A fragmented regulatory system has sliced the food-safety pie into

too many pieces to nourish the confidence of the U.S. consumer.

BY JULIE A. CASWELL

or decades, U.S. con-

sumers took safe food

for granted. That

changed recently with

outbreaks associated
with E. coli and Listeria in the
United States and reports of mad-
cow disease in Europe. These out-
breaks have focused attention on an
issue that is extraordinarily com-
plex. Indeed, food safety encom-
passes everything from food-borne
pathogens to residue levels for
pesticides and animal drugs, natu-
rally occurring toxins, and additives.
For some, it even includes whether
the food was produced with the aid
of biotechnology.

Adding to the complexity, food
safety is a responsibility shared
among local, state, and federal gov-
ernments; food producers and dis-
tributors; and consumers. Defining
appropriate roles for each of these

players represents a central policy
question. When it comes to im-
ported food products, an even big-
ger cast of players takes the stage.
The report cards of most of those
players show reasonably good per-
formance but definite room for im-
provement.

Food Supply: How Safe?

Food safety has improved over time,
often dramatically, but demand for
food safety has also been increasing
as incomes rise and we learn more
about links between diet and health.
Currently, there are some clear
causes for concern. For instance, we
may in some cases be investing too
many resources in food safety—re-
sources that might be better spent
improving car safety or health care
for children or any of a dozen other
concerns. Within the food area,
poor nutrition and an increasing

trend toward obesity might repre-
sent more appropriate targets for
public monies than curbing the in-
cidence of food-borne diseases as-
sociated with E. coli and Listeria.

The federal government has im-
proved its ability to measure the
impact of food-borne illness on U.S.
consumers, and data are best in re-
gard to illness and deaths from ex-
posure to food-borne pathogens.
According to the best estimate,
food-borne diseases cause 76 mil-
lion illnesses, 325,000 hospitaliza-
tions, and 5,000 deaths in the
United States each year.!

The societal costs of five bacte-
rial food-borne pathogens? alone are
estimated at about $7 billion per
year, but the overall incidence of
food-borne illness may have de-
clined in recent years. Indeed, the
Centers for Disease Control and
Prevention reports that cases of
food-borne illness per 100,000 people
for specific bacterial food-borne
pathogens decreased 22.4 percent
from 1996 to 1999, with a 14 per-
cent decrease from 1998 to 1999.%

Part of the challenge of ensuring
a safe food supply arises from a frag-
mented roster of federal regulations
that empower 12 separate agencies
to oversee various components of
the program. Primary responsi-
bility lies with the Food and Drug
Administration (FDA), the U.S.
Department of Agriculture (USDA),
and the U.S. Environmental Protec-
tion Agency (EPA). Meanwhile,
state and local governments provide
most oversight for food service op-
erators. Food producers, processors,
and distributors have a strong in-
terest in providing safe products.
Apart from simply protecting con-
sumers, they need to attract con-
sumers, avoid liability, protect
themselves or workers from hazards,
and comply with government regu-
lations.
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Big Pie, Too Many Slices

Rationalization of the food safety
regulatory system is a perennial
topic in Washington. Most recently,
a National Academy of Sciences re-
port pointed to problems with the
current fragmented system but
stopped short of recommending a
move to a single agency.® Recent
General Accounting Office (GAO)
reports have identified problems
with the current system, but the
policy response has been to main-
tain the current regulatory structure
while adding increased coordination
across agencies.

Meanwhile, the agencies remain
entrenched in their spheres of in-
fluence. Perhaps the current level of
performance, which looks good
compared with that of some of our
trading partners, leads to reluctance
to take a chance on change. In con-
trast, the European Union, spurred
on by recent failures in its systems,
is moving to set up a single food
agency.

A key concern with our frag-
mented regulatory approach is
whether different levels of risk are
treated in a consistent manner
across agencies. But this concern is
really a subset of the larger ques-
tion of determining how safe is safe
enough when it comes to food. In
the language of the World Trade
Organization, safe enough means
foods that pose an “appropriate level
of risk” to consumers. Defining that
level of risk is a scientific, political,
economic, and social endeavor.’
Americans expect the food they buy
at the supermarket or order in res-
taurants and fast-food outlets to be
safe. But absolute safety is very ex-
pensive, even if it were attainable.
So where do we stop in the quest to
attain a safe food supply?

Countries and bodies that estab-
lish international standards, such as
the Codex Alimentarius Commis-

sion—a joint endeavor of the
United Nations Food and Agricul-
ture Organization and World
Health Organization that sets food
standards—have been struggling to
develop a more standardized ap-
proach to food-related risk. In its
most ambitious form, the idea is to
reach consensus on which risks are
serious and what level of protection
should be provided against them. In
practice, this type of consensus has
proven elusive, as countries differ in
their risk preferences based on in-
come, culture, politics, and other
factors. What has been accom-
plished is to articulate a common
approach to risk, which has been
formalized as the risk analysis
framework.

