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Medications that are approved by the Food and Drug Administration (FDA) go
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through a vigorous clinical development process to find out if the drug is safe
and effective in treating a specific condition. The pharmaceutical company will
compile the data from one or more Phase 3 studies and submit it to the FDA.
If the medications are approved the pharmaceutical company will develop a
package label that is used by medical providers. The package label is also called
the prescribing information.

Prescribing Information
The prescribing information includes the dosage(s) of the medications, when
to take the medication, what, if any, food requirements to take or avoid, the
duration of the treatment, side effects including the more severe side effects,
important warnings about the drug, who should not take the drug, and
additional important information. This information should be read by medical
providers, patients and patient advocates.
The FDA will review the label put together by the pharmaceutical company,
make recommendations or changes to the label, and once all parties agree, will
authorize the drug for use. After the drug has been used by a large population
with the condition, other uses of the drug may come to light. This can happen
after research into the benefits of the drug or it may come about by accident
when a person has a condition for which the drug seems to have a positive
effect. For example, a drug was being tested to treat depression, but during
the development process it was also found to help with insomnia. A medical
provider may decide to prescribe it for a patient with insomnia “off label.”
It may turn out that there is such a need for the drug used off-label that the
pharmaceutical company may decide to study the drug for this other condition.
Off-label use has many benefits, but it could also be dangerous.
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The information in this fact sheet is
designed to help you understand and
manage HCV and is not intended as
medical advice. All persons with HCV
should consult a medical practitioner
for diagnosis and treatment of HCV.
This information is provided
by the HCV Advocate a nonprofit
organization for HCV education,
support and advocacy

Reprint permission is granted
and encouraged with credit to
the HCV Advocate.
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Most people would be surprised at the amount of
drugs that are prescribed off-label. A recent report
found that 1 in 5 prescriptions were prescribed offlabel. Many doctors and most patients, however, are
not aware that the drug they are being prescribed is
off-label use. Unlike FDA approval, off-label use is
not regulated, but it is legal for a medical provider
to prescribe off-label. Pharmaceutical companies,
however, can’t promote the off-label use without
facing stiff fines by the FDA.

a condition that has few treatment options. This is
particularly relevant to cancer patients who have
limited approved treatment options and off-label
use can save lives for those who can’t wait for
clinical studies and FDA approval.

Below are but a few of the off-label uses for
certain approved medications:

The Future
There are many medical professionals who
are calling for more regulations to govern off-label
use. But at the same time it is important
to recognize that over-regulation can hinder
innovation and deny life-saving drugs to people
who have very few options.

• Propranolol (Inderal), approved for high blood
pressure and heart disease, but used off-label for
stage fright.
• Mirtazapine (Remeron), approved to treat major
depressive disorder, but used off-label to treat
insomnia.
• Amitriptyline (Elavil), approved to treat depression,
but used off-label to treat fibromyalgia and
migraines.
Health Risks
Off-label use has the potential to cause serious
harm and even death from some drugs used
‘off-label.’ There may be unforeseen drug-drug
interactions or the drug may exacerbate an already
serious condition like liver disease. The drugs
may also be harmful to certain populations like
children or the elderly. The off-label use of a
drug could potentially lead to the development of
drug resistance.
Benefits
There are many benefits to having the opportunity
to use drugs off-label. They may be used to treat

Prescription Drug Coverage
Medications that are being used off-label may not
be covered by medical insurance, which may be
too expensive for many people.

Important Questions to Ask
If you are being prescribed a medication, talk with
your medical provider:
• Ask your medical provider if the drug he or she
is prescribing is FDA approved or if it is being
prescribed off-label.
• Read the FDA approved package label–your
medical provider and/or pharmacist can give
you a copy. The HCV Advocate website have the
package label in the treatment sections for FDA
approved HCV medications.
• Ask if the off-label drug provides more benefits
than the approved medication.
• Ask your medical provider why he or she is
prescribing the drug off-label.
• Ask if the risks and benefits justify off-label use.
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• Check with your insurance company to find out if your insurance covers
the off-label drug; what are the co-pays; what are the deductibles.
• Check with a pharmacist about possible drug-drug interaction—they
are experts.

GET TESTED
GET TREATED
GET CURED

HCV Treatment – Off-Label Use
Off label use of HCV drugs occurs although it is usually part of a clinical
trial. For instance, one clinical trial treated patients with a combination of
four direct-acting antiviral drugs for a treatment period of 4 weeks. The
trial was able to produce 100% cure rates. These types of off-label clinical
trials that are closely supervised can provide important information that can
advance the care and treatment for people infected with hepatitis C.

		

Related publications:
Easy C: Side Effect Management:
http://hcvadvocate.org/treatment/treatment-side-effects/side-effect-management/
HCV Fact Sheet: Side Effect Management:
http://hcvadvocate.org/treatment/treatment-side-effects/side-effect-management-hcsp-facts/
Patient Assistance Programs
http://hcvadvocate.org/wp-content/uploads/2018/06/Patient_Assistance_Programs.
pdf?highlight=patient%20assistance%20

For more information
• Centers for Disease Control
and Prevention
www.cdc.gov/Hepatitis
• Mayo Clinic:
www.mayoclinic.com/health/liverbiopsy/MY00949
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• MedlinePlus:
https://medlineplus.gov/
• National Digestive Diseases Information Clearinghouse (NDDIC)
http://digestive.niddk.nih.gov/ ddiseases/pubs/liverbiopsy/
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