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Rebecca Zadaka specializes advising FDA-regulated 
clients in regulatory matters, particularly advertising and 
promotion. Before practicing at Gardner Law, Rebecca 
worked as a litigation attorney in business litigation. 
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What is advertising and promotion in 
the device and pharma world?



First Question: What is ”labeling?”

“Label”
“a display of written, printed, or 
graphic matter upon the 
immediate container of any 
article” 

FFDCA § 
201(k)

“Labeling”
“all labels and other written, 
printed, or graphic matter (1) 
upon any article or any of its 
containers or wrappers, or (2) 
accompanying such article” 

FFDCA § 
201(m)



Next Question: When does advertising 
become ”labeling?”

“Most, if not all advertising, is labeling. The 
term 'labeling' is defined in the [Federal 
Food, Drug, and Cosmetics Act] as 
including all printed matter accompanying 
any article. Congress did not, and we 
cannot, exclude from the definition printed 
matter which constitutes advertising.”

United States v. Research Laboratories, 126 F.2d 42 (9th Cir. 1942)



Forms of Promotional Labeling

• Sell sheets (“one-
pager”)

• Product videos
• Patient testimonials
• Convention booths
• Websites
• Product brochures
• Search engine 

promotions

• Product mailings
• TV and print 

advertisements
• Social media
• Certain interactions 

(including oral or 
written interactions) 
with patients or 
physicians at product 
events or industry 
conventions

… Any communication created, sponsored, or 
distributed by a company discussing its products 
may be considered promotional labeling. 



U.S. Regulatory Oversight of 
Device/Drug Advertising and 
Promotion



Regulatory Oversight 

FDA
Primary regulatory agency 

overseeing device/drug 
advertising

FTC
Regulatory agency overseeing 

product advertisement and 
trade generally



Fundamental FDA Advertising Prohibition

21 U.S. Code § 352 – Misbranded drugs and devices

A drug or device shall be deemed to be misbranded -- 
(a) False or Misleading Label

1) If its labeling is false or misleading in any 
particular. 



Fundamental Drug-Specific FDA 
Advertising Prohibition

21 C.F.R. Part 202(e)(1)– Prescription Drug 
Advertising: When Required

All advertisements for any prescription drug . 
. . shall present a true statement of 
information in brief summary relating to side 
effects, contraindications . . . and 
effectiveness.



Fundamental Drug-Specific FDA 
Advertising Prohibition

21 C.F.R. Part 202(e)(3)– Prescription Drug Advertising: 
Scope of information to be included; applicability to the 
entire advertisement.

(i) The requirement of a true statement of 
information relating to side effects, 
contraindications, and effectiveness applies to the 
entire advertisement. Untrue or misleading 
information in any part of the advertisement will 
not be corrected by the inclusion in another 
distinct part of the advertisement of a brief 
statement containing true information relating to 
side effects, contraindications, and effectiveness 
of the drug. . . . 



Examples of False and Misleading 
Labeling

• Incorrect (or “half-true”) statements regarding the 
device/drug or its outcomes
• Unsubstantiated claims regarding therapeutic 

outcomes or superiority
• Ambiguous claims intended to create an “implied 

claim” 
• Subjective statements that cannot be substantiated
• Withholding of material facts (e.g., risks of use of 

the device, contradictory clinical evidence or 
opinion)
• Misleading or extraordinary physician and patient 

testimonials



An Example





Consequences for Misbranding Drugs 
and Devices

• Government investigation (e.g.,  for cause 
inspection by FDA or referral to the Office of 
Inspector General and/or Department of 
Justice)

• Warning Letters and Untitled Letters

• Recalls and suspension of Certificates to Foreign 
Government (“CFG”)

• Seizure, detention, reconditioning, forfeiture, 
and/or destruction of product

• Publicity

• Judicial actions (disgorgement of profits, 
restitution, liquidated damages)

• Civil and criminal consequences under the FDCA
• Fines and/or jail time for company and/or 

employees

• Debarment
• Withdrawal of product approvals
• Suspension of new product applications (or, 

practically speaking, tainting of new product 
applications)

•   Other potential consequences
Exclusion (under Social Security Act)
Shareholder lawsuits
State consumer protection liability
Product liability 
Federal Trade Commission, Lanham Act, and 
state law exposure
Internal issues, such as CAPA



Untitled Letters and 
Warning Letters



Untitled Letter

• An untitled letter is a pre-warning letter sent to a company

• It is usually sent for issues that do not meet the regulatory threshold 
for a warning letter

• They do not require corrective dissemination but do ask that any 
violations be ceased 

• Lets the company know that FDA is aware of the company’s 
violation(s)



Warning Letter

• A warning letter requires a corrective action, and if not, FDA 
enforcement may result

• A warning letter will come when the issues that need to be corrected 
are of greater regulatory significance 

• FDA may also send a warning letter if there is a history FDA has with 
the company on the issue



OPDP’s lull in sending untitled letters

• Up until this summer, OPDP had not sent an untitled letter in a little 
over a year

• 2020 saw a decline in untitled letters, but none for as long or quiet as 
summer 2022 to 2023

• Many recent letters have pertained to whether the promotional 
materials are consistent with the approved labeling



2023’s Untitled and Warning Letters

And now for a deeper analysis of 2023’s Untitled and 
Warning Letters



Untitled Letter 1
Xeris Pharmaceuticals re Recorlev

June 7, 2023















Untitled Letter 2
Exeltis USA Inc. re Slynd











Warning Letter
AstraZeneca Pharmaceuticals re Breztri Aerosphere















• To summarize, FDA’s letter show that FDA is not ignoring bad ads despite its hiatus

• In fact, FDA is scouring the data, as shown from these letters; fine data points are identified 

Summary of the 2023 letters



Implications



What do these 2023 letters mean for 
device/drug companies? 

• These letters serve as a reminder that FDA is 
seeing ads and is reviewing them critically

• Drug and device companies have a chance to 
look critically at their ads
• Are they compliant?
• Not only do they have all required and material 

information, but are statements presenting materially 
truthfully? 



Questions?

Rebecca Zadaka
rzadaka@gardner.law
Phone: 651-461-6857
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