Take, for example, the presence
in processed meat products of Lisz-
eria monocytogenes, a commonly
occurring bacterium that is hard to
control because it can be ubiquitous
in processing environments and
grows at refrigerator temperatures.
Its presence can cause listeriosis in
humans, with an estimated 2,500
serious illnesses and 500 deaths each
year in the United States. Listerio-
sis poses particular risks for preg-
nant women—where it can result in
miscarriage, fetal death, and severe
illness or death of a newborn in-
fant—older adults, and those with
weakened immune systems.

Relative Risk

Risk analysis begins with a risk as-
sessment to gauge the likelihood of
a particular food being contami-
nated with Listeria monocytogenes
when it leaves the plant, of the food-
borne pathogen load increasing
while the product is refrigerated
before eating, the likely ways in
which the food may be prepared
that would decrease or exacerbate
the risk, the likely quantity ingested
by a consumer, the likelihood of the
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consumer becoming ill, and, finally,
the likely severity of the illness. ©

The risk management phase uses
the risk assessment information to
judge what level of safety should be
targeted and what, if any, actions
should be taken to achieve that level
of safety.” For example, an agency
could target a reduction in the in-
cidence of listeriosis and put in place
Listeria control programs in process-
ing plants and apply safe handling
labels on consumer packages. Fi-
nally, risk communication includes
constant discussion among all the
parties to the problem about risk
levels, perceptions of those risks,
and actions to address them.

The ideal is that all food safety
risks—and all risks from any source
for that matter—be given a full risk
analysis, with priorities for action
based on the relative importance of
different risks and benefit/cost
analysis of potential actions. We are
nowhere near achieving this ideal.

Risk analysis itself takes a con-
siderable amount of resources. Risk
assessments have so far been com-
pleted for only a handful of the most
important food-borne pathogens,
for instance, and benefit/cost analy-
ses are done only for regulatory ap-
proaches that have already been
chosen for use. Particular risks can
jump up the queue if they gain wide-
spread public awareness and political
pressure builds to address them.

How safe is safe enough is a so-
cietal and political decision, but one
that needs to be grounded in scien-
tific assessment and benefit/cost
analysis. The U.S. regulatory system
provides that grounding and
couples it with impressive expertise
in addressing food safety issues. It
has made progress toward taking a
systematic approach to risk across
different food-borne sources, but
the fragmented system limits that
progress.



Consumer Beware?

While the regulatory system has to
gauge how safe is safe enough, it
also has to assign responsibility for
attaining a safe food supply. It has
always been recognized in the U.S.
regulatory system that the consumer
is the final line of defense against
some risks, particularly microbial
food-safety risks. Many products are
sold in a form that is hazardous
without further action by the con-
sumer—raw meat products, for ex-
ample. The federal government has
been fairly paternalistic, however,
regarding its role in assuring food
safety for microbial as well as other
food-safety risks. In other words,
where possible, it has regulated by
means that minimize the need for
self-protection by consumers. Label-
ing has been used in an array of
other areas, including for nutrition
and some process attributes—for
example, organic production.®

There has been some fraying
along the edges of this strategy, with
labeling being looked upon more
favorably as an option for further
assuring food safety. An example is
processed meat products, where
risks associated with Listeria have
come to the forefront. The USDA
Food Safety and Inspection Service
is looking closely at terms such as
ready-to-eat or not ready-to-eat and
cooking instructions that could be
consistently placed on labels to bet-
ter alert consumers to the need to
prepare products in a certain man-
ner to avoid risk. The food safety
agency is also pursuing control of
this risk through regulations at the
processing plant level, but user level
information is likely to play a big-
ger role in assuring food safety in
the U.S. market. Success clearly de-
pends on users reading and acting
upon the label information.

While labeling and self—protec-

tion may gain ground in the pur-

suit of a safe food supply, the domi-
nant approach to food safety will
continue to be regulatory programs
that attempt to assure safety with
minimal requirements for consumer
awareness and action. This appears
to align well with the expectations
of the U.S. consumer.

Free Trade and Safe Food

Trade in food products raises two
related problems. The first is assur-
ing that importing countries are
able to determine that imported
foods, which are produced in dif-
ferent countries and perhaps under
different regulatory programs, meet
domestic safety standards. The sec-
ond is assuring that importing
countries do not use food safety
standards and inspection procedures
in a protectionist way to prevent safe
products from competing countries
from entering the domestic market.

Recent trade agreements and the
World Trade Organization seek to
balance these two assurances. They
do this primarily by specifying that
policies that affect imports be sci-
ence based and not more restrictive
than necessary to ensure a safe food
supply. The U.S. food supply is be-
coming more diversified in terms of
the variety of products imported,
the number of sources of those
products, and the volume of trade.
At the same time, the United States
remains a major exporter of agricul-
tural and food products to the world
market.

