution syn-
drome.

Contraindication to Edurant:  
The drug should not be co-adminis-

tered with drugs where significant 
decreases in rilpivirine plasma con-
centrations may occur, which may 
result in loss of virologic response 
and possible resistance and cross-
resistance.

Drug Interactions. Edurant 
should not be used in combination 
with NNRTIs. Co-administration 
with drugs that induce or inhibit 
CYP3A4 may affect the plasma 
concentrations of rilpivirine. Co-
administration with drugs that 
increase gastric pH may decrease 
plasma concentrations. A state-
ment to patients and healthcare 
providers is included on the prod-
uct’s bottle label: ALERT: Find 
out about medicines that should 
NOT be taken with Edurant from 
your healthcare provider. A Pa-
tient Package Insert for Edurant is 
available for patient information.

Dosage and Availability. 
Edurant is taken in doses of 25 mg 
(one 25 mg tablet) once daily with 
a meal.

Edurant is available as tablets 
containing 25 mg rilpivirine.

Patient Information. Ex-
cerpts of the FDA-approved Patient 
Information are shown in Table 4.

Overview and Summary 
Infection with the virus that causes 
hepatitis C or acquired human 
immunodeficiency syndrome is a 
serious event. Both infections are 
associated with high morbidity 
and mortality. With approval of 
two new drugs to treat hepatitis 
C and another to treat HIV/AIDS, 
patients now have additional treat-
ment options. 

Table 4
Major counseling points 

for Edurant (rilpivirine)*

This medicine is used with other 
medicines to treat HIV (Human Im-
munodeficiency Virus) infection.
• Read the Patient Information 
before you start taking Edurant and 
each time you get a refill.
• Tell your doctor:
-if you have liver problems, mental 
health problems or a heart condition 
called Torsade de Pointes;
-if you feel sad or hopeless, anxious or 
depressed, or have thoughts of hurt-
ing yourself;
-about all other prescription and 
nonprescription (OTC) medicines, vi-
tamin/mineral supplements, natural 
products and herbal remedies you 
are taking. The Patient Information 
has a list of medicines you should not 
take with Edurant.
• Periodic laboratory testing is im-
portant with this medicine. Be sure 
to make all testing appointments.
•WOMEN: Notify your doctor if you 
become or intend to become pregnant, 
or are breastfeeding.
• Edurant is usually taken once daily 
with a meal. Do not change the dose 
or stop taking Edurant without first 
consulting your doctor.
• Store Edurant at room temperature 
in its original container to protect 
it from light. Do not use after the 
expiration date on the label. Properly 
discard unused medication.
 
*Excerpted from the FDA-approved 
Patient Information
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     quiz? ________________ 
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1. End-stage liver disease due to HCV infection current-
ly represents the major indication for liver transplanta-
tion in the Western world.
 a. True b. False
 
2.  Most patients who contract HCV will develop chronic:
 a. cirrhosis. c. lymphoma.
 b. infection. d. nephritis.

3. The interferon used in early trials for management of 
HCV was interferon: 
 a. delta. c. beta.
 b. gamma. d. alfa.
  
4. Ribavirin exerts its activity against several:
 a. adenoviruses. c. flaviviruses.
 b. ectoviruses. d. retroviruses.

5. The form of interferon that allows for once-weekly 
rather than thrice-weekly injections is: 
 a. acetylated. c. pegylated.
 b. glycolated. d. ricinolated.

6.  Incivek is indicated for treatment of which form of 
chronic hepatitis C?
 a. Genotype 1 c. Genotype 3 
 b. Genotype 2 d. Genotype 4
  
7.  Incivek is an inhibitor of HCV NS3/4A serine: 
 a. amylase. c. nuclease.
 b. lipase. d. protease.

8.  The generic name for Incivek is:
 a. boceprevir. b. telaprevir.

9.  Victrelis inhibits the same enzyme as does Incivek.
 a. True b. False

10.  The addition of boceprevir to peginterferon alfa and 
ribavirin therapy is associated with additional decrease 
in concentrations of:
 a. hemocystine. c. hemoglobin.
 b. hematocrit. d. hemosiderin.

11.  The dose of Victrelis is:
 a. 200 mg four times a day.
 b. 400 mg twice a day.
 c. 600 mg once daily.
 d. 800 mg three times a day.

12.  The dose of Victrelis must be taken:
 a. on an empty stomach.
 b. with a meal or light snack.

13.  In clinical trials with Sustiva, Edurant was:
 a. less effective than Sustiva.
 b. as effective as Sustiva.
 c. more effective than Sustiva.

14.  Rilpivirine inhibits HIV-1 replication by inhibition of 
its reverse:
 a. aminotransferase. c. transnuclease.
 b. aminoprotease. d. transcriptase.

15.  Edurant is usually taken:
 a. once a day. c. three times a day.
 b. twice a day. d. four times a day.  

To receive CE credit, your quiz must be postmarked no later than 
January 15, 2015.  A passing grade of 80% must be attained.  CE state-
ments of credit are mailed February, April, June, August, October, and 
December until the CPE Monitor Program is fully operational.  Send 
inquiries to opa@ohiopharmacists.org. 
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