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         The Pros and Cons

.

Pros • Reduce underdiagnosis

• Empower and inform patients

• Remove stigma

• Doctor as teammate not gatekeeper

Cons 
• Misinformation > helpful information

• Manufactures disease

• Interferes with productive doctor visits

• Oversaturated and overmedicated patients?
    (65% on Rx meds)



Three Types of Rx Advertising

Help Seeking
Discusses the medical condition to be treated –

Reminder 

Product Claim

Identifies the drug name 

Identifies both the medical condition and the 

medicine that might help 



Pre 1900 – Before crisis



Even trading cards

For corpulence – “perfectly harmless”



Crisis and Solution

Upton Sinclair writes The Jungle

The Poison Squad Study

Pure Food and Drugs Act of 1906 

• Drug cannot be adulterated
• US Pharmacopoeia and National 

Formulary (private) is the test

• Drug cannot be misbranded
• Disclose the alcohol and cocaine

• Drug cannot be false or 
misleading… as to ingredients



Crisis and Solution

  Sulfanilamide in liquid form

• No fraudulent claims, but…

Food, Drug and Cosmetic Act of 1938

• Must file NDA (60-day approval!!)

• Safe limits for unavoidable poisons

• Don’t need to show intent to defraud

• Some drugs need Rx

• Identify ingredients and side effects



Crisis and Solution

Thalidomide 1962 Amendments

• Prove drugs are safe before marketed

• FDA will regulate ads for Rx drugs
• Fair balance
• Not false or misleading
• Brief summary



First Rx communications with consumer

Patient 
package insert
 



The first DTC ads 

Print ad (1981)



The first DTC ads 

Television ad 
(1982)



Wait – is that legal?



Statutes & Regulations

21 C.F.R. 202.1

21 C.F.R. 314.81 (b)
 

Prescription Drug Advertising

Reporting requirements

21 U.S.C. §352 Misbranded drugs



FDA Guidance

1985 Notice

1999 Rule 

2024 Rule

• Same rules as for doctor ads
• Brief summary
• Fair balance
• Not false or misleading

• Major statement
• Fair balance
• Adequate provision

Guidance 
 

• 2014 – Social Media

• Clarifies Presentation 
of the Major Statement



Brighter Days Start with Zippy  (fakitine)

Is your spark stuck on dim?  Zippy  is a prescription medication designed to help adults manage 
ongoing low energy, reduced motivation, and persistent irritability.

Why ask your doctor about Zippy ?

•Helps patients manage daily routines and relationships
•May even help patients achieve a healthier weight

Zippy  is not for everyone.* Ask your healthcare provider if Zippy is right for you. 

FDA-approved treatment for adults with Persistent Low-Energy Disorder

*side effects include seizures, impulsive behavior, severe bleeding, death    Totally Legitimate Pharma, Inc.  New York, NY



Punishment

.

Seizures, injunctions

Fines

Required corrective communications

Exclusion from Medicare reimbursement/False Claims Act

Private litigation (consumer protection/unfair and deceptive)



Who Enforces?

.

RX - FDA

Public - National Advertising Division of the BBB

Unfair or deceptive trade practices

OTC - Federal Trade Commission

Challenges from consumers, other businesses, trade associations

Who governs compounding pharmacies?

Center for Drug Evaluation and Research (CDER) 
 Specifically, Office of Prescription Drug Promotion (OPDP)



Is this compounding ad a pharma ad?

.

Seems like it • They are selling a medication 

• They say it is for weight loss treatment

• Does say that there are approved drugs and show pictures

Does it comply?
 

• Does not give side effects/black box warnings

• Weight loss is not an FDA approved use for all patients



Digital is pulling away from traditional

Source: eMarketer data shared with Fierce Pharma Marketing, December 2025. Healthcare and pharma category.
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The crossover

2025 marked the first year that 

social media outspent linear TV 

in healthcare and pharma 

budgets. 

$26.2B vs $6.9B
Forecast for 2026 digital versus 
traditional spend



New advertising… new crisis?
Digital advertising 

01

Paid spokespersons

• When is the 

company 

responsible?

• Be sure they are only 

marketing in US

• Keeping up with the 

Kardashians

02

Social Influencers

• Misleading?

• Must reveal any 

“material connection”

03

Social Media Posts

• JAMA study results 

– misleading in 

terms of content 

and sponsorship

04

AI Generated Info

• Who regulates?

• Whose obligation to 

monitor?



Enforcement changes

Executive changes

• Presidential Memo Sept 2025 - Directs HHS and FDA to 
require fuller risk disclosure and to enforce existing law

• Make America Healthy Again Campaign
• Thousands of cease-and-desist letters

• Bipartisan legislation to end DTC Rx Advertising

FDA changes – new rulemaking 

• moves to close the “adequate provision” loophole
• Seeking more authority to enforce social media, AI, targeted ads…
• More advanced use of AI and technology to review drug ads

Bad Ad Program Option



Options Going Forward

• FDA and FTC issue joint guidelines 

• Take away pharma tax deduction to cover oversight  

• Get rid of DTC advertising altogether?

• Get your multidisciplinary teams working now!



Thank you!
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