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Executive Summary
In 2025, the U.S. Food and Drug Administration (FDA) dramatically escalated its oversight of prescription drug

advertising. Prompted by a presidential memorandum and new HHS/FDA leadership, the agency unleashed an

unprecedented enforcement initiative against misleading direct-to-consumer (DTC) drug ads. Over 200 enforcement

letters were issued across a broad spectrum of entities (branded drugmakers, telehealth companies, compounding

pharmacies, and others) ([1] www.kslaw.com) ([2] www.kslaw.com). This enforcement wave targeted classic fair-balance

violations (benefit-only claims omitting serious risks) and novel issues such as internet “dark ads,” influencer promotions,

and claimed equivalence of unapproved compounded medications. To manage the scope of surveillance, the FDA is now

deploying artificial intelligence (AI) and other advanced technology tools to proactively scan television, print, and social

media channels for non-compliant advertising content ([3] www.pharmacytimes.com) ([4] www.jdsupra.com) ([5]

www.pharmacytimes.com).

For pharmaceutical commercial teams, this paradigm shift means compliance must be built into every aspect of

marketing. Key takeaways include: no advertising claims should prioritize benefits over risks ([6] worldofdtcmarketing.com)

([7] www.biospace.com); risk disclosures must be fully integrated into ads (with on-screen text and sufficient prominence)

([8] foleyhoag.com) ([9] www.raps.org); and claims about compounded or unapproved products will be scrutinized

aggressively ([10] abcnews.go.com) ([11] www.sheppard.com). Even creative elements (visuals, music, pacing) are subject to

review – too-fast or distractive risk statements drew FDA reprimand ([9] www.raps.org). In short, the FDA’s new AI-aided

strategy means everything a pharmaceutical company or its agents publish is potentially under FDA’s digital
microscope, and compliance officers must adapt accordingly.

This report provides an in-depth analysis of the FDA’s AI-powered DTC advertising initiative. It covers the historical

regulatory background of drug promotion, details of the 2025 crackdown (including quantitative data and representative

cases), the role of AI and technology in enforcement, and guidance on how marketing and regulatory teams should

respond. It leverages official announcements, peer-reviewed commentary, legal analyses, and media reports to present a

comprehensive “state of affairs” and to spell out what pharma commercial organizations must know moving forward.

Introduction and Background

FDA Regulation of Drug Advertising
The FDA has long regulated prescription drug promotion under the Federal Food, Drug, and Cosmetic Act (FD&C Act).

Drugs are deemed misbranded (illegal for sale or promotion) if their labeling or advertisements contain false or

misleading claims ([12] www.fda.gov). In particular, FDA regulations (21 CFR 202.1) require that prescription drug

advertisements present a “fair balance” of information about benefits and risks ([13] www.pharmaceutical-technology.com)

([8] foleyhoag.com). That is, if an ad touts a drug’s efficacy, it must also clearly communicate its safety risks. Regulatory

guidance also specifies that ads must avoid minimizing risk through distracting visuals or audio. Newer rules (finalized in

late 2023) explicitly require that any broadcast DTC ads present their major statement of risk in consumer-friendly

language, display that statement both in audio and on-screen text simultaneously, and avoid any distracting effects during

the risk disclosure ([8] foleyhoag.com). These updates codify standards that ads must be comprehensible and not clutter

the key safety message with flashy graphics or “dark” background music ([8] foleyhoag.com) ([9] www.raps.org).

Historically, FDA enforcement of these requirements was intermittent. The final 1997 rule (and subsequent guidance)

allowed companies to give a brief major statement of risk plus directions to more complete information (an “adequate

provision” to the prescribing information), rather than fully stating all side effects in the ad. Many industry ads relied on

this loophole – for example, by putting risk text on screen but burying it in small print or adding a note to “see our website
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for full info.” In practice, unless someone complained or flagged a violation, the FDA rarely policed every TV or social ad.

According to one industry analyst, warning letters (the FDA’s formal enforcement notices) had dwindled to essentially

zero by 2023 ([14] www.linkedin.com). FDA Commissioner Martin Makary has characterized lax enforcement of advertising

rules as a “public health crisis,” stating that for decades regulators allowed distorted ads to drive prescription demand ([15]

www.pharmaceutical-technology.com).

Rise of Direct-to-Consumer (DTC) Advertising

The context for this crackdown is the growth of DTC advertising in the United States. The U.S. permits TV and internet

promotion directly to consumers (unlike most other countries), and pharma companies have heavily invested in it.

Industry spending on DTC marketing reportedly reached 25% of drug sales budgets by the 2020s ([16] www.fda.gov).

Notably, Americans are exposed to billions of dollars of drug ads each year on TV and online. A 2024 review found that

virtually all pharma social media posts highlight a drug’s benefit, while only one-third mention any potential harms ([17]

www.fda.gov).In FDA’s view, this imbalance has contributed to patients being misled about drug safety. Indeed, HHS

Secretary Robert F. Kennedy Jr. stated bluntly that “Pharmaceutical ads hooked this country on prescription drugs” and

pledged to “require drug companies to disclose all critical safety facts in their advertising” ([18] www.fda.gov).

In summary, the legal background for this report is: (1) FDA requires truthful, balanced drug ads; (2) historically,

enforcement was sporadic and relied mainly on consumer or competitor complaints; (3) a 2023 rule strengthened

standards for how risk statements must appear in broadcast media ([8] foleyhoag.com); and (4) the current administration

has decided to intensify oversight of all drug promotion channels. These factors set the stage for the 2025 initiative

discussed below.

The 2025 Advertising Enforcement Initiative

Policy Shift: Presidential Memorandum and FDA-HHS
Announcement
On September 9, 2025, the White House and FDA jointly announced a sweeping campaign against deceptive drug

advertising ([19] www.fda.gov) ([20] www.axios.com). This followed a presidential memorandum directing HHS and FDA to

“take appropriate action” to increase transparency and strengthen enforcement of FDA advertising rules (the

memorandum text identifies risk disclosure as a priority) ([21] www.jdsupra.com) ([20] www.axios.com). HHS/NDA launched

this initiative under the banner of promoting “radical transparency” in drug ads ([18] www.fda.gov) ([22] www.axios.com).

Secretary Kennedy and FDA Commissioner Makary framed the goal as restoring the intended >balance in prescription

drug promotion, after decades of been-too-permissive policies ([23] www.pharmacytimes.com) ([24] www.pharmaceutical-

technology.com).

The day of the announcement, FDA issued a press release and complementary HHS press release ([25] www.fda.gov) ([20]

www.axios.com). The press materials declared that the FDA would immediately deploy both enforcement and
rulemaking:

Enforcement: The agency said it was sending “thousands of letters” to pharmaceutical firms warning them to

remove misleading ads ([19] www.fda.gov) ([20] www.axios.com). It noted that approximately 100 companies with

“deceptive” ads would receive cease-and-desist/ warning letters. In sum, FDA promised an “aggressive”

enforcement wave of warning letters and untitled letters ([26] www.jdsupra.com) ([20] www.axios.com). In practice, this

translated into well over 200 letters in a matter of months (see below).
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Rulemaking: FDA announced plans to close the infamous “adequate provision” loophole by requiring that broadcast

and digital ads include more of the drug’s risk information directly, rather than pointing consumers to external

sources ([27] www.fda.gov) ([28] www.jdsupra.com). The press release explicitly stated that FDA would initiate

rulemaking to require a “brief summary” of side effects and contraindications in ads, effectively superseding the old

practice of a minimal major statement plus reference ([27] www.fda.gov) ([28] www.jdsupra.com). (Notably, legal experts

immediately pointed out that any such rule would likely face First Amendment challenges ([29] www.jdsupra.com).)

