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More than four years after FDA’s March 2013 announcement1 that it would develop new
graphic warnings in accordance with the D.C. Circuit Court of Appeals’ dictates,2 FDA’s
proposed study does not even look at the graphic components of the warnings, and
instead focuses only on the textual warning statements for cigarette graphic health
warnings. An April 2013 New York Times editorial called on FDA to “move quickly to
find court-acceptable graphic images,”3 and a July 2013 essay in the New England
Journal of Medicine complained that, “at best, it will be 2 to 3 years before new graphic
warning labels will appear on U.S. cigarette packages,” which “may well be measured in
morbidity and mortality.”4 Researchers have estimated that based on Canada’s
experience, if the U.S. had implemented graphic warnings in 2012 as required by law,
there would have been 5.3 and 8.6 million fewer adult smokers in 2013.5, 6 FDA’s failure
to move quickly – or at all – to implement graphic health warnings to inform consumers
about the deadly harms of cigarette smoking is unconscionable.
1. FDA has not developed new graphic images for health warning labels,
despite the legal authority and Congressional mandate to do so.
In June 2011, nearly six years ago, FDA adopted a rule7, 8 requiring that new graphic
warnings accompanying nine textual statements cover fifty percent of the front and back
of cigarette packs and twenty percent of advertisements, and issued a set of nine pictorial
warnings.9 In March 2012, more than five years ago, the Sixth Circuit Court of Appeals
upheld10 the graphic warning label requirement mandated by the 2009 Family Smoking
Prevention and Tobacco Control Act.11 In August 2012, the D.C. Circuit Court of
Appeals found that the particular graphic warning labels chosen by FDA were
unconstitutional.2 However, in that case the tobacco companies did not challenge the
factual accuracy of the text statements proposed for the new warning labels; rather, they
objected to the specific graphic images selected by FDA to accompany those text
statements.2 In rejecting the tobacco industry’s challenge to the Sixth Circuit Court’s
ruling that graphic health warnings per se are constitutional, the U.S. Supreme Court in
April 201312 cleared the way for FDA to study, develop, and proposed a new set of
specific graphic images for the health warnings to accompany the unchallenged textual
statements. Although more than four years have passed since FDA got the green light,
FDA stalled and has not developed a new set of graphic images.
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2. By examining only the textual components of warning labels instead of the
graphic images, FDA’s proposed study fails to address the issues raised by
the D.C. Circuit and therefore fails to take the steps necessary to protect the
public health by implementing graphic health warnings.
FDA’s proposed experimental study13 would analyze consumer reactions to two different
versions of textual warning statements that focus on the negative health consequences of
cigarette use. The study would examine whether revised versions of the textual warning
statements improve public understanding of the risks associated with smoking as
compared to the warning statements mandated in the Tobacco Control Act. The
proposed experimental study on warning statements for cigarette graphic health
warnings fails to collect information about how to design graphic images that would
effectively inform consumers about the harms of smoking. It is unclear why FDA is
expending resources to conduct an experimental study on the textual warning statements
that were upheld by the courts, rather than study ways to redesign the graphic images in
the warnings so that they would not only be effective, but also would address the issues
raised by the D.C. Circuit.
The graphic warnings FDA issued in June 2011 were based on substantial scientific
evidence demonstrating that the text-only warnings that were last revised in 1984 are
stale and unnoticed by consumers, and have failed to convey relevant information about
the harms of smoking. Graphic warnings are more effective than text-only warnings in
drawing consumers’ attention and communicating the health consequences of smoking,
especially among youth. 5, 14, 15 Extensive evidence from other countries that have
implemented graphic warnings demonstrates their effectiveness to reduce smoking.5, 6, 1618

Since the D.C. Circuit court’s finding in 2012 that the government had failed to provide
sufficient evidence that pictorial warnings would accomplish the government goal of
reducing smoking, significant scientific evidence has amassed showing that pictorial
warnings are more effective than text-only warnings.16, 19-26 A recent study published in
May 2017 found that message congruency (defined as the degree to which pictorial and
textual features reflect a common theme) between pictorial and textual information is
beneficial to recall of label content. Moreover, images captured and held smokers’
attention better than the text.27
The D.C. Circuit also found that the graphic warnings (as compared with textual
statements alone) were unconstitutional because they were emotional, rather than purely
factual and uncontroversial. Researchers have pointed out that any allegation that the
emotive quality of images conflicts with the purpose of communicating facts is
hypocritical coming from the tobacco industry that regularly uses emotive, image-based
advertising to keep existing and recruit and addict new smokers.28 In any case, a recent
scientific study published in April 201729 contradicted the D.C. Circuit’s conclusions and
found that pictorial labels as well as textual statements are perceived to be informative
and factual, and both evoke emotion.
