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Objectives

Learn aboeut EDA'S role 1n regulatingl prescription; drug
prometion: analadvertising, asiwelllas therroele thal
physicians and otier healthcare prefessionals canplay. in
Eensurng that prescriptien drug promoetien and
advertising| Is truthiiulfand net misleading.

Learn new: to better identify misleading prescription: drug
prometion andl advertising by reviewing Specific: types of
vielative prescription drug promotion (I.e. Overstatement
ol Efficacy,, Minimization of Risk; Ofi-lalbel Promoetien):

Learn hew! to: effectively repoert misleading prescription
drug promotion te the EDA through the Bad Ad Pregram.



FDA’s Mission — part 1

he EDA'IS respensible for protecting the puklic healtn
By assuring tihe safety, efficacy, andl securiy, ol Auman
and veternany drugs, biolegical products, medical
devices, eur nation’s fieoad supply, cosmetics;, and
products that emit radiation,, and by regulating| the

manufacture, maiketing, and distrpution of 1elhacco
Products:



FDA’S Mission — part 2

he EDA'IS alse responsikle for advancing the puklic
nealtnl by helping| te speedl innevations that make
medicines and eeds more: effiective, safer, and mere
affierdable; andrhelping the puklic get the accurate,
science-nased infermation; they need te) Use mediCines
and f0eds, and to reduce: tehaceo Use: torimpreve nealtn.
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CDER Review: (Approving) Divisions

Office of New Drugs

Division of Cardiovascular and Renal
Products

Division of Neurology Products
Division of Psychiatry Products
Division of Antimicrobial Products
Division of Botanical Products

Division of Anesthesia and Analgesia
Products

Division of Metabolism and
Endocrinology Products

Division of Pulmonary, Allergy, and
Rheumatology Products

Division of Dermatology and Dental
Products

Division of Gastroenterology Products

Division of Reproductive and Urologic
Products

Division of Medical Imaging Products

Division of Nonprescription Drug
Products

Division of Oncology Products



Division of Drug| Marketing,
Advertising, and Cemmunications
(DDMAC)

[0 pretect the puklic health 1By assurng preserption
diitig Infermatien IS truthftl; valanced and accurately
communicated.

This Is accomplished through' a cemprehensive
sunveilance; enfercement and education; programy, amnd
Py TeStering hetterr communicatien ofi lakeling and
promoetienal infermation! te; betn healtihcare: prefiessionals
andl consumers.



What Does DDMAC Regulate?

Wiritten and prnted prescription’ drugl premotional
maternals made by the company WhIchinciude:

V-and radio; cemmerciails
Sales) alds;, jeurnaliads; and patient Prechures

Diitig Wesites; e-adetaills, Wehinars, Epocrates, and email
alerts

Oral Presentations made by representatives of the
company: Which Include:

Sales Reps
Hiread Spokespeople
Medicall Science' LLiaisons



Aavertising Misconceptions

EDA “legalized” DIC advertising| ini the late
1990s

Industny/ Spenas, most of I1ts advertising hudget
on DIFC advertising

EDA has the authorty: ter ban DIC advertising

EDA can restrict, D€ advertising ter certain tyjpes
Off products

EDA 2ppreVES a6s
EDA regulates “geod! taste”



Total # of promotional pieces
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Direct-to-Consumer Drug
Advertising Trends
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What does DDMAC do?

Advice: te) Inadustry
Advice within EDA
Guidances and Policy Development

Research

Survelillance and Enforcement



Limitations to Survelllance

DBPMAC s nemmall suiivelllance activities include:
s Monitor drug prometions sent to us
a MNoniter Medical Convention Exaibit Halls
s Review complaints submitted by Industry: Competitors

IHowever, these survelllance activities do not allew Us 16 moniter
certain types of drug premotien that oceur I places suchi as
physician effices andfindusti/-spensered dinner and lunch
programs. These types ofi promotion include:

a \erbal statements frem drug reps or company-paidl Speakers

s Heme-made promotional materals net submitted to EDA

That’s why we developed the
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TThe Bad Ad Pregram

Created te) provide HEPS anreasy: Way.: to
feport misieading premotien; that 6ecuUrs In

field lhased settings, e.g. offices and
diRner progams.

Created by 2 former sales; representatives
with 1.1 years combined selling| experience



What Is the Bad Ad Program?

he BadrAd Pregram IS an EDA-Spensored outreach
program designed toreducate HCPS about the role they
can play in helping EDA ensure that presclhiption drug
advertising and premoetien’ Is truthiul and net misieading.

