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Clear, Conspicuous, and Not Gonna Happen:
Statutory Roadblocks Against FDA Overreach

on DTC Pharma Ad Regulation
by Zac Morgan

Summary: An FDA requlation requiring dramatically expanded disclosure of side effects
and contraindications in direct-to-consumer drug ads would not, after Loper Bright, survive a
legal challenge alleging that the agency is exceeding its statutory authority.

Robert F. Kennedy, Jr., the current HHS Secretary, is a longtime skeptic of the pharmaceutical
industry and, in the past, has vowed to ban direct-to-consumer (DTC) advertising of pharmaceutical
drugs.! Right now, his department is in the midst of a self-described “crackdown” on DTC broadcast
ads, to the point where FDA Commissioner Marty Makary has taken to social media to openly brag
about how much speech the current administration has chilled. Worse yet, Makary assures us that the
government is “just getting started.”

Although Kennedy wants to eradicate drug ads, neither he nor Congress may do so. The
Constitution forbids prohibiting commercial advertising.> So we would not be surprised if HHS were to
take asubtler approach by shaping the content of ads—subbingin as a co-author of scripts and co-director
of content. “The Secretary might specify that spoken-word disclaimers take up a specific percentage of
an ad, perhaps from 30 to over 50 percent. Or he might direct the visuals of ads during the reading of
the side-effect disclaimers—requiring black-and-white imagery (like a negative political ad) or banning
visuals of happy, active users.” Not only would those new rules make ads more expensive (a longer
disclaimer for side effects and contraindications means buying more time to carry the company’s own
pitch), they also could render those pitches counterproductive (negative political ads aren’t designed to
get you to vote for the target).
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There are First Amendment issues that are fatal to that approach.® But a reviewing court wouldn’t
need to reach a constitutional claim. Such a regulation would be an unfaithful implementation of the
Food, Drug, and Cosmetic Act (FDCA) itself, which cabins the ability of the Secretary to impose onerous
disclaimers on drug ads.

Unlike the rules for, say, audio disclaimers for electioneering communications under the federal
campaign finance laws,® the tull script for the side effects and contraindications disclosure (called the
“major statement”) isn’t written in the statute. Instead, the Act requires ads to bear contact information
for an FDA tip line and that “the major statement relating to side effects and contraindications shall be
presented in a clear, conspicuous, and neutral manner.” The statute then largely hands off the drafting
pen to the HHS Secretary, stating that ads must include “such other information in brief summary
relating to side effects, contraindications and effectiveness as shall be required in regulations” produced
by his office.?

Any new regulation would likely lean heavily on the FDCA's insistence that DTC ads list the
“major statement” in a “clear, conspicuous, and neutral manner.” The current regulations fleshing out
that provision already require the audio component of the disclaimer to be “readily understandable,”
while visual components must be “read easily.”'° The ad may “not include audio or visual elements, alone
or in combination, that are likely to interfere with the comprehension of the major statement.” There’s
some daylight between the statute and the regulation,'” but those specific dictates at least plausibly
follow from Congress’s instruction that the major statement be easy to understand.”

Defenders of the Secretary’s crackdown might note that “clear, conspicuous, and neutral” are
relatively broad terms. Fair enough. But ambiguity or breadth isn’t license for anything goes. Unless a
law is so inexplicable as to be unconstitutionally void-for-vagueness,"* even the most “impenetrable”
statutes “have a single, best meaning . . . fixed at the time of enactment.”™ And since the demise of
Chevron deference at the hands of Loper Bright, the Secretary gets no leeway if his regulations rely on
a second-best or merely “permissible construction of the statute.”® He may only issue regulations hat
work with the FDCA's “single, best meaning.™”

So what's the best meaning of “clear, conspicuous, and neutral?”
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To start, those three words aren’t bottomless “term[s] or phrasel[s] that ‘leave[] agencies with
flexibility, such as ‘appropriate’ or ‘reasonable.”® In a vacuum, perhaps one could contend that a
disclaimer taking up half of an ad would qualify as “conspicuous” or that black-and-white imagery is
literally “neutral.” But “a vacuum is no home for a textualist.”® Individual words in a provision carry only
the weight that context gives them.*°

The terms “clear, conspicuous, and neutral™! are “conjoined in such a way as to indicate that
they have some quality in common.”* All those words are aimed at ensuring the major statement is
easy to understand. And so individually and together, those three words must be read toward that end.
Clarity and conspicuousness go to fair comprehension, not “any big size the Secretary wants.” The
word “neutral” means that a company can’t impose a non-scientific gloss on the drug’s side effects or
contraindications—it must deliver “just the facts, ma’am.”

In fact, if the Secretary were to take up too much of an ad for a mandatory reading of the major
statement or compelled the use of negative imagery during the major statement’s presentation, the
required disclaimer could no longer be considered “neutral.” Forcing the major statement to eat up a
disproportionate amount of the ad or convey that information in a “scary” fashion veers out of neutrality
into taking sides against the drug itself. Trying to countermand a commercial proposition is an act of
belligerence, not neutrality.

Ek

The cost for a company to invent a new drug, shepherd it through FDA’s safety-and-efficacy
process, and bring it to market is well north of a billion dollars.** “On average, an estimated $2.5 billion
in revenue is required to support the invention of one new drug product.”® And so “[w]ithout advertising
it would not be possible to market a drug on a large enough scale to make safety and efficacy testing
economically feasible.”® The Secretary’s drug ad “crackdown” threatens how companies maintain
profitability and the capacity to continue developing new treatments for Americans’ illnesses.

Congress, like the rest of us, knows this. And so it's not surprising that the Legislative Branch
hasn’t amended the FDCA to impose more onerous compelled speech rules for drug ads or to grant
the Secretary explicit power beyond his delimited authority to ensure the major statement is easy to
understand.* Until that happens, the Secretary can’t make novel and disruptive changes to the major-
statement disclaimer regime.*
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