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Objectives

e Discuss FDA’s role in regulating prescription drug
promotion and advertising

 Describe the role that healthcare professionals
(HCPs) can play in protecting the public health by
recognizing prescription drug promotion and
advertising that is potentially false or misleading

e Explain how HCPs can effectively report
potentially false or misleading prescription drug
promotion to the FDA through the Bad Ad
Program



FDA’s Mission

e The FDA is responsible for protecting the public
health by ensuring the safety, efficacy, and
security of human and veterinary drugs,
biological products, medical devices; and by
ensuring the safety of our nation’s food supply,
cosmetics, and products that emit radiation.

 FDA also has responsibility for regulating the
manufacturing, marketing, and distribution of
tobacco products to protect the public health and
to reduce tobacco use by minors.



FDA’s Mission

* The FDA is also responsible for advancing the
public health by helping to speed innovations
that make medical products more effective, safer,
and more affordable and by helping the public
get the accurate, science-based information they
need to use medical products and foods to
maintain and improve their health.
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Mission of the
Office of Prescription Drug Promotion

(OPDP)
 To protect the public health by helping to ensure
that prescription drug information is truthful,
balanced, and accurately communicated.

 This is accomplished through comprehensive
surveillance, compliance, and education
programs, and by fostering better communication
of labeling and promotional information to both
healthcare professionals and consumers.



Myths and Misconceptions

DA “legalized” DTC advertising in the late 1990’s

ndustry spends most of its advertising budget on
DTC advertising

-DA has the authority to ban DTC advertising
DA approves ads

DA regulates “good taste”



What does OPDP regulate?

Prescription drug promotional materials made
oy or on behalf of the drug’s manufacturer,
oacker, or distributor, including:

TV and radio commercials
e Sales aids, journal ads, and patient brochures

 Drug websites, e-details, webinars, and email
alerts



Regulatory Authority: FD&C Act

* Prescription drug promotion must...

* Not be false or misleading

* Have balance between efficacy and risk
information

e Reveal material facts about the product
being promoted, including facts about
consequences that may result from the use
of the drug



Regulatory Authority

e Post-Approval Regulations located in 21 CFR
314.81(b)(3):
e Require the submission of all promotional materials
at the time of initial dissemination or publication

 Must include Form FDA-2253 and current prescribing
information (Pl)

e OPDP does NOT “approve” promotional materials
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Categories of Promotional Materials

e Labeling * Advertising

* Brochures, booklets, e Advertisements in

mailing pieces, exhibits,
slide decks

e Supplied or disseminated
by the manufacturer,
distributor, packer, or on
their behalf

e Accompanied by the
approved product labeling

published journals,
magazines, hewspapers,
and other periodicals

Broadcast (e.g., TV, radio,
telephone communication
systems)

Contains a “Brief
Summary” of the drug’s
side effects,
contraindications, and

effectiveness
11



Categories of Promotional

Materials
Help-Seeking Do not make any
o {3 representations about
Institutional a specific product
Reminder

Product Claim
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It takes a lot to fight cancer...

Help-Seeking or
Disease Awareness

Visit Cancerinformation.com—yotr source for information and support,




astellas

Leading Light for Life

Institutional

!
|




Reminder

Must include proprietary and established name

May call attention to drug name but may NOT
contain any representation or suggestion relating to
the advertised drug product

May include dosage form, package contents, price,
name of manufacturer, packer, distributor

Not permitted for drug with a Black Box Warning
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Reminder
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Product Claim Materials

* Include representation or suggestion relating to
the advertised drug product

 Must include a balanced risk and efficacy
presentation (“fair balance”)

e Must be accompanied by the Brief Summary or
P
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Product Claim

: Oh no! I've lost an inch.

y  But I've found a way to fight
osteoporosis with Actonel.

\'V;it a minute. Did you lose something?

Like maybe an inch or so of height?

You're not the only one. After n enopause,
shrinking can be a sign of osteoporosis,

the result of tiny fractures over lime.

Little by little, osteoporosis can make your bones

weak and brittle, even if you take calcium every day.

I hat's how fractures can happﬂn!

But Actonel once-a-week helps protect [
your bones from osteoporosis. It won't get
back your lost inch. But it will help you
fight fracture. 4 W

How do your bones measure up? Get more information at

Actonel.com and ask your doctor if Actonel is right for vou.

Actonel is a prescription medication to treat and prevent

postmenopausal osteoporosis. Some risk factors for
osteaporosis include Caucasian or Asian race, family
history, small frame or smoking.

You should not take Actonel if you have fow blood
» severe kidney disease, or cannot sit
10 minutes. Stop ¢
tell vour doctor if ye
painful swallowi
heart
digesti
or .’J?”l’flf'l’}” r.’.’ff.lr may
stomach pain or

instructions carefu

1ese may

Please see important information on the following page.

