


states “smoking is . . , the cause of many illnesses including heart disease, stroke,
emphysema and lung cancer.” In fact, “smoking remains the leading cause of
preventable death in New York City and the nation.”" It is clear that tobacco policy is

critical to the health of urban populations.

The book chronicles a decade-long (1 990-2000) crusade consisting of painstaking
examinations of tobacco industry records, cloak and dagger interviews with informants,
and thorough grunt work by federal bureaucrats to unearth evidence to demonstrate that
the tobacco industry intentionally manipulated nicotine in cigarettes to increase addiction
to tobacco products and therefore increase tobacco sales. The “question of intent”
mentioned in the title is central to whether the FDA has the power to regulate tobacco as
a drug. The legal definition of a drug has two components—it is a substance that “. . . not
only has the ability to affect the structure or function of the body, but the manufacturer
had to intend to do 0. In fact, one court decision about tobacco regulation upheld the

agency’s decision not to regulate cigarettes because intent was not demonstrated. "

The mission of the FDA is to protect the public health «, . . by assuring the safety,
efficacy, and security of human and veterinary drugs, biological products, medical
devices.”™ ! When Kessler became FDA commissioner, the agency was at a low point.
Weakened by a drug approval scandal and undermined by deregulation, the underfunded
agency lacked the enforcement powers necessary to fulfill its mission in an increasingly
complex scientific, commercial and political environment. Of course, the FDA needs to

- react to crisis, such as the incidents of drug and product tampering that occurred early




during Kessler’s tenure. However, Kessler soon realized that to be truly effective and to
have a more lasting impact, he and the FDA needed to be proactive. After the public
relations success realized when FDA seized orange juice because of false health claims,
Kessler was emboldened and encouraged by others to focus on other issues. Under

Kessler’s leadership, the agency targeted tobacco.

Health professionals and those interested in health policy will find this book an excellent
description of the different forces that shape policies influencing the health of urban
populations. The book describes the role and relationship of the various branches of
government in forming public policy. In the case of tobacco, all three branches of
government had critical roles. The FDA is an executive branch agency dependent upon
Congress for its budget and much of its authority. Congress has the power to legislate,
but executive agencies, such as FDA, must implement the laws Congress enacts. The
president nominates the FDA commissioner, who is confirmed by the Senate. As we
know, campaign financing can potentially compromise the political process. Kessler
outlines how tobacco money funneled into political campaigns, buys access and enabled
the tobacco industry to infiltrate Congress and influence policy. The industry used its
access to provide technical assistance to elected officials and staffers and supply
background information and questions for congressional hearings. Courts were also
involved and ultimately, the U.S. Supreme Court determined that the FDA did not have

the authority to regulate tobacco.




In determining a course of action for FDA, Kessler's strategy illustrated the importance
of framing, especially the decision to “redefine smoking as a pediatric disease.”"""
Informed by compelling data and an industry marketing plan, Kessler's decision to
reframe the smoking issue was pivotal in shaping public opinion. Veritas, an anonymous
senior tobacco industry executive who spoke to Kessler, concluded “you were right to
elevate the discourse to the level of public heaith. You were right to focus on the
addiction of children.” Veritas declared that Kessler “became like them [the tobacco

industry] . . . masters of shaping public opinion.”™

Another theme illustrated by this book is the relationship between politics and policy
change. As Thomas Oli{/er noted in “The Politics of Public Health Policy,” “politics, for
better or worse, plays a critical role in health affairs. Politics is central in determining
how citizens and policy makers recognize and define problems with existing social
conditions and policies.”™ In the case of tobacco, public opinion was a critical

consideration for influencing the will of elected officials and appointees.

Previously, the tobacco industry had shrewdly presented smoking as a matter of personal
choice. When the tobacco industry framed smoking as a matter of choice, it paralleled
what Oliver defined as the emphasis and value placed on property rights, economic

individualism and competition in American political culture.*

This book should be required reading for anyone working in the field of public health or

affected by public policy decisions because it offers a compeliing description of the




myriad of forces that shape public policy. I have already recommended the book to
others because it is gripping, as well as informative. If you want to be in a position to
make changes, you need to understand how the system works. Asa government

employee, I found the book personally satisfying because it depicted the actions of

bureaucrats in a positive light.
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