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Public Health Law in a New Century
Part lll: Public Health Regulation: A Systematic Evaluation
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HE PREVIOUS ARTICLES IN THIS SERIES"? EXAMINED THE

tradeoffs between the collective benefits of public

health and personal interests in liberty and prop-

erty. But how do we know when the public good
to be achieved is worth the infringement of individual rights?
This article proposes a systematic evaluation of public health
regulation that analyzes regulatory justifications, public risks,
the intervention’s effectiveness, economic costs, personal bur-
dens, and the policy’s fairness.

GENERAL JUSTIFICATIONS
FOR PUBLIC HEALTH REGULATION

Government intervention designed to promote population
health and well-being is often considered an unmitigated
good. Why would society not want to organize itself in ways
that maximize the health of populations? To fulfill many
of the aspirations of human life requires a healthy mind and
body. Because health is so highly valued, sometimes soci-
ety assumes that government need not justify public health
interventions. But government should justify interven-
tions because, almost invariably, they intrude on indi-
vidual rights and interests and incur economic costs. Be-
fore proposing a systematic evaluation of public health
regulation, it will be helpful to think about the 3 general
justifications commonly asserted: risk to others, protec-
tion of incompetent persons, and risk to self.?

Risk to Others: The Harm Principle

The avoidance of serious harm to other persons is the most
commonly asserted justification for public health regula-
tion. The so-called harm principle holds that competent
adults should have freedom of action unless they pose a risk
to the community. The reason for permitting such a wide
range of freedom is that people have a strong interest in
autonomy.

Autonomy, literally, self-governance, has acquired mean-
ings as diverse as liberty, privacy, individual choice, and even
economic freedom. The legal community uses autonomy to
support rules, such as informed consent and privacy. At its
core, autonomy is the personal governance of the self that
is free from controlling interferences.* Autonomous per-
sons are free to hold views, make choices, and take actions
based on personal values and beliefs.
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Public health interventions need justification because they
intrude on individual rights and incur economic costs. Co-
ercive interventions can be justified in only 3 cases: to
avert a risk of serious harm to other persons, to protect
the welfare of incompetent persons, and, most contro-
versially, to prevent a risk to the person himself/herself.

This article proposes a systematic evaluation of public
health regulation. The article recommends that public health
authorities should bear the burden of justification and,
therefore, should demonstrate (1) a significant risk based
on scientific evidence; (2) the intervention's effective-
ness by showing a reasonable fit between means and ends;
(3) that economic costs are reasonable; (4) that human
rights burdens are reasonable; and (5) that benefits, costs,
and burdens are fairly distributed.

The 3 articles in this series have sought to provide a
fuller understanding of the varied ways in which law can
advance the public’s health. Public health law should be
seen broadly as the government’s power and responsi-
bility to ensure the conditions for the population’s health.
As such, public health law has transcending importance
in how we think about government, politics, and policy.

JAMA. 2000,283:3118-3122 www.jama.com

Theories of autonomy hold that government, or others,
should not restrain competent adults in the absence of some
overriding justification. Avoidance of serious harm to oth-
ers usually is regarded as an adequate reason for constrain-
ing autonomy. This is a classic argument that personal free-
doms extend only so far as they do not intrude on the health,
safety, or other legitimate interests of the population. Un-
der this view, public health authorities could override the
competent wishes of persons if necessary to avert injury or
disease to other individuals or groups. The harm principle,
for example, justifies interventions to prevent the spread of
infectious disease through mandatory vaccination, screen-
ing, partner notification, or treatment; or it justifies laws for-
bidding the dumping of toxic waste because of the detri-
mental effects on communities.
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Protection of Incompetent Persons: Best Interests

A second commonly asserted justification for public health
regulation is to defend the interests of incompetent persons
who are not in a position to protect themselves. If persons
are incompetent, government may safeguard their welfare
either by making decisions in their best interests or by
making decisions that they would have made if competent.