Actonel.com
1-877-Actonel

Help fight fracture ACtO“@I

(risecironate Sodium fablefs)



Brief Summary

ACTONEL® (AK-toh-nel
Tablets Patient Information

ACTONEL (risedronate sodium tablets)
and

my
ACTONEL [risednm%te sodium tablets)
5 mg for Osteoporosis

=

* o

jow can osteoporosis affect me? l

What is the most important information
I should know about ACTONEL?

[ What is my ACTONEL schednle?_]

Iy 1 ACTOMEL 5 mg daily

o must. fullow the fmstrctions exactly for ACTONEL o werk and
t0 lower the chance of serious side effects jses “How shauld | eake
MCTONELY).

‘What is ACTONE!

What should | avoid while
taking ACTONEL?

[ ‘Who should not take ACTONEL?

Do not take ACTONEL if you:

h ible ‘What if | have other questions
VAL SIS O ronlthe about ACTONEL?

Stop taking ACTOMEL and tall your healtheare provider right
away if

* swallowing b difficalt or painful

* you have chest pain.

# you have very bad heartburn and it dossn't gt becter

LTONEL may nat be

[ How should | take ACTONEL? )

The follewing imstructions are for bath ACTONEL § my (daily)
and ACTONEL 35 mg (Onco-a-Week):

+ Tk T It




Broadcast Advertising

e “Major Statement”

* Information relating to the major side effects and
contraindications

e “Adequate Provision”
* Provides for dissemination of the PI

* Recognizes the inability of broadcast
advertisements of reasonable length to present
and communicate this information effectively
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What does OPDP do?

Advice to industry

Advice within FDA

Guidance and policy development
Research

Surveillance and compliance
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Common Violations

 Make claims that are not appropriately
supported

 Misrepresent data from studies
e Overstate the drug’s benefits

e Omit or downplay risk information
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Common Violations

e Omit material facts about the drug

e Fail to present a “fair balance” of risk
and benefit information

 Misbrand an investigational drug
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BadAd@fda.gov

Warning Letter Example:

Zolpimist (zolpidem tartrate) oral spray
(C-1V)
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Example: Zolpimist

Indication: Indicated for the short-term treatment of
insomnia characterized by difficulties with sleep initiation.
Zolpidem tartrate has been shown to decrease sleep latency
for up to 35 days in controlled clinical studies.... The clinical
trials performed in support of efficacy were 4-5 weeks in
duration with the final formal assessments of sleep latency
performed at the end of treatment.
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Example: Zolpimist

e Warning and Precautions: CNS depressant effects and next day
impairment, need to evaluate for co-morbid diagnoses, severe
anaphylactic and anaphylactoid reactions, abnormal thinking
and behavioral changes, use in patients with depression,
respiratory depression, and withdrawal effects

e The most common adverse reactions reported with Zolpimist
were drowsiness, dizziness, diarrhea, and “drugged feelings”
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Pharmaceuticals, LLC

Ambherst

Home Overview Product Information Management Contact Us

AMHERST //PHARMACEUTICALS

Search... Gol!

Product Information

Zolpimist® (zolpidem tartrate) is a patented, FDA approved bioequivalent version of the market leading

sleep aid, Ambien® in an oral spray formulation.

Zolpidem is the most commonly prescribed agent for the treatment of insomnia with a market share of

approximately 70%, with over 1.2 billion zolpidem tablets prescribed in 2010 in the US.
Zolpimist® is engineered to outperform the oral tablets

Using a proprietary and patented technology we deliver the drug as a fine mist into the mucosal membranes
lining the cheeks in the mouth (buccal delivery). This mode of delivery offers some very clear advantages

as compared to other delivery methods:

Fast onset of action; Zolpimist® induces sleep three times faster than oral tablets — 10 minutes as compared

to 30 — 40 minutes for oral tablets.

No food effect that mitigates the efficacy of other zolpidem products 28
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Warning Letter Example:

Diclegis (doxylamine succinate and
pyridoxine hydrochloride)
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Example: Diclegis

Indication: Treatment of nausea and vomiting of pregnancy in
women who do not respond to conservative management.

Limitations of Use: Has not been studied in women with
hyperemesis gravidarum.

