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What do the Buggles' 1980 hit "Video Killed the Radio Star," Crosby, Stills, 

Nash & Young's 1970 song and album "Déjá Vu," Journey's 1980 classic 

"Any Way You Want It," and Hall & Oates' 1984 tune "Out of Touch" all 

have in common? 

Besides not only being catchy tunes, we suspect these hits might be 

playing in the halls of the U.S. Food and Drug Administration's Office of 

Prescription Drug Promotion as it issued notices of violation or warning 

letters to pharmaceutical companies in 2021 and 2022 for unlawful 

promotion. 

We will highlight some of the OPDP's concerns, review any potential trends 

and attempt to predict future promotional hits that sound off-key at the 

OPDP. 

What Was Hot in 2021 

The OPDP issued six letters to drug companies for unlawful promotion: 

two warning letters and four untitled letters, also known as notices of 

violation.[1] In 2020, the OPDP issued four warning letters and two 

untitled letters. We saw many of the same common mistakes, and a few 

newer ones. 

Representing Risk Information 

In February 2021, the OPDP issued a warning letter to AcelRx Pharmaceuticals Inc. and 

objected to a banner ad and tabletop display for Dsuvia, a prescription opioid drug that 

contains a Schedule II controlled substance. The agency said that promotional materials 

made false and misleading representations about the risk and efficacy of the drug. 

The boxed warning product — where a warning or two is highlighted that presents a serious 

risk, including death, in the prescribing information — with a risk evaluation and mitigation 

strategy program, made a claim and presented an image of the single-dose applicator, 

suggesting that the product might be, according to the OPDP, "a simple, one-step process 

when this is not the case;" which was inconsistent with the prescribing information. 

The banner omitted information from the prescribing information's dosing and 

administration section, which created a "misleading impression about the safe use of [the 

product]." 

It also provided a claim that failed to include the product's limitations of use, which was 

misleading. The banner and display did not include required risk information with a 

prominence and readability that was comparable as the presentation of the benefit 

information. 

Déjá vu. We have all been here before. In the same month, the OPDP issued a warning 

letter to CooperSurgical Inc. for its Paragard contraceptive a day after issuing the first. The 

second warning letter included many recurring themes of unlawful promotional areas. 
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Interestingly, the OPDP sent an untitled letter to the company in 2019 for similar concerns. 

In this case, the direct-to-consumer video, shown on a television station, did not provide 

any risk information, even though it promoted the product's efficacy; while the video 

referred the viewers to the product website for additional information, the OPDP found "that 

does not mitigate the complete omission of risk information from the video." 

Misleading Efficacy Representations 

Remniscent of Fleetwood Mac's "Over My Head," the OPDP issued an untitled letter to 

Biohaven Pharmaceuticals for a direct-to-consumer promotion that marketed Nurtec ODT, a 

prescription drug product for acute treatment of migraine with or without aura in adults. 

The OPDP issued an untitled letter for a direct-to-consumer promotion that marketed a 

prescription drug product for acute treatment of migraine with or without aura in adults. The 

video originally appeared on a television show and could be accessed on its YouTube page. 

Biohaven was identified as a sponsor of the television program and included a web address 

to direct the viewer to the sponsor's website. 

The OPDP said that the spokesperson overstated efficacy when she claimed that the product 

could work in approximately 15-30 minutes, despite the lack of supporting clinical data. The 

spokesperson also suggested that the product was a game changer and other products she 

took didn't work. 

The OPDP said that there was no evidence to suggest the product was clinically superior to, 

more effective than, or a game changer compared to other prescription and over-the-

counter products. 

The OPDP acknowledged that this might have been the spokesperson's personal experience 

with the drug, and the video included a disclaimer that results may vary, but the disclaimer 

was insufficient to mitigate the misleading impression. There were other issues with the 

promotion, including the lack of risk information with the same prominence as the benefit 

information, not discussed here. 

In July 2021, the OPDP sent an untitled letter regarding a professional animated banner 

for Amgen Inc.'s Neulasta. The banner ad made false or misleading claims and 

representations regarding the benefits of the prescription drug product. 

The OPDP's primary concern was Amgen's use of a real-world study, which it found had 

many limitations. The agency also took exception to the use of the proper name of the drug 

in one instance, versus the use of the proprietary name of another product with a different 

delivery method that could be misleading. 