The rationale for government making decisions on be-
half of incompetent persons is that they have insufficient
understanding to make informed choices, deliberate, and
act according to their desires or plans. Children and per-
sons with mental illness or mental retardation may, to a
greater or lesser degree, have diminished capacity. In these
circumstances, government may step in to ensure their health
or safety, such as by civilly committing a person with men-
tal illness or controlling the financial affairs of a person with
mental retardation. Since the rationale for interference with
autonomy is to make those decisions a person would have
made if he/she were competent, the government should act
beneficently in the individual’s interests.

Risk to Self: Self-regarding Behavior

Of the 3 traditional justifications for public health regula-
tion, risk to self is, by far, the most contentious. Risk to self
is highly controversial because the behavior is self-
regarding, which means that the conduct appears to affect
only the person concerned and not others. Classic regula-
tion of self-regarding behavior includes mandatory motor-
cycle helmet and seatbelt laws, gambling prohibitions, and
fluoridation of drinking water. In addition to direct con-
trol over personal activity, government heavily taxes and re-
stricts advertising of cigarettes and alcoholic beverages.

Regulation of self-regarding behavior is warranted, if at
all, by paternalism. Under this rationale, interference with
aperson’s liberty of action is justified exclusively by the need
to protect the health, safety, welfare, happiness, or other in-
terests, or values of the person subject to coercion.’ The case
against paternalism rests on the assumption that individu-
als are most informed about their needs and value systems,
and most self-interested. After all, a person declines to wear
a motorcycle helmet not because he/she is oblivious to the
risk, but presumably because he/she places one value (free-
dom) above another (physical security).

A defense of paternalism usually relies on the fact that people
face constraints (both internal and external) on the capacity
to pursue their own interests.® First, individuals have cogni-
tive limits of either inadequate information or the inability to
process complex scientific information. People frequently make
choices without being fully informed of the potential haz-
ards. Messages about children being at-risk of severe injury
from front-seat air bags or that in many homes radon is pres-
ent and dangerous are not heard by everyone. Even when in-
formation is available, consumers may misapprehend the risks.
Media discussions of a healthy diet or the health effects of vig-
orous exercise are, at best, contradictory and confusing.
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Second, individuals have limited willpower. They may know,
objectively, what is in their best interests, but find it difficult
to behave accordingly. This point is obvious in the case of physi-
cal and psychological dependencies on illicit drugs, alco-
holic beverages, tranquilizers, diet medication, or nicotine. But,
individuals may have difficulty controlling many behaviors that
are not conventionally regarded as addictive. A person may
understand that high-fat foods cause adverse health effects or
that excessive spending or gambling causes financial hard-
ship, but may not refrain from these activities.

Finally, individuals face social, economic, and environ-
mental constraints on their behavior. Human behavior is in-
fluenced by many external factors including parents and fam-
ily, peers and community, media and commercial advertising.”
For example, a person’s decision about what to eat and whether
to smoke cigarettes or drink alcoholic beverages (and what
brand) is influenced by commercial messages. Social, struc-
tural, and physical factors in the environment also influence
behavioral decisions. Consider a poor inner-city neighbor-
hood in which the only food choice is fast food because there
are no supermarkets to purchase fresh fruits and vegetables
at reasonable prices. In such an environment, voluntary choice
is constrained even if public health messages about a healthy
diet are being heard and understood.

