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Pharmaceutical Marketing in the U.S. vs.
Traditional Industries

Introduction: Pharmaceutical marketing in the United States operates under unique constraints
and multi-layered strategies that set it apart from traditional consumer marketing. Unlike typical
retail products that can be freely advertised directly to consumers, prescription drugs have
multiple target audiences (patients, healthcare professionals, and payers) and are subject to
strict regulations. This article explains how U.S. pharma marketing works, who the key players
are, how the FDA and FTC regulate advertising, what promotional tactics are allowed or
disallowed, and the compliance frameworks in place. Real-world examples and case references
are included to illustrate these concepts in practice, with a focus solely on the U.S. market.

Key Players in U.S. Pharmaceutical Marketing

(Intersection of the 4 P's in healthcare infographic - Clarity Quest) An illustration of the
interconnected roles of pharmaceutical companies (“Pharma”), healthcare providers, payers
(insurers/PBMs), and patients in the U.S. healthcare ecosystem. In pharma marketing, patients
(consumers) are influenced both directly via ads and indirectly through providers (HCPs) who
prescribe, while payers (insurance companies/PBMs) determine access and coverage.

Healthcare Professionals (HCPs): Physicians and other prescribers are a primary focus of
pharmaceutical marketing. Traditionally, pharma companies deploy sales representatives to
educate doctors about new drugs, provide clinical data, and offer samples. The goal is to
influence physicians’ prescribing decisions. Unlike traditional industries where marketing targets
the end-user, pharma must convince providers as gatekeepers to choose their product for
patients. Marketing tactics include in-person sales visits (“detailing”), medical conference
presentations, ads in medical journals, and sponsoring continuing medical education — all of
which must present truthful, on-label information with appropriate balance of risks and benefits
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). For example, a pharma sales aid
cannot claim a drug is better than a competitor without robust head-to-head trial evidence, as
making unproven superiority claims would be considered false or misleading (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA).

Patients and Direct-to-Consumer (DTC) Advertising: In the U.S., pharmaceutical companies
market directly to consumers through TV commercials, print ads, and increasingly digital
media. This DTC advertising is unusual - the United States and New Zealand are the only two
countries that allow direct advertising of prescription drugs to the general public (The Price of
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Pharma Promotion - Leader’s Edge Magazine). The idea is to encourage patients to “ask your
doctor” about a medication. DTC ads raise disease awareness and brand recognition among
consumers, effectively creating patient demand. For instance, primetime TV commercials for
drugs treating chronic conditions (like an eczema drug promising clearer skin) urge viewers to
talk to their doctor, while rapidly listing side effects in compliance with FDA requirements (The
Price of Pharma Promotion - Leader's Edge Magazine) (The Price of Pharma Promotion -
Leader’s Edge Magazine). Importantly, any product-claim DTC ad must include a “fair
balance” of information - it can describe a drug’s benefits only if it also clearly communicates
its risks (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA)
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). Omission of major
side effects or overstating benefits in consumer ads is prohibited. (A notable example was an
Instagram post by a celebrity promoting a morning-sickness drug without mentioning risks; the
FDA issued a warning letter for the misleading omission of risk information (FDA Advertising
and Promotion Enforcement Activities: Update - Covington & Burling LLP).)

Payers and PBMs: Another critical difference from traditional industries is the role of insurance
payers and pharmacy benefit managers (PBMs) in pharma marketing. Payers (like private
insurers or government programs) and PBMs (companies that manage drug formularies and
negotiate drug prices on behalf of insurers) heavily influence which drugs are reimbursed or
preferred. Pharmaceutical companies must therefore market the economic and clinical value of
their products to these stakeholders. This is often done through “market access” teams that
engage payers by presenting pharmacoeconomic studies, budget impact models, and outcomes
data. While not advertising in the public sense, these B2B communications aim to secure
favorable formulary placement (so that, for example, an insurer will cover Drug A over
alternatives). Companies may negotiate rebates or discounts with PBMs — practices governed by
safe harbor regulations under the federal Anti-Kickback Statute (Pharmaceutical Advertising
Laws and Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA) — essentially volume-based discounts that, if properly
structured, are legal incentives for PBMs to prefer a drug. In short, success in pharma often
requires not just persuading doctors and patients, but convincing payers/PBMs that a drug
should be accessible and affordable. This multi-layer marketing approach (HCPs, patients,
and payers) is far more complex than in traditional industries where a product maker usually
markets directly to the consumer or buyer without these intermediaries.

Pharmaceutical vs. Traditional Marketing: In summary, U.S. pharmaceutical marketing must
navigate a three-pronged market. The pharmaceutical company doesn't sell an asthma inhaler
the way a tech company sells a smartphone directly to a user; instead, it must promote the
inhaler’s clinical merits to doctors, its benefits (and disclaimers) to patients via DTC ads, and its
cost-effectiveness to the insurance/PBM system that ultimately pays the bills. All of this happens
under a much stricter regulatory microscope than ordinary consumer advertising. The presence
of these key players — HCPs, patients, and payers - in the prescribing and payment process is a
defining feature that differentiates pharma marketing strategies from those in traditional
industries.
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Regulatory Oversight: Role of FDA and FTC