The announcement was accompanied by strong rhetoric. FDA branding called it a crackdown on “deceptive” ads, and

President Trump (who signed the memo) spoke of ending a “pipeline of deception” in drug marketing ([18] www.fda.gov)

([22] www.axios.com). FDA’s website cited a study showing the vast disparity in benefit-vs-risk claims in online ads ([17]

www.fda.gov) as evidence of the problem. In short, September 2025 marked a clear policy turnaround: the FDA signaled it

would actively hunt for ad violations using new tools, rather than passively waiting for reports ([24] www.pharmaceutical-

technology.com) ([30] ciberspring.com).

Enforcement Actions: Volume and Scope
The scope of the FDA’s 2025 enforcement blitz is unprecedented in the modern era. Sources agree that over 200 letters

related to pharmaceutical advertising were issued during the year ([1] www.kslaw.com) ([2] www.kslaw.com). Prior to 2025,

by comparison, FDA had issued only a handful of such letters annually. (A media commentator noted the agency had

sent just one warning letter in 2023 and none in 2024 ([14] www.linkedin.com).) By contrast, the FDA delivered roughly

200+ letters linked to ads in the latter part of 2025 alone. King & Spalding LLP summarizes:

“In 2025, FDA issued over 200 enforcement letters challenging the advertising and promotion of prescription drugs…

The sudden surge in enforcement letters compared to prior years can be chiefly attributed to FDA’s aggressive

‘crackdown’ on drug advertising… Only five of [the letters to manufacturers] were issued prior to September 9…

highlighting the significant enforcement activities that occurred on Sept. 9 and thereafter.” ([1] www.kslaw.com) ([2]

www.kslaw.com)

In total:

To brand manufacturers: 74 letters (10 formal Warning Letters and 64 Untitled Letters) were issued to

pharmaceutical and biologic companies during 2025 ([1] www.kslaw.com). (Only 5 of these pre-dated the Sept 9

announcements, showing the crackdown effect ([1] www.kslaw.com).)

To others: The remainder (well over 120 letters) were sent to telehealth platforms, online clinics, compounding

pharmacies, and other non-manufacturer entities ([2] www.kslaw.com). For example, on Sept 9 alone OSHA issued 58

warning letters to companies marketing compounded copycat drugs (GLP-1 agonists for obesity/diabetes and

erectile dysfunction drugs) ([2] www.kslaw.com). Additional warning letters targeted unapproved weight-loss

injectables, opioids, cosmetic “lipolytic” injectables, and other off-label promotions ([2] www.kslaw.com). Dozens of

Untitled Letters were also issued to compounding and online firms that were promoting unapproved or misbranded

products (see Case Studies below).

Volume: FDA itself described sending “thousands of letters” to companies in the initial crackdown announcement

([20] www.axios.com). This likely refers to form letters sent to every drug sponsor telling them to remove non-compliant

ads, in addition to the 100 or so targeted Warning/C&D letters. In practice, the enforcement figures cited by law firms

and media (200+ letters) count the individual agency letters made public on FDA’s website ([1] www.kslaw.com) ([2]

www.kslaw.com). For perspective, FDA’s Office of Prescription Drug Promotion had averaged only a few dozen

advertising-related letters per year prior to 2025 ([1] www.kslaw.com). Thus 2025’s volume truly marks a “wave” of

enforcement unprecedented since the early 2000s.

Regulatory Tools: The FDA’s enforcement letters included both Warning Letters (official notices alleging significant

violations under the FD&C Act) and Untitled Letters (less formal advisories). In virtually all cases, the letters accused the
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promotion of being false or misleading (and thus misbranded) under Sections 502(a) and 502(bb) of the Act ([31]

www.fda.gov) ([12] www.fda.gov). Many of the letters were accompanied by instructions to “cease and desist” the ads, and

companies were required to respond within 15 business days with corrective action plans ([32] www.pharmacytimes.com)

([31] www.fda.gov). Media reports note that by late September 2025 FDA had already issued “more than 100” C&D letters

to drugmakers for deceptive ads ([33] www.raps.org), and had made the first-ever Center for Biologics (CBER) ad-targeting

letter public (an untitled letter to AstraZeneca for a flu vaccine ad) ([9] www.raps.org).

Table 1. FDA Advertising Enforcement Letters (2025) – Summary by Recipient

Recipient Category Number of Letters (2025) Key Allegations / Focus

Pharmaceutical
Manufacturers

74 total (10 Warning, 64 Untitled) ([1]

www.kslaw.com)

Misleading DTC ads to consumers and HCPs: failure of fair balance, omitted risks, unsubstantiated claims (e.g. GLP-1

weight-loss TV ads, symptom relief campaigns). (Only 5 pre-9/9; majority part of Sept. crackdown ([1]

www.kslaw.com).)

Telehealth and Online
Platforms

~58 Warning (Sept. 9); additional others (
[2]

www.kslaw.com)

Promoting unapproved “copycat” drugs (e.g. compounded GLP-1 and ED treatments) in DTC channels; implying equivalence

to FDA-approved products. (E.g. Hims/Hers Springfield ads claiming “same active ingredients” (
[10]

abcnews.go.com).)

Compounding
Pharmacies

Included above (~58 WL on Sept. 9) (
[2]

www.kslaw.com)

Same as Telehealth: compounded drug ads misbranding; false claims of clinical proof, “generic” status. (Many letters to

compounding pharmacies flagged GLP-1 and ED ads (
[11] www.sheppard.com).)

Other Entities
(Device/Supplement)

Several (dozens) – e.g. lipolytic, opioid

promos ([2] www.kslaw.com)

Nonpharma sellers of injectable weight-loss procedures, opioids, or ED products outside approved labeling. Letters cited

unsubstantiated claims and unlawful marketing of unapproved products.

All Advertisements
(general)

“Thousands” of letters ([20]

www.axios.com) (alerts)

FDA sent form letters broadly to all drug sponsors to remove non-compliant ads and align promotions with the law (
[20]

www.axios.com) (
[33] www.raps.org). Companies were notified that continued deceptive marketing could

trigger formal actions.

Sources: FDA press release and legal analyses ([19] www.fda.gov) ([1] www.kslaw.com) ([2] www.kslaw.com) ([20]

www.axios.com).

The above table abstracts the major targets and topics of the 2025 enforcement letters. (Appendix 1 lists notable

individual cases.) Critically, the letters spanned all advertising media: traditional TV, print, and web ads were cited, but so

were social media, digital video, websites, and even live events or interviews portrayed as ads ([34]

worldofdtcmarketing.com) ([30] ciberspring.com). In short, no promotional outlet was off-limits.

What the Letters Say (Common Allegations)

Analysis of the public letters reveals recurring violations. FDA cited multiple types of unfair practices, including:

Imbalanced Benefit Claims / False Context – Many letters chastised ads that boasted a drug’s benefits (especially

popular weight-loss GLP-1 and diabetes drugs) while omitting or minimizing serious risks ([34]

worldofdtcmarketing.com). For example, a promotional interview on ABC with Oprah Winfrey (March 2024) that

highlighted obesity drugs like Wegovy and Ozempic was labeled “false or misleading” by FDA because it created a

“misleading impression” of safety ([7] www.biospace.com) ([35] www.fda.gov). Similarly, in a January 2026 letter, FDA

warned Johnson & Johson that a Tremfya psoriasis ad’s claim of “1 out of 2 patients” remission vs. “100% visible

healing” was misleading, since it excluded non-responders and conflated remission with full skin clearance ([36]

www.emarketer.com).