Separately, one frame of the banner, which included certain qualifying language less 

prominently and in smaller font than the claims and presentations described in earlier 

frames, was insufficient to mitigate the more prominent presentation of other frames. 

The OPDP also noted that two limitations to the study were presented in certain banner ad 

frames under the header "Real-World Study Limitations." However, the agency found that 

the inclusion of the two major deficiencies of the study design did not mitigate the 

misleading claims and presentations in the banner. The OPDP added that the misleading 

claims could undermine confidence in FDA-licensed biosimilar products. 
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Misleading Ad Format and Impact on Risk and Efficacy Communication 

In December 2021, the OPDP told Eli Lilly & Co. in an untitled letter it could not do it any 

way it wanted. In particular, the OPDP objected to two direct-to-consumer television 

advertisements about patient "journey forward" experiences, claiming the ads provided 

false or misleading risk information and failed to submit the required submission to the 

OPDP. 

The TV ads provided claims about the product's use and benefits but did not include any risk 

information. In addition, the FDA noted that the TV ads failed to provide adequate provision 

for dissemination of the approved permitted package labeling in connection with the 

presentation or a brief summary of all required information related to side effects and 

contraindications. 

The TV ads did not include the material information regarding the full FDA-approved 

indication, e.g., preventive treatment of migraines in adults.[2] 

And the Hits Keep Coming in 2022 

Meet the New Boss, Same as the Old Boss 

In January, the FDA issued an untitled letter to Eli Lilly for an unlawful Instagram post 

promoting Trulicity. It included a number of issues and concerns raised by the OPDP in the 

past. 

As The Who says in "Won't Get Fooled Again," from the aptly named 1971 album "Who's 

Next," "meet the new boss, same as the old boss." The labeling for the product included a 

boxed warning about a risk associated with the incidence of thyroid C-cell tumors associated 

with the use of the product, in addition to other noted contraindications and warnings. 

Prior to issuing the untitled letter, the OPDP provided advisory comments and concerns to 

the company on four separate occasions, in part, because the video did not include the full 

FDA-approved indication and limitations of use, providing a misleading impression about the 

scope of the FDA-approved indication for the product. The post also displayed certain 

required information too fast and in a distracting, nonprominent manner: 

OPDP notes that the indication and the limitations of use are presented only in small, 

fast-paced scrolling font in a small window below the video, relegated to the bottom 

of the post, competing for the consumer's attention with several distracting video 

elements (fast-paced visuals, frequent scene changes, busy scenes, large-moving 

superimposed text, and a strong fast-moving musical beat) that detract from the 

communication of the indication and limitations of use. Therefore, this presentation 

does not mitigate the misleading impression created by the post. 

Slow Down, You Move Too Fast 

Shortly thereafter, the OPDP issued a warning letter to a CytoDyn Inc. for promoting 

leronlimab, an investigational new drug. It is not typical for the OPDP to send a warning 

letter for preapproval promotion, but there was a perfect storm of concerns. 

It had also been some time since the OPDP issued a letter for such messaging, reaffirming 

that it will take action when it believes there is unlawful promotion. 
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Video Killed the CEO Star 

In this case, CytoDyn's then-CEO and president Nader Pourhassan took part in a video 

interview, which was hyperlinked on the company's website. He suggested the 

investigational drug had a clinical benefit to help with COVID-19 treatment, notwithstanding 

previous FDA public communications to the contrary that the drug did not provide any 

clinical support for the treatment of COVID-19. 

The video made claims such as, "Our results were really strong," touted impressive survival 

rates after giving patients the unapproved drug and offered other conclusory statements 

about the product's safety and effectiveness. As is typical with a warning letter, the FDA 

required the company to provide a plan of corrective action, using the same media and for 

the same duration of time and with the same frequency that the unlawful messaging 

occurred. 

Crystal Ball Time 

In Styx's song "Crystal Ball," Tommy Shaw sings "Crystal ball, there's so many things I 

need to know." It is a fool's game to predict the OPDP's next steps. However, we can 

identify some areas of risk that always exist and offer recommendations to address these 

risks. 

• Promotional review committees are a must for companies seeking to ensure

regulatory compliance.

• Direct-to-consumer promotion remains a high area of OPDP scrutiny.

• As the world reopens and there are more in-person medical conferences and trade

shows, we expect the FDA to review materials at these venues more carefully.

• The OPDP focuses on high-risk drugs, such as those relating to COVID-19, opioids,

biologics and boxed-warning products.