Pharmaceutical promotions are among the most regulated forms of advertising in the U.S. The
Food and Drug Administration (FDA) and the Federal Trade Commission (FTC) are the two
key regulators, with distinct roles:

e FDA - Primary Regulator for Prescription Drug Advertising: The FDA, under authority of the
Federal Food, Drug, and Cosmetic Act (FDCA), oversees prescription drug advertising to ensure that
any claims are truthful, scientifically substantiated, and balanced with risk information
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). The FDA's Office of Prescription Drug
Promotion (OPDP) is specifically tasked with reviewing pharma promotional materials and can issue
enforcement letters if a drug ad is false or misleading. Prescription drug ads must not be false or
misleading in any respect, and cannot omit material facts (such as major risks) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA). For example, an FDA regulation explicitly deems an ad
misleading if it suggests a drug is safer or more effective than has been demonstrated by substantial
evidence (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). The FDA
requires a "true statement” of information in brief summary about a drug'’s side effects,
contraindications, and effectiveness in any advertisement that makes claims about the drug
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). In practice, this means
print ads include the familiar fine-print pages of prescribing information, and broadcast ads must
allocate time to major side effects (“major statement”) and direct viewers to more information (via a
website, toll-free number, etc.) (Pharmaceutical Advertising Laws and Regulations Report 2024-
2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). The FDA
does not pre-approve most advertising (companies do not have to get an FDA “OK" before running
an ad, except in specific cases), but companies are required to submit all promotional materials to
FDA at the time of first use on Form FDA-2253 (FDA Advertising and Promotion Enforcement
Activities: Update - Covington & Burling LLP). OPDP monitors ads in the marketplace and will
intervene with notices or warning letters if a promotion violates the rules. (For instance, in 2023 the
FDA warned AstraZeneca that a brochure for Breztri inhaler misbranded the drug by implying
unproven mortality benefits, violating the standard of substantial evidence (FDA Advertising and
Promotion Enforcement Activities: Update - Covington & Burling LLP) (FDA Advertising and
Promotion Enforcement Activities: Update - Covington & Burling LLP).)
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e FTC - Overseer of Non-Prescription Drug Advertising and General Truth-in-Ad Claims: The
Federal Trade Commission regulates advertising for non-prescription (over-the-counter, OTC)
drugs, as well as general consumer protection in advertising. By longstanding jurisdictional
arrangement, the FTC has primary authority over OTC drug advertisements, using its mandate to
police deceptive or unfair advertising practices (Pharmaceutical Advertising Laws and Regulations
Report 2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025
USA). U.S. law (15 U.S.C. §852-57) prohibits false or misleading ads likely to induce the purchase of
food, drugs, devices, or cosmetics, enforced by the FTC (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA). Thus, a misleading claim in a cold medicine TV commercial, for
example, would typically fall under the FTC's purview. For prescription drugs, the FTC’s role is
more limited but not absent — the FTC can act on aspects like advertisements that involve pricing
claims, guarantees, or limited-time offers to consumers (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA). In such cases, even if the product is prescription, the FTC's
truth-in-advertising standards apply alongside FDA's regulations. Overall, the FDA focuses on the
medical accuracy and safety-related content of pharma ads, while the FTC focuses on protecting
consumers from deceptive marketing practices more broadly. Both agencies coordinate to ensure
pharmaceutical promotions don’t mislead the public.

Regulatory Example — DTC TV Ad Standards: A useful illustration of FDA's regulatory role is
the standard for TV drug commercials. In late 2023, the FDA finalized a rule specifying how the
"major statement” of risks in DTC TV/radio ads must be presented “clear, conspicuous, and
neutral,” including requirements to show risk info in both audio and text on screen
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). This was in response to concerns
that risk disclosures were often rushed or overshadowed by imagery. The rule underscores how
the FDA actively fine-tunes advertising requirements to protect consumers, something far more
intensive than in traditional industries. In contrast, a typical consumer product ad (say for a
beverage or gadget) simply must avoid false claims (FTC oversight), but doesn’t require
balanced disclosure of risks because such products aren’t high-risk treatments.

Allowed vs. Disallowed Marketing Practices in Pharma

U.S. law draws a sharp line between what is permitted and prohibited in pharmaceutical
promotion. Key distinctions include branded vs. unbranded communications, different rules
for DTC vs. HCP advertising, and strict prohibitions on certain content (like off-label claims).
Below, we break down major categories:

Branded vs. Unbranded Promotion

Branded Promotion: This refers to advertising or promotional activity that names a specific
drug (brand name or generic name) and makes claims about its use. Branded promotions -
whether in a medical journal ad, a sales brochure, or a TV commercial - must stay within the
boundaries of the drug’s FDA-approved prescribing information. All claims about the drug’s
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efficacy or safety have to be supported by the evidence that's in its approved label or otherwise
consistent with it (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA).
Any "off-label” claim (promoting an unapproved use) is strictly disallowed - doing so can
render the product “misbranded” under the law. Branded ads also must include the drug's
established name, and (for print/broadcast ads) a "brief summary” or “major statement” of risks,
as described earlier (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA)
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). Fair balance is a
fundamental requirement: the presentation of efficacy must be accompanied by an equally
thorough presentation of risks (Pharmaceutical Advertising Laws and Regulations Report 2024-
2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). For
example, if a brochure spends two pages on a drug'’s benefits but hides side effects in tiny text
on the back, the FDA would likely consider it imbalanced and misleading. Branded promotions
are the most tightly regulated, because they are essentially advertisements for a specific
prescription drug.

Unbranded (Disease Awareness) Promotion: Pharmaceutical companies also engage in
marketing that does not mention a product’s name - often called disease awareness or
unbranded campaigns. These can include sponsoring public health campaigns about a disease
or running ads that describe a medical condition and urge patients to “talk to your doctor”
without naming a treatment. Such communications are generally allowed because they are not
considered drug "advertising” per se (since no product is mentioned, they fall outside FDA's
drug ad regulations) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025
USA). Unbranded campaigns can educate patients about under-diagnosed conditions (e.g.,
signs of depression or a new therapeutic area) and indirectly increase the market for a
company'’s drug that treats that condition. However, there are important caveats: if a so-
called "disease awareness” ad is too closely linked to the company’s product (for instance, timed
and framed in a way to obviously promote a soon-to-be-launched drug), the FDA may view it as
“de facto advertising for a specific product”, which is not allowed (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). Companies must ensure their
unbranded efforts are framed broadly and not too narrow or suggestive of one particular
medication. In practice, unbranded promotions should be clearly separate in appearance from
any branded messaging by that company (Pharmaceutical Advertising Laws and Regulations
Report 2024-2025 USA). This balance allows pharma firms to contribute to public health
awareness while preventing them from using disease campaigns as a loophole for covert product
promotion.