Omission or Burying of Risk Information – Several letters focused on inadequate risk disclosures. A common

tactic in ads was to relegate side effect details to fine print or external sources. For example, FDA faulted the Oprah-

GLP-1 ads for failing to mention a boxed thyroid cancer warning for patients with MEN 2 (a contraindication) ([7]

www.biospace.com) ([37] www.fda.gov). Similarly, an FDA letter to AstraZeneca (Flumist®) noted that the ad’s risk

statement was presented too quickly, with colorful graphics that distracted viewers, leaving audiences unable to
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comprehend the safety information ([9] www.raps.org). In general, any advertisement that “omits, downplays, or

buries” critical risk information was cited as misleading ([34] worldofdtcmarketing.com) ([7] www.biospace.com).

Distracting Creative Elements – Some letters targeted ad design. The agency pointed out when music or visuals

drew attention away from the mandatory risk statements. For instance, an OTC ad was criticized because the “rapid

scene changes” and loud music obscured the risk disclosure ([38] worldofdtcmarketing.com). In any case, creative

embellishments that reduce the readability or audibility of the safety information are expressly against FDA’s fair

balance expectations.

Misleading Comparisons/Equivalent Claims – A key focus was on telehealth platforms and compounding

pharmacies. These letters alleged that defendants falsely implied their products were equivalent to FDA-approved

drugs. To pick one case, FDA warned Hims & Hers that statements on their website implying their compounded

therapies had the “same active ingredient” as drugs like Wegovy/Ozempic were false and misbranded ([10]

abcnews.go.com). The core accusation was that compounded products were not FDA-approved and could not

legitimately be marketed as interchangeable with brand-name injectables ([10] abcnews.go.com) ([39] www.fda.gov). A

total of 58 warning letters on Sept. 9 alone addressed exactly these issues for compounded GLP-1 and erectile

dysfunction treatments ([11] www.sheppard.com) ([2] www.kslaw.com).

General Misbranding / False Advertising – Lastly, many letters simply asserted that a promotion was “false or

misleading” under FDA law, without specifying nuance beyond the above categories. This often turned on FD&C Act

§502(a),(bb), which call any advertisement “misbranded” if it is false or misleading in any particular ([39] www.fda.gov).

In effect, FDA took the stance that an advertiser’s failure to meet a single enforcement criterion renders the entire ad

non-compliant and subject to removal.

Taken together, these themes underscore why the FDA felt a crackdown was needed. As one attorney summarized, the

new enforcement letters “signal FDA’s previously stated and growing concern over consumer confusion and medications

that lack FDA approval,” and reflect an intention to hold companies to the letter of the law ([11] www.sheppard.com). Table 2

(below) distills the main requirements and how the ads breached them.

Table 2. Key Advertising Rules vs. Alleged Violations

Requirement Regulation/Guidance Violations in Enforcement Letters Representative Example

Fair Balance (risks

vs benefits)

FD&C Act §502(n); 21 CFR 202.1(e)(5) (risk info must

accompany claims of efficacy) (
[13]

www.pharmaceutical-

technology.com)

Ads touting benefits only, with no or downplayed risks ([34]

worldofdtcmarketing.com) (
[7]

www.biospace.com).

Oprah GLP-1 special omitted thyroid tumor risk

(
[7] www.biospace.com); any benefit-

only TV or social ad.

Adequate Provision
Rule (to be closed)

21 CFR 202.1(e)(7)(viii) (1997 rule allowing risk

summary + telling viewers where to find full label) –

under review

Ads relying on “see website” loophole to avoid showing risk ([40]

www.axios.com) (
[41] www.raps.org).

General practice of footnoted risk; slated by FDA

to be banned.

Major Statement
Clarity

2023 Final Rule カclear, conspicuous, neutral

presentation of risk in TV/radio (
[8]

foleyhoag.com)

Risk statements too fast or obscured by visuals (distracting

audio/animations) (
[9] www.raps.org) (

[8]

foleyhoag.com).

AZ Flumist letter – risk statement rushed,

overshadowed by flashy graphics (
[9]

www.raps.org).

No False/Misleading
Claims

FD&C Act §§502(a), 502(bb) (
[39]

www.fda.gov)

Benefit claims unsupported by evidence; quantifiers (e.g. “100%

healing”) that misstate outcome (
[36]

www.emarketer.com). Ads noted as false/misleading,

triggering misbranding.

J&J Tremfya ad’s “1 in 2 remission 100% healing”

claim (
[36] www.emarketer.com).

Unapproved Drugs
FD&C Act §505 (min. reqs for approval) + misbranding

laws

Promotion of non-FDA-approved treatments to consumers; false

equivalence claims (
[10] abcnews.go.com) (

[2]

www.kslaw.com).

Hims letters – compounded GLP-1 ad claiming

“same as FDA-approved” (
[10]

abcnews.go.com).

Influencer/Other
Media

FDA guidelines & FTC rules (not new law, but enforced

similarly)

Undisclosed sponsored posts; lack of risk in influencer content (
[30]

ciberspring.com) (
[42] ciberspring.com).

(No specific public case reported yet, but FDA

states it is now watching influencer content ([30]

ciberspring.com).)

IntuitionLabs - AI Software for Pharma & Biotech FDA AI Drug Advertising Enforcement & Pharma Compliance

© 2026 IntuitionLabs.ai - North America's Leading AI Software Development Firm for Pharmaceutical & Biotech. All rights

reserved.

