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America’s Flu Vaccine Mess*

Those who assert that the extreme shortage of vaccine for the upcom-

ing flu season is a “market failure,” understand neither markets nor

failure. The source of the problem is that the regulators will be “raked

over the coals” for approving a medicine that causes even a few prob-

lems, but never for preventing the sale of one that could help millions of

patients. A very simple way to bring market forces back into play would

be to permit the sale of medicines clearly labeled “Not FDA Approved.”

Four of the last five autumns in the
United States have witnessed influenza
vaccine problems. In 2000, production
delays and vaccine plant shutdowns sent
seniors and others scrambling for sharply
limited supplies of vaccine. In 2001, an
anthrax scare pushed demand higher than
expected. And last year a bad flu bug had
people running for a shot. But 2004 has
clearly been the worst yet.

At the start of the season, U.S. health
officials were recommending vaccinations
for 185 million Americans. Vaccine manu-
facturers were optimistic, hoping to sell
100 million doses—17 million more than
last year. Then in a single night every-
thing changed.

On the eve of flu shot season, British
health officials suspended the license of
one of the two major vaccine suppliers
for the U.S. market. Just that quickly
nearly half of the anticipated supply—
around 48 million doses—was swept from
the table.

As if on cue, politicians, healthcare
professionals, and media editorialists be-
gan calling for government to fix the “frag-
ile” flu vaccine “system.” There are too
few companies for the U.S. market, they
argued; the government should encour-
age more companies to get involved.

Some people, such as Health and Hu-
man Services (HHS) Secretary Tommy
Thompson, want government to promise
to buy any unsold vaccine at the end of
each flu season, thus encouraging compa-
nies to produce more. Others want gov-
ernment to purchase the bulk of each
year’s supply (it now buys less than 10

percent) at an official price high enough
to attract more vaccine makers. And still
others want to create “universal demand”
for flu shots by guaranteeing they are paid
for by government subsidized insurance.
As one Columbia University public health
expert said, “When there’s a vital national
interest at stake, then it can’t be left to the
free market alone.”

It’s true the U.S. relies on just two

makers of injectable flu vaccine, Aventis
Pasteur and Chiron Corporation. And this
can obviously be a problem if just one of
them hits a production or other snag. But
an unbridled free market did not bring
this about. Indeed, government regula-
tions have reduced the number of influ-
enza vaccine makers in recent years and
have also helped discourage others from
entering the business.

How We Got Here

In 1999 the U.S. Food and Drug Ad-
ministration changed the way it inspected
vaccine-manufacturing plants. The FDA’s
new approach, according to a 2002 Gov-
ernment Accountability Office report,
emphasized “a more complete assessment
of … compliance with current good manu-
facturing practices [GMPs].” It involved
bigger FDA inspection teams, longer in-
spections, and focused more on things
such as equipment cleaning, employee

* This article was written by Arthur E. Foulkes,
AIER Research Associate.

How Effective is the Flu Vaccine?

Whereas the Great Depression is useful for gauging the severity of
recessions, flu seasons can be compared to the “Spanish Flu” of 1918. By
the time it peaked in the fall, the pandemic had infected over one-third of
the United States population and killed between 20 and 40 million
worldwide—three times the number that died during World-War I. To put
those numbers in perspective, between five and 20 percent of Americans
get the flu each year, resulting in about 36,000 deaths.

This year’s vaccine shortage raises the question: How effective are flu
shots? According to the Centers for Disease Control (CDC), when the
vaccine and circulating flu virus strain “match,” the shots prevent the flu in
about 70 percent to 90 percent of healthy persons younger than age 65
years. Among the elderly, flu shots are between 30 percent to 70 percent
effective in preventing hospitalization.

Those statistics, however, apply only when the vaccine and circulating
strain match. Last year, the “Fujian flu” appeared after the vaccine was
already in production. An initial study by the CDC showed that the 2003-
04 vaccine was “not effective against influenza-like illness,” which
include not only the flu, but colds and respiratory illness not caused by the
flu. Flu shots are not designed to prevent the latter two illnesses.

Although this time around the Fujian strain is included in the vaccine,
the number of influenza cases and their severity will hinge on the nature
of whatever different strains develops. If a new and exceptionally virulent
strain appears, then the shortfall in vaccine production for the 2004-05
season will be a moot issue—those who got a shot will be in the same
boat as those who did not.

Given that it takes several months to grow, prepare, test, license,
package, ship, and administer a new vaccine, the worst-case scenario could
still be another pandemic of flu similar to the one experienced in 1918.
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qualifications, and “documentation is-
sues.” Unfortunately, says industry con-
sultant and economist David Webster, the
“FDA didn’t communicate very clearly
that they were changing the rules of the
game” catching “a lot of manufacturers…
unaware”—an assessment supported by
the GAO report.

