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When the FDA can stop distribution
of off-label information

If the FDA determines that data indicate that the new use of
the drug is ineffective or poses a significant risk to public
health, after consulting the pharmaceutical manufacturer, the
FDA may take any action it deems necessary to protect public
health. This could include ordering the pharmaceutical com-
pany to stop distributing information on off-label uses.
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Off-label prescriptions in the news

Many prescription drugs are helpful for treating patients with
conditions for which the drugs have not been approved by the
FDA. One of the most publicized and dangerous situations
resulting from the off-label prescription of drugs involved the so-
called Fen-Phen combination. Fenfluromine and Phentermine
were each approved individually for single-drug, short-term
obesity therapy.

However, off-label promotions of the use of these prescription
drugs simultaneously by the diet industry and physicians—not
the manufacturers of these two drugs—resulted in patient
injuries and death.

—
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The Pfizer Neurontin settlement

The complaint against Pfizer was for alleged off-label promo-
tional activities prior to and after the enactment of FDAMA by
Warner-Lambert’s Parke-Davis division, which Pfizer later
acquired. All pharmaceutical sales representatives can learn
from this settlement.

The FDA approved Neurontin to treat partial seizures with
and without secondary generalization in adults with epilepsy.
Sales representatives promoting Neurontin, however, told
physicians they could also use the drug to treat pain and sev-
eral other off-label uses. The government’s sentencing memo-
randum includes details of the scope of Warner-Lambert’s
regional and national efforts to promote Neurontin for off-
label uses. The government described these six key tactics of
the company’s plans to increase off-label use of Neurontin:
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= Encouraging sales representatives to provide one-on-one
details to physicians about off-label uses of Neurontin

= Using medical liaisons who represented themselves—
often falsely—as neutral scientific experts on a particular
drug to promote off-label uses for Neurontin

= Paying physicians to allow sales representatives to see
patients with the physician and participate in discussing
the treatment plans

= Paying physicians to attend consultant, advisory, or
speaker bureau meetings during which physicians lis-
tened to presentations about off-label uses of Neurontin

= Conducting teleconferences in which physicians were
paid to speak about Neurontin off-label uses to other
physicians

= Sponsoring “independent” medical education events
on off-label Neurontin uses, for which the company pro-
vided extensive input regarding speakers, content, and
participants

14
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Final exam

1. When may physicians prescribe pharmaceutical prod-
ucts for off-label use?

a. Physicians are never allowed to prescribe pharmaceutical
products for off-label uses.

b. When they feel it is in a patient’s best interest to do so

c. Only for oncology patients

d. If the patient’s health insurance plan deems it appropriate

2. On what information should pharmaceutical sales repre-
sentatives educate physicians?

a. Efficacy information contained within the Pl
b. Safety information contained within the Pl
c. Both a and b.

d. Neither a nor b.

3. Which of the following best describes off-label information?

a. It covers a use or uses of a product that are not included on
the drug’s approved label.

b. It may be detailed to a physician if it appears in a peer-
reviewed journal.

c. It is false and misleading.

d. All of the above.

4. Which of the following does the FDA regulate for prescrip-

tion drugs?
a. Manufacturing c. Promotion
b. Labeling d. All of the above

—
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5. When can a pharmaceutical company distribute off-label
information?

a. Anytime, as long as the information is unbiased and scientif-
ically based.

b. A pharmaceutical company may never disseminate off-label
information.

c. Only in response to a specific question from a physician.

d. If the manufacturer meets the requirements set forth under
FDAMA.

6. What was the goal of The Washington Legal Foundation
with regard to promotion of pharmaceutical products?

a. To restrict the amount of off-label information pharmaceuti-
cal manufacturers could provide to their customers.

b. To ensure that physicians’ First Amendment rights to receive
information about off-label uses were protected.

c. To remove all restrictions on the marketing activities of phar-
maceutical manufacturers.

d. None of the above.

7. Which of the following is true for off-label uses of pharma-
ceutical products?

a. It may increase sales for the manufacturer of the product.

b. It has increased dramatically in the past 10 years.

c. It is never permissible, even at the discretion of the treating
physician.

d. Only a and b.

22
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8. Which of the following is true regarding Pfizer’s recent set-
tlement with the government?

a. Pfizer paid approximately $430 million.

b. The settlement related to charges that Warner-Lambert’s
Parke-Davis division, which Pfizer later acquired, illegally
promoted Neurontin for off-label uses.

c. Both a and b.

d. Neither a nor b.

9. When can a sales representative detail a physician on
information from a medical journal?

a. Anytime, as long as the journal is peer-reviewed.

b. Only if the material is unbiased and does not specifically
relate to a product the sales representative sells.

c. If the information has been previously approved in accor-
dance with the sales representative’s company policies.

d. Never.

10. What should you do if a healthcare provider asks you an
unsolicited question regarding an off-label use of a prod-
uct you are detailing?

a. Respond that the use is off-label and refer the provider to
your medical information or medical affairs department and
follow your company policies.

b. Indicate that the use is off-label, then respond to the ques-
tion to the best of your ability and knowledge.

c. Respond to the question to the best of your ability and
knowledge.

d. Leave the office as quickly as possible.

—
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Need more copies? That's easy.

Call customer service at 800/650-6787 for more information or to
order additional copies. For bulk ordering information, see below.

Call: 800/650-67
E-mail: customerservice@hcpro.co

Internet:

Mail to:
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For special pricing on bulk orders, please call
Dave Miller toll-free at 888/209-6554.
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