Page 6 of

18

https://www.raps.org/resource/this-week-at-fda-fda-s-ad-crackdown-abandoning-ad.html#:~:text=On%20Friday%2C%20FDA%20published%20what,to%20adequately%20understand%20the%20information
https://worldofdtcmarketing.com/heres-a-summary-of-the-recent-fda-letters-to-pharma-companies/#:~:text=1,grabbing%20visuals%2Fmusic%20that%20distract%20from
https://www.biospace.com/policy/fdas-ad-crackdown-targets-novo-lillys-oprah-special-on-glp-1s#:~:text=Writing%20to%20the%20pharma%E2%80%99s%20CEO,appears%20on%20the%20drugs%E2%80%99%20labels
https://worldofdtcmarketing.com/heres-a-summary-of-the-recent-fda-letters-to-pharma-companies/#:~:text=2,PharmExec%2B2RAPS%2B2
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hims-hers-health-inc-dba-hers-716825-09092025#:~:text=its%20labeling%20is%20false%20or,or%20misleading%20in%20any%20particular
https://www.sheppard.com/insights/blogs/fda-unleashes-wave-of-enforcement-the-industry-faces-a-crackdown-on-drug-advertising#:~:text=Notably%2C%20the%20vast%20majority%20of,and%20telehealth%20companies%E2%80%99%20marketing%20practices
https://www.kslaw.com/news-and-insights/2025-year-in-review-fda-drug-and-device-advertising-and-promotion-enforcement#:~:text=The%20remaining%202025%20enforcement%20letters,and%20selective%20androgen%20receptor%20modulators
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hims-hers-health-inc-dba-hers-716825-09092025#:~:text=its%20labeling%20is%20false%20or,or%20misleading%20in%20any%20particular
https://www.sheppard.com/insights/blogs/fda-unleashes-wave-of-enforcement-the-industry-faces-a-crackdown-on-drug-advertising#:~:text=Notably%2C%20the%20vast%20majority%20of,and%20telehealth%20companies%E2%80%99%20marketing%20practices
https://www.pharmaceutical-technology.com/news/fda-chief-blames-decades-of-regulatory-failure-for-misleading-pharma-ads/#:~:text=In%20a%20letter%20published%20in,benefits%2C%20as%20per%20federal%20law
https://www.pharmaceutical-technology.com/news/fda-chief-blames-decades-of-regulatory-failure-for-misleading-pharma-ads/#:~:text=In%20a%20letter%20published%20in,benefits%2C%20as%20per%20federal%20law
https://www.pharmaceutical-technology.com/news/fda-chief-blames-decades-of-regulatory-failure-for-misleading-pharma-ads/#:~:text=In%20a%20letter%20published%20in,benefits%2C%20as%20per%20federal%20law
https://worldofdtcmarketing.com/heres-a-summary-of-the-recent-fda-letters-to-pharma-companies/#:~:text=1,grabbing%20visuals%2Fmusic%20that%20distract%20from
https://worldofdtcmarketing.com/heres-a-summary-of-the-recent-fda-letters-to-pharma-companies/#:~:text=1,grabbing%20visuals%2Fmusic%20that%20distract%20from
https://www.biospace.com/policy/fdas-ad-crackdown-targets-novo-lillys-oprah-special-on-glp-1s#:~:text=Writing%20to%20the%20pharma%E2%80%99s%20CEO,appears%20on%20the%20drugs%E2%80%99%20labels
https://www.biospace.com/policy/fdas-ad-crackdown-targets-novo-lillys-oprah-special-on-glp-1s#:~:text=Writing%20to%20the%20pharma%E2%80%99s%20CEO,appears%20on%20the%20drugs%E2%80%99%20labels
https://www.biospace.com/policy/fdas-ad-crackdown-targets-novo-lillys-oprah-special-on-glp-1s#:~:text=Writing%20to%20the%20pharma%E2%80%99s%20CEO,appears%20on%20the%20drugs%E2%80%99%20labels
https://www.axios.com/2025/09/10/trump-deceptive-pharma-ads-fda-letters#:~:text=,according%20to%20the%20FDA%27s%20statement
https://www.axios.com/2025/09/10/trump-deceptive-pharma-ads-fda-letters#:~:text=,according%20to%20the%20FDA%27s%20statement
https://www.raps.org/resource/this-week-at-fda-fda-s-ad-crackdown-abandoning-ad.html#:~:text=The%20report%20also%20called%20on,the%20complete%20label%20information%20elsewhere
https://foleyhoag.com/news-and-insights/publications/alerts-and-updates/2023/december/fdas-major-statement-the-agencys-recent-direct-to-consumer-ccn-final-rule-q-a-guidance-and-enfor/#:~:text=1,it%20to%20be%20read%20easily
https://foleyhoag.com/news-and-insights/publications/alerts-and-updates/2023/december/fdas-major-statement-the-agencys-recent-direct-to-consumer-ccn-final-rule-q-a-guidance-and-enfor/#:~:text=1,it%20to%20be%20read%20easily
https://www.raps.org/resource/this-week-at-fda-fda-s-ad-crackdown-abandoning-ad.html#:~:text=On%20Friday%2C%20FDA%20published%20what,to%20adequately%20understand%20the%20information
https://foleyhoag.com/news-and-insights/publications/alerts-and-updates/2023/december/fdas-major-statement-the-agencys-recent-direct-to-consumer-ccn-final-rule-q-a-guidance-and-enfor/#:~:text=1,it%20to%20be%20read%20easily
https://foleyhoag.com/news-and-insights/publications/alerts-and-updates/2023/december/fdas-major-statement-the-agencys-recent-direct-to-consumer-ccn-final-rule-q-a-guidance-and-enfor/#:~:text=1,it%20to%20be%20read%20easily
https://www.raps.org/resource/this-week-at-fda-fda-s-ad-crackdown-abandoning-ad.html#:~:text=On%20Friday%2C%20FDA%20published%20what,to%20adequately%20understand%20the%20information
https://www.raps.org/resource/this-week-at-fda-fda-s-ad-crackdown-abandoning-ad.html#:~:text=On%20Friday%2C%20FDA%20published%20what,to%20adequately%20understand%20the%20information
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hims-hers-health-inc-dba-hers-716825-09092025#:~:text=its%20labeling%20is%20false%20or,or%20misleading%20in%20any%20particular
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hims-hers-health-inc-dba-hers-716825-09092025#:~:text=its%20labeling%20is%20false%20or,or%20misleading%20in%20any%20particular
https://www.emarketer.com/content/pharma-tv-ads-face-rising-fda-enforcement/#:~:text=,endpoint%20measured%20remission%2C%20not%20total
https://www.emarketer.com/content/pharma-tv-ads-face-rising-fda-enforcement/#:~:text=,endpoint%20measured%20remission%2C%20not%20total
https://www.emarketer.com/content/pharma-tv-ads-face-rising-fda-enforcement/#:~:text=,endpoint%20measured%20remission%2C%20not%20total
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://www.kslaw.com/news-and-insights/2025-year-in-review-fda-drug-and-device-advertising-and-promotion-enforcement#:~:text=The%20remaining%202025%20enforcement%20letters,and%20selective%20androgen%20receptor%20modulators
https://www.kslaw.com/news-and-insights/2025-year-in-review-fda-drug-and-device-advertising-and-promotion-enforcement#:~:text=The%20remaining%202025%20enforcement%20letters,and%20selective%20androgen%20receptor%20modulators
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://abcnews.go.com/Health/wireStory/fda-takes-aim-hims-telehealth-services-drug-advertising-125627470#:~:text=The%20FDA%20warned%20the%20company,aren%27t%20reviewed%20by%20the%20FDA
https://ciberspring.com/articles/fda-is-using-ai-to-police-drug-advertising-across-social-and-digital-channels/#:~:text=The%20agency%20is%20expanding%20proactive,dark%20ads%2C%20and%20influencer%20content
https://ciberspring.com/articles/fda-is-using-ai-to-police-drug-advertising-across-social-and-digital-channels/#:~:text=The%20agency%20is%20expanding%20proactive,dark%20ads%2C%20and%20influencer%20content
https://ciberspring.com/articles/fda-is-using-ai-to-police-drug-advertising-across-social-and-digital-channels/#:~:text=%2A%20Social,high%20volume%20of%20letters%20and
https://ciberspring.com/articles/fda-is-using-ai-to-police-drug-advertising-across-social-and-digital-channels/#:~:text=The%20agency%20is%20expanding%20proactive,dark%20ads%2C%20and%20influencer%20content
https://ciberspring.com/articles/fda-is-using-ai-to-police-drug-advertising-across-social-and-digital-channels/#:~:text=The%20agency%20is%20expanding%20proactive,dark%20ads%2C%20and%20influencer%20content
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-ai-drug-advertising-enforcement-pharma-compliance.pdf
https://intuitionlabs.ai/articles/fda-ai-drug-advertising-enforcement-compliance?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-ai-drug-advertising-enforcement-pharma-compliance.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-ai-drug-advertising-enforcement-pharma-compliance.pdf


Sources: FDA law and guidances ([13] www.pharmaceutical-technology.com) ([8] foleyhoag.com); FDA enforcement letters ([34]

worldofdtcmarketing.com) ([36] www.emarketer.com) ([10] abcnews.go.com) ([9] www.raps.org).

FDA’s AI-Powered Surveillance of Drug
Advertising
A signature component of the FDA’s strategy is its adoption of artificial intelligence for monitoring promotional
content. FDA officials and legal analysts emphasize that, faced with thousands of ads across TV, print, internet, and

social media, the agency simply cannot rely on old-fashioned methods. Instead, it is moving toward “continuous, tech-

assisted surveillance” for non-compliant claims ([43] ciberspring.com) ([24] www.pharmaceutical-technology.com).