Direct-to-Consumer (DTC) Advertising

Scope and Uniqueness: DTC advertising refers to pharma companies promoting prescription
drugs directly to consumer audiences (patients) via mass media. The U.S. is one of the only
countries that permits this practice (The Price of Pharma Promotion - Leader’s Edge Magazine),
making it a hallmark of American pharma marketing. Common DTC channels include television
commercials, magazine/newspaper ads, online ads, and social media. DTC ads are effective at
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raising patient awareness — for example, a patient with chronic migraines might see an ad
about a new prevention therapy and ask their doctor if it's right for them. From a marketing
strategy standpoint, DTC can create patient pull for a product (whereas HCP marketing is more
of a push through prescribers).

Types of DTC Ads: The FDA recognizes three types of ads directed at consumers (The Price of
Pharma Promotion - Leader's Edge Magazine):

¢ Product Claim Ads: These are the most common DTC ads - they name a drug and its indication
and typically discuss benefits and risks. Because they make claims, they are subject to the full FDA
advertising rules. A product-claim TV ad, for instance, will show the drug'’s brand name (and generic
name), state its approved use, perhaps show happy patients, and mention benefits; it must also
include major side effects and contraindications in the audio/text (the “major statement”) and
give a source for the full prescribing information (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report
2024-2025 USA). In print, it must include the fine-print “brief summary” of all important risks
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). The content must be
accurate and not misleading. Fair balance is mandatory, so the ad cannot emphasize efficacy while
downplaying side effects. The FDA actively monitors these ads — a recent analysis showed pharma
spending on DTC product claim ads reached a record $7.6 billion in 2022 (The Price of Pharma
Promotion - Leader's Edge Magazine) (The Price of Pharma Promotion - Leader's Edge Magazine),
illustrating how pervasive these ads are on U.S. airwaves.

¢ Reminder Ads: These ads mention a drug’s name (usually brand name) but make no claims about
its use or benefits. For example, a brief TV spot might simply say “Ask your doctor if DrugX is right
for you" without saying what DrugX treats. Because no indication or efficacy claim is stated, the FDA
does not require risk disclosures in reminder ads (The Price of Pharma Promotion - Leader’s Edge
Magazine). However, reminder ads are not allowed for drugs with a “black box" warning (a serious
safety warning in their labeling) — those products must always be advertised with appropriate risk
context. Reminder ads have been less common in recent years, and companies often use them in
targeted channels (like medical journals or sponsor banners) simply to keep a product name
recognition high.

¢ Help-Seeking Ads: These are disease or condition awareness ads directed at consumers, which
do not mention a specific drug. For example, an ad might say “Do you suffer from frequent
heartburn? You might have acid reflux disease — talk to your doctor about treatments that can help.”
These ads encourage people to seek medical advice without referencing a particular product, so
they are not regulated as drug advertisements by the FDA (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA). Help-seeking ads can be useful for educating the public about
health conditions and prompting diagnoses. Pharmaceutical sponsors use them to build awareness
of a condition that their drug treats, especially if the condition is underdiagnosed. The restriction is
that a help-seeking ad truly must not mention or imply the company’s drug — otherwise it crosses
into advertising territory. As noted, the FDA advises that disease awareness ads should not be so
narrowly tailored that they, in effect, become an ad for the drug (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA).
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What's Not Allowed in DTC: In DTC advertising, everything said (or depicted) must adhere
to the approved labeling. Companies cannot advertise a prescription drug for uses other than
those approved by FDA (no off-label promotion to consumers). They also cannot make false or
unsubstantiated claims. For instance, a DTC ad cannot claim a drug “works in 5 minutes”
unless that speed is supported by evidence or FDA-approved labeling. All visuals and language
must not misleadingly minimize risks — e.g., showing overly carefree imagery during the side
effect narration could draw scrutiny if it's seen as downplaying serious risks. A real-world case in
2023 involved a Facebook ad for a birth control pill (Slynd) that touted benefits (“estrogen-free
birth control with periods on a schedule”) but failed to mention any risks; OPDP issued an
enforcement letter calling the ad false or misleading for omitting material risk information and
overstating efficacy (FDA Advertising and Promotion Enforcement Activities: Update - Covington
& Burling LLP) (FDA Advertising and Promotion Enforcement Activities: Update - Covington &
Burling LLP). The post had to be taken down and corrected. Such actions underscore that
omission of risk info or overstating benefits in DTC ads is strictly disallowed (FDA
Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP).

Finally, it's worth noting that while consumers see and hear the direct appeals in DTC ads, the
ultimate prescription decision still lies with HCPs. DTC marketing is a supplement to, not a
replacement for, professional marketing — its power lies in motivating patients to initiate
conversations with providers, who then make evidence-based decisions. This dynamic is unique
to pharma; a car company’s ad can directly lead a customer to purchase, but a drug ad only
leads a patient to a doctor’s office, where the doctor’s judgment prevails.

Marketing to Healthcare Professionals (HCPs)

Promoting to healthcare professionals — physicians, nurse practitioners, pharmacists, etc. — is
a core part of pharma marketing and is governed by both FDA rules and self-regulatory codes of
conduct. Promotion to HCPs takes many forms: sales representative visits to clinics (often
providing brochures and free sample medications), sponsorship of medical education programs,
advertisements in medical journals or on professional websites, and booths or symposia at
medical conferences. The goal is to inform (and persuade) HCPs about when and why to
prescribe a company’s drug.

Allowed Content and Tactics: All promotional material given to HCPs about a prescription drug
must be consistent with that drug’s FDA-approved labeling — the same standard as
consumer ads (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA).
Companies can share clinical trial results, journal reprints, and even data not in the label
provided it's not inconsistent with the label and is appropriately substantiated (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). For example, if a cancer drug'’s label
says it improves progression-free survival, a sales rep might also discuss a new published study
showing a certain subgroup benefit — as long as it's consistent with the approved indication and
not misleading. What HCP promotion cannot do is promote off-label uses. Reps are trained
to avoid discussing any use, dose, or patient population that isn't authorized in the prescribing
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information. If an HCP asks about an off-label use, reps typically must refer the question to the
company’s medical affairs department, which can provide scientific information upon unsolicited
request (per FDA guidance), but never as promotional sales talk.

