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MissionMission

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



Enforcements Enforcements 

Warning LettersWarning Letters
BromdayBromday
MultikineMultikine
VyvanseVyvanse

Untitled LettersUntitled Letters
AcanyaAcanya
AtelviaAtelvia
FocalinFocalin XR XR 
KRXKRX--04010401
PexevaPexeva
SolarazeSolaraze
Trisenox  Trisenox  



Violations include:Violations include:

Omission/Minimization of RiskOmission/Minimization of Risk
Unsubstantiated ClaimsUnsubstantiated Claims
–– Unsubstantiated Superiority ClaimsUnsubstantiated Superiority Claims

Broadening of IndicationBroadening of Indication
Overstatement of EfficacyOverstatement of Efficacy
Omission of Material FactsOmission of Material Facts
Promotion of an Investigational DrugPromotion of an Investigational Drug
Misleading Claims (dosing, compliance)Misleading Claims (dosing, compliance)
Failure to Submit Under Form FDAFailure to Submit Under Form FDA--22532253



VyvanseVyvanse



PexevaPexeva



Focalin XRFocalin XR



Acanya Acanya 



SolarazeSolaraze



TrisenoxTrisenox



KRXKRX--04010401



BromdayBromday



MultikineMultikine



Thank you!Thank you!

Webinar FeedbackWebinar Feedback
–– CDERDDMACenforceweb@fda.hhs.govCDERDDMACenforceweb@fda.hhs.gov
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