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DDMACDDMAC’’s Missions Mission

Protect the public health by assuring Protect the public health by assuring 
prescription drug information is truthful, prescription drug information is truthful, 
balanced, and accurately communicatedbalanced, and accurately communicated

To guard against false and misleading To guard against false and misleading 
advertising and promotion through advertising and promotion through 
comprehensive surveillance, enforcement, and comprehensive surveillance, enforcement, and 
educational programseducational programs
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Regulatory AuthorityRegulatory Authority

Federal  Food, Drug and Cosmetic ActFederal  Food, Drug and Cosmetic Act
–– Prescription drug promotion Prescription drug promotion mustmust......

Not be false or misleadingNot be false or misleading
Have fair balanceHave fair balance
Be consistent with the approved product Be consistent with the approved product 
labeling, or the package insert (PI)labeling, or the package insert (PI)
Only include claims substantiated by adequate Only include claims substantiated by adequate 
and welland well--controlled clinical studiescontrolled clinical studies
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Regulatory AuthorityRegulatory Authority

Code of Federal Regulations (CFR)Code of Federal Regulations (CFR)

–– 202.1 202.1 -- Prescription Drug AdvertisingPrescription Drug Advertising

–– 312.7 312.7 -- Preapproval PromotionPreapproval Promotion

–– 314.550 314.550 -- Subpart H, Accelerated Approval for DrugsSubpart H, Accelerated Approval for Drugs

–– 601.40 601.40 -- Subpart E, Accelerated Approval for BiologicsSubpart E, Accelerated Approval for Biologics
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Regulatory AuthorityRegulatory Authority

PostPost--Approval Regulations located in 21 Approval Regulations located in 21 
CFR 314.81(b)(3):CFR 314.81(b)(3):
–– Require the submission of all promotional Require the submission of all promotional 

materials at the time of materials at the time of initial disseminationinitial dissemination or or 
publicationpublication

–– Must include Form FDA 2253 and current PIMust include Form FDA 2253 and current PI
–– DDMAC receives >70K submissions per yearDDMAC receives >70K submissions per year
–– DDMAC does DDMAC does notnot generally generally ““prepre--clearclear””

promotional materialspromotional materials



88

DDMACDDMAC’’s Roles Role

Advice to industry/within FDAAdvice to industry/within FDA

Surveillance and enforcementSurveillance and enforcement

GuidancesGuidances and policy developmentand policy development

ResearchResearch
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Advice to IndustryAdvice to Industry
Provide comments on DRAFT promotional Provide comments on DRAFT promotional 
materials (VOLUNTARY in most cases)materials (VOLUNTARY in most cases)
–– Launch materials for new drugs or new indicationsLaunch materials for new drugs or new indications
–– DirectDirect--toto--consumer (DTC) broadcast adsconsumer (DTC) broadcast ads
–– NonNon--launch materialslaunch materials

PrePre--submission required for certain drugssubmission required for certain drugs
(e.g., Subpart H/Subpart E (e.g., Subpart H/Subpart E ““accelerated accelerated 
approvalapproval””))
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Advice within FDAAdvice within FDA

Provide consultation on:Provide consultation on:
–– Draft labelingDraft labeling
–– Cartons and product labelsCartons and product labels
–– Medication GuidesMedication Guides
–– Patient Package Inserts (Patient Package Inserts (PPIsPPIs))
–– Dear Healthcare Provider lettersDear Healthcare Provider letters
–– Pharmacoeconomics, healthPharmacoeconomics, health--related patientrelated patient--

reported outcome protocolsreported outcome protocols
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SurveillanceSurveillance

Review materials submitted to DDMAC at Review materials submitted to DDMAC at 
the time of initial dissemination (Form the time of initial dissemination (Form 
2253)2253)

ConferencesConferences

ComplaintsComplaints
–– Healthcare professionalsHealthcare professionals
–– ConsumersConsumers
–– CompetitorsCompetitors
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EnforcementEnforcement
Untitled letters (Notice of Violation/NOV)Untitled letters (Notice of Violation/NOV)

Warning lettersWarning letters

Injunction/consent decreeInjunction/consent decree

SeizuresSeizures

Criminal actionCriminal action
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Categories of Promotional MaterialsCategories of Promotional Materials
LabelingLabeling
–– Audio, video, or printed Audio, video, or printed 

matter (e.g., brochures, matter (e.g., brochures, 
booklets, mailing pieces, booklets, mailing pieces, 
exhibits, slides)exhibits, slides)

–– Supplied or disseminated Supplied or disseminated 
by the manufacturer, by the manufacturer, 
distributor, packer, or distributor, packer, or 
any party acting on any party acting on 
behalf of the sponsorbehalf of the sponsor

–– Accompanied by the Accompanied by the 
approved product approved product 
labelinglabeling

AdvertisingAdvertising
–– Advertisements in Advertisements in 

published journals, published journals, 
magazines, newspapers, magazines, newspapers, 
and other periodicalsand other periodicals

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

–– Accompanied by a Accompanied by a 
““Brief SummaryBrief Summary”” of the of the 
approved product labelapproved product label
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HelpHelp--Seeking Seeking 
InstitutionalInstitutional
ReminderReminder

Full ProductFull Product

Categories of Promotional Categories of Promotional 
MaterialsMaterials

Cannot make any 
representations about a 
specific product    -
requires no balance
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Help Seeking AdHelp Seeking Ad
May discuss a medical condition or disease May discuss a medical condition or disease 
statestate