Promotional HCP materials must also contain balanced information on risks vs. benefits — this
is known as fair balance, and it applies just as much in a doctor-targeted brochure asina TV ad
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). The FDA has flagged many
professional ads that, for instance, featured efficacy claims in large bold print on page 1 but
relegated side effects to a tiny footer — that fails the fair balance test (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA). Thus, even in physician-facing media, risk disclosures
(like contraindications, common adverse events, black box warnings) must be prominently
included whenever benefits are touted. In journals, you'll see the brief summary printed (usually
a page of fine print) accompanying any full-page drug ad - that's an FDA requirement for any
branded ad with product claims (Pharmaceutical Advertising Laws and Regulations Report
2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA).

Sales Representative Conduct and HCP Interactions: Marketing to HCPs is also governed by
ethical standards beyond just advertising content. The PhRMA Code on Interactions with
Healthcare Professionals is a voluntary industry code that sets guidelines for pharma sales
practices. Under this code, gifts or entertainment for HCPs are largely prohibited -
companies cannot give doctors lavish vacations, concert tickets, or fancy gadgets as a reward
for listening to a pitch. Only modest meals (e.g., a sandwich lunch during an educational
presentation) and inexpensive educational items (like medical textbooks or anatomical models)
are considered appropriate (Pharmaceutical Advertising Laws and Regulations Report 2024-
2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). Any
payments to HCPs must be for bona fide services (such as consulting or speaking at an
educational program) and at fair market value, in compliance with anti-kickback laws
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). For example, a pharma company
may pay a physician to give a lecture to peers about new clinical data on a drug - this can be
acceptable if it's an educational, ethics-compliant program. But paying a doctor exorbitant
"speaker fees" as a quid pro quo for writing more prescriptions is illegal. The U.S. Anti-Kickback
Statute prohibits offering or giving anything of value to induce or reward referrals or
prescriptions of federally reimbursable healthcare products (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA). Violations can lead to severe penalties.

What's Not Allowed in HCP Marketing: Several things are off-limits:
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e Off-Label Promotion: As emphasized, telling doctors to use a drug for an unapproved purpose is
unlawful. Numerous pharma companies have faced government enforcement for this. (E.g., in a high-
profile case, Pfizer paid $2.3 billion in 2009 to settle charges that it illegally promoted several drugs
for off-label uses (List of off-label promotion pharmaceutical settlements - Wikipedia) — a record-
breaking fine illustrating how serious this violation is.)

¢ False or Misleading Claims: Even to a scientifically trained audience, promotion must be accurate.
A sales aid cannot claim superiority to a competitor without head-to-head trial proof (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). It can’t selectively cite only positive
study results if contrary evidence exists, without context. If an HCP ad omits important limitations or
adverse data, the FDA may deem it misleading. For example, OPDP warned AstraZeneca when a
professional sales brochure for a COPD drug suggested it reduced mortality (citing observational
data) — the FDA noted this was misleading since the clinical trial was not designed to conclude that,
and the claim wasn’t supported by substantial evidence (FDA Advertising and Promotion
Enforcement Activities: Update - Covington & Burling LLP) (FDA Advertising and Promotion
Enforcement Activities: Update - Covington & Burling LLP).

¢ Improper Incentives or Excessive Hospitality: As touched on, providing extravagant meals, hotel
stays, or entertainment under the guise of “marketing” is prohibited by the PhRMA Code and could
implicate fraud and abuse laws. For instance, the Department of Justice has pursued companies that
ran lavish "speaker program” dinners that were more about wining and dining high prescribers than
about education. Pharmaceutical marketing teams must ensure any hospitality is incidental and
modest, and always tied to an educational purpose (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report
2024-2025 USA). A drug rep can buy lunch for a clinic during a meeting, but cannot take a physician
and spouse out to a luxury golf outing — the latter would squarely violate industry ethics (and
potentially anti-kickback law if intended to influence Medicare/Medicaid prescriptions).

¢ Pre-Approval Promotion: Companies may not advertise or “pre-market” a drug that isn't yet
approved by the FDA. Talking to doctors about a product “coming soon” or distributing brochures for
an investigational drug is generally forbidden. The only exception is genuine scientific exchange
(e.g., presenting clinical trial results at conferences with proper disclosures) — but any activity that
looks promotional for an unapproved drug can trigger FDA sanctions. Press releases about pipeline
drugs must be carefully worded to avoid sounding like advertisements for an unapproved product
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA).

¢ Lack of Transparency in Sponsored Content: If a pharmaceutical company pays for an article,
lecture, or social media post by an HCP, that is allowed only if the content remains truthful and on-
label and the sponsorship is disclosed. The FDA and FTC expect that endorsements by HCPs are
clearly disclosed and truthful — any claims made by a paid KOL (Key Opinion Leader) are treated as
if the company itself made them (Pharmaceutical Advertising Laws and Regulations Report 2024-
2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). In other
words, a doctor speaking on behalf of a pharma sponsor must adhere to the same rules (no off-label
claims, no false statements) and the audience should be aware of the doctor’s affiliation to avoid
deception.
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In essence, marketing to HCPs, while more technical in content than consumer ads, faces
equally stringent standards. The core principle is that promotion must educate, not mislead.
Pharma companies invest heavily in training their sales and marketing staff on these compliance
rules, since the stakes are high — a single rogue presentation or an overly aggressive claim can
result in FDA enforcement or even federal investigations if it's part of a broader pattern.