The courts routinely uphold regulation of classic self-

regarding behaviors, emphasizing the aggregate conse-
quences for society’s health and economic resources: the risk
to safety (eg,amotorcyclist without a helmet presenting a traf-
fic hazard),® health (eg, secondhand tobacco smoke),” or the
economy (eg, urgent care costs and burdens on government
benefits, such as Medicaid).*° For example, one court observed:
From the moment of the [motorcycle] injury, society picks the per-
son up off the highway; delivers him to a municipal hospital . . . ;
provides him with unemployment compensation if, after recov-
ery, he cannot replace his lost job, and, if the injury causes per-
manent disability, may assume the responsibility for his and his
family’s continued subsistence. We do not understand a state of
mind that permits the plaintiff to think that only he himself is con-
cerned."
These kinds of judicial decisions, while understandable, fail
to confront the real issue of paternalism. After all, the prin-
cipal reason that society requires citizens to wear motor-
cycle helmets or seatbelts is to protect the person himself/
herself. These court decisions reduce the justification for
regulation of self-regarding behavior to a strained concep-
tion of social harms rather than recognizing certain public
health interventions as justified paternalism.

Having thought about the general justifications for pub-
lic health regulation, it is important to evaluate systemati-
cally whether particular interventions are warranted. Next,
I propose that public health authorities should bear the bur-
den of justification and, therefore, should demonstrate
(1) significant risk based on objective scientific methods;
(2) the intervention’s effectiveness by showing a reason-
able fit between means and ends; (3) economic costs are rea-
sonable when compared with the probable benefits; (4) hu-
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]
Figure. Evaluation of Public Health Regulation

Step 5. Assess Fairness of Policy
Benefits/Services Based on Need
Costs/Burdens Based on Risks Posed

Step 4. Assess Burdens on Individuals
Invasiveness of Intervention
Frequency, Scope, and Duration of Infringement

Step 3. Assess Economic Costs
Costs of Regulator, Regulatee, and Opportunity
Cost-effective Strategies

Step 2. Demonstrate Intervention’s Effectiveness
Means/Ends Test
Effective Risk Reduction

Step 1. Demonstrate Risk
Type of Risk: Physical, Chemical, Biological, or Behavorial
Timing of Onset and Duration of Risk: Imminent or Distant
Probability of Harm
Severity of Harm to Individuals, Entire Population, Future Generations,
or Ecosystem

man rights burdens are reasonable when compared with the
probable benefits; and (5) benefits, costs, and burdens are
fairly distributed so that services are provided only where
needed and regulatory burdens are imposed only where a
risk to community health exists (FIGURE).

STEP 1: DEMONSTRATE A SIGNIFICANT RISK
BASED ON SCIENTIFIC METHODS

The mission of public health is to identify risks and pre-
vent and/or ameliorate harms or other undesirable conse-
quences to humans and what they value. Populations face
hazards from many different sources: physical forces (eg,
radioactivity, sound waves, magnetic fields), chemicals (eg,
ozone, mercury, dioxins, drugs), organisms (eg, viruses, bac-
teria), and human behavior (eg, sex, smoking, drunk driv-
ing, firearm use). People also face social consequences from
the unauthorized disclosure of health information, such as
embarrassment, stigma, and discrimination in employ-
ment, insurance, and housing.'” Risk is a highly complex
concept, and a vast literature exists about the assessment,
communication, and management of risk."?

Public health regulation is an attempt to control risk. How-
ever, we need to know more about the evidence needed to
assess the risk and the seriousness of the risk that warrants
regulation. Risk assessments are almost always made in cir-
cumstances of uncertainty, so an accurate calculation is usu-
ally difficult. Nevertheless, to the extent possible, risk as-
sessments should be based on objective and reliable scientific
evidence provided by the multiple disciplines of public health,
including medicine, virology, bacteriology, and epidemiol-
ogy. Science-based risk assessments provide a more secure
ground for decision making and avoid reflexive actions based
on irrational fears, speculation, stereotypes, or pernicious
mythologies.

Risk assessments should also be made on a case-by-case
basis. Individualized risk assessments avoid decisions made
under a blanket rule or generalization about a class of per-
sons. A fact-specific, individualized inquiry is more likely
to result in a well-informed judgment grounded in a care-
ful and open-minded weighing of risks and alternatives.
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Finally, public health regulation should be based on risks
that are significant, not speculative, theoretical, or remote. The
level of risk needed to justify a regulatory response varies
depending on the policy’s economic costs and human bur-
dens. If the costs and burdens are small, public health authori-
ties need to demonstrate lower levels of risk to justify the inter-
vention. As the policy’s costs and burdens increase, public health
authorities need to demonstrate ever greater levels of risk.

