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Recent FDA Enforcement Letters Focusing on  
Prescription Drug Marketing and Advertising 

In her presentation to the Food and Drug Law Institute in August 2009, FDA 
Commissioner Margaret Hamburg announced her commitment to strengthen 
the agency’s enforcement efforts during her administration. Among the 
key initiatives identified to improve the agency’s ability to address potential 
violations of FDA law and regulations, Commissioner Hamburg noted that 
the agency would be taking a more active role in issuing enforcement letters 
to industry, which has been one of the FDA’s primary enforcement tools. As 
promised, FDA’s Division of Drug Marketing, Advertising, and Communica-
tions (DDMAC) recently sent a number of Notice of Violation letters from De-
cember 2009 through February 2010, citing certain issues that the agency had 
with the advertising and marketing of the prescription drug products. Among 
other concerns raised by the FDA, direct-to-consumer (DTC) materials, oral 
statements, product websites, overstatements of product efficacy, presenta-
tion of risk information, pre-approval promotions, and insufficient disclaimers 
were highlighted.

Because these letters are likely to be only the beginning of the agency’s new 
resolution to increase its enforcement profile, this Bulletin will highlight some 
noteworthy points made in these letters.1

Notice of Violation Letter, Dated December 18, 2009

DDMAC issued a Notice of Violation letter to a prescription drug manufacturer, 
citing a dosing card that omitted important information about the product’s 
risks and dosing claims. The FDA requested the manufacturer to cease its 
dissemination of such violative promotional material. By comparing the FDA-
approved product labeling (e.g., the prescribing information (PI)) with the 
information on the dosing card, the agency observed the absence of critical 
details about the potential adverse reactions related to product use, includ-
ing the absence of “the context that some of the risks are frequent, severe, 
and potentially fatal.” Based on the level of detail about the product’s risks 
provided in the PI, DDMAC also concluded that the limited risk presentation 
in the dosing card was “wholly inadequate to communicate the material risk 
information… including risks that could potentially be ameliorated through 
interventions such as decreasing the dose or withholding treatment.” 
1 Although these letters have been issued by the FDA and are a matter of public record, 

we have chosen not to identify the specific drug manufacturers or drug products and, 
instead, focus on the substantive issues raised in each letter.
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In addition, DDMAC cited the manufacturer for failure to communicate material information related to the 
dosing claims on the front of the card, such as the potential need for dose delays, modifications, reinitiation, 
and discontinuation of the product for certain adverse events. Although the front cover of the dosing card 
contained a statement referring the user to “see the accompanying full Prescribing Information for dose 
modifications, interruptions, or discontinuation,” the FDA observed the inclusion of such a statement failed 
to correct the omission of such information on the card itself. 

Notice of Violation Letter, Dated December 24, 2009

A Notice of Violation issued for a misbranding violation serves as a reminder to industry that the agency can 
take enforcement action based on company representatives’ oral statements, as well as written informa-
tion. DDMAC became aware of four oral statements by various representatives of a drug company during an 
annual meeting of a physicians’ specialty organization, which the agency deemed had promoted an unap-
proved use for the product, broadened the drug’s indications, and exaggerated the product’s efficacy. 

The first violative statement occurred when a representative suggested that the drug could be used on its 
own, despite its limited indication for use as adjunctive therapy. Although the representative included a ca-
veat which acknowledged the lack of FDA approval for monotherapy, or solo use of the product, the agency 
concluded that the disclaimer failed to mitigate the overall impression that the manufacturer was promot-
ing the drug product for monotherapy use. Other oral statements cited by DDMAC included representatives’ 
overstatements of the product’s efficacy and exaggerations about clinical trial results. After reviewing all of 
the statements that were made, the agency requested that the manufacturer provide substantial evidence 
or substantial clinical experience to support the claims, submit a listing of all similar promotional materials, 
and explain plans to correct and prevent further violative behavior of its representatives. 

Notice of Violation Letter, Dated December 30, 2009

Less than one week later, DDMAC reviewed a script submitted for a live consumer-directed program for a 
drug/device product and found it overstated the product’s efficacy, presented unsubstantiated claims, and 
minimized the product’s risks, among other false and misleading representations of the product. Notably, 
the manufacturer had designed the live program to be presented to a consumer audience in a home or 
other private setting (by a representative from a social networking internet site working in partnership with 
the manufacturer), along with a presentation to be given by a nurse practitioner about the product and an 
interactive question and answer session. 

DDMAC observed that certain elements of the scripted program indicated use of the drug product would in-
crease levels of intimacy, romance, and emotional satisfaction without any evidence to support such claims. 
In addition, the risk presentation portion of the program omitted discussion of contraindications/risks, and 
the agency noted that the context of the program overall appeared to minimize the risks associated with 
the product’s use. For instance, the FDA said that the nurse practitioner’s scripted statements included the 
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suggestion that use of the product would help the patient “look and feel great,” despite the absence of any 
such evidence regarding such patient-reported outcomes and the existence of side effects that would ap-
pear to negate such a conclusion. Also, DDMAC observed that another scripted statement, that the product 
required “no daily, weekly, or monthly routines to comply with” (in comparison to other treatment methods), 
was both false and misleading, in direct contradiction to information in the product’s PI and instructions pro-
vided in the script itself on performing monthly checks to ensure proper use of the product.

