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Direct-To-Consumer Advertising: Current and Future Landscape

By Kelly E. Brilleaux and Jay M. Mattappally

In January 2015, we discussed
FDA’s February 18, 2014 notice for
public comment on proposed
research entitled “Disclosure
Regarding Additional Risks in
Direct-to-Consumer (DTC) Prescription Drug Television
(TV) Advertisements (Ads)” and its potential impact on the
learned intermediary doctrine—a powerful defense avail-
able to manufacturers of prescription medical products
that provides that a manufacturer’s duty is to warn the pre-
scribing physician of a product’s risks, not necessarily the
patient or the general public. The current rules require that
DTC broadcast advertisements for pharmaceutical prod-
ucts (TV, radio, telephone) include: (a) the product’s “major
side effects and contraindications” (called the “major state-
ment”) presented in the audio (spoken) portion, and (b)
either all the risks listed in the prescribing information or
different sources for viewers to find the prescribing infor-
mation for the product (the “adequate provision” require-
ment). See https://www.fda.gov/Drugs/ResourcesForYou/
Consumers/PrescriptionDrugAdvertising/ucm072077.
htm#product_claim; see also 21 C.F.R. § 202.1(e). At that
time, the purpose of the proposed study was to investigate
the effectiveness f the DTC advertising disclosure require-
ments to determine whether the major statement in TV
advertisements was “too long” and “may result in reduced
consumer comprehension, minimization of important risk
information and, potentially, therapeutic noncompliance
due to fear of side effects.” 79 Fed. Reg. 9217. Further, the
proposed study would investigate the impact of limiting
the risks listed in advertisements to “those that are serious
and actionable, and including a disclosure to alert custom-
ers that there are other product risks not disclosed in the
ad.” /d. We predicted that any positive results from the
study would bolster the learned intermediary doctrine
because it would provide further proof that the current
rules on direct-to-consumer advertising have been ineffec-
tive and, further, that it would provide renewed focus on
the crucial role of a physician in communicating risks and
benefits of a product to a patient within the context of a
patient-physician relationship.

FDA responded to the comments in a January 13, 2015
Notice. See 80 Fed. Reg. 1637 (January 13, 2015). Subse-
quently, the Office of Prescription Drug Promotion (OPDP),
a division of FDA’s Center for Drug Evaluation and Research
(CDER), commissioned multiple research studies analyzing
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the presentation and substance of risk information in

DTC TV ads. For example, a 2017 OPDP study performed

a descriptive content analysis of major statements in

DTC television ads and ultimately recommended several
ways in which the communication of risk information

could be proved. See https://www.tandfonline.com/doi/
abs/10.1080/10410236.2017.1399509?journalCode=hhth20.

OPDP also completed an empirical research study in 2017
following FDA’s 2014 notice. See Kevin R. Betts, Serious
and actionable risks, plus disclosure: Investigating an
alternative approach for presenting risk information in
prescription drug television advertisements, Research

in Social and Administrative Pharmacy (2017), available

at https://www.sciencedirect.com/science/article/pii/
S1551741117303601 (hereinafter, “2017 Study”). This
2017 Study concluded that limiting the risks presented in
DTC television ads to those that are “serious or severe”
and “actionable,” along with the inclusion of a disclosure
statement alerting consumers that other product risks are
not included in the advertisement (called the “limited risks
plus disclosure strategy”) may be a more effective strategy
for communicating product risks than current rules. In
fact, the study definitively concluded that the revised type
of risk statement had a significant effect in improving
risk recall and recognition and benefit recognition for all
the participants in the study, leading to improved overall
processing of the TV advertisement.

The goal of the 2017 Study was to experimentally
test the separate and/or combined effects of the limited
risks plus disclosure strategy on patient participants.
Specifically, the 2017 Study sought to understand whether
viewing the “limited risks plus disclosure” improved
retention or perception of a product’s risks and benefits
or affected intentions to seek more information about
the product. The 2017 Study also considered whether
its participants had positive evaluations of the revised
statement (versus an unedited risk statement) and
the disclosure. The 2017 Study involved a web-based
component whereby adults who self-reported as having
depression, insomnia, or high cholesterol were randomly
selected online and assigned to view one of four versions
of a TV advertisement for a pharmaceutical product used
for the treatment of one of these conditions, and then
complete a survey with specific questions relating to their
comprehension of the product’s stated risks and benefits.
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The four versions included a “base” advertisement, an
existing advertisement in the marketplace that had an
unedited risk statement plus no disclosure, as well as three
advertisements with or without a risk statement and/

or a disclosure. Notably, the authors added the following
statement in advertisements including a disclosure to
“increase retention of the disclosure”: “This is not a full list
of risks and side effects. Talk to your doctor and read
the patient labeling for more information.” 2017 Study,
at 4 (emphasis added). Data from the surveys showed,
inter alia: (1) that the participants in the different studies
held positive evaluations of the disclosure statement,

and these evaluations were not affected by the type of

risk statement; (2) that those participants who saw the
revised risk statement accurately recalled more serious and
actionable risks and more benefits than those who saw

the unedited risk statement; and (3) that those who saw
the revised risk statement rated the risks as more severe
than those who saw the unedited risk statement. /d. at
6-8. Ultimately, the study concluded that unlike the “major
statement,” the “limited risks plus disclosure” statement
can facilitate retention of serious and actionable risks and
product benefits, and allow for high levels of recognition of
the disclosure statement. The authors therefore considered
this alternative approach a “viable” one that should be
considered by policy makers as perhaps a more effective
way to communicate risks and benefits in DTC advertising
than the current rules. /d. at 8.