Several factors are helpful in risk assessments'*: (1) na-
ture of risk: some risks are immediate (eg, contaminated food
or water), some long-term (eg, toxic exposures resulting in
cancer), and some depend on the mechanism of transmis-
sion (eg, airborne, food-borne, or blood-borne); (2) dura-
tion of risk: coercive regulation is appropriate only for the
period of time that the risk continues to exist (eg, during
the period of infectiousness); (3) probability of harm: the
likelihood that the risk will materialize and cause harm; and
(4) severity of harm: if the risk materializes the degree of
harm that will affect populations.

In assessing the validity of public health powers, a rough
inverse correlation exists between the severity of harm and
the probability of its occurrence. As the seriousness of poten-
tial harm to the community increases, the level of risk needed
to justify the public health power decreases. Central to the un-
derstanding of the significant risk standard is the fact that even
the most serious potential for harm does not justify public
health regulation in the absence of a reasonable probability
that it will occur. For example, transmission of human im-
munodeficiency virus (HIV) results in a major harm because
the disease can be seriously debilitating and potentially life
threatening. Yet, if the probability of transmission were neg-
ligible (eg, transmission from health care workers to pa-
tients), then coercive measures would not be warranted.

Public health regulation entails tradeoffs between com-
peting risks to health—so-called risk-risk tradeoffs.'” Fre-
quently, when government intervenes to diminish one risk,
itsimultaneously increases another risk. Thus, drinking wa-
ter standards requiring chemical disinfection decrease risks
of Cryptosporidium, but increase risks of cancer.'® Nuclear
power regulation reduces radiation risks, but drives the mar-
ket toward coal or oil-based energy, thus increasing other
hazards to humans and the environment. When agencies
act to avert a given risk, they should be cognizant that the
intervention may increase another kind of risk.

STEP 2: DEMONSTRATE THE EFFECTIVENESS
OF THE REGULATION (THE MEANS/ENDS TEST)

The objective of public health regulation is to avert or dimin-
ish a significant risk to health. While courts and the public
readily understand the need for a substantial health objec-
tive, they pay less attention to the methods used to achieve
the goal. Instead, the intervention’s effectiveness is simply as-
sumed or, more likely, the courts and the public trust the ex-
perts to develop, implement, and evaluate the intervention.
It is unwise to assume that public health interventions are al-
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ways effective. In fact, since the proposed regulation entails
personal burdens and economic costs, government should af-
firmatively demonstrate, through scientific data, that the meth-
ods adopted are reasonably likely to achieve the public health
objective. This is called the means/ends test and it is the gov-
ernment’s burden to defend and rigorously evaluate the ef-
fectiveness of regulation.

The fact that government regulates in a particular area
does not necessarily mean that it is doing something about
the problem. Think about legislative initiatives to reduce the
risk of HIV transmission, such as mandatory screening of
newborns, practice limitations on health care workers, or
criminal penalties for having unprotected sex. These inter-
ventions may be designed to avert a health risk, but the meth-
ods used may fail to achieve the goal. Sometimes, legisla-
tion can even thwart public heath objectives such as criminal
prohibitions on the distribution and possession of sterile drug
injection equipment.'’