Notice of Violation Letters, Dated January 7, 2010

DDMAC issued a Notice of Violation letter after reviewing the manufacturer’s direct-to-consumer print 
advertisement and a WebMD Little Blue Book message. DDMAC cited the manufacturer for omitting or mini-
mizing risk information in its printed materials, noting specific problems with risk information not conveyed 
with “a prominence and readability reasonably comparable to the efficacy claim.” In one example, the main 
portion of the print advertisement only included a statement directing readers to “See left page of Im-
portant Safety Information, including Boxed Warning” and presented the related risk information on an 
adjacent page, unconnected to the main body of the ad. Similarly, the agency noted numerous areas in the 
Blue Book message where efficacy claims and the corresponding risk information had been presented in 
different locations, using different type sets. Because the risk information lacked prominence and readability 
“reasonably comparable to the efficacy claim,” DDMAC concluded that, “to be truthful and non-misleading, 
[the advertisement] must contain risk information in each part as necessary to qualify any effectiveness or 
safety claims made in that part.” 

The FDA also discussed the manufacturer’s reanalysis of its clinical studies data using a misleading math-
ematically method (i.e., last-observation-carried forward imputation), which failed to meet the agency’s 
substantial evidence standard to support the claim made. Specifically, the manufacturer had attempted to 
claim a higher percentage of improvement in patients than was indicated in the data submitted with its PI, 
but DDMAC observed that the manufacturer’s subsequent analysis of data on such patients, before they 
dropped out of the study, was misleading and overstated the products efficacy. Because the promotional 
materials inadequately and improperly presented efficacy and risk information on the drug product, the 
agency requested the manufacturer to cease disseminating the materials, provide a list of similar promo-
tional materials, and outline a plan for discontinuing such violative materials. 

On the same date, DDMAC issued Notice of Violation Letters to two different drug companies marketing 
competing drug products for making false and misleading claims and minimizing their drugs’ risks on the 
products’ website. In both letters, the FDA discussed the presence of false and unsubstantiated comparative 
claims, touting that each product possessed superior qualities in comparison to other, similar drugs, despite 
substantial evidence suggesting that each product was merely comparable to others in safety and ease of 
use. The agency criticized the references or studies cited on the products’ websites as support for the com-
parative claims, concluding that each company had failed to provide substantial evidence of their products’ 
superior performance or safety qualities. 
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The agency observed that both websites also omitted critical information about serious adverse events re-
lated to improper use of the drugs (which had a bolded or boxed warning), which were not mitigated by the 
inclusion of a link to such information on the left hand side or corner of each website. In addition, the web-
site design for both products further minimized the risks by using bolded, large headers and/or centrally-
located graphical material to denote sections on the products’ uses, while risk information was placed either 
at the bottom of the webpage or in a smaller font size, without any signal to draw the reader’s attention. The 
FDA noted the video on one website contained superimposed text, voiceovers, and pictorial representations 
to highlight the advantages of product, while risk information was only provided at the end of the video, in 
rapidly scrolling, single-spaced small text with a relatively rapid voiceover in comparison to the pace used 
during the presentation of efficacy information. 

In both cases, the agency concluded that the totality of factors, (e.g., the misleading claims about each prod-
uct’s comparative quality in combination with the poor presentation of the risk information) inappropriately 
minimized the risk information in relation to other information presented on the website. As a side note in 
one letter, the FDA also observed that the company had failed to submit a copy of the website referred to in 
the letter in a Form FDA-2253 at the time of initial publication as required by law. 

Notice of Violation Letter, Dated January 11, 2010

In its Notice of Violation letter, the FDA addressed the pre-approval promotion of an unapproved drug by 
the product’s clinical investigator in a magazine publication and on a TV show segment. The clinical investi-
gator indicated that the promotional statements were unrelated to her role as a clinical investigator for the 
product and were based on her personal experience with use of the product outside of the United States 
and anecdotal observations by her peers. In the letter, the FDA reiterated that its regulations prohibit preap-
proval promotion of a drug product by its sponsors and investigators and emphasized its public health con-
cerns with the investigator’s promotion of the product’s safety and effectiveness for an unapproved use and 
the misleading statements about the product’s comparative superiority to similar, approved products. After 
acknowledging the existence of mechanisms to allow for the exchange of scientific information on investi-
gational new drugs, the FDA concluded that the clinical investigator’s promotional statements were beyond 
the type of activities that the FDA would allow. 
 
Notice of Violation Letters, Dated January 22, 2010

In the Notice of Violation letters issued on this date, DDMAC reviewed DTC patient brochures for two differ-
ent drugs. The agency then cited the drug companies for overstating the efficacy of the drug products, omit-
ting material information, and minimizing the risks associated with use of the products. 