Interactions with Payers and PBMs

Marketing to payers (insurance companies, Medicare drug plan administrators) and PBMs is
somewhat different in nature, focusing on economic value and population outcomes. While
not "advertising” to the general public, these communications are crucial to a drug’s commercial
success. Key points about payer/PBM marketing:

¢ Formulary Dossiers and Value Propositions: Pharma companies produce detailed dossiers (often
following AMCP Format guidelines from the Academy of Managed Care Pharmacy) to present to
payers. These include clinical trial data, real-world evidence, health economics and outcomes
research (HEOR), and budget impact models. The goal is to demonstrate a drug’s value — e.g., if
Drug X is more expensive per bottle than alternatives, the dossier might show that it reduces
hospitalizations, thus saving costs overall. Regulations (enhanced by the 21st Century Cures Act)
allow companies to share certain healthcare economic information (HCEI) with payers that might
not be appropriate for consumer advertising. Such information can include projections and models,
as long as it relates to an approved indication and is supported by “competent and reliable scientific
evidence,” even if not fully aligned with the FDA-approved labeling (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA). This is a slightly more flexible standard than the
“substantial evidence"” required for promotional drug claims to doctors/consumers, recognizing that
payers need to consider broader economic data. However, companies must be truthful and not
mislead payers; credibility is paramount. If a manufacturer exaggerates cost-savings or omits
important caveats in data provided to a payer, it risks damage to its reputation and potential legal
liability.

¢ Negotiation of Rebates and Discounts: A major part of marketing to payers/PBMs is negotiating
coverage. Pharma firms often agree to give a rebate (post-sale discount) to the insurer/PBM for
each use of their drug, in exchange for the drug being placed on a preferred formulary tier (meaning
patients can access it at lower copay). These financial incentives are legal only if structured
properly under the Anti-Kickback Statute’s safe harbor for discounts (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). Both the offering and acceptance of
rebates are common and allowed in the industry as long as they are transparent and reflected in
pricing (for example, rebates must be reported in Medicare price calculations). What's not allowed is
paying a payer or PBM under the table or providing extravagant inducements to secure formulary
status. All remuneration must be above-board. The federal Anti-Kickback Statute explicitly covers
not just doctors but anyone in a position to arrange for or recommend purchasing of a drug
reimbursed by federal health programs — including PBMs and insurer personnel (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). That means, for instance, a pharma
company cannot give a lucrative “consulting” contract to a PBM executive as a quid pro quo for
favoring its drug. Compliance training in pharma emphasizes that market access dealings must
focus on data and fair economic terms, not bribes.
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e Value-Based Contracts: In recent years, some pharma-payer agreements include outcomes-based
clauses (e.g., the insurer pays less or gets money back if the drug doesn’t meet certain effectiveness
targets in their population). These arrangements blur into the marketing realm as they are a way for
the pharma company to market the drug's value proposition. While innovative, they too must comply
with regulatory considerations (e.g., structuring within kickback safe harbors, ensuring any warranty
or performance guarantee is properly defined under law (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA)).

e What's Disallowed or Different: Payer/PBM marketing is generally not about “advertisements” but
about data exchange and deals. Companies cannot provide false information to payers (that could
constitute fraud). They also must be cautious about discussing unapproved products or
indications - there is some leeway for pipeline discussions under strict confidentiality (to help
payers plan), but it's a sensitive area. Also, any favoritism exchanges (like offering a PBM some
form of payment not related to the drug’s price discount) are forbidden. Unlike consumer advertising,
communications with payers may include comparative claims and pharmacoeconomic arguments
that are more technical. These are allowed as long as they are backed by sound evidence. For
example, a pharma company can show a payer unpublished head-to-head results or an indirect
comparison analysis to convince them of superiority — something they might not put in a consumer
ad - but the data must be credible and ideally publicly available to avoid any suggestion of
impropriety.

In summary, while traditional industries might engage in bulk discount negotiations (like a
cereal maker giving Costco a deal for volume purchases) similarly, pharma’s dealings with payers
are more regulated due to healthcare laws. The marketing strategy to payers is about
demonstrating value and negotiating within legal safe harbors, ensuring that the product not
only has medical merit but also economic appeal.

Compliance Frameworks and Common Pitfalls

Given the high stakes and heavy regulation in U.S. pharma marketing, companies maintain
robust compliance frameworks to ensure all promotional activities stay within the law. Despite
these safeguards, several common pitfalls have tripped up even major pharmaceutical firms.
Below we outline how companies self-regulate their marketing and what frequent issues arise:

Internal Compliance Programs: Every large pharmaceutical company has an internal system
(often called a Promotional Review Committee or similar) that reviews and approves marketing
materials before use. These committees typically include regulatory affairs, medical officers,
and legal counsel — an interdisciplinary approach encouraged by FDA and the HHS Office of
Inspector General (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA).
Their job is to sign off that a brochure, ad, or speaker slide deck is compliant (accurate,
balanced, on-label, etc.). Companies also conduct regular training for sales reps and marketing
staff on the dos and don’ts of promotion. Written policies often mirror the PhRMA Code and
other guidelines, and many firms have monitoring or auditing to catch issues early. Despite not
being mandated by law to have a specific sign-off procedure, regulators have made clear they
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expect companies to police themselves diligently (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA). A strong compliance program can mitigate penalties if a
violation does occur, by showing the company’s good-faith efforts.

Common Pitfalls in Pharma Marketing:

e Off-Label Promotion: This remains the number one enforcement issue. Promoting a drug for an
unapproved use is illegal and can lead to FDA warning letters, Department of Justice investigations,
and costly settlements under the False Claims Act. Real-world example: GlaxoSmithKline's record $3
billion settlement in 2012 covered allegations that it promoted several drugs for off-label uses and
paid kickbacks to doctors; similarly, Pfizer's $2.3 billion settlement in 2009 involved off-label
marketing of drugs like Bextra (List of off-label promotion pharmaceutical settlements - Wikipedia).
These cases often start from whistleblowers (e.g., sales representatives who were instructed to sell
beyond the label). To avoid this, companies strictly instruct reps to stick to approved indications.
Even so, pressure to meet sales targets can tempt some into gray areas. Organizations try to
counteract this by separating bonus incentives from any off-label activities and disciplining violations
swiftly. The medical affairs departments handle most unsolicited off-label queries to keep the

promotional side clean.