Contraindications: Diclegis is contraindicated in women with
known hypersensitivity to doxylamine succinate, other
ethanolamine derivative antihistamines, pyridoxine
hydrochloride or any inactive ingredient in the formulation, as
well as in women who are taking monoamine oxidase
inhibitors (MAOIs).
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Example:Diclegis

e Warning and Precautions regarding activities
requiring mental alertness and concomitant
medical conditions.

e The most common adverse reaction reported
with Diclegis was somnolence.
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iclegis — Social Media Post

ORIGINAL POST

Sus’[agmm

OMG. Have you heard about this? As you
guys know my #morningsickness has been
pretty bad. | tried changing things about my
lifestyle, like my diet, but nothing helped, so
| talked to my doctor. He prescribed me
#Diclegis, and | felt a lot better and most
importantly, it's been studied and there was
no increased risk to the baby. I'm so excited
and happy with my results that I'm
partnering with Duchesnay USA to raise
awareness about treating morning sickness.
If you have morning sickness, be safe and
sure to ask your doctor about the pill with
the pregnant woman on it and find out
more www.diclegis.com;
www.DiclegisimportantSafetylnfo.com

Kim Kardashian West

& .‘\9"’ ﬂ OMG. Have you heard about this? As you guys know my #morningsickness
N has been pretty bad. | tried .. https://instagram.com/p/4B-W0sMoBO/

561

KimKardashia

| £] < Karaasnan

¢ Figure

Timeline

S 28m peopie (ks tris

imite frends o bl s Page

Please note: image of Diclegis bottle will be
prominent enough to read established name

About

\ i
Kim Kardashian @

Phoios  Likes  More~

. Kim Kardashian

OMG. Have you heard about this? As you guys know my
#morningsickness has been pretty bad. | tried changing things about
my lifestyle, like my diet, but nothing helped, so | talked to my dactor.
He prescribed me #Diclegis, and | felt a lot better and most
importantly, it's been studied and there was no increased risk to the
baby. I'm so excited and happy with my resuits that I'm partnering
with Duchesnay USA to raise awareness about treating morning
sickness, If you have morning sickness, be safe and sure to ask your
doctor about the pill with the pregnant woman on it and find out
more www diclegis. com; www.DiclegisimportantSafetyinfo.com

2015-0069-01
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Surveillance

e OPDP's normal surveillance activities include:

Monitoring drug promotional materials sent to
us by industry

Monitoring medical convention exhibit halls

Monitoring drug promotion on the internet and
social media

Reviewing complaints submitted by industry
competitors
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Limitations to Surveillance

e However, these surveillance activities do
not allow us to monitor certain types of
drug promotion, such as what occurs in
places such as HCPs’ offices and industry-
sponsored dinner and lunch programs.

 That’s one of the reasons why we developed
the Bad Ad Program
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BadAd@fda.gov

 An FDA-sponsored outreach program desighed
to educate HCPs about the role they can play in
helping FDA ensure that prescription dru

advertising and promotion is truthful and not
misleading

e Bad Ad’s dual mission:
1. Education and outreach

2. Hotline (email and telephone) for HCPs to report
potential violations
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BadAd@fda.gov

e Bad Ad Education and Outreach

 Pharmaceutical companies spend billions of dollars
each year to promote drugs, yet many HCPs are not
trained to identify false or misleading promotion

e Main educational outreach includes:

e Educational online course
e Case studies for educational settings
 Media campaigns and conference outreach
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Educational Online Program

e 1-hour, self-paced training

* Training modules include:
e Video presentations by OPDP reviewers

e Video presentation on “the psychology of influence”
by an expert psychologist consultant

* Simulated interactive scenarios to test knowledge
including a pharmacy scenario

e Over 1,000 course completions to date and excellent
overall feedback
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Bad Ad Case Studies

e Case studies based on real OPDP Untitled and
Warning Letters

 Designed to be used as part of an educational
curriculum or training

* |ncludes the violative promotional material, the
resulting Untitled or Warning letter, the FDA-
approved Pl, and a facilitator guide
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Reporting Potential Drug Promotion Issues

e Bad Ad Hotline

 Any HCP can report potentially misleading
promotion to OPDP by:

e sending an e-mail to BadAd@fda.gov or
e calling 855-RX-BADAD (855-792-2323)

e Can be submitted anonymously. However, FDA
encourages you to include contact information in
case follow-up is necessary for more information
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What will OPDP do with your complaint?

e Once a Bad Ad complaint is received, OPDP will
evaluate it to determine if it meets the criteria
needed to take a compliance action.

* |f OPDP finds the promotion to be false or
misleading, we will move forward with a risk-based
compliance strategy to put a stop to the promotion
ourselves, or refer it for further criminal
Investigation.

* If the report does not meet the required criteria at
the time, it will serve as valuable information in
focusing our ongoing surveillance activities.
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SEICAGI

Report Misleading By Drug Promotion

e Phone: 855-RX-BADAD
(855-792-2323)

e E-Mail: BadAd@fda.gov

 More Info: www.fda.gov/BadAd
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