• Lack or minimization of risk information, as well as an overstatement of benefit, are

on the top of the "don't do this" list at the FDA.

• The OPDP carefully reviews the presentation of risk information. We know from a

review of enforcement letters and OPDP advisory comments, as well as our

experience on clients' promotional review committees, this issue of risk information

presentation comes up constantly. If a company presents the good a certain way, it

should describe the bad in a similar way.



• It is notable that the OPDP has used "truthful" and "non-misleading" language at

times in letters, which is verbiage used by a few courts that have challenged past

FDA enforcement letters.

• A company must not forget to include the limitations of use, if applicable, in the text:

omission or truncation can make the promotion misleading. The limitations of

use are part of the indication, and it is insufficient to merely place the limitations of

use in the important safety information at the bottom of the page.

• A company is responsible for the statements and actions of its spokespeople. While

the statements may be the individual's personal experience, they cannot run afoul of

the FDA's promotional requirements. Paid spokespeople, whether celebrities,

patients or doctors, should be properly trained on the FDA's rules, labeling and

promotional requirements. We recommend prepared scripts that promotional review

committees can review in advance. Real-time interviews and other live

communications, where it is easy to lose control of the messaging, can be a potential

risk area in this regard.

• Social media posts remain a high area of scrutiny because of the difficulty of

maintaining fair balance requirements on such platforms. The FDA requirements still

apply to social media/internet-sponsored links/banner ads.

• Comparative claims are always tricky. A company may attempt to depict its product

as better than the competitor with a graph or only a few sentences. It is difficult,

however, to tell a full story in a few words. There is a risk that the comparison might

be misleading for a number of reasons, including on what the basis the data is

derived and shown. In addition, comparative claims may imply off-label uses.

• When evaluating real-world data and its appropriateness for use in promotional

materials, companies should ensure all study limitations are considered and be

comfortable that the conclusions drawn from the study are scientifically and

statistically sound. Qualifiers and disclaimers may minimize risk, but they do not

necessarily eliminate the risk.

• A company cannot rely on third-party programs, such as a TV show or a conference,

to ensure the promotion is compliant with FDA requirements, particularly if the

company intends to use the material for its own purposes.



• Don't ignore the FDA. If the OPDP has raised concerns in the past, ask for

clarification and consider the comment but don't disregard.

• Companies must pay attention to links to their websites that could contain violative

messaging; if the company wants the benefit of the story, it assumes the regulatory

risks. For example, to make another song reference, this time from the band Foghat,

a company with an investigational new drug should "slow down, take it easy," and

not promote the product as safe and effective until it receives FDA marketing

approval.

• We can expect continued focus from the FDA on social science research activities and

perception by health care professionals and consumers. In addition, bad ad

complaints will continue to prompt OPDP review.

• The FDA might issue a letter on a topic where we haven't seen recent enforcement

(e.g., preapproval promotion, generic drugs, mobile apps, wellness products) to

remind industry it cares about many areas.

• The OPDP will take action if the song, we mean messaging, hits the wrong regulatory

notes. Internal review of promotional pieces, reading past OPDP letters, and

monitoring enforcement developments can help companies stay on key.

Alan G. Minsk is a partner and Laura S. Dona is an associate at Arnall Golden Gregory LLP. 

The opinions expressed are those of the author(s) and do not necessarily reflect the views 

of the firm, its clients, or Portfolio Media Inc., or any of its or their respective affiliates. This 

article is for general information purposes and is not intended to be and should not be taken 

as legal advice. 

[1] Both types of correspondence are posted on the FDA's website. A Warning Letter is

more serious. It typically is issued to the company's CEO, often describes potential safety

risks associated with the unlawful messaging, and frequently requires corrective action. In

contrast, an NOV is issued to a company's regulatory office, (or U.S. agent), and requests

the messaging to stop (but does not necessarily require correction action). There is not a

requirement that OPDP issue an NOV before proceeding with a Warning Letter.

[2] Shortly after the FDA issued the Untitled Letter, the company responded, and OPDP

found the corrections adequate. OPDP noted that the TV ads included a clear beginning,
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middle, and end to the presentation. The ads began with background music that played 

throughout. Each of the TV ads appeared as an organized presentation. The company 

acknowledged it did not submit the "complete TV broadcasts" to OPDP, and none of the 

submissions referenced coordination with any other communication. 




