
Effective and Meaningful Fair 
Balance/Risk Disclosure



Panelists
• Bryant Godfrey, Counsel, Arnold & Porter LLP

• Richard Lem, Associate Director, Advertising 
and Promotion, North American Regulatory 
Affairs, Bayer HealthCare, Inc.



Disclaimer
The views and opinions expressed in the 
following session are those of the individual 
presenters and do not reflect the views or 
opinions of our respective organizations



Objectives
• Discuss FDA’s approach to risk information in product 

advertisements, including fair balance and
anticipated final rule on the Major Statement for 
Direct-to-Consumer Advertisements 

• Explore how companies are disclosing risk 
information in product advertisements



FDA REGULATIONS AND GUIDANCES
Overview of Risk Principles



Section 201(n) of the FD&C Act
• Advertising misleading not only due to 

representations made but to the extent 
material facts are omitted in light of those 
representations



Section 502(n) of the FD&C Act
• A Rx drug is misbranded if its advertising does 

not contain a “true statement” (in brief 
summary) of the side effects, 
contraindications, and effectiveness as 
delineated by implementing regulations



21 C.F.R. § 202.1(e)
• Provides several requirements for an 

advertisement to make a “true statement” 
relating to side effects, contraindications, and 
effectiveness



21 C.F.R. § 202.1(e)(3)
• “Risk in each part”

– The requirement for a true statement relating to side 
effects, contraindications, and effectiveness applies to 
the entire advertisement

– Qualifying safety or other pertinent information to 
accompany claims; discussion can be concise if there’s 
a prominent reference to a more complete discussion 
of this information within the advertisement



21 C.F.R. § 202.1(e)(5)(ii)
• An advertisement does not present “true 

information” (in brief summary) regarding side 
effects, contraindications, and effectiveness if 
there’s no “fair balance” between risk 
information and efficacy information



21 C.F.R. § 202.1(e)(7)(viii)
• An advertisement may be false, lacking in fair 

balance, or otherwise misleading if it fails to 
present safety information with a prominence
& readability “reasonably comparable” with 
the presentation of efficacy information



Draft Major Statement Rule 
03/29/2010

• FDAAA requires that the major statement in DTC 
television or radio ads be presented in a clear, 
conspicuous, and neutral manner and for FDA to 
establish standards for determining this. . . .
o Presented in a language readily understandable by 

consumers;
o Audio information is understandable in terms of volume, 

articulation, and pacing; 



Draft Major Statement Rule
o Textual information can be read easily (size and 

style) and is presented against a contrasting 
background for sufficient duration

o No distracting statements, sounds, visuals that 
would detract from the major statement 
communication



Final Rule
• Most likely will retain the same standards
• Perhaps, further clarification on the meaning of 

“neutral”



Presenting Risk Information
Draft Guidance

• Discusses factors that are 
relevant to the disclosure 
of risk information
o Hierarchy of risk 

information
o Quantity
o Overall location of risk 

information



Character Space Limitations 
Draft Guidance

• Benefit information to be 
accompanied by risk information 
within each individual character-
space-limited communication
o Content of risk information should, at a 

minimum, include the most serious 
risks associated with the product

o Hyperlink should be included within 
each communication to allow direct 
access to a more complete discussion of 
risk 

o Prominence of risk information should 
be comparable to the benefit 
information 



Consumer Brief Summary 
Draft Guidance

• Retention and readability
of risk information is as 
important as the amount
of risk information

• The familiarity of a 
format increases patient’s 
confidence to use the risk 
information



Presenting Quantitative Information 
in DTC Promotion Draft Guidance

• Consistency and clarity of 
risk information aids in 
information retention

• Visual aids can reduce the 
cognitive load needed to 
interpret risk information

• Recommendations 
applicable to both 
advertisements and 
promotional labeling



OPDP ACTIVITY
Violation Letters and Social Science Research



82% of all OPDP violation letters in the 
past 5 years have included risk violations

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

2015 (n=9) 2016(n=11) 2017 (n=5) 2018 (n=7) 2019 (n=7)

Letters including risk violations Letters without risk violations

81% 100% 71% 100%67%



False or Misleading Risk Presentation: Qsymia



False or Misleading Risk Presentation: Eskata



False or Misleading Risk Presentation: Paragard



False or Misleading Risk Presentation: Stendra



False or Misleading Risk Presentation: Doral



False or Misleading Risk Presentation: Kowa



Research Pending Peer Review
• Animation in DTC Promotion
• Experimental Study of DTC Advertising Directed 

at Adolescents
• General Population Survey on Prescription Drug 

Promotion
• Risk and Benefit Perception Scale Development
• Superimposed Text in DTC Promotion



Ongoing Research
• Character-Space Limited Online Prescription Drug Communications
• Consumer and Healthcare Professional Identification of and Response to Deception Prescription 

Drug Advertising
• Disclosures in Professional and Consumer Prescription Drug Promotion
• Disclosure of Descriptive Presentations in Professional Oncology Prescription Drug Promotion
• Disease Awareness and Prescription Drug Promotion on Television
• Experimental Study of an Accelerated Approval Disclosure
• Healthcare Professional Interviews: Risk Processing for Newly Promoted Prescription Drugs
• Healthcare Professional Survey of Professional Prescription Drug Promotion
• Physician Interpretation of Information about Prescription Drugs in Scientific Publications v. 

Promotional Pieces
• Quantitative Information in Direct-to-Consumer Television Advertisements
• Risk Information Amount and Location in Direct-to-Consumer Print Ads
• Utilization of Adequate Provision among Low to Non-Internet Users



INDUSTRY INTERPRETATION
Risk Disclosure and Fair Balance



Consumer Brief Summary – Drug Facts



Consumer Brief Summary – Light 
Integration



Consumer Brief Summary – Full 
Integration



Consumer Brief Summary as Risk 
Balance



Risk Information Throughout Email



Risk Information at End of Email



Social Media – Desktop Platform



Social Media – Mobile Platform



Website: “Sticky” ISI



Website: Side/Top ISI



QUESTIONS?
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