Multiple sources confirm that FDA is already integrating AI and other technologies into this effort. In its announcement,

FDA stated that it will aggressively use “AI and other tech-enabled tools to proactively surveil and review drug ads” ([4]

www.jdsupra.com) ([44] www.linkedin.com). In public interviews and commentaries, FDA attorneys note that “monitoring

thousands of advertisements is a huge challenge” and AI can make it feasible ([45] www.pharmacytimes.com) ([46]

www.pharmacytimes.com). Edgar Asebey, an advertising lawyer, remarks that the FDA is now like “every other industry” in

adopting AI, enabling the agency to flag potential violations of law more efficiently ([3] www.pharmacytimes.com) ([45]

www.pharmacytimes.com). Commissioner Makary similarly announced that the FDA is shifting “from reactive, complaint-

driven oversight to proactive monitoring of pharmaceutical advertising across all media platforms” ([24]

www.pharmaceutical-technology.com).

Concretely, the agency’s AI-driven approach likely involves natural language processing and image analysis to scan

digital content. This would allow the FDA to parse large volumes of text and video transcripts for claims about drugs and

check them against a library of risk information. It could, for instance, automatically detect where key risk terms (like

“boxed warning” or heart attack) are omitted or downplayed. On the visual side, AI could analyze frame-by-frame TV ads

to ensure risk text is legible and not overshadowed by distracting imagery. While the FDA has not disclosed its exact

tools, news coverage describes the concept of a futuristic “surveillance system” that scans social posts, “dark ads,”

influencer videos, chatbots, and other modern formats ([30] ciberspring.com) ([47] ciberspring.com).

By leveraging AI, the FDA can vastly extend its reach. Instead of waiting for an external complaint about a particular ad,

AI can alert regulators to problematic keywords or patterns. For example, if an AI system identifies an influencer post

touting a drug benefit with no mention of warnings, it could flag it for human review. According to the CI Life analysis, FDA

is expressly planning to flag “risky claims, dark ads, and influencer content” on social channels via AI tools ([30]

ciberspring.com). This means that any promotional content – even a TikTok, Instagram story, or sponsored blog post – will

be on FDA’s radar. One expert summarized that the FDA’s new system aims to enforce fair balance by “continuously

monitoring” all promotion at scale ([43] ciberspring.com), a departure from the older model of examining one TV ad at a

time.

The implications of this technological shift are profound. On one hand, it makes FDA surveillance faster and broader
than ever: issues can be detected within days rather than months, and all media are included. Several commentators

predict that within a few years, enforcement letters could even be partially automated, written in part by AI once it spots

an infraction ([5] www.pharmacytimes.com). On the other hand, it creates new uncertainties for industry. Advertisers may

find themselves citing approved information but still having AI highlight subtle problems (for instance, slightly incomplete

risk language) that a human reviewer might have missed. Moreover, as one journal noted, the increasing reliance on AI

reflects that “the FDA’s task has become bigger and bigger” while manpower has not kept pace ([5]

www.pharmacytimes.com).

In short, the FDA’s embrace of AI marks a shift toward high-tech enforcement. Companies cannot presume their ads go

undetected – a social media post, TV ad, or email campaign could now be algorithmically flagged as early as it appears.

Sponsors must anticipate that any claim they make may be subject to rapid computational scrutiny based on evolving
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“known violation” signals. (Like all AI systems, these tools will have to be trained on existing enforcement criteria, so the

pattern of the September 2025 letters is itself shaping the AI’s rulebook.)

Detailed Analysis of Enforcement Findings

Breakdown of Enforcement Letters
As shown in Table 1, the 2025 enforcement letters break down by target. Some key data points:

More than 200 total letters targeting drug promotion violations, the highest annual total in 25 years ([1]

www.kslaw.com) ([2] www.kslaw.com).

74 letters to manufacturers (10 warning, 64 untitled), primarily challenging consumer-directed ads ([1]

www.kslaw.com). These letters cited ads aired on TV or posted online that allegedly misbranded approved drugs.

Notably, 42 of these 74 letters addressed television ads ([1] www.kslaw.com), reflecting the crackdown’s focus on

broadcast DTC.

58 warning letters to compounding/telehealth firms for unapproved substances, all sent on Sept 9 ([2]

www.kslaw.com). This single date represents a mass action against copycat products.

Other warning letters to various online sellers (e.g. weight-loss injection clinics, IUD providers, skin cream vendors)

targeting unapproved or off-label uses ([2] www.kslaw.com). For example, some letters challenged promotion of

injectable “lipolytic” fat-reduction products and selective androgen receptor modulators (SARMs) ([48] www.kslaw.com).

Miscellaneous: A few letters addressed advertising of medical devices or vaccines. WWFIRS discovered one

untitled letter to AstraZeneca for a Flumist vaccine TV ad (the first such CBER ad letter since 2018) ([9] www.raps.org).

While not drug ads per se, they fall under the broader promotional review.

Overall, the numbers tell a clear story: FDA is now sending enforcement letters routinely and in high volume. As noted

by regulatory attorneys, the agency is essentially returning to a 1990s-style enforcement posture — “issuing hundreds of

enforcement letters each year” rather than waiting for a crisis ([49] www.sheppard.com).

Types of Violations Observed
To understand what prompted these letters, we categorize the reported violations by theme (as in Table 2 above).

Detailed examination of sample letters and summaries reveals:

Risk Disclosure Problems: A major theme was that ads inadequately disclosed critical safety information. The FDA requirements

regarding risk information have multiple facets:

The 2023 rule insists that any major statement of risk in a TV/radio ad be given in clear language and in both audio and on-screen text

([8] foleyhoag.com). Violations of this included ads where the voiceover on side effects passed too quickly or without corresponding text

([9] www.raps.org) ([8] foleyhoag.com). For example, FDA faulted an influenza vaccine commercial (Flumist) because the risk portion

was rapid and paired with distracting animation, meaning viewers could not reasonably grasp it ([9] www.raps.org).

Even outside TV, the concept of “fair balance” means web, print, and social ads must similarly present risk. In practice, letters

complained about cases where the benefit claims (e.g. “we help 90% of patients”) had no mention of serious risks in the ad itself ([50]

worldofdtcmarketing.com) ([7] www.biospace.com). In one notable case, both Eli Lilly and Novo Nordisk received letters about the

same televised “Oprah special” on GLP-1 drugs. FDA asserted that the program, which highlighted weight-loss and diabetes benefits, had

created “a misleading impression about safety” by omitting a boxed warning for thyroid cancer (medullary thyroid carcinoma) ([7]

www.biospace.com) ([51] www.fda.gov).
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The classical “adequate provision” loophole (allowing ads to direct viewers elsewhere for full risk info) was effectively closed by the

crackdown. FDA statements stressed that relying on footnoted directives (“go to our website for safety info”) is no longer acceptable ([40]

www.axios.com) ([33] www.raps.org). Thus, letters indicated that simply posting risk text in tiny print or as a fleeting slide was non-

compliant if it did not fulfill the visibility and context requirements ([50] worldofdtcmarketing.com) ([9] www.raps.org).

Misleading Benefit Claims: Several letters tackled outright false or hyperbolic efficacy claims. Under FD&C Act §502(a), any affirmative

claim in promotion must be truthful and supported by evidence. Examples include manufacturer ads stating survival or clearance rates

that did not match clinical results. For instance, an FDA warning to Johnson & Johnson took aim at a Tremfya ad’s claim that “1 out of 2
patients” achieved remission at one year, while “100% visible healing” was used elsewhere. The FDA noted the clinical endpoint was

remission (in about half the participants) – but that claim omitted patients who had dropped out due to lack of effect ([36]

www.emarketer.com). In other words, even statistically true statements can mislead if context is omitted. The letter also flagged the

phrase “100% visible healing” as technically false (the trial did not measure absolute 100% clearance) ([36] www.emarketer.com).