May include a company nameMay include a company name

May not include drug nameMay not include drug name
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Help-Seeking Ad
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InstitutionalInstitutional

Company nameCompany name

Area of researchArea of research

May not mention any drug namesMay not mention any drug names
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Institutional Ad
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ReminderReminder
Must include proprietary and established nameMust include proprietary and established name

May call attention to drug name but may May call attention to drug name but may NOTNOT
contain contain anyany representation or suggestion relating to representation or suggestion relating to 
the advertised drug productthe advertised drug product

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

Not permitted for drug with a Boxed WarningNot permitted for drug with a Boxed Warning
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Reminder AdReminder Ad
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Full Product Claim AdsFull Product Claim Ads
Include representation or suggestion relating to Include representation or suggestion relating to 
the advertised drug product the advertised drug product 

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

Must include the Brief Summary or PIMust include the Brief Summary or PI
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Full Product Claim
DTC Ad
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Product Claim
DTC Ad
Brief Summary
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Broadcast AdvertisingBroadcast Advertising
““Major StatementMajor Statement””
–– Information relating to the major side effects Information relating to the major side effects 

and contraindicationsand contraindications

““Adequate ProvisionAdequate Provision””
–– Provides for dissemination of the PIProvides for dissemination of the PI

Recognizes the inability of broadcast advertisements of Recognizes the inability of broadcast advertisements of 
reasonable length to present and communicate this reasonable length to present and communicate this 
information effectivelyinformation effectively
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Adequate ProvisionAdequate Provision
Currently acceptable adequate provision:Currently acceptable adequate provision:

–– TollToll--free numberfree number

–– Simultaneously running magazine adSimultaneously running magazine ad

–– Reference to a healthcare providerReference to a healthcare provider

–– WebsiteWebsite
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Flonase Detective Video Clip
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Examples of 
Enforcement Actions

http://www.fda.gov/cder/warn/index.htm
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““Reminder AdReminder Ad”” for for BuproprionBuproprion ER ER 

NOV issued for this “impermissible reminder 
ad”
"Reminder advertisements. . . are not permitted 
for a prescription drug product whose labeling 
contains a boxed warning relating to a serious 
hazard associated with the use of the drug 
product." 
Labeling contains a boxed warning
Ad fails to present brief summary
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Viagra Shopping 
Video Clip
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Viagra Viagra ““ReminderReminder”” TV AdTV Ad

Makes representations about ViagraMakes representations about Viagra

Approved indication not presentedApproved indication not presented

No risk information, no adequate provisionNo risk information, no adequate provision

Overstates efficacy of productOverstates efficacy of product
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Trileptal MagnetTrileptal Magnet
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Trileptal Trileptal –– LenticularLenticular MagnetMagnet
Omission of indication and risk informationOmission of indication and risk information
–– Effectiveness claims presented, but indication and risk are Effectiveness claims presented, but indication and risk are 

not not 
(Included on back of magnet(Included on back of magnet----as a practical matter, this as a practical matter, this 
information is not communicated)information is not communicated)
Magnet is designed to adhere to magnet surfacesMagnet is designed to adhere to magnet surfaces——once once 
displayed, content on back is not visibledisplayed, content on back is not visible

Encourages use in circumstances other than those for Encourages use in circumstances other than those for 
which shown to be safe and effectivewhich shown to be safe and effective
–– Implies drug is indicated for generalized seizuresImplies drug is indicated for generalized seizures

Full indication is not presented on front of magnet Full indication is not presented on front of magnet 
Especially problematic in the view where only generalized Especially problematic in the view where only generalized 
seizures claim is visibleseizures claim is visible
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EnbrelEnbrel Video ClipVideo Clip



3535

EnbrelEnbrel Corrective Corrective 
Video ClipVideo Clip
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YAZ YAZ ““BalloonsBalloons”” TV AdTV Ad
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YAZ YAZ ““Not Not GonnaGonna Take ItTake It””
TV AdTV Ad
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YAZ CorrectiveYAZ Corrective
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Enforcement TrendsEnforcement Trends
Previous yearly average for the number of Warning Previous yearly average for the number of Warning 
Letters was generally 4Letters was generally 4--55
2008:  10 Warning Letters2008:  10 Warning Letters
2007:   9 Warning Letters2007:   9 Warning Letters
Possible reasonsPossible reasons
–– Prioritization of resources to have greatest impact on public Prioritization of resources to have greatest impact on public 

healthhealth
–– ““Pushing the envelopePushing the envelope””

Aggressive promotion can be compliant with the Aggressive promotion can be compliant with the 
regulationsregulations
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Common Violations Common Violations 
Occurring in 2005 Occurring in 2005 -- 20082008

Omission and minimization of risk Omission and minimization of risk 
informationinformation
Promotion of unapproved uses of drugsPromotion of unapproved uses of drugs
Unsubstantiated claims of efficacy or Unsubstantiated claims of efficacy or 
safetysafety
Unsubstantiated comparative claimsUnsubstantiated comparative claims
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DDMAC Contact InformationDDMAC Contact Information

Web address:Web address:
–– http://www.fda.gov/cder/ddmachttp://www.fda.gov/cder/ddmac

Phone number:Phone number:
–– (301) 796(301) 796--12001200

Fax number:Fax number:
–– (301) 847(301) 847--84448444

http://www.fda.gov/cder/ddmac
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Questions?Questions?
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