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e Mission
e Advice within FDA
 Advice to Industry

e Survelllance and Enforcement



U.S. Food and Drug Administration
m Protecting and Promoting Public Health

www.ida.gov

OPDP’s Mission

 Protect the public health by ensuring
orescription drug information is truthful,
palanced, and accurately communicated

e To guard against false and misleading
advertising and promotion through
comprehensive surveillance, enforcement, and
educational programs
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Advice within FDA

 Professional Labeling
— Prescribing Information
— Package labeling

— Tradename Review g SR

No preservative,

P tary N <
( ro p r Ie ary am e) f — st Attention Pharmacist: Dispense the
- accompanying Medication Guide
P to each patient.
Tecentrig™
atezolizumab)
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— Patient Package Insert > l

— Medication Guide
— Instructions for Use
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Advice to Industry

 Promotional materials

— Professional audience
* Press releases, sales aids and journal ads
» Professional presentations
» Websites and other electronic media

— Patient audience
e Patient brochures and journal ads
» Television and radio advertisements
e Websites and social media



For HR+ (ER+ and/or PR+), HER2- Metastatic Breast Cancer in
Combination With Hormone Therapy for Postmenopausal Women

THE STRUGGLE

IS REAL.
AND SO AM .

ER+ = estrogen receptor-paositive; HER2- = human epidermal growth factor receptor 2-negative;
HR+ = hormene receptor-positive; PR+ = progestercne receptor-positive

INDICATION

Low white blood cell counts (neutropen
coul o i

tis o if KISQAL and =
IMPORTANT SAFETY INFORMATION

‘What is the most important information | should know about
KISOALI?

KISQALI may cause serious side effects, including:
Heart rhythm problems (QT prolongation).

Consumer Print Ad

‘I have metastatic breast cancer.

ian time women ta
hout disease progres:

ws 16.0 months for those taking letrozole alone.

r t L1 bl r interferes with,
substances that pl role in both healthy and cancer
cell gowth.

Visit www K m to kearmn about the personalized
support you may be able to receive throughout
your treatment.

Clinical trials are still ongoing to see if patients live
longer with treatment.

The most common side effects of KISQALI include:
* na

our health care

What should | avoid while taking KISQALI?

KISQALI
CLID i3

cod.

Please

& Summary of Important Information on the following page.
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Review of Promotional Materials

e Common Promotional Problems
— Omitting or downplaying risk information
— Overstating the effectiveness
— Promoting unapproved uses

— Misleading drug comparisons
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Surveillance of Industry

e Review materials submitted to OPDP at the
time of initial dissemination

e Conferences

o Complaints
— Healthcare professionals
— Consumers
— Competitors
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Limitations of Surveillance

e Areas not included in surveillance activities:
— Physician offices

— Industry-sponsored dinner and lunch programs

e That is why we developed the Bad Ad Program

— Goals of the program
o Increase effectiveness of surveillance program

* Raise awareness among healthcare professionals about
promotional materials that may be false or misleading

« Anyone can submit a complaint
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What will happen if you report misleading
promotion to OPDP?

« Enforcement Actions
— Contribution to ongoing OPDP surveillance activities

— Untitled letters (Notice of Violation/NOV)
— Warning letters

— Injunction/consent decree

— Seizures

— Criminal action



Diclegis - Social Media POSt

ORIGINAL POST

fﬂu.s’mgmm

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.DiclegisimportantSafetyinfo.com

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

Kim Kardashian West = <imKardash
o .Q‘:"b OMG. Have you heard about this? As you guys know my #morningsickness
3 has been pretty bad. | tried .. https://instagram.com/p/4B-W0sMoBO/
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i Mardvi lin it 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 WDiclegis, and I 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
PHCTOS > doctor about the pill with the pregnant woman on it and find out
mare www.diclegls com; www.DiclegisimportantSafetylnfo.com
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If You See Something, Say Something!

.B ddddd @fda.gov II lE ! ‘
INISTRA

| TION I@/A_\

— e-mail to BadAd@fdagov or

- calling855'RX'BADAD (855'792'2323)
e Phone number: (301) 796-1200
e Fax number: (301) 847-8444



mailto:BadAd@fda.gov

Questions?
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Back-up Slides
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Reminder Ad
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Broadcast Advertising

* “Major Statement”

— Information relating to the major side effects and
contraindications

» “Adequate Provision”
— Provides for dissemination of the Prescribing Information

— Recognizes the inability of broadcast advertisements of
reasonable length to present and communicate this
Information effectively
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Ibrance TV Ad

https.//www.ispot.tv/ad/wITp/ibrance-julies-new-normal
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Total 2253 Promotional Pieces by Year

20,000

2007

2008

releases and "other" material

120,000
100,000 96,091 97,252
87,086 85,485
82,202
80,000 76,619 78,429 78,696
68,32 71,085
64,50 64,5
60,000
40,000

*Mixed = Internet pieces, video news

273

25,26

2009 2010 2011** 2012**  2013**  2014**  2015%*  2016**
** Mixed pi listed
B Mixed* ®Consumer & Professional M Total Xe0 pieces are Toed &

either professional or consumer
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