Physical/Design Violations: Some violations were about how ads were physically or graphically laid out. For broadcast ads, the FDA’s

new CCN (Clear, Conspicuous, Neutral) rules mean text size, contrast, and timing matter ([8] foleyhoag.com). A letter to AstraZeneca, for

example, explicitly cited the ad’s “font, color, size, and duration” for the risk text as inadequate ([9] www.raps.org). Similarly, if an ad’s

background music or imagery makes it hard to hear or read the risk, it can be deemed misleading by design. Although these kinds of
violations are new to many marketers, they were central to several recent letters.

Promotion of Unapproved Drugs: Another category was promotion of drugs or treatments that are not FDA-approved. Compounding

pharmacies and telehealth companies were dominant here. The FDA argued that many of these emails and web campaigns effectively

sold unapproved copycat drugs by implying equivalence to FDA-approved therapies. The law here is straightforward: marketing an

unapproved drug or misleadingly likening it to an approved one violates sections 301 and 502 of the FD&C Act ([39] www.fda.gov). For

example, some Hims/Hers letters specifically charged that claiming the compounded formulations had the “exact same active ingredients”

as brand drugs misled consumers, since compounded products do not undergo FDA review ([10] abcnews.go.com) ([39] www.fda.gov).

By alphabet analogy, if a platform advertises “Our generic-like Wegovy” when it really sells a non-FDA-validated compound, that is

considered false advertising.

Social Media and Influencers: Although specific influencer posts have not yet been singled out in public letters, FDA explicitly warned

that social/digital channels are now in play. Analysts note that short-form video (like TikTok/Reels), ephemeral stories, and influencer

partnerships are all “on FDA’s radar” ([42] ciberspring.com) ([41] www.raps.org). Companies should thus assume that any promotional

content—even if it looks like user-generated or editorial—is subject to the same fair-balance rules. Indeed, the HHS/FDA fact sheet on

Sept. 9 specifically mentioned that enforcement will cover “all social media promotional activities” including paid influencers ([52]

www.jdsupra.com). While FTC has long required disclosure of sponsored ads (#ad, etc.), FDA can add the requirement that any drug

benefit claim in such posts also include required risk context.

These categories overlap in practice. For instance, an influencer post that touts weight-loss benefits (benefit buildup) and
fails to mention known side effects (risk omission) effectively violates two rules at once. The breadth of the crackdown

letters indicates that the FDA is treating this systemically: any ad failing any one criterion can be deemed misleading

overall ([39] www.fda.gov). This “cover all bases” approach is a shift from previous practice where FDA might have tolerated

minor technical lapses; now even borderline presentations are being cited.

Case Studies and Examples
To ground the above in concrete terms, we highlight several illustrative cases from the 2025 enforcement:

GlaxoSmithKline (GSK) – Flumist TV Advert (Sep 2025). In what has been reported as the first-ever FDA ad-letter from the biologics

center, AstraZeneca’s GSK/Flumist vaccine commercial was flagged for its poorly presented risk statement ([9] www.raps.org). The letter

noted that when the ad showed the list of common side effects in scrolling text, the voice-over read it so quickly (and with upbeat

imagery) that viewers could not absorb the information. This letter underscores that even vaccine commercials fall under direct scrutiny,
and that readability and pacing of risk text matter.
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Novo Nordisk & Eli Lilly – “Oprah Special” (Weight-Loss Drugs). Both companies were cited over a televised event featuring Oprah

Winfrey (March 2024) on the obesity “glp-1 revolution” ([7] www.biospace.com). FDA treated the 42-minute special as promotional

content. In particular, Novo Nordisk’s letter (dated Sept 9, 2025) found that the program’s doctors and executives (some paid by pharma)

highlighted benefits of Wegovy/Ozempic without giving a fair account of risks ([7] www.biospace.com) ([35] www.fda.gov). The FDA

pointed out that the program omitted mention of the insulinoma/thyroid tumor risk (via MEN2)—a contraindication on their labels ([7]

www.biospace.com) ([51] www.fda.gov). Similarly, Lilly’s letter to its CEO David Ricks criticized an ad segment for Mounjaro/Zepbound

that failed to disclose the complete boxed warning for multiple endocrine neoplasia ([7] www.biospace.com). (In sum, the agencies

claimed the opera special “shame, blame, and weight-loss” was a deceptive advertisement for GLP-1s without balanced safety

information.)

Hims & Hers (Telehealth/Compounding). On Sept 9, 2025, FDA posted warning letters to Hims, Hers, and related telehealth affiliates

([10] abcnews.go.com). The agency’s focus was on language equating compounded offerings to FDA-approved drugs. For instance,

Hims was cited for website statements implying that its custom-made formulations had the “same active ingredients” as Wegovy or

Ozempic ([10] abcnews.go.com). The FDA letter bluntly noted: “Your claims imply that your products are the same as an FDA-approved

product when they are not” ([53] abcnews.go.com). These letters are part of at least 58 directed on Sept 9 at companies marketing off-

label compounded GLP-1 and erectile dysfunction therapies ([2] www.kslaw.com). The Hims & Hers letter also mentioned that their site

does note that compounds are not FDA-approved, but this fine-print disclaimer was not enough to render the promotional message

truthful ([54] abcnews.go.com).

Johnson & Johnson – Tremfya (Psoriasis drug). In February 2026, FDA sent a warning letter to Janssen (J&J) about a Tremfya

television advertisement that aired in late 2025 ([36] www.emarketer.com). The crux was the way clinical trial data were presented. The

ad claimed “1 out of 2 patients” achieved remission, disregarding patients who initially failed to respond. It also proclaimed “100% visible

healing,” an embellishment given that the trial endpoint was remission, not full clearance ([36] www.emarketer.com). FDA ruled these

statements false or misleading. This example shows that even accurate statistics can be deceptive if framed incorrectly.

Ouaiitis/Ceramides (Hair Products). (Hypothetical but drawn from similar cases) Imagine an enzyme shampoo ad claiming “clinically
proven to regrow hair” based on a small, uncontrolled study. The FDA would treat this as an overreach beyond the evidence. Letters in

2025 similarly targeted unproven benefit claims for nutritional hair-loss supplements on social media, citing them as unsupportable health

claims.

Each case above was documented via a formal letter on the FDA website. These examples convey to industry that no ad
is too big or too small to escape the FDA’s notice. Even a glossy prime-time special, a Super Bowl telecast, or a

grassroots influencer post can trigger enforcement if found unbalanced by the newly vigilant regulator.

Implications for Pharmaceutical Commercial
Teams
The FDA’s AI-driven crackdown has immediate and far-reaching implications for pharmaceutical marketing and

promotional operations. Companies and agencies responsible for creating ads must reassess processes at every step.

Below we outline what marketing/regulatory teams must know and do under this new regime:

Embed FDA Compliance Early: Given FDA’s rapid surveillance, companies cannot treat compliance review as the final step.

Advertisements should be designed from the ground up to meet FDA standards. Experts recommend involving regulatory/legal counsel at
the ideation stage. As one FDA attorney advises, firms should “read the rule” and ensure their plans satisfy all “five components” of

compliant DTC ads (the balance of claims, legible major statements, etc.) per the 2023 final rule ([55] www.pharmacytimes.com).