Under the new standards, many vac-
cine manufacturers—including two mak-
ers of flu vaccine—soon found themselves
out of FDA compliance and facing mil-
lions of dollars in fines and mandated new
investments. One of the companies,
Parkedale Pharmaceuticals, engaged in a
lengthy struggle to gain FDA approval,
only to have its license suspended on the
eve of flu vaccine distribution season.
Rather than continue the fight, Parkedale
dropped out of the business, writing off
$45 million. Another company, Wyeth
Pharmaceuticals, also faced costly FDA
mandated upgrades at two of its plants
(despite the fact there were no reports of
tainted vaccine at either facility), and a
FDA fine of $30 million. It left the inject-
able flu vaccine business in 2002.

Makers of other vaccines, meanwhile,
were equally hard hit. Eight of 11 child-
hood vaccines experienced shortages be-
tween 2000 and 2003, nearly all directly
attributable to FDA good manufacturing
practice issues. Thus in the space of just a
few years, the FDA regulations helped cut
the number of flu vaccine makers in half
despite the fact it never found dangerous
or contaminated vaccine at any plant.

What Happened in 2004

Good manufacturing practice issues
were the sole reason sited by British health
regulators when they shut down Chiron
Corporation’s Liverpool, England influ-
enza vaccine facility on October 5. The
company had reported finding tainted vac-
cines over a month earlier, but assured
health officials the trouble was limited to
“a small number of lots” and later stated
all the vaccine slotted for release in Octo-
ber had been tested and found to be “safe.”

Regardless, FDA inspectors—under the
bright glow of by-now-international pub-
licity—rushed to Liverpool as soon as news
of the British action hit U.S. shores. After
meeting with government and Chiron offi-
cials, they ultimately supported the British
decision. Agency statements and media
reports, moreover, suggested FDA inspec-
tors found new cases of tainted vaccine.

But a careful reading of FDA state-
ments leaves room for some doubt. FDA
acting Deputy Commissioner Lester
Crawford reportedly said new contami-
nation was found, but it is unclear who
found it and whether it was in vaccine
slotted for release. Official FDA state-

ments seem merely to find fault with
Chiron’s retesting of its vaccine: One FDA
official criticized the company for only
checking for obvious sources of contami-
nation while an official FDA “chronol-
ogy” of the whole incident concludes that
“[a]lthough Chiron’s retesting of the un-
affected lots of vaccine has been negative
for contamination, FDA has determined
that it cannot adequately assure the steril-
ity of these lots to our safety standards.”

In short, it seems very possible that
Chiron’s vaccine was kept off the market,
as the company’s Chairman initially said,
for “system and process” violations, not
actual problems with the “end product.”
As the CEO of a major Canadian flu vac-
cine maker told one California newspa-
per, “What happened to Chiron could hap-
pen to any company” since quality stan-
dards continue to rise and many flu vac-
cine facilities were built years ago.

Alternative Solution: End FDA
Monopoly on Quality and

Safety Assurance

Economists and others have long un-
derstood the fundamental flaw in grant-
ing the FDA a monopoly in quality and
safety assurance. The agency’s incentive
system is always skewed in the direction
of caution; that is, keeping drugs or vac-
cines off the market if there is even a slight
chance of negative side effects. Why?
Because when the FDA allows a danger-
ous or harmful product on the market, it
faces serious institutional consequences
such as negative media attention, Con-
gressional hearings, and loss of political
clout. On the other hand, if it errs by keep-
ing a life-saving or life-improving drug
off the market, there are seldom any nega-
tive consequences for the FDA. There-
fore, in the words of the former chief
economist for the U.S. Consumer Prod-
uct Safety Commission, Paul H. Rubin,
the FDA “invariably places a much greater
weight on any potential harm from a phar-
maceutical than on any benefit from the
product. [T]he agency is much more fear-
ful of approving a harmful drug than of
delaying or blocking a beneficial drug.”

Thus the FDA is institutionally biased
toward caution and delay. As if to empha-
size this point, when Canada’s ID Bio-
medical and GlaxoSmithKline offered to
sell surplus flu vaccines to the strapped
U.S. market this year, HHS Secretary Th-
ompson told reporters it was “doubtful”
the vaccines could receive FDA approval
in time. Many Americans, meanwhile,
chose not to wait, traveling across the bor-
der to Mexico or Canada to receive non-
FDA approved flu inoculations.