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FDA should fulfill its mandate and immediately reissue graphic warning labels that
will pass constitutional muster.
3. If FDA chooses to change the textual statements, any changes should be
evidence-based in both form and content and should be analyzed along with
accompanying graphic images.
a) Textual statements should be examined along with graphical images, as
the law requires, not alone.
Section 201(a) of the Tobacco Control Act requires that color graphics depicting the
negative health consequences of smoking “accompany the [nine textual] label
statements” specified in the law (emphasis added). While Section 202(d) of the Tobacco
Control Act authorizes FDA to adjust, through an appropriate rulemaking, the format,
type size, color graphics, and text of any of the label requirements, it does not authorize
FDA to eliminate color graphics component of the required graphic label statements. As
outlined above, a substantial body of scientific evidence demonstrates that textual
warnings alone are not as effective as textual warnings combined with graphical images.
Even when the textual component shows some effectiveness, it does not guarantee the
effectiveness of the graphic health warning label including the textual component as the
addition of graphical images can affect its effectiveness. As shown by previous research,
texts accompanied with incongruent graphical images yield lower recall by the
audiences27. Unless FDA plans to conduct another experiment testing possible
combinations of textual and graphical components following the test of textual
components, the currently proposed experimental study design would not help FDA
determine the effectiveness of graphic label statements since it only examines the textual
component of those labels.
b) Textual statements should appear in black text on a yellow background
to seize and hold consumers’ attention and signal the danger of
cigarettes
The cigarette labeling law provides that the text of warning labels shall be black on a
white background or white on a black background. However, this color scheme is not as
effective as black text on a yellow or other brightly contrasting light background. The
tobacco companies’ internal research on pack color choices found that yellow most
quickly and effectively seizes and holds consumers’ attention. Yellow signals warning or
danger, whereas white connotes health and safety.30-37
The tobacco industry’s research on improving the prominence of pack elements should be
used by FDA when designing graphic warning labels.30 FDA should require textual
statements in graphic warning labels to use black lettering on a contrasting yellow
background.
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FDA’s proposed experimental study design13 states at page 3: “In all conditions,
participants will view a set of 9 textual warning statements presented in a sequential order
as black text on a white background…” (emphasis added). This study design does not
test the efficacy of white text on a black background, which is permitted under the current
law. If this is deliberate because FDA is planning to change the font color as Section 202
permits it to do, FDA should instead change the text format to require black text on a
yellow background, and should change its study design accordingly.
c) Given the evidence that adults and adolescents do not understand
addiction, it is vitally important to provide comprehensive, detailed
messages on nicotine addiction.
FDA's textual warning statements, including the 15 revised warning statements to be
tested in the proposed study, fail to address nuanced concerns regarding individuals’
understanding of addiction. Specifically, FDA's proposed warning statements fail to
recognize youth and young adults’ lack of understanding and skepticism of addiction.
Instead, messages need to provide more detailed examples and definitions of addiction in
order to be effective.38
Extensive research shows that youth and young adults do not just underestimate the risk
of addiction. Adolescent smokers and those who eventually become smokers perceive
significantly less risk of many health consequences, including long-term consequences
such as heart attack and lung cancer, as well as short-term consequences such as having
trouble breathing.39 Such perceptions predict subsequent smoking.40
Warnings should speak to the lack of control associations with addiction. For example,
the following warning statements regarding addiction would be more effective38:
•
•
•
•
•
•
•
•

85% of smokers wish they had never started smoking. Nicotine is highly
addictive.
70% of smokers want to stop smoking. Nicotine is highly addictive.
The process of nicotine addiction starts well before you are smoking every day.
Nicotine is highly addictive.
Tobacco can be harder to quit than heroin or cocaine. Nicotine is highly addictive.
Most smokers smoke for years longer than they want. Nicotine is highly
addictive.
Most smokers take 6-11 attempts to successfully quit. Nicotine is highly
addictive.
75% of teens who smoke are still smoking five years later. Nicotine is highly
addictive.
Addiction is the disease. Smoking is the symptom. Nicotine is highly addictive.
d) The word “WARNING” should be removed from the textual statements
in the graphical warning labels.
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While the word “WARNING” can function as a signal word, it can also function as a
“stop” word; that is, consumers read the word “warning,” but read nothing after it.41.
Also, consumers are bombarded with so many labels marked “WARNING” or
“DANGER!” that they learn to ignore the warnings, just as the farmer ignored the
shepherd boy who cried “WOLF!”42 Textual warning statements are more effective
when the word “WARNING” is removed and allowing consumers to focus on the more
important message in the remaining text.
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