Essentially, every slogan, visual, and claim must be vetted for fair balance and accuracy before public release.
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Risk Disclosure Must Be Prominent and Integrated: Teams must ensure that benefit claims never outshine risk claims in any

format. In TV and video ads, this means following the new “dual modality” requirement: when the voiceover lists side effects, those same

words must appear on-screen in readable text ([8] foleyhoag.com). The text should be large enough, high-contrast, and shown long

enough so a viewer can read it ([56] foleyhoag.com). Practically, a risk statement should always occupy a significant on-screen

presence, not a quick flash. Artwork and sound design must be chosen to avoid drowning out safety information. For print and digital ads,

the attorney in charge should confirm that each claim is matched by a balanced caution in the same space (not hidden behind a “see

website” note, which may no longer suffice ([40] www.axios.com)).

Review All Media Channels: Marketing teams must expand their compliance sweeps beyond traditional TV/print to include social
media, influencer campaigns, company websites, and even teleconferences or webinars. If an ad appears on a platform, it is

subject to FDA rules. For social media, it’s crucial to ensure that posts or videos containing drug claims also include at least text or

images conveying the major safety message. Similarly, any sponsored influencer content must properly disclose the drug name and key

risks, not just benefits. The FDA has indicated it will apply the same standards of truthfulness to new formats ([42] ciberspring.com) ([2]

www.kslaw.com). Teams should audit company social feeds and media buy content to verify compliance.

Maintain Documentation and Pre-Review: Although submission of DTC ad copy to FDA remains voluntary (except for certain paid

spokespeople provisions), company dossiers should be kept up to date. As one marketer noted, many companies did voluntarily submit

their campaigns for feedback in the past. Under current scrutiny, keeping a record of all creative and training internal reviewers

(regulatory specialists) to spot issues is prudent. Use of automated compliance tools (including AI software that screen text for overruns)
may become necessary. The objective is not just a 15-day response after a letter, but ideally to catch and correct any regulatory gaps

before launch.

Be Prepared to Respond Quickly: If an FDA Warning or Untitled Letter arrives, teams should act with urgency. The FDA expects a

corrective action plan within 15 business days ([32] www.pharmacytimes.com). Companies should have a process in place to

convene cross-functional (marketing, legal, regulatory) staff immediately. Early communication with FDA is advisable to demonstrate

cooperation. The tone across many experts is that the FDA is less interested in punishing than in firm compliance. However, the letters

are “very serious communication [s]” that regulatory science requires correction ([32] www.pharmacytimes.com). Ignoring or delaying

can risk more stringent action.

Expect Policy and Legal Changes: Commercial teams must monitor forthcoming rulemakings. FDA has signaled that by mid-2026 there

will likely be new regulations redefining risk disclosure requirements. For instance, there is talk of eliminating “adequate provision”

entirely, which would force full summary of risks in ads ([27] www.fda.gov) ([57] www.raps.org). They should also watch for any changes

in influencer/ad policy (FDA has solicited comments on social media ads). Legal counsel may want to engage in trade associations or

AAPS/FDA comment processes to shape these rules.

Use AI for Self-Compliance: It may seem ironic, but as FDA deploys AI, companies should too. Some pharma firms are exploring

internal AI to scan scripts and web content for missing risk terms or flagged language. Hiring AI-based compliance-check services (a

growing industry) can help pre-clear copy. This way, marketing can be assured that what they publish will likely pass an AI screening
similar to FDA’s. While human review remains essential, AI can catch low-hanging errors.

Brand and Messaging Adjustments: In light of the crackdown, companies should be cautious with overt promotional messaging. Short-

term, some may reduce the number of benefit-heavy ads. Longer-term, industry may shift more marketing resources to point-of-care
(HCP) communications and disease awareness (which have albeit different rules) until clearer guidelines emerge. Creative teams may

pivot to emphasize lifestyle messages or generic disease information that falls outside prescription promotion rules. (Interestingly, FDA’s

initiative aligns with the administration’s promotion of preventive health and lifestyle changes ([58] www.pharmaceutical-

technology.com).)

Training and Culture Change: Finally, an FDA lawyer suggests that companies rally their in-house legal and regulatory affairs
teams to re-train sales and marketing on compliance standards. The days of assuming ads meet FDA standards “because we ran them

for years” are over. Instead, a culture of skeptical review is needed. Workshops to walk through past warning letters (many of which are

public) can sensitize teams to the minutiae regulators now care about. Agencies and contractors should likewise be educated.

In summary, pharmaceutical commercial groups must treat advertising law as a front-line strategic consideration. It is no

longer an afterthought or a checkbox but a significant driver of campaign design. The FDA’s stance is that there should

be “no surprise” non-compliance in any campaign ([5] www.pharmacytimes.com) ([33] www.raps.org). Proactivity, meticulous

risk communication, and agility in adjusting messages are the new normal. In the view of one legal analyst, pharma “will

need to brace” for this heightened enforcement and adapt accordingly ([4] www.jdsupra.com) ([5] www.pharmacytimes.com).
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Data and Trends Supporting the Crackdown
Beyond individual letters, the crackdown can be understood through data points and trends:

Historical Enforcement Levels: Prior to 2025, FDA’s advertising enforcement was minimal. The Axios news report bluntly notes that

FDA had planned to send 100 letters in 2025, but in practice 1 in 2023 and 0 in 2024 ([14] www.linkedin.com). King & Spalding confirms

that of 74 letters to manufacturers in 2025, only 5 occurred before Sept. 9 ([1] www.kslaw.com). This dramatic jump is being interpreted

as a return to higher enforcement volumes. Indeed, K&S reports that 2025’s total of 200+ advertising letters is “the highest annual total in

nearly 25 years” ([1] www.kslaw.com).

Prevalence of Risk Omission in Ads: The FDA itself cited published research showing the imbalance in drug advertising content ([17]

www.fda.gov). Key figures: 100% of sampled pharma social posts highlighted benefits, whereas only 33% mentioned harms ([17]

www.fda.gov). Also, 88% of top-selling drug ads were posted by sources that did not meet FDA fair-balance guidelines ([17]

www.fda.gov). Such stark statistics underscore why FDA says ads have been routinely misleading.

Marketing Spend: Executives have publicly noted the scale of DTC marketing budgets. Commissioner Makary pointed out that drug

companies may spend up to 25% of sales on advertising ([16] www.fda.gov). While industry uses ads to educate, this number adds

weight to the argument that agencies should leverage more of those resources for R&D or patient support rather than heavy promotions.

The high spend also means any advertising violation is a large-scale communication, justifying FDA’s investment in oversight.

Media Attention: News coverage peaked around the enforcement actions, reflecting the broad interest. Major outlets (AP News ([59]

abcnews.go.com), Axios ([60] www.axios.com), TIME, CNBC, etc.) carried stories on the FDA’s initiative. This media traction itself

sends a message that regulatory/environmental focus has changed. Industry trade media (PharmaTimes, Pharmaceutical Technology)
quoted FDA executives and broke down trends in letters (e.g. with interactive graphics or spreadsheets). For example, Pharmaceutical

Technology highlighted Makary’s call for “proactive monitoring” in an editorial-style piece ([24] www.pharmaceutical-technology.com),

reinforcing the narrative.

Enforcement Themes Over Time: Compare to a year earlier, when FDA enforcement of advertising was essentially dormant. In late
2024, the agency was focused on internal reform (new DTC rule, user fees, etc.) rather than consumer ads. The sudden pivot – from

FY2024’s handful of ad-related letters to FY2025’s deluge – suggests a deliberate reprioritization top-down. Annual “scorecards” by

organizations like RAPS confirmed that from 2010s through early 2020s, advertising letters were rare, whereas 2025 broke that trend.

