
But recently, he came back to Dr. Muir 
wanting to try a new protease inhibitor. 
Based on his reading, the man believed 
he could avoid interferon (IFN) and riba-
virin (RBV), take a protease inhibitor as 
monotherapy for 24 weeks and expect 
a 75% chance of achieving a sustained 
virologic response (SVR).

Unfortunately, the patient’s expec-
tations were unrealistic on all counts. 
The new protease inhibitor can only 
be given in conjunction with IFN and 
RBV, and the treatment duration var-
ies. For blacks, therapy usually lasts a 
full 48 weeks, and in clinical trials, only 
30% of black patients achieved an SVR 
with 28 weeks of therapy. Moreover, 
among black patients in the Phase III 
trials, SVR rates fell short of the 75% 
that the patient expected, and in treat-
ment-naive blacks, only 62% receiv-
ing telaprevir and 53% on boceprevir 
achieved an SVR.

Educate To Encourage 
Adherence

Unrealistic expectations are com-
mon among patients with HCV 
infection who, after years of wait-
ing for better therapies, are eager to 
try treatment with the new DAAs, 
said Dr. Muir. The DAAs on the mar-
ket today are complex, with varied stop-
page rules, monitoring points and some 
serious adverse events and drug–drug 
interactions.

“This is a real problem for clinicians. 
There’s tremendous excitement about these 
new therapies, but oftentimes, patients’ 
expectations are not in line with what these 
drugs can deliver,” said Dr. Muir, clinical 
director of hepatology at Duke University 
Medical Center, Durham, N.C.

In a presentation at The Liver Meeting 
2011, Dr. Muir stressed that clinicians 
need to take time to carefully prepare 
patients for DAA therapy. Physicians 
must have clear, detailed discussions 
with their patients before and through-
out treatment to optimize the benefits of 
DAA therapy, he said.

“The major challenges are preparing 
patients for the rigors of therapy, check-
ing in frequently to make decisions about 
the duration of treatment and managing 
any issues as the patient goes along,” said 
Dr. Muir.

When patients come into the office 
considering treatment with DAAs, the 
first step is to clarify their expectations, 
said Dr. Muir. Patients need to learn the 
reality about DAAs if they want treat-
ment to succeed.

Dr. Muir outlines for patients the com-
plex prescribing rules, the contraindica-
tions, the lifestyle changes and duration 
of treatment with DAAs. The lifestyle 
changes can be significant, he cautions 
patients. Both telaprevir and bocepre-
vir must be taken three times a day, or 
once every eight hours, and always with 

a meal. Dr. Muir then asks if the patient 
still wants treatment when these things 
are taken into account.

“That’s no small feat. Patients must 
adhere to that regimen because lapses 
in the concentration of telaprevir and 
boceprevir have historically been the risk 
period for breakthrough variants on ther-
apy,” said Raymond Chung, MD, chief of 
hepatology and vice-chief of gastroenter-
ology at Massachusetts General Hospital, 
Boston. Many of Dr. Chung’s patients 

limit or reschedule their work hours while 
on DAA therapy to help with adherence.

The key to getting patients through 
DAA treatment successfully is to select 
patients carefully and prepare them assid-
uously, said Gary L. Davis, MD, director 
of general and transplant hepatology at 
Baylor University Medical Center, Dallas. 

“This means that any issues that might 
impact compliance, tolerance and drug 
access should be dealt with before treat-
ment starts. Educating the patient is 
essential. Patients and their support 
person need to clearly understand the 
importance of dosing compliance, lab 
monitoring and treatment stopping 
rules/end points.”

The treatment care team then needs 
to remain in close contact with the 
patient throughout treatment to rein-
force adherence and offer feedback 
on their process, he added. At Dr. 
Chung’s office at Massachusetts Gen-
eral Hospital, one nurse practitioner 
has been assigned full-time to manag-
ing patients on DAAs. She works with 
them on everything from managing 
possible reactions like rash and anemia 
to helping them set up a daily schedule 
for taking the medications.

“We have 50 to 100 patients in 
varying stages of DAA treatment,” 
said Dr. Chung. “Every one of these 
patients is coming in for frequent vis-

its—weekly in the beginning—and they 
are very much in need of monitoring, not 
just for adverse events like rash but also 
for fatigue and their ability to carry out 
work.”

Begin With a Thorough History
Before patients start the new therapies, 

gastroenterologists and hepatologists 
should consider getting a liver biopsy 
to help guide treatment, said Dr. Muir. 
Physicians also should confirm a patient’s 

FDA Makes Way for Wider Access to OraQuick HCV Rapid Test
CLIA Waiver Expands Use of Rapid HCV Test to More U.S. Clinics
The FDA recently granted a waiver under the Clinical 
Laboratory Improvement Amendments of 1988 (CLIA) 
to OraSure Technologies for its OraQuick HCV Rapid 
Antibody Test for use with fingerstick whole blood and 
venous whole blood specimens. With this waiver, the Ora-
Quick HCV test now can be used by more than 180,000 
sites in the United States to test individuals who are at risk 
for hepatitis C virus (HCV) infection.

The CLIA, passed by Congress in 1988, establishes 
quality standards for all laboratory testing to ensure the 
accuracy, reliability and timeliness of patient test results, 
regardless of where a test is performed. As defined by the 
CLIA, waived tests are categorized as “simple laboratory 
examinations and procedures that have an insignificant 
risk of an erroneous result.” The FDA determines the cri-
teria for tests being simple with a low risk for error, and 
approves manufacturers’ applications for waivers.

The CLIA waiver granted for OraSure’s OraQuick HCV 
Rapid Antibody Test, extends the use of the assay to 
more than 180,000 facilities, such as outreach clinics, 
community-based organizations and physician offices, 
according to a press release from OraSure.

“A CLIA waiver for our OraQuick HCV test represents 
a critical milestone in our quest to make the test avail-
able to the widest possible range of at-risk individuals in 
the United States,” said Douglas A. Michels, president 
and CEO of OraSure Technologies. “The CLIA waiver will 
enable health care providers, those on the front lines of 
fighting this devastating disease, to use this simple and 
accurate test in physician offices and outreach settings 
so more individuals infected with hepatitis C can be diag-
nosed and treated.”

The OraQuick HCV Rapid Antibody Test is the first 
and only FDA-approved rapid test for the detection of 

antibodies to 
HCV. The test is 
approved for fin-
gerstick whole blood 
specimens and veni-
puncture whole blood 
specimens in individuals 
aged 15 years or older, and 
provides results in 20 minutes. 
The assay has not been approved 
for use in patient populations with-
out signs or symptoms of HCV, and its 
use has not been established for testing 
patients younger than 15 years of age or 
for pregnant women.

—Based on a press release from  
OraSure Technologies
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‘This is a real problem for 
clinicians. There’s tremendous 

excitement about these new 
therapies, but oftentimes, 

patients’ expectations  
are not in line with what  

these drugs can deliver.’
—Andrew Muir, MD