¢ Lack of Fair Balance | Risk Omission: Another pitfall is focusing on positive messages while
downplaying risks. The FDA's OPDP actively watches for this in both HCP and DTC materials. If an
ad or brochure talks about efficacy but omits or glosses over important safety info, it's
considered misleading (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA)
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). For instance, if a drug
has a serious side effect risk and a sales piece fails to mention it while touting the drug’s benefits,
that's a violation. The FDA Bad Ad program even encourages healthcare professionals to report such
cases. We saw an example with the Slynd social media ad: it promoted the drug’s benefit (“estrogen-
free contraception”) but had zero risk information, leading FDA to call it misbranding (FDA
Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP). Companies
have been required to run corrective advertising in some cases — essentially publicly correcting a
false impression left by a misleading ad. Fair balance isn't just about including a list of side effects;
it's about giving risk info equal prominence. A common compliance check is ensuring that if a bold
headline declares "90% cure rate!” somewhere comparably visible it says “Serious side effects may
occur" if applicable, not burying it in fine print. Pitfall avoidance here means thorough medical review
of all claims and a conservative approach to presentation (e.g., avoid dramatic graphics that could
overshadow risk text, and include at least as much about safety as efficacy in any piece).
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¢ Misleading Data Presentation: Pharma marketing often involves using statistics and study results.
Misrepresenting data — whether by cherry-picking, improper comparisons, or over-interpreting
results — is a violation. The FDA regulations explicitly list as misleading any ad that suggests a drug is
better than another without substantial evidence (Pharmaceutical Advertising Laws and Regulations
Report 2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025
USA). Comparative claims are a tricky area; a pitfall is using non-comparable studies to claim
superiority. For example, implying a therapy is more effective than a competitor based on two
separate trials (rather than a direct head-to-head trial) could be considered misleading, unless
clearly stated as an indirect comparison with proper context. In the Breztri case mentioned earlier,
AstraZeneca included a graph implying a 49% improvement in survival vs. another regimen (FDA
Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP); the FDA
objected that the underlying trial wasn't designed to support that claim, making it misleading
efficacy information (FDA Advertising and Promotion Enforcement Activities: Update - Covington &
Burling LLP). The takeaway: claims must be fully supported by robust evidence, and marketing
teams must resist the urge to overstate. Data on file (unpublished data) can be used, but if it's
pivotal to a claim, it should ideally be published or at least made available, and meet the
“scientifically sound” standard.

¢ Inadequate Disclosure of Sponsorship or Conflicts: In the age of digital marketing and
influencers, a new pitfall is failing to disclose that a message is sponsored by a pharma company. If a
company engages patient influencers or physician spokespersons on social media, FTC
endorsement guidelines and FDA rules require transparency that it's an ad. A tweet by a patient
advocate praising a drug, if paid for by the manufacturer, must carry a clear tag (like “#ad" or a
statement of sponsorship). Not doing so can draw warning from the FTC for deceptive advertising.
Similarly, a ghostwritten article that appears independent but is actually funded by a drug maker
could be problematic if not disclosed. Compliance frameworks now extend to review of social media
posts, and many companies impose strict rules on field reps or employees about what they can say
online (often they are not allowed to mention products on personal social media at all).

¢ Kickbacks and Inducements: Beyond the content of ads, the promotional spending itself can
become a legal issue if it's seen as an inducement. The Anti-Kickback Statute (AKS) is a criminal
law that prohibits offering or paying any remuneration to induce prescriptions or purchases of drugs
covered by federal health programs (Pharmaceutical Advertising Laws and Regulations Report 2024-
2025 USA). Violations of AKS often lead to False Claims Act cases. A classic pitfall is when sales
teams’ hospitality or consulting payments cross the line into what prosecutors view as buying
prescriptions. For instance, there have been cases of pharma companies running frequent “speaker
programs” at high-end restaurants with the same high-prescribing doctors repeatedly paid to attend
or speak, but with minimal educational value — authorities have argued those were kickback schemes
in the guise of education. The OIG (Office of Inspector General) and DOJ have issued warnings
(including a Special Fraud Alert in 2020 about speaker programs) highlighting red flags like fancy
dinners, social outings, or programs with no substantive discussion. Pharma compliance
departments now tightly control speaker events (limiting locations, modest meals only, requiring real
educational content and sign-ins). Companies also track and publicly report all payments to HCPs
due to the Physician Payments “Sunshine” Act (which mandates disclosure of any value
transferred to physicians). Transparency is now a key deterrent - since all doctors’ honoraria and
gifts are visible in a public database, there is less temptation to provide anything that would look
improper.
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¢ Failure to Submit or Review Materials (Form FDA-2253 issues): While more of a technical
compliance step, failing to submit promotional materials to the FDA on time is a violation. In the Slynd
letter, FDA noted the company did not submit the Facebook ad to OPDP at the time of initial use
(FDA Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP),
compounding the issue. This pitfall is easily avoidable by strict operational controls — companies
typically have a regulatory operations person ensuring every new ad is filed with FDA concurrently
with first use (this is a post-publication requirement, not pre-approval). Another related pitfall is not
keeping updated with FDA's evolving guidance — for example, if FDA issues a new guideline on
presenting risk information on social media, companies need to adapt their practices. An outdated
promotional review SOP could lead to mistakes if not updated for new rules.

Overall, U.S. pharma companies invest heavily in compliance to avoid these pitfalls, but the
risk is never zero. The regulatory and legal environment actively enforces against infractions to
protect patients and ensure that drug promotion remains truthful and balanced. The
consequence of missteps ranges from warning letters that must be answered and corrected, to
multi-billion dollar legal settlements for systemic fraudulent marketing. This is a stark contrast to
most traditional industries, where a misleading ad might result in a fine or public relations issue —
in pharma, it can become a criminal matter.