When HCPs recognize misieading| driig premotion) they
cani help put a stop tel It by repoerting it to; EDA:
m Call

877-RX-DDMAC (877-793-3622)

m Email

BadAd@fda.goeV


mailto:BadAd@fda.gov

What are the most common
preblems with promoeticon?

Omitting e dewnplaying of rsk Infiermation
s Example: Presenting efficacy infermation but no rskiinfermation
Overstating the effectiveness

s Example: “Drug X delivers: rapid results in 3 days.” However,
clinicall trials fier Drug X shewed results at 12 weeks; not 3, days.
Promoeting Unappreved Uses
s Example: Company. rep tells yeu a drug Is effective: for a use: that
IS noet In the EDA approved Pl
Misleading drug comparisens

s Example: Drug X Isimore effective than Drug| Y, When there is
Aot sukstantial’ evidence to suppert this claim

Substantiall Evidence Is a higher level off evidence than that used: in
traditienall evidence-based medicine



What should Il do It I see
mislieading| drug promoetion?

ARy healthr care prefiessional can report a
potentially: misieadingl premotion to: DDMAC: lay/:

= sending|an e-maill to; BadAd@fida.goV. or
s calling 87 7-RX-DDMAC (87 7-793-3622)

REports can Be submitted anenymoeusly. By
nealtir care: professionals. However, EDA
encouages: profiessionals to Include: contact
Infiermatien se that DBMAC ofificials: can| fiellew-
U li- necessary. for more information.


mailto:BadAd@fda.gov

Whait will DDMAC do with my.
complaint?

Once a Badl Ad cemplaint isireceived, DDVAC will
evaluate It te determine Iff it meets, the' criteria needed to
take an enfercement action.

I DDMAC finds the prometien ter e false or misieading,
we will- move ferwvard wWithra risk-based enfiercement
stirategy’ to put a step to the: premotion; ourselves, or
[efier for further chminall investigation.

[T the report does not meet the required criteria at the
time, It will'serveras valtalkle information: in fecusing oul
Ongeing survelllance activities.



What will happen If | report
misleading prometion to
DIDMIAC?

Contribution te eRgeing DBDMAC survelllance activities
Untitled letters: (Notice: of Vielation/NOY)

Warming Ietters

InjunRction/censent decree

Selzures

Criminal action



Examples of Enforcement
Actions

Byetta (exenaude) — Conventorn
Provigil-(moedatinil) = P& /s commiitiee
Serogeulf (quetiapine) — orice
Aricept (donepezl)= /Al aa

Derma-Smooethe/ES (fileeinolone
aAcetonide) — WWepsite



Enforcement Examples:
Byetta (exenatide)

DDMAC andisales rep interaction: at commercial
exnibit hall during 94st Endocrne Seciety’s
Annual Meetingl (ENDO)

Overstatement el Efficacy

Sales Rep Stated:

a “Byetta had a'poesitive: efifect oni chelesterolfand
triglyceride levels, and lbecause: of this, effect,
‘cardiovascular Benefits: are assoeciated with tiae: use
off Byetta.”
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Enforcement Examples:
Byetta (exenatide)

Breadenina ol lndication/Premotien ol Unapproved
Use

Sales Rep Stated:

x “Although Byetta s not Indicated for use by, Itself
PECAUSE It Was not EDA approved this way: and the
EDA requires additionall studies, Byetta canibe used
Py Itselt.”

x “[here might be managead care, like Viedicarne or
Medicaidfissues When prescribing Byetta alone, bui
there are ways: ter deal with that.*




Enforcement Examples:
Previgil (moedafinil)
Promoetional piece distrbuied onrbenall of

company: at: the: Manyland Health and Viental
Hygiene’s P& committee meeting 1 2006,

Breadening ol indication/Omissien. of rsk

Approved lndication:

s [0 Impreve wakefulness: in patients With excessive
sleepiness associated withrnarcelepsy, onstructive
sleep apnea/hypopnea syndrome, and shifit Work
sleep disorder (SWSD)



Enforcement Examples:
Previgil (moedafinil)

Risk Infiermatien fier Previgil

Warming: Patients withr annormallsleepiness wher take: Rrovigl
shieuld be advised that thelr levell off wakefulness may: not return to
normall.  Patients with excessive sleepiness, Including these: taking
Provigil, should be freguently reassessed! for thelr degree ofi
sleepiness and' it appropriate, advised to avold drving| er any. other
potentially: dangerous activity.