To determine whether the means are likely to achieve their
objectives, agencies should ask a series of questions. First, can
the health risk be accurately measured? For example, if a regu-
latory response to radioactivity, magnetic fields, or lead paint
is considered, public health authorities should understand the
health risks posed. How much is known about the hazard?
How much exposure, and of what duration, is safe? How much
reduction in exposure is necessary to reduce the risk to ac-
ceptable levels? Second, will the intervention effectively re-
duce the risk or ameliorate the harm? For example, do reli-
able data exist to demonstrate the effectiveness of traditional
public health interventions? Finally, what plans exist to evalu-
ate the intervention?'® Admittedly, scientific evaluation is com-
plex because many behavioral, social, and environmental vari-
ables confound objective measurement of the causal connection
between an intervention and a health outcome. Neverthe-
less, asking an agency to measure the outcomes of its inter-
ventions is important to demonstrate whether they work.

STEP 3: DEMONSTRATE THAT ECONOMIC
COSTS ARE REASONABLE WHEN
COMPARED WITH BENEFITS

Public health regulations impose economic costs. Agency
resources are used to devise and implement the regulation,
there are costs to individuals and businesses subject to the
regulation, and opportunities to intervene with a different,
potentially more effective, technique are lost (opportunity
costs). A major issue, much debated in the literature, is the
relevance of cost in regulatory decisions designed to safe-
guard the public’s health. Economists argue that govern-
ment should prefer regulatory responses that provide
the most health benefits (eg, saving the most life-years, or
quality-adjusted years of life) at the least cost. Using cost-
effectiveness analysis, health economists estimate the net
health effects of a regulatory program or intervention."
Society cannot escape the role that cost plays. Few people
question the premise that society has finite, and relatively

©2000 American Medical Association. All rights reserved.

PUBLIC HEALTH REGULATION

scarce, resources available for public health regulation. Given
the reality of scarcity, hard choices must be made between
regulatory alternatives. Do we spend large sums to avert rela-
tively trivial risks, or do we devote resources to more seri-
ous risks that can be ameliorated at significantly lower cost?
While society cannot tally up costs and benefits into a tidy
number, it can make sensible choices in prioritizing regu-
latory expenditures.”

Why is it a problem if public health regulations impose
inordinate expense with relatively modest benefits? At least
part of the answer is that whenever government regulates
it foregoes opportunities for other interventions that can
improve community health. If government adopts an inef-
fective strategy, it loses opportunities to intervene with a
different, potentially more beneficial, technique. If govern-
ment adopts an unduly costly strategy, it wastes scarce re-
sources. There is usually limited political will and agency
resources to adopt multiple methods of intervention simul-
taneously. When ineffective or expensive regulations are seen
as lost opportunities, it becomes clearer that the operable
tradeoff is not money for lives, a choice that understand-
ably generates public concern. Rather, the tradeoff is health
for health or lives for lives because a choice to spend ex-
cessively wastes not only dollars, but also opportunities to
promote health and longevity.

STEP 4: DEMONSTRATE THAT PERSONAL
BURDENS ARE REASONABLE WHEN
COMPARED WITH BENEFITS

A public health policy may be well designed, cost-effective,
and likely to promote the health and well-being of the popu-
lation, but still be unacceptable from an individual rights
perspective. Public health regulations impose various hu-
man rights burdens: (1) compulsory vaccination, physical
examination, and treatment intrude on autonomy, bodily
integrity, and religious freedom; (2) screening, reporting,
and partner notification invade privacy; (3) isolation and
quarantine restrain liberty; (4) limits on advertising and man-
datory labeling curtail expression; and (5) licenses, inspec-
tions, and nuisance abatements impede professional oppor-
tunities and diminish property interests.

In thinking about personal burdens, it is important to mea-
sure the intervention’s (1) invasiveness: to what degree does
the public health intervention intrude on the right in ques-
tion? (2) frequency and scope: does the infringement of rights
apply to one person, a group, or an entire population? and
(3) duration: how long of a period is the person or group sub-
ject to the infringement? For example, counseling and test-
ing is less invasive than mandatory treatment; isolation of a
single individual is less extensive than quarantine of a geo-
graphic area; and short-term isolation for measles is less bur-
densome than indefinite isolation for HIV/AIDS (acquired
immunodeficiency syndrome).