Key Laws, Regulations, and Guidance Shaping U.S.
Pharma Marketing

Finally, to put the above in context, here are the key regulatory documents and acts that every
pharmaceutical marketing professional in the U.S. should be familiar with:

¢ Federal Food, Drug, and Cosmetic Act (FDCA): The FDCA (21 U.S.C. 8301 et seq.) is the primary
federal law under which the FDA regulates drug safety, efficacy, and marketing. Section 502 of the
FDCA (21 U.S.C. §352) deals with drug labeling and advertising; for instance, §352(n) requires that
prescription drug advertisements include a "true statement” of information about the drug’s side
effects, contraindications, and effectiveness (Pharmaceutical Advertising Laws and Regulations
Report 2024-2025 USA). In essence, if an ad for a prescription drug doesn’t provide needed risk info
or is misleading, the drug is considered “misbranded” under the FDCA, which is illegal to ship in
interstate commerce. The FDCA gives FDA the authority to establish regulations and take
enforcement action (including seizures, injunctions, and criminal penalties) for violative promotion.
Over the years, amendments and court decisions (including some First Amendment cases) have
refined how FDA applies the FDCA to marketing, but the core requirement remains: drug
marketing must not be false or misleading.
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¢ FDA Regulations — 21 CFR Part 202: The FDA has promulgated detailed regulations on prescription
drug advertising, the most famous being 21 C.F.R. §202.1 - often just called “202.1." This regulation
fleshes out the FDCA's mandates. It defines terms and lays out specific examples of misleading
advertising. For instance, 21 CFR 202.1(e) enumerates at least 20 distinct types of ad statements
that are categorically false or misleading, and additional ones that may be misleading
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA). Examples include: suggesting a drug is
safer/effective than evidence shows, presenting conclusions that FDA has not approved, using
graphics that make a drug look more appealing without balancing risk, etc. The regulation also
covers the brief summary requirement, what needs to be in it, and the exceptions (reminder and
help-seeking ads). Compliance with these regulations is not optional — a violation of the reg is a
violation of the FDCA. So Part 202, and related parts of 21 CFR, serve as the “rulebook” for
marketers. Knowing the specifics of these rules is crucial (for instance, knowing that you can’t run
a reminder ad for a drug with a black-box warning, or that you can’t use an actor dressed as a doctor
endorsing a drug without making it clear it's an actor, etc., which are addressed in guidance or
regulations).

e OPDP Guidances: The FDA's Office of Prescription Drug Promotion issues non-binding guidance
documents that reflect the Agency's current thinking on various advertising issues. While not law, in
practice pharma companies heed guidances closely to stay out of trouble. Examples of important
guidances include: Risk Communication in Advertising (how to effectively communicate risk info in
ads) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA), Internet/Social
Media guidances (e.g., how to handle character-limit platforms like Twitter, or how to correct third-
party misinformation online), and guidance on Direct-to-Consumer broadcast ads (clarifying the
"adequate provision” requirement for including full prescribing info via alternative means
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA)). FDA also issued guidance about payor
communications clarifying what information drug companies can share with payors about
unapproved uses or pharmaco-economic data, following the 21st Century Cures Act. Marketing
teams, with their legal/regulatory colleagues, must stay updated on new guidances. For instance, in
2023 FDA finalized a rule (after guidance) on DTC TV ad presentations (the clear & conspicuous rule
for risk info mentioned earlier) — companies adjusted their TV ads to comply with the specifics (e.g.,
now ensuring text overlays of risks while spoken). Staying current with OPDP guidances is part of
the compliance framework; it helps avoid pitfalls before they happen.
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e PhRMA Code on Interactions with Healthcare Professionals: First introduced in 2002 and
updated multiple times (most recently in 2019), the PhRMA Code is a cornerstone of industry self-
regulation for marketing practices. It's not law, but many of its tenets have been incorporated into
corporate policies and even state laws. The code covers things like: no lavish gifts or entertainment
for HCPs, limits on meals (must be modest in value and in a conducive setting for info exchange),
allowing educational items but not personal perks, appropriate criteria for speaker and consultant
arrangements, etc. (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA)
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). The PhRMA Code also
addresses pharmaceutical company support for continuing medical education (CME), stating it
should be independent and free of sponsor influence in content (Pharmaceutical Advertising Laws
and Regulations Report 2024-2025 USA). Compliance with the PhRMA Code is often seen as a
minimum ethical standard — companies publicly certify to the code, and violating it can result in
reputational damage or even enforcement (since some breaches might equate to kickbacks).
Additionally, the American Medical Association (AMA) and other organizations have ethical
guidelines for physicians on receiving gifts, which align with the PhARMA Code. Many hospital
systems and academic centers also ban or restrict what reps can do on premises. So pharma
marketers operate within these constraints to maintain trust and avoid even the appearance of
impropriety.

¢ Anti-Kickback Statute (AKS) and False Claims Act (FCA): These are fraud and abuse laws, not
specific to advertising, but they loom large over pharmaceutical marketing. The AKS (42 U.S.C.
§1320a-7b(b)) is a federal law that makes it a crime to offer, pay, solicit, or receive anything of value
to induce referrals or purchases of items covered by federal healthcare programs. In marketing
context, this means companies cannot pay doctors, payers, or others as a reward for prescribing or
recommending their drugs (Pharmaceutical Advertising Laws and Regulations Report 2024-2025
USA). Lavish "promotional” spending can trigger AKS scrutiny if seen as buying business. The False
Claims Act (31 U.S.C. §83729-3733) allows the government or whistleblowers to sue for false or
fraudulent claims for payment to the government. Off-label promotion can lead to FCA liability if it
causes prescriptions that are not reimbursable or if the company’s actions result in
Medicaid/Medicare paying for a drug in a way not intended. Many of the huge settlements (Pfizer,
GSK, etc.) were FCA cases stemming from illegal marketing practices. Marketers need to be aware
that improper promotion doesn't just risk FDA action — it could be construed as fraud on
government payers. There are also state-level kickback and false claims laws that mirror federal
ones. Together, these laws provide a back-end enforcement mechanism: even if the FDA rules
themselves (FDCA) might not allow private lawsuits, the DOJ can and does use AKS/FCA to hold
companies accountable for marketing abuses.