Precaution: Patients sheuld e cautioneadl anout operatng an
automoenile or other hazardeus machinery until they. are: reasonanly/
certain that Provigil therapy: wWill net adversely: affect their alility to
engage In such activities.



“The Utility of Provigil (modafinil)
in the Medical and Psychiatric Population

Harry Kerasidis M.,

Provigil (modafinil) is categor ized as a stimulant medication. [t is unique in
its pharmacologic effect and mechanism of action.

Sleep D isorder Related FFatigue

e Sleep Disorder Related ¥ atigue is the sleepiness, inattentiveness, and
psychological changes tesulting” fiGin disordcred slecp. )
* e Forly million Americans suffer from a chronic sieep disorder. This
translates into 17% of tht, workforcm, worku]g ina chromcally [ahgued :
~ state.

e 20%of ali adults report 1mpa[rmg slccpmess a few days a week or
mo
Corporate America is losing $18 bllhon cach year to 1ost produclnn
due to Sleep DlSOI‘dS[‘ Fanguc :
- Nearly 173 of all fatal-to the drwer heavy truckmg acc1dems are due to
driver fatlgue ‘For every dnver lost an 'lverage of 4 mnocent by-
standers are also lost.

Provigil (modafinil) has FDA indications for the followmg dlsorders that re,sult in
Sleep Disorder Fatigue:

.« Narcolepsy, a gcnetlc disorder ef prlmary daytlme sleepmess

C a_ffechng 1o :

_Persistent hy rsomnolence in treated ot St

HObstructxvc sleep apnea affects 5% of the populatxon About 15% of
these individuals have persistent daytime ‘sleepiness even when the
apnea is treated.

= Shift Work Sleep.Disorder, excessive sleepiness that persnsts i

. 'mdlwduals engagmg 1 Shlft work despxtc attcmpts to allev1ate this.
,"symptom _ T o

' Up to 24 mi -shift schedules.

5 Approximately 25% of night/rotating shift workers mee

..criteria for SWSD resulting in increased risks of motor

cli.ﬁigaﬁy Significant impairmeént in‘s6éial sfid océupational
function.




Provigil (imodafinil) has utility in the treatinent of other sleep disorders that cause
excessive daytime sigepiness including idiopathic hypersomuolcnce syndrome,
- delayed sleep phase syndrome, and, paradoxically, some’cases of insonminia.

Provigil (modafinil) also has utility in-the treatment of other neurologic and
psychiatric disorders associated with fatigue, sleepiness, or inattentivness:

Qultiple Sclerosis Related Fatipue >

e MS affects about 300,000 Americans. 10-20% of these individuals
suffer from chronic:fatigue. PIOVlgl[ (lnodaf'uul) is very . cffective in
rehcvmg ithe fatlgue related to MS

@nson s: Dlsease Relaled FDg

s+ Parkinson’s and the medications used to treat Parkm.son s Disease
often results in daytime sleepiness, which often can. be offset with
the use ofProwg:l (modaﬁnll)

@ Tatlgue Svndrome Flbromyalgla__ & ch_romc paLn Condltlons
& Thefaunguereiated 1o CFS and F 1oromya1g1a oﬂeu restlds to

] ,(\modafuul) Ma_ny of the medications used to'treat these

conditions also lead to impairing daytu:ne sleepmess whlch often can

be offset by Provigil (modafinil).

Gttentlon Deficit DlSO]_‘dGD
* Affects approximately 5% of the pediatric populatlon and 2:3°9% of
_ thc adult populatlon

Depression




Enforcement Examples:
Seroquel (guetiapine)

An AstraZzeneca sales rep made ani salesicall te a physician’s office
promoting| Sereguel & Sereguel XR in 2008:

Promotion eii Unapprevead Use

The sales rep) proactively provided the physician With) infermation
about Seroguel & Seroguel XR! effectiveness in treating MDD! i the
ferm| off oral statements and a mailing. The physician had noet
reguested infermation: on the drtgrsi use: in MDD patients:.

a Neither drug was approved to treat MDD at the time of the salesi call.

Mailing included a “disclaimer” stating that AZ does net recommenad
the use: efi either drug| I any. ether manmner tham as described i the
enclosed! PI.

s Hewever, this was insufificient to mitigate the premotion off an
Unappreved use



Enforcement Examples:
Aricept (donepezil)

DIDMAC sent an enfercement letter te Esal
fegarding) twe IV ads that aired 1n 2009.