On the home front, several GAO
studies have criticized the U.S.
government’s ability to assure the
safety of imported foods. Trade dis-
putes have arisen, particularly with
the European Union, over access of
U.S. products to foreign markets.
While critics worry that freer trade
threatens food standards at home,
there is little evidence to suggest
this is occurring. In fact, safety stan-

dards in the United States and in
most countries abroad are getting
stricter as consumer incomes rise
and societies are able to pay higher
prices for food. But translating
those higher standards into a safer
food supply depends on enforce-
ment of the standards for both do-
mestic and imported products.

Getting from Here to There

Food safety is an issue dear to the
hearts—and stomachs—of all con-
sumers. While food safety levels are
high and improving, consumers
may nonetheless be overly compla-
cent about food safety and fail to
take precautions necessary for their
own self-protection. Simple issues
such as the dangers of cross con-
tamination among foods being pre-
pared may be unfamiliar to home
cooks with less knowledge of food
safety. Lack of awareness and care
can take a terrible toll when it oc-
curs in restaurants as occurred last
summer in Milwaukee, where cross-
contamination of E. coli from raw
beef to fresh salad bar items in a Siz-
zler restaurant caused over 500 ill-
nesses, 23 hospitalizations, and one
death. Since quality-control for
safety is a complex process, we may
need to build more redundancy into
the system, with consumers work-
ing more effectively on the front
lines, if we hope to attain desired
improvements in safety levels. La-
beling may be the vehicle for achiev-
ing this redundancy, although it
may not apply well to food service
situations.

At the same time, regulatory sys-
tems will need to place additional
reliance on food-producing and dis-
tributing companies. This approach
would alter the federal government’s
role in assuring food quality by in-
creasing reliance on private quality
assurance systems. For example,

USDA and FDA have taken steps
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in this direction with the adoption
of the Hazard Analysis Critical
Control Points (HACCP) approach
to food safety in plants that process
meat, seafood, and juice. HACCP
requires companies to design and
implement extensive quality control
plans to assure food safety. It also
shifts the regulatory emphasis from
directly inspecting production pro-
cesses to monitoring company qual-
ity-control plans.

Technologies for the assurance of
food safety are rapidly changing.
Genetic fingerprints can now link
the source of outbreaks of food-
borne illness to specific plants and
even to specific farms. But at the
same time, safety-assurance systems
have to function over longer supply
chains, as trade in food products
continues to grow. Adaptation to
these changing conditions and new
technologies will determine the suc-
cess of the system that assures food
safety. The relatively slow response
of this system to the introduction
of biotechnology into the food
chain suggests that more effort will
be needed to keep regulatory pro-
grams ahead of, rather than behind,
the curve.

Further modernization of the
regulatory system is needed to get
the most food safety for the dollar
and to assure that additional dol-
lars are effectively spent. Outdated
statutes hamstring the agencies
charged with regulating food safety.
One of the major obstacles to con-
sistent regulation of food safety is
the varying statutes, written over a
number of years, that govern
how agencies approach regulatory
questions. In some cases, these
statutory differences may reflect le-
gitimate factors that should be con-
sidered when regulating diverse risk
sources such as pesticide residues or
food-borne pathogens. But they also
frequently reflect the persistence of

outdated approaches.

Consolidating the federal
government’s food safety activities
into a single agency may be the most
effective means of updating regula-
tory approaches and addressing
problems in the current system.
Consolidation might result in more-
consistent regulation of risks like
pesticide residues, which are under
the jurisdiction of EPA and FDA,
and pathogens, which are regulated
by USDA and FDA. It might also
result in more-consistent regulation
of risks across food products like
meat and poultry regulated by
USDA, and other food products
regulated by FDA. A further advan-
tage could relate to introduction of
new technologies and approaches.
For example, we have separate new
HACCP programs for meat and
poultry (USDA), seafood (FDA),
and juice (FDA). Consolidation
may also allow a more coordinated
response to changes in safety and
quality standards for foods traded
internationally.

On the other hand, the existing
agencies have a solid record in as-
suring food safety. There is a risk
that the variety and complexity of
tasks to be accomplished would
overwhelm the single agency as-
signed to perform them.

While different risk levels may
dictate that meat plants be inspected
more frequently than factories that
produce tortilla chips, there is little
reason to believe that the large ex-
isting disparities in inspection rates
for different types of food process-
ing plants are science based. Instead,
these and other anomalies in the
U.S. regulatory system stem from
the fragmentation of responsibility
for food safety. Further improve-
ments in food safety may rest on
consolidating responsibility.

Regardless of the regulatory ap-

proach, the goal must be to create a
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food supply system that earns the
trust of consumers. Failing that,
American consumers may have their
cake but fear to eat it.m

Dr. Julie A. Caswell is a professor
in the Department of Resource Eco-
nomics at the University of Massa-
chusetts Amberst, in Amberst, Mas-
sachusetts.
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