¢ Prescription Drug Marketing Act (PDMA): This 1987 law (and amendments) governs the
distribution of drug samples and other marketing practices. It was passed to prevent diversion of
samples and protect patients. Key provisions: bans the sale of drug samples (samples can be given
free to physicians but not sold), requires licensing of drug wholesalers, and prohibits certain re-
importation of drugs. For marketing, the sample aspect is most relevant — reps provide free samples
to doctors as a marketing tactic; PDMA mandates they track and account for samples, and doctors
sign for them. It's a crime for a physician to sell those free samples. While not about advertising
claims, PDMA is part of the compliance landscape (companies have systems to prevent abuse of
sampling). PDMA also aimed to stop pharmacies from reselling drugs bought on discount meant for
hospitals/charities (closing a loophole some exploited).
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¢ The “Sunshine” Act (Open Payments): The Physician Payments Sunshine Act (2010, part of the
Affordable Care Act) requires all pharmaceutical (and medical device) manufacturers to report any
payment or transfer of value to U.S. physicians and certain other providers. This created the
Open Payments public database. Now, everything from a $15 lunch to a $1500 consulting fee given
to a doctor is recorded and visible to the public (with few exceptions). While not a restriction per se,
the Sunshine Act has had a normative effect — companies curtailed or eliminated many practices (like
token gifts or non-educational meals) because they didn’t want to appear on the database with
questionable entries. It also indirectly supports compliance with AKS and PhRMA Code principles,
since outlier payments would raise red flags. Pharma marketers must assume anything provided to
a doctor will be public and should be prepared to justify it as an appropriate business-related
expense that benefits patient care or science. This transparency is another big difference from
traditional industries (where wooing clients with lavish hospitality might be standard in some sectors
—in pharma, it's largely a relic of the past due to transparency and legal limits).

¢ Key Enforcement Agencies and Documents: In addition to FDA and FTC, note that the
Department of Justice (DOJ), often via U.S. Attorney Offices, enforces the AKS and FCA for illegal
marketing. The HHS Office of Inspector General (OIG) issues Compliance Program Guidance
documents (like the 2003 OIG Compliance Guidance for Pharmaceutical Manufacturers) which, while
not law, outline what a sound compliance program should include to prevent misconduct
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA). OIG also can exclude
companies or individuals from Medicare/Medicaid for kickback violations. The National Advertising
Division (NAD) of the Better Business Bureau even plays a role - competitors can challenge each
other’s ads through NAD, which applies truth-in-advertising standards and can refer cases to the
FTC or FDA if a company doesn’t comply (NAD is more often used for OTC and supplement ads, but
could be used for healthcare claims too). Lastly, Lanham Act (15 U.S.C. §1125) allows companies to
sue competitors for false advertising — in pharma, there have been cases where one company sued
another over misleading comparative claims. All these layers create a robust framework that
influences how pharmaceutical marketing is conducted.

Conclusion: U.S. pharmaceutical marketing is a highly specialized domain where commercial
strategy must align with legal and ethical boundaries at every step. From understanding the
roles of HCPs, payers, PBMs, and patients, to abiding by FDA/FTC rules, to implementing
rigorous compliance checks, pharma marketers navigate a far more complex landscape than
their peers in most traditional industries. The FDA's vigilance in requiring fair, evidence-based
promotion (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) and the
industry’s own commitment to professional ethics (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA) both serve the same end — ensuring that the
communication about medicines, which so profoundly affect health, is responsible and
trustworthy. By learning from past cases and adhering to frameworks like the FDCA, OPDP
guidances, and the PhRMA Code, pharmaceutical professionals can effectively market their
products while upholding the regulations that protect patients. In the U.S., the mantra for
pharma marketing could well be: “Inform, don’t hype — and put patients’ safety first.” With
that guiding principle, marketing can be a positive force in healthcare, raising awareness of
treatments and ultimately improving public health, all while staying on the right side of the law.

Sources:
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1. ICLG - Pharmaceutical Advertising, USA (2024-25) — FDA & FTC roles in Rx drug advertising
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA); DTC advertising requirements
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA); Disease awareness (“help-seeking”)
ads guidance (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA); Fair
balance and risk disclosure regulations (Pharmaceutical Advertising Laws and Regulations Report
2024-2025 USA) (Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA); Off-
label and consistency with labeling (Pharmaceutical Advertising Laws and Regulations Report
2024-2025 USA); HCP endorsement and transparency (Pharmaceutical Advertising Laws and
Regulations Report 2024-2025 USA); Comparative claims standard (Pharmaceutical Advertising
Laws and Regulations Report 2024-2025 USA); Anti-Kickback safe harbor for discounts
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA); PhARMA Code - modest
meals, no entertainment (Pharmaceutical Advertising Laws and Regulations Report 2024-2025
USA).

2. FDA OPDP Enforcement Examples — Untitled Letter for Slynd (2023): Facebook ad lacked risk info
(misleading) (FDA Advertising and Promotion Enforcement Activities: Update - Covington & Burling
LLP); Warning Letter for Breztri (2023): HCP brochure overstated efficacy (unproven mortality
benefit) (FDA Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP)
(FDA Advertising and Promotion Enforcement Activities: Update - Covington & Burling LLP).

3. Leaders Edge (2023) — “The Price of Pharma Promotion” — DTC ad spending $7.6B in 2022;
definitions of product claim vs reminder vs help-seeking ads (The Price of Pharma Promotion -
Leader’s Edge Magazine) (The Price of Pharma Promotion - Leader’s Edge Magazine); US and New
Zealand allowing DTC (The Price of Pharma Promotion - Leader’'s Edge Magazine).

4. Wikipedia/News — Off-Label Promotion Settlements: Pfizer's $2.3B fine (2009) for illegal marketing
(List of off-label promotion pharmaceutical settlements - Wikipedia) (largest health care fraud
settlement at the time) — illustrates consequences of off-label promotion.

5. PhRMA Code (2019) — PhRMA Code on Interactions with Health Care Professionals — guidelines
prohibiting lavish gifts and entertainment and allowing only modest, educational engagements
(Pharmaceutical Advertising Laws and Regulations Report 2024-2025 USA) (Pharmaceutical
Advertising Laws and Regulations Report 2024-2025 USA).
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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.
Despite our quality control measures, Al-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 an innovative Al consulting firm specializing in software, CRM, and Veeva solutions for
the pharmaceutical industry. Founded in 2023 by Adrien Laurent and based in San Jose, California, we
leverage artificial intelligence to enhance business processes and strategic decision-making for our
clients.

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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