Let's| view ene ofi the TV ads to See I you
can identiiy, thermisieading aspect: of this
o)felnslojife)p):



Enforcement Examples:
Aricept (donepezil)

Efficacy, off Aricept Was measured through ADAS-
COQ:
s Cognitive subscale of the Alzheimer's Disease
Assessment Scalermeasured! frem 0 te 70

x Multi-item instrument that examines, selected aspects
Off cognitive performance, Including elements of
MEMBKY, erientation, attention, reasening, |Ianguage,
and praxis;

s Higher scores indicate greater cognitive Impaiiment






Enforcement Examples:
Aricept (donepezil)

Overstatement of Efficacy.

I clinical trhals;, the mean; differences in
the ADAS-cog (0 to 70 scale) change
SCOlEs compared ter placelno Were:

5 5 mg/day = -2.8 Units
= 10 mg/day = - 3.1 units




Enforcement Examples:
Aricept (donepezil)

Overstatemeni: o Efficacy/

The tetality, of the claims and presentations
misleadingly: overstate the efficacy of Arcept

hese presentations Imply: that, as a result of:
Aricept treatment; patients: cognitive: and daily,
functioning Wil lbe: restored te nermal



Enfercement Examples:
Derma-Smoeothe/ES
(fluecineleone acetenide)

Warning LLetter Issued i Decemiver 2010 was
the first enfercement resulting from a Bad Ad
pregiam complaimnt.

Bad Ad complaint en the: Derma-Smooethie
Welsite WhICH:

a Overstated! efificacy

s Omitted/Minimized risk

s Presented Unsubstantiated Supernority: claims
s Broadened the indication



Enfercement Examples:
Derma-Smoeothe/ES
(fluecineleone acetenide)

/ngiecaton: liopical treatment of moderate tor Severe
atepic dermatitis IR pediatic patients;, 3 mMonptAs and
older for up to 3 Weeks

= Also states torapply the least amount of Derma-Smootie; to
cover the affectediareas, andl not to apply toithe diaper area,
face, axillae; or grein; unless directed

Warmmg: e systemic alnserption oii topical
corticestereids; can produce: reversihle hypoethalamic-
pituitary-adrenal (HPA) axis suppression with'the
potentiallffier glucecorticostereid insufficiency... Children
may’ be more susceptible 1o systemic texicity frem
eguivalent doses due to their larger skin surface te body:
Mass raties.




(=}
Hlll Dermaceuticals, Inc.

E=3 - 1-800-344-5707

skin problems we treat products the company prescribing info contact us press releases success stornies home

Effective. Safe. Affordable.
Hill Dermaceuticals changes lives

Wi Ca
i d LX. Pediatric Atopic Dermatitis

. Diseases We Treat
Main

Derma-Smoothe/FS®
. Eczema/Atopic (Body Oil)

Dermatitis (fluocinolone acetonide oil), 0.01%
. Pediatric Atopic

= Severe and All Qver >

- MNon-Prescription
Products For:
o Excessive
Sweating
o Oily Skin, Oily
Hair
o Dry Itchy Skin

MNon-Prescription Products
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Pediatric Atopic Dermatitis

Derma-Smoothe/FS® (Body Oil)

(Muocinolone acetonide oil), 0.01%

The only product for patients 3 months and older that can be used
when their eczema is severe and all over!

Go Beyond the ltch!!

¥ The refined peanut oil vehicle repairs the skin barrier function by driving
moisture into the skin, which is the key to treating the disease.

v The only corticosteroid that does pot cause adrenal suppression, even
when used over 90% of the body!

v"Patient cost is only $45.00 for a full course of treatment!




Recognize and Report
Misleading Premoetion

Phone: 87 7-RX-DDMAC
(B 7 -798-5622)
E-Maul:
For additienaliinfiermation, call DDMVMAC's Main

Number at (301 796-1200 or Visit the Welsiite
for Bad Ad: Wi fida.gev/badad

Get emall updates frem the: Bad Ad Pregram:

a SuUlscrile torrecelve infermation abeut the: pregiam
and netifications off actions taken: as a result of the

program at: WM. fda.gov/bhadad


mailto:BadAd@fda.gov
http://www.fda.gov/badad
http://www.fda.gov/badad
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