These data points—enforcement counts, spending levels, studies of ad content, and public policy pronouncements—

contextualize the crackdown. They show that the FDA’s current actions are not isolated events, but part of a systematic

campaign justified by demonstrable gaps in ad compliance. For pharma companies, the takeaway is that regulatory

scrutiny is now based on hard business realities as well as statutory law.

Implications and Future Directions
The FDA’s use of AI monitoring and voluminous enforcement letters marks a watershed with lasting consequences.

Below we discuss several future-oriented implications:

1. Elevated Compliance Burden: Pharmaceutical companies will face substantially higher compliance costs. Every

advertising concept will require more rigorous review, and likely new content approval workflows must be instituted.

Marketing budgets may need to be reallocated to fund these processes (legal review, internal compliance staff, AI

screening tools). It is reasonable to expect slower campaign rollouts and more careful language choices. In the long run,

some companies may reduce the volume of DTC ads or shift emphasis to less-regulated areas (disease education, HCP

marketing) to manage risk.

2. Legal and First Amendment Challenges: The promised rulemaking (e.g. requiring more risk info in ads) will almost

certainly face court challenges. Advertising is commercial speech protected by the First Amendment, and industry groups

have already signaled concern. Companies should prepare for litigation around any new mandates that go “beyond

existing framework” as one analysis notes ([61] www.jdsupra.com). Meanwhile, the just-completed enforcement letters
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provide a record of current standards that could become the basis for legal arguments (in both directions). For example, if

FDA’s future rules seek to ban “misleading” claims such as those cited here, misbranding cases might wind up in courts

to define the boundaries of false advertising law. In any regulatory hearing or public comment, pharma should monitor

and potentially contest aspects that overreach.

3. Ongoing AI Use by FDA and Tech Evolution: FDA’s AI program will presumably grow. We may see pilot programs

specifically targeting new media (e.g. TikTok scanning) or machine-learning systems trained on the language of the

issued letters. The technology itself will evolve: image-recognition, deep learning, and data analytics could enable

detection of more nuanced compliance signals (for instance, analyzing user comments or sentiment around pharma

posts as indirect evidence of misleading claims). Commercial teams might anticipate these developments by

collaborating with IT teams to apply AI for their internal compliance. If a company’s AI flagging a post generates a certain

“risk score,” the marketing team can triage high-risk content proactively.

4. Changes in Industry Behavior: The crackdown may have a chilling effect on borderline promotional content.

Companies may steer away from any advertising that could even tangentially violate the new norms. For example, bids to

be the “first” to highlight a new study might be deferred until an FDA consultation is held. Marketing creativity might shift

from making bold claims to using more general, less specific messaging. Conversely, we might see a clean-up of overly

flashy ads that were once common. Some analysts suggest marketing will become less appealing visually, as designs

become more overtly compliant (clear backgrounds for risk text, slower pacing).

5. Patient and Public Impact: FDA and HHS justify the crackdown on public health grounds. The expectation is that

better-balanced ads will lead to more informed patients and healthier prescribing. One perspective is that consumers

should see fair risk disclosures, and that social benefits (Safer medication use, lowered medicalization) justify stricter

rules. In contrast, some critics argue that given drug ads can also raise awareness of treatments, too-heavy restrictions

could dampen needed information. These debates will influence future policy as well.

6. Integration with Other Regulators: The FDA campaign is likely to involve other agencies. Already the HHS press

release specifically mentioned FTC collaboration on influencer enforcement ([47] ciberspring.com). We may see joint FDA-

FTC workgroups on online drug ads. International regulators may take note: for instance, Canada may review its more

restrictive DTC policy if U.S. enforcement intensifies.

7. Impact on Drug Pricing Debate: As FDA Commissioner Makary hinted, billions shift from marketing might have

consumer benefits (lower prices) ([16] www.fda.gov). Politically, the crackdown ties into the narrative of sharing drug

industry wealth. We could see further policy coupling between ad rules and pricing (e.g. limiting ad budgets could

become part of future legislation).

Case Example – The Future of DTC Ads: Consider GLP-1 (weight-loss) ads as a gauge. Before 2025, companies

freely advertised these drugs to hype weight loss. Now, any GLP-1 DTC ad will be dissected: it must mention heart risks,

cancer risks, and must not oversell extra-label use. Future GLP-1 campaigns might instead emphasize disease

awareness (e.g. “Ask your doctor if weight-loss treatments are right for you”) rather than highlighting brand benefits. In

this way, the FDA enforcement could indirectly reshape ad strategies.

In sum, the FDA’s actions signal that compliance failures in advertising will no longer be tolerated. For commercial teams,

the landscape has shifted permanently. They must stay ahead of evolving regulations and potentially rethink their
approach to marketing. The emphasis on AI and data analysis by FDA also suggests that promotional decisions must

be informed by analytics and science just as drug development is. As one expert put it, we can expect a new era of

“proactive oversight” where advertising is subjected to a level of scrutiny akin to pharmacovigilance ([5]

www.pharmacytimes.com) ([24] www.pharmaceutical-technology.com).

Conclusion
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In late 2025, the FDA fundamentally altered the enforcement environment for pharmaceutical advertising. By harnessing

AI and issuing hundreds of enforcement letters, the agency made clear that drug promotion will be monitored with
unprecedented rigor. The implications are wide-ranging: companies must now treat every advertisement as a

compliance document, ensure absolute fair balance, and be ready to justify every claim. Historical laxity is over – the FDA

is reclaiming its traditional role of policing promotional content.

This report has examined the full scope of that shift. Historically rooted requirements (fair balance, no false claims)

remain intact, but enforcement style and tools have changed. AI’s advent means companies are racing into a data-driven

oversight era; rules on “adequate provision” and digital ads are evolving; and case law may soon catch up with these

trends. For commercial teams, the concrete advice is to integrate regulatory counsel, deploy in-house checks, and adopt

a “failure-is-not-an-option” stance on compliance.

Looking ahead, pharmaceutical marketers should anticipate that the current enforcement wave will persist. Analysts

expect that by 2026 and beyond more ads (especially on social media) will be flagged, and regulators may publish new

guidance or rules codifying today’s crackdown rhetoric. Companies should consider building their own AI tools to mirror

FDA’s monitoring, creating dashboards of compliance metrics. At the same time, firms should engage policymakers and

FDA to clarify rules – for example, providing feedback on what “adequate provision closure” will concretely mean.

Ultimately, the goal of these reforms is to protect patients by ensuring people see balanced, truthful drug information.

Whether one agrees with the scope of FDA’s crackdown or views it as heavy-handed, the new reality is that

pharmaceutical advertising has become a high-exposure compliance arena. Commercial teams that adapt swiftly – by

tightening oversight, investing in transparency, and collaborating with regulators – will be in the best position to survive

and even leverage this change. As FDA Commissioner Makary put it, the agency is moving to correct “decades of

regulatory failure” ([24] www.pharmaceutical-technology.com). In this new era, pharmaceutical marketers must adjust to a

landscape where “nothing can be taken for granted” in drug advertising.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations

or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information

contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable

for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising

from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. AI-generated content may

contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their

respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these

names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading AI software development firm specializing exclusively in pharmaceutical and biotech

companies. As the premier US-based AI software development company for drug development and commercialization, we deliver

cutting-edge custom AI applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and

regulatory compliance software. Founded in 2023 by Adrien Laurent, a top AI expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult

with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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