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Mission

+

" To protect the public health by assuring
prescription drug information Is truthful,
balanced and accurately communicated.
This Is accomplished through a
comprehensive surveillance, enforcement
and eaducation program, and by fostering
better communication of labeling and
promotional information to both healthcare
professionals and consumers. "



Enforcements

Warning Letters

= Bromday
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m \Vyvanse

Untitled Letters
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Violations include:

Omission/Minimization of Risk

Unsubstantiated Claims
— Unsubstantiated Superiority Claims

Broadening of Indication
Overstatement of Efficacy

Omission of Material Facts

Promotion of an Investigational Drug
Misleading Claims (dosing, compliance)
Failure to Submit Under Form FDA-2253
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Pexeva

Help your patients weather their storm..,
Mood disorders can lead to overlapping symptoms—
choose from the comprehensive coverage your patients need

= As many as 75% of patients with MDD also exhibit a range of anxtety
syrnptoms or distinct disorders!

General Anxiety Disorder

Major Depressive Disorder

Iitatality

Restlessness Chest pain

Faar of
aminatico
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PFXPVA it indicared for the treatment af bADD, GAN, Panic Nisarder, ard O
Flesise sz [mpartant Safety Infarnat an, including Black Boxed WARNING,
Plaase see accompanying full Prescribing Intormmation including WARNINGS—Clinical Worsening and Suicide Risk:
Usage in Pregnancy: Teratogenic and Monterztogenic Effects.




Focalin XR

Muniz et al 2008 and Silva et al 2008

Think Focalin ¥R first for a fast start

TWO CLINICAL STUDIES EVALUATED THE EFFICACY AND SAFETY OF
FOCALN XR* COMPARED WITH CONCERTA® rnt-wmzan: IN A& LABORATORY
CLASSROOM SETTING

and Safety of Extendad-Ralaase Dexmathylphanidate Compared Wity
nd Placeho in the Treatment of Children With Attention-Defic

I-Methylphenidate E
h rarder & 12-Hoaur Laboratory Classroom Study

Primary sfficacy end point in beth studies:
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First lina. Fast start. Full day.
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Solaraze

:~'»CI)L/&\RA&£E‘r Gel;
Delivers the clearancee

Preserves the appearance.

¢ 95% clearance of target lesions at 1 year posttreatment’
~ Significant clearance in all targeted body areas®?
- Effectively treats subclinical lesions within target area*

X Well tolerated®®*

# Can be used on all areas of the body*?

% Can be used on immunccompromised patients®

& #1-prescribed AK treatment in Europe and Australia’

SOLARAZE® Gel is indicated for the topical frcatmertt of actinic keratases (AK).

fons involved the

SOLARAZE GEL

diclofenac sodium-32%

Fheare see additlonal Selecied Salety Information Inside and en back cover,
Pleare se2 otlachsc full Prescribing Infeamation.




Trisenox

Standard of Cara in Ral
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Bromday

A n ™ ™ @ﬂo ;
TTENTION: QD BROMDAY™ Replaces XIBROM A 4’,%&

XIBROM will na longer be shipped to wholesalers after February 28, 2011 g‘f}?
The FIRST and ONLY QD
ophthalmic NSAID for use
in cataract surgery'

Bromday’
(bromfenat ophthelmic
solution] 0.09%

Order BROMDAY Today
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Multikine

« Sign up far hlews

+ For Physicians
* Far Patients
« Mudfikina Phasa 3 Siudy
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Thank you!

m Webinar Feedback
— CDERDDMACenforceweb@fda.hhs.gov
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