In sum, the American flu vaccine mar-
ket is hardly “free.” Government regula-

tions make it among the most tightly con-
trolled businesses in the country. These
regulations raise costs for manufacturers
and impede new entrants into the mar-
ket—both foreign and domestic. Allow-
ing private providers of quality and safety
assurance to compete with the FDA for
vaccine approvals would remove this im-
portant obstacle, making the flu vaccine
market at once more attractive to produc-
ers and less costly for consumers.

Private quality assurance firms would
have dual incentives: to provide prompt
product approvals (to avoid losing busi-
ness to faster competitors) and to insure
the products they certify are safe (to avoid
reputational damage, as well as massive
losses from tort claims). Drugs or vac-
cines not approved by the FDA could be
labeled “NOT FDA APPROVED.” This
would allow consumers who want only
FDA certified vaccines to retain that op-
tion—leaving them no worse off—while
making all the rest better off because they
would have the freedom to select an op-
tion previously denied them.

Lessons from the East

China’s flu vaccine industry is rela-
tively very small, producing only around
10 million vaccines in 2003. Last year,
“widespread” flu vaccine shortages
plagued the country. China’s response,
however, is not to give government an
even larger role in the vaccine industry,
but to rather to “marketize” the sector,
allowing new “private players” to set pro-
duction targets based on “market de-
mand,” not according to politics.

Certainly the U.S. influenza vaccine
market can be a tricky one. Because it takes
six months or more to make the vaccine,
manufacturers cannot know for certain how
much they should produce. But demand is
uncertain in many businesses with equally
long or longer production schedules. The
answer is not government subsidization or
price supports. These “solutions” would
simply politicize the flu vaccine business,
leading companies to become inefficient,
bloated, and rent seeking.

If making flu vaccine carries too high
of an opportunity cost for American phar-
maceutical companies, there are certainly
manufacturers around the world who
would be willing to step in. India, Eastern
Europe, and China all have vaccine manu-
facturers that could help meet U.S. de-
mand. Indian vaccine plants already op-
erate at FDA-approved standards.

Economists have long noted that gov-
ernment interventions designed to fix one
problem often lead to new problems and
calls for additional intervention. Govern-
ment interventions in the vaccine market
have created the current scarcity of manu-
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facturers. Now new interventions are pro-
posed to repair that damage. Yet these
solutions will doubtless cause their own
problems.

For example, subsidizing flu vaccine
makers will merely encourage over-pro-
duction. In turn, some new government plan

Economists all too often ignore emo-
tions such as envy, resentment, pride, and
spite when studying human behavior.

There is a psychological experiment,
“the ultimatum game,” involving two
players who are offered a sum of money,
say $10. One player decides how it is to
be split. If the other accepts, the two play-
ers divide the money on the first player’s

terms, but if the second player refuses
the proposed split, neither receives any-
thing. It may be argued that, theoreti-
cally, the recipient should accept as little
as $.01, leaving $9.99 for the first player
because one cent is better than nothing
after all. However, the experimental ex-
perience is that only relatively large of-
fers, such as a 50-50 split, are accepted

and that recipients tend to reject smaller
amounts. Perhaps not surprisingly to crit-
ics of “dismal science,” graduate students
in economics were found to offer the most
unequal splits.

So it is that it has taken a lawyer, Amy
Chua, a professor at the Yale Law School,
to identify the economic implications of
what she calls “market-dominant minori-
ties,” such as the Chinese in Southeast
Asia, Jews in Russia, whites in Zimba-
bwe, and Indians in East Africa. Market-
dominant minorities control hugely dis-
proportionate percentages of their coun-
tries’ resources. For example, Filipino
Chinese comprise just one to two percent
of the Philippines’ population, but they
own nearly all of the country’s major su-
permarkets, fast-food restaurants, large de-
partment stores, and all but one of the
nation’s banks. A similar situation obtains
in Indonesia. Jews make up a tiny propor-

will be required to limit over-supply and
milking of the system. When allowed to
run its course, the industries’ businesses
will wind up dependent on political favors
and clout for profits, as opposed to product
and technological innovation. This is no
cure to America’s flu vaccine crisis. ❑

Anna Schwartz noted for our readers (“Risks to the
Long-Term Stability of the Euro,” Research Reports, Sep-
tember 13, 2004) that the May 2004 expansion of the
European Union (EU), including ten new countries in
eastern and southern Europe, poses risks to the stability
of the euro. The economies of the new entrants are much
less advanced than those of the 15 prior members of the
EU or the 12 prior members of the euro zone. Ms.
Schwartz also noted that even some of the original mem-
bers of the euro zone had to “fudge” the numbers to
qualify in 1999.

