
 

 
 

  
 

 
  

   
 

Marketing and Advertising in 

Drug Development
 

Kevin Wright, PharmD
 

Regulatory Review Officer
 
Office of Prescription Drug Promotion (OPDP)
 

1 



 

 

 
 

  
 

   
 

   
 
 
 

Presentation Overview 

• Mission 

• Advice within FDA 

• Advice to Industry 

• Surveillance and Enforcement
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OPDP’s Mission 

• Protect the public health by ensuring 
prescription drug information is truthful, 
balanced, and accurately communicated 

• 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 

(Proprietary Name) 

• Patient Labeling 
– Patient Package Insert
 
– Medication Guide 
– Instructions for Use 
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Patient Labeling – Medication Guide
 

5 



  
 

 
  

  
   

 
 

   
   

     
 
 

 

Advice to Industry 
• Promotional materials 

– Professional audience 
• Press releases, sales aids and journal ads 
• Professional presentations 
• Websites and other electronic media 

– Patient audience 
• Patient brochures and journal ads 
• Television and radio advertisements 
• Websites and social media 
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Consumer Print Ad
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Review of Promotional Materials 


• Common Promotional Problems 

– Omitting or downplaying risk information 

– Overstating the effectiveness 

– Promoting unapproved uses 

– Misleading drug comparisons 
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Surveillance of Industry 

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

• Conferences 

• Complaints 
– Healthcare professionals 
– Consumers 
– Competitors 
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Limitations of Surveillance 
• Areas not included in surveillance activities: 

– Physician offices 

– Industry-sponsored dinner and lunch programs 

• That is why we developed the Bad Ad Program
 
– Goals of the program 

• 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 
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     Diclegis - Social Media Post
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If You See Something, Say Something!
 

– e-mail to BadAd@fda.gov or 

– calling 855-RX-BADAD (855-792-2323) 
• Phone number: (301) 796-1200 

• Fax number: (301) 847-8444 
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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
 

18 

https://www.ispot.tv/ad/wITp/ibrance-julies-new-normal


 19 


	Marketing and Advertising in .Drug Development 
	Presentation Overview 
	OPDP’s Mission 
	Advice within FDA
	Patient Labeling – Medication Guide
	Advice to Industry 
	Consumer Print Ad
	Review of Promotional Materials
	Surveillance of Industry 
	Limitations of Surveillance 
	What will happen if you report misleading promotion to OPDP? 
	Diclegis - Social Media Post
	If You See Something, Say Something!
	Questions? 
	Back-up Slides
	Reminder Ad
	Broadcast Advertising 
	Ibrance TV Ad 