In one enforcement letter, the patient brochure had presented efficacy information in easily understand-
able language using large, bolded font with colorful text and graphics surrounded by white space, while risk 
information was stated in complex terminology, in small black font in a single-spaced paragraph format on 
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the last fold of the brochure. In addition, the brochure failed to disclose the common adverse effects of the 
product and misleadingly suggested that the product was safe and effective for certain patient populations 
not included in the approved product PI (and, in fact, the PI specifically noted that efficacy had not been 
demonstrated for one group). The totality of the presentation in the brochure also misleadingly overstated 
the efficacy of the drug, because some of the promotional statements implied that the product would have 
a “broad impact on a patient’s activities of daily living” and give parents “peace of mind” when no safety ben-
efit had been evaluated or observed in clinical studies. (Emphasis in original.)

In the other letter, DDMAC also highlighted problems with the formatting and presentation of risk informa-
tion, such as the failure to present any risk information until the back cover of the patient brochure. The 
patient brochure also contained images of people with clear skin, which the agency noted would suggest 
that the drug, an acne treatment, would result in complete clearing of all acne lesions, despite clinical stud-
ies which indicated that users only experienced a partial reduction in acne with use for a certain number of 
weeks. There were other claims that the FDA found overstated the product’s efficacy. The FDA noted that the 
patient brochure omitted material information about the risk of certain symptoms with product use, as well 
as relevant information from the “Precautions/Information for Patients” section in the product’s PI, resulting 
in a suggestion that the product was safer than had been demonstrated. In addition, the patient brochure 
contained several allegedly inaccurate or misleadingly claims, including one claim that the product was 
studied in patients with “mild to moderate acne patients,” when the product was only studied in those pa-
tients with “moderate or moderately severe acne.” (Emphasis in original.) The FDA observed that an asterisk 
to these efficacy statements, which led to a disclaimer that “individual results may vary,” could not mitigate 
the overall, misleading impression that such promotional statements would have on readers. 

Notice of Violation Letter, Dated January 26, 2010
  
In this Notice of Violation letter, DDMAC cited the drug company for misleading information on a waiting 
room sign, which the company had submitted as promotional material under a Form FDA 2253. The agency 
observed that the sign contained a large and colorful, visual depiction of the benefits of the product, but 
minimized the related risk information, which was presented at the bottom of the sign and difficult to read, 
due to the use of extremely small font in a single-spaced format. In addition, the presentation failed to 
disclose numerous material risks associated with product use, by omitting information from the Precautions 
section of the PI and failing to disclose some common adverse events observed in a subset of patients. Nota-
bly, the sign’s disclaimer that viewers should “[p]lease see accompanying full Prescribing Information” failed 
to mitigate the overall impression that the product was safer than had been demonstrated. In addition, the 
agency noted that the sign made claims, in its visual depiction as well as in printed claims, which broadened 
the approved indications for use and overstated the efficacy of the product in treating certain symptoms. 

Notice of Violation Letter, Dated January 26, 2010

As part of its routine monitoring and surveillance program, DDMAC reviewed a webpage and two patient 
videos for a product, which had not been submitted for review at the time of initial publication under a 
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Form FDA-2253. In addition to noting the drug company’s failure to follow the proper process for submitting 
promotional materials, the agency observed omissions of information about the product’s contraindications, 
warnings, and precautions on the webpage. In addition, the patient videos, which presented statements 
made by two product users, included claims which overstated the efficacy of the product. Specifically, the 
patients depicted in these videos made exaggerated statements about the effect of the product on their 
walking time and distance, when the clinical studies showed improvement, but not to the extent promoted. 
In addition, one video suggested that product use would reduce the need for supportive therapy or lead to 
improvements in daily functioning that were not supported by substantial evidence. Although the clinical 
trials for the product were limited to studying the effects of six months to one year of treatment, the patients 
in the video claimed to have used the product for three and a half years to four years, which the FDA ob-
served misleadingly implied that the product had long-term benefits, including a potential survival benefit, 
for users that had not been proven by substantial evidence.
 
Notice of Violation Letter, Dated February 3, 2010

This enforcement letter cited a company for two consumer television ads, which misleadingly overstated 
the efficacy of the drug product. In both ads, the beginning segment presented a patient suffering from 
Alzheimer’s disease, “looking blank, confused, distant, and walking off apart from their family members,” 
followed by a transition to an image of the same patient, looking happy and interacting with friends and 
family, immediately after talking to their doctor about treatment with the product. The FDA observed that 
the TV ads were not an accurate representation of the product’s actual clinical trial results, which failed to 
support the drastic improvement in patient behavior depicted in the ads. In addition, the FDA said that the 
inclusion of superimposed text stating that “Individual results may vary” failed to mitigate the misleading 
representations. 

Conclusion

The FDA has ended the first decade of the century by signaling that a new era of enforcement is on the hori-
zon for 2010. Although the DDMAC Notice of Violation letters discussed here only represent a small handful 
of the enforcement letters that have been or will be issued by the agency as a whole, these letters serve as 
fair warning to the pharmaceutical industry regarding the agency’s rules and regulations on promotional 
materials and the extent of evidence required to support claims.


