
roperly, the Fluvirin mess belongs in the
news columns, but the mass media have 
covered—blanketed, quilted, and counter-

paned—the story already. At the same time,
though, amid all the words, the supply of hard,
technical information—the information relevant
to Pharmaceutical Technology’s audience, the in-
formation that would help us avoid similar mis-
takes in the future—remains frustratingly small.

So, despite the finger-pointing, hand-wringing,
and bloviating, I’m still not sure exactly what to
think. Here’s what we’ve been told so far:

June 2003. Chiron (Emeryville, CA) buys Pow-
derject Pharmaceuticals for more than £540 mil-
lion. Chiron seeks to increase its conventional 
vaccine-production capacity while it readies cell-
culture production plants for commissioning later
in the decade. With Powderject, Chiron gets a plant
at Speke, in Liverpool, which has previously be-
longed to Celltech, Medeva, and Glaxo. The plant
has received several previous citations for quality
or contamination problems.

In the same month—as Chiron announces
plans to invest another £85 million in the Speke
plant over five years and double output to about
50 million doses of Fluvirin trivalent influenza
vaccine for the 2004–2005 season—FDA docu-
ments CGMP deviations at the plant.

26 August 2004. Chiron announces that final
internal-release testing has revealed bacterial con-
tamination, later identified as Serratia marcescens,
in about 10 percent of Fluvirin lots made at Speke.
The company says it is working with UK and US
authorities to fix the problem, and expects that
2004–2005 vaccine stocks will reach consumers.

27 September. Chiron completes its internal in-
vestigation, concluding that “results were in line
with our expectations that the variance was con-
fined to the initial scope identified.”

5 October. UK Medicines and Healthcare Prod-
ucts Regulatory Agency (MHRA) authorities con-
tact Chiron executives at 3 a.m. California time,
saying that they are revoking Chiron’s license to
produce vaccines at the Speke plant.

In what I still think is a moment of stunning cor-
porate probity, Chiron CEO Howard Pien publicly
accepts MHRA’s decision as motivated by concern
for public safety and offers the company’s “pro-
found, profound apology” for failing to supply the
expected allotment of vaccine this year. During the

press conference, he attributes the contamination
to human error at one step of the production
process. Chiron, however, has not yet disclosed the
exact nature of the error, the steps taken to correct
it, or the source of the contamination.

8 October. Pien testifies before the US House
Committee on Government Reform.

11 October. The US Attorney’s Office for the
Southern District of New York subpoenas Chiron
production records for a grand jury investiga-
tion…possibly a legal first.

13 October. The following exchange takes place
early in the last of the televised US presidential
candidate debates, underscoring public concern
while weirdly distorting the record:

Q: [S]uddenly we find ourselves with a severe

shortage of flu vaccine. How did that happen?

A: [W]e relied upon a company out of England

to provide about half of the flu vaccines for the

United States citizens and it turned out that the

vaccine they were producing was contaminated.

And so we took the right action and didn’t allow

contaminated medicine into our country.

15 October. After a special FDA examination of
the Speke plant, the agency prohibits any US use
of Fluvirin produced there.

As National Institute of Allergy and Infectious
Diseases director Anthony Fauci has been point-
ing out, the flu vaccine business is extraordinar-
ily tough: the product changes every year; the mar-
gins are low; and the risks are high. The liability
problems of vaccines are, in fact, proverbial