Overall, the results from this study highlight the fact that
the best way for a manufacturer to convey risk information
to a patient is to share the information directly with a
learned intermediary—the patient’s physician—who can
best summarize and explain that information to a patient.
Indeed, it is notable that the authors of the study included
the statement referring the patient to his/her doctor in the
disclosure with the specific goal of increasing retention of
the disclosure. That being said, questions remain after the
study that may warrant further research and analysis. For
example, the study did not consider who decides whether
arisk is “severe,” “serious,” and/or “actionable” such that it
should be included in a TV ad, the specific criteria for this
selection, or how this potentially subjective selection may
impact a patient’s processing of risk information.

Based on this study, FDA issued a Public Notice on August
21, 2017, considering the impact of “limiting the risks

in the major statement for most drug advertisements

to those that are severe (life-threatening), serious or
actionable, coupled with a disclosure to alert consumers
that there are other product risks not included in the
advertisement,” and seeking recommendations and
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comments regarding the same. See Content of Risk
Information in the Major Statement in Prescription

Drug Direct-to-Consumer Broadcast Advertisements;
Establishment of a Public Docket; Request for Information
and Comments, 82 Fed. Reg. 39598 (August 21, 2017),
available at https://www.regulations.gov/docketBrows-
er?rpp=50&so=DESC&sb=postedDate&po=0&dct=N&D=F-
DA-2017-N-2936; see also https://www.federalregister.
gov/documents/2017/08/21/2017-17563/content-of-
risk-information-in-the-major-statement-in-prescription-
drug-direct-to-consumer-broadcast. Notably, FDA added
a “severe” risk category based on the 2017 Study and
provided specific definitions for a “severe,” “serious,” and
“actionable” risk:

o Severe risk—a serious risk that is life-threatening (see
serious risk);

o Serious risk—the risk of reactions from using the drug
that may result in inpatient hospitalization or prolonged
existing hospitalization, a persistent or significant
disability or incapacity, or a congenital anomaly or birth
defect. Reactions that do not require hospitalization,
cause a disability, or cause a birth defect may still be
considered serious risks when, based on appropriate
medical judgment, they may jeopardize the patient and
may require medical or surgical intervention to prevent
one of the outcomes previously listed; and

® Actionable risk—a risk the patient would know (e.g.,
pre-existing condition or allergy) or recognize (e.g.,
observable physical or mental symptom) and can act
upon to help mitigate the risk (e.g., get immediate
medical help to prevent a bad outcome); for example,
“Stop using the product and get immediate medical help
if you have swelling of the face, lips, tongue, or throat.”

FDA clarified that even products which may not have
“severe, serious, or actionable risks” should include
some risk information to avoid a misleading presentation
regarding the product’s risk-benefit profile.

FDA also used the Notice to request answers to a
number of questions. Specifically, it requested available
data on the impact of current DTC advertising on consumer
comprehension of risk and benefit information; asked
about the potential risks of including only “severe, serious,
or actionable” risks in the major statements of DTC
advertising; asked about the type of risk information that
should be included in a product’s DTC advertising if that
product had no “severe, serious, or actionable” risks; and
asked for individual criteria to be used to distinguish risk
information that is considered “most material” to patients
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and consumers, as opposed to prescribing physicians—as
well as how to determine which of this should be included
in the major statement. The Notice also asked about the
impact of including, or deciding not to include, additional
language in the major statement informing the patients
that the product has other risks, while simultaneously
encouraging dialogue between patients and their health
care providers. Finally, the Notice requested data on
consumers’ understanding of different severity levels of the
risks based on whether the products were associated with
“severe” or “serious” risks.

The comment period closed on November 20, 2017.
Comments were submitted by pharmaceutical companies,
patient advocacy groups, associations, and individuals.
FDA has not yet released any draft or final guidance or any
notice or rulemaking on this issue. But it is not too early to
predict what this guidance or proposed rule might be.

FDA’s interest in obtaining additional data and other
criteria in the August 2017 Notice regarding consumer
comprehension of risk information in DTC television adver-
tisements is admirable and clearly in line with its stated
“goal of science-based policy while maintaining its commit-
ment to protect the public health.” https://www.fda.gov/
AboutFDA/CentersOffices/OfficeofMedicalProductsand-
Tobacco/CDER/ucm090276.htm. However, the data and
related conclusions from the 2017 study is itself clear and
unambiguous. The data confirmed that the revised limited
statement had a “significant” effect on improved overall
processing of the television advertisement as opposed
to the major statement. In other words, the 2017 Study
confirmed that the current DTC advertising regulations
that relate to the major statement are not as effective for
communicating product risks. Indeed, FDA’s August 2017
Notice appeared to acknowledge that this was the case.

To that end, FDA should officially recommend a
transition away from the “major statement” requirement
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and into a “limited risks plus disclosure” requirement that
fully embraces the role of the prescribing physician learned
intermediary as the primary source of information for
patients. As noted by the Pharmaceutical Research and
Manufacturers of America (PhRMA) in its comments to
the August 2017 Notice, even if companies were to limit
the initial risk information in their DTC advertisements,
patients can still obtain full risk information from their
doctors. See Comments of the Pharmaceutical Research
and Manufacturers of America (PhRMA), Docket No. FDA-
2014-N-0168 (April 21, 2014), at p. 6.

Ultimately, “the involvement of two medical
professionals—a doctor and a pharmacist—performing
unique gatekeeper roles makes it less likely that consumers
would be harmed if complete risk information is not
included in DTC broadcast advertisements themselves.” /d.
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