Public health authorities should choose the least restric-
tive alternative. This means that agencies should prefer mini-
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mally intrusive interventions that achieve the public health
objective as well, or better, than more restrictive interven-
tions. For example, directly observed therapy for tuberculo-
sis is less invasive than civil commitment. This principle does
not require public health authorities to adopt measures that
are ineffective, but only those that will accomplish the agen-
cy’s mission with the fewest burdens on human rights.

STEP 5: DEMONSTRATE THAT PUBLIC HEALTH
INTERVENTIONS ARE FAIRLY DISTRIBUTED

Public health policy allocates benefits, burdens, and costs.
Everyone realizes that to achieve the common good it is some-
times necessary to confer benefits and impose regulatory costs
and burdens. The mark of a desirable public health policy
is when benefits, burdens, and costs are equitably distrib-
uted. But how are we to judge whether these distributions
among populations are inherently just? The final step in a
systematic evaluation of public health policy is an exami-
nation of fairness.

Public health policy is just if, to the extent possible, it pro-
vides services to those in need and imposes burdens and costs
on those who endanger the public’s health. Services pro-
vided to those without need are wasteful and, given scarce
resources, may deny benefits to those with genuine need.
Similarly, coercion aimed at persons or businesses in which
there is no actual danger imposes costs and burdens with-
out a corresponding public benefit. Ideally, services should
be allocated on the basis of need and burdens should be im-
posed only when necessary to prevent a health risk.

At the same time, policies should not be disproportion-
ately targeted toward, or enforced against, vulnerable groups
such as racial minorities. Most public health authorities, for
example, favor primary enforcement of seatbelt laws, empow-
ering police to stop vehicles solely because of noncompli-
ance with those laws. Yet, if police enforce seatbelt laws dis-
proportionately against racial minorities, they become unjust.

In summary, public health authorities should justify regu-
lation by demonstrating a significant risk, the interven-
tion’s effectiveness, reasonable economic costs and human
rights burdens, and fundamental fairness. This proposed
evaluation will not necessarily lead to the best policy be-
cause any analysis is fraught with judgments about politics
and values and is confounded by scientific uncertainty. Nev-
ertheless, the evaluation at least requires public health au-
thorities to think systematically and apply consistent stan-
dards when making policy.

THE FUTURE OF PUBLIC HEALTH LAW

This series of articles has sought to provide a fuller under-
standing of the varied roles of law in advancing the public’s
health. The field of public health is purposive and inter-
ventionist. It does not settle for existing conditions of health,
but actively seeks effective techniques for identitying and
reducing health threats. Law is an important, but, perenni-
ally neglected, tool in furthering the public’s health. Public
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health law should not be seen as an arcane, indecipherable
set of technical rules. Rather, public health law should be
seen broadly as the authority and responsibility of govern-
ment to ensure the conditions for the population’s health.
As such, public health law has transcending importance in
how we think about government, politics, and policy.

While government has responsibility to ensure the con-
ditions for health, it cannot overreach in a democratic so-
ciety. This leads to one of the most complicated problems
in the field, which is how to balance the collective good
achieved by public health regulation with the resulting in-
fringements of individual rights and freedoms. The diffi-
cult tradeoffs between collective goods and individual rights
form a major part of the study of public health law.

Finally, it is important to recall that public health, and
the law itself, is highly political, influenced by strong so-
cial, cultural, and economic forces. As these forces shift over
the years, and as different political ideologies and eco-
nomic conditions take hold, the field of public health will
change and adapt. It has always been that way in public
health, and it is likely to remain that way for the future, pro-
viding intellectually enticing, and socially important, ter-
rain for scholars and practitioners to explore.

Acknowledgment: This 3-part series is based on a forthcoming book entitled Pub-
lic Health Law: Power, Duty, Restraint (Berkeley: University of California Press;
New York, NY: Milbank Memorial Fund).
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