The Stability and Growth Pact of the EU explicitly
requires that members confine their domestic budget
deficits to not more than 3.0 percent of GDP and their
cumulative public debts to not more than 60 percent of
GDP. Countries above the 60 percent target at the euro’s
inception had to show steady progress toward that goal.
France, for example, satisfied the initial EU convergence
criteria by shifting around the capital of state-owned en-
terprises, a dubious tactic analogous to U.S. borrowings
from Social Security and other government-controlled
trust funds.

On September 23, 2004, only a few weeks after the
close of the 2004 Olympic Games in Athens, the New
York Times reported that the Greek finance ministry
“confessed…to having repeatedly misrepresented signifi-
cant economic data before [Greece] joined the Euro-
pean currency union [in 2001], prompting suggestions
that it might not have qualified had the true figures been
known.” Revised figures released by the current Conser-
vative government showed that Greece had a 2000 bud-
get deficit of 4.1 percent of GDP (versus 2.0 percent
reported by the prior Socialist government at the time)
and cumulative debt of 114 percent of GDP (versus 102
percent previously reported). Similar fudging of the num-
bers occurred each subsequent year through 2003.

Meanwhile, Italy, the most indebted EU member after
Greece, was reprimanded by the European Commission
“for flouting the rules.” The Commission is unhappy with

Still the World’s Tallest Dwarf?

Italy’s accelerating budget deficits since Italy already had
a cumulative deficit of 109.4 percent of GDP in 2001.

On October 6, 2004, the Executive Council of the EU
announced approval of a set of measures looking toward
admission of Turkey as a full member of the EU in 2015.
Even beyond its obvious social and political problems,
public finance issues will constitute an enormous hurdle
to Turkey’s admission. The latest figures reported to the
EU (April 2003) showed a budget deficit of 10 percent
and cumulative debt of 95 percent of GDP, with annual-
ized inflation of 25 percent. In addition, Turkey owed
the IMF $21.8 billion in August 2004, having accumu-
lated all but about $4 billion of that debt since 2000.
There is no apparent means for Turkey, a non-oil export-
ing country, to repay its debt to the IMF other than some
kind of borrowing or guarantee from the EU.

With all the fudging for current euro zone members
and the hocus-pocus that will be required to admit Tur-
key, we share Anna Schwartz’s concern about the risks
to the long-term stability of the euro. It is interesting to
note, however, that the United States would not qualify
for EU admission under current guidelines, even after
swallowing copious amounts of fudge (like omission of
unfunded Federal pension and Social Security liabili-
ties). The current U.S. budget deficit is 3.6 percent of
GDP and its gross public debt, 63.6 percent of GDP.

The likely increased future instability of the euro be-
cause of the factors just described should be weighed
against the demonstrated weakness of the U.S. dollar
over the medium term due to its debt and deficit num-
bers. However, it still is possible for the dollar to remain
“the world’s tallest dwarf” over the long term—i.e., the
best of a bad lot of fiat currencies—because its weak-
nesses might not be greater than those underlying the
euro. The stability and cohesion of the EU are far from
assured, given the combination of recently revealed fudg-
ing of the numbers and the prospects of future expansion
to include countries as unstable monetarily and fiscally
as Turkey. Time will tell.

BOOK REVIEW

World on Fire by Amy Chua, New York, Doubleday, 2003, 327 pp.

plus index, $26 hardbound, $14 paper.
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tion of Russia’s population, but six of the
seven “oligarchs” that today control vir-
tually all of the country’s business are Jew-
ish. There are many other examples.

Ms. Chua’s thesis is that the simulta-
neous introduction of majority rule and
free-markets has or will lead to vicious
ethnic strife in many countries—her
book’s subtitle is “How Exporting Free
Market Democracy Breeds Ethnic Hatred
and Global Instability” She writes:

“In the numerous countries around the

world that have pervasive poverty and

a market-dominant minority, democracy

and markets—at least in the form in

which they are currently being

promoted—can proceed only in deep

tension with each other. In such

conditions, the combined pursuit of free

markets and democratization has

repeatedly catalyzed ethnic conflict in

highly predictable ways. This has been

the sobering lesson of globalization in

the last twenty years.”

Market-dominant minorities are often
legacies of the ascendancy of Western
Europeans over much of Africa, Latin
America, and Asia. Colonial regimes
brought whites to Southern Africa, Indi-
ans to East Africa, Lebanese to West Af-
rica, and Light-skinned Iberians to Latin
America. “Overseas Chinese” flourished
in Southeast Asia when it was run by the
Western powers. Such minorities become
market-dominant because their education,
business networks, access to credit, etc.,
exceed that of the ethnic majority. Such
situations, she asserts, create “seething
resentments” of which

“…the almost invariable result is

backlash. This backlash typically takes

one of three forms. The first is a

backlash against markets, targeting the

market-dominant minority’s wealth.

The second is a backlash against

democracy by forces favorable the

market-dominant minority. The third is

violence, sometimes genocidal, directed

against the market-dominant minority

itself.”

Lawyer that she is, Ms. Chua states
her case again and again and it often ap-
pears overstated. For one, human beings
were robbing, raping, murdering, enslav-
ing, or otherwise persecuting one another
for countless centuries before democracy
and globalization came along in the parts
of the world that mainly concern her.

Moreover, her definition of a market-
dominant minority is quite elastic and can
come to mean simply rich people who
have no particular racial, linguistic, or eth-

nic distinction from the rest of a popula-
tion. It can also include foreign investors
who do not even live in the country whose
markets they dominate.

Nevertheless, her analysis leads to
some important insights. For example:

“Most American economists and

policymakers, steeped in decades of

Cold War Dynamics, tend to assume

that…nationalizations were motivated

by socialist or Communist thinking. In

fact, however, national-ization in the

Third World has always been far less

an expression of Communism than of

popular frustration and vengeance

directed at a market dominant minority.

“With few exceptions (China, Cuba,

Vietnam), nationalization programs in

Third World countries—unlike those in

the former Soviet block—never sought

to eliminate private property or eradicate

all economic classes. On the contrary,

in the vast majority of countries in Asia,

Africa, and Latin America have targeted

nationalization programs explicitly and

almost exclusively the assets and

industries of hated market dominant

minorities.”

Such hatreds have little to do with ra-
tional appraisals of economic well-being.
Belief that the market-savvy of a despised
minority makes them “blood suckers”
usurping the “rightful owners” of a
nation’s wealth is commonplace. Acting
upon such beliefs has been wildly popu-
lar but the economic consequences have
been disastrous.

In 1938, President Lazaro Cardenas
expelled the foreign oil companies from
Mexico and founded PEMEX to “give
Mexico’s oil to the people.” Although by
any economic measure PEMEX is a cess-
pool of corruption and inefficiency (and
nowadays close to insolvent), the anni-
versary of the expropriation of foreign oil-
companies assets is celebrated as a Na-
tional holiday. More recently in Indone-
sia after Suharto was deposed, his vice
President Jusuf Habibie took over with a
very low approval rating. He expropri-
ated Chinese-owned businesses in what
one observer called “Asia’s largest nation-
alization since the Communist takeover
in China.” This led to a flight of capital

and the new state-owned industries were
immediately saturated with inefficiency,
corruption, and scandal, leading to a deep
recession (a 15 percent drop in GDP in
1998), a stagnant economy, and even food
shortages, Yet Habibie sailed to over-
whelming re-election.

Ms. Chua’s second backlash (that
against democracy), has occurred many
times, typically when the market-domi-
nant minority, often with outside help,
makes a deal with a regime that tolerates
them in return for “a piece of the action.”
Such “crony capitalism” has enriched au-
tocrats such as Suharto, Daniel Moi in
Kenya, Ferdinand and Imelda Marcos in
the Phillipines, and a long succession of
Latin American dictators.

Her third backlash (violence) has long
been a fact of life for many market-domi-
nant elites whose houses are protected with
barbed wire, armed guards, and vicious
dogs and who only venture out in the com-
pany of bodyguards. Where violence has
become official policy as in Rwanda, the
former Yugoslavia, or Zimbabwe, the
world has been appalled.

Ms. Chua does not assert that her three
possible “backlashes” against free-markets
and democracy necessarily occur in any
particular order or sequence. This, and her
elastic definition of what constitutes a
market-dominant minority, might suggest
that her “model” (if we can call it that)
could be stretched to describe almost any
situation. Indeed, her wider applications
of the notion of market-dominant minori-
ties to a region (Israel and the Middle East)
or to the position of the United States in
the world appear simplistic and relatively
unconvincing.

Nevertheless, her analysis does shed
quite a lot of light on the reasons for seem-
ingly self-destructive actions around the
globe. Slobodan Milosavic’s actions
against Croats and others were, we should
remember, highly popular with his
Serbian constituents. As Ms. Chua ob-
serves, he “…was not poverty stricken,
but his statement ‘[I]f we don’t know
how to work well or do business, at least
we know how to fight well!’ reveals much
of the psychology of a majority that per-
ceives itself as dominated and degraded.”
Economist need a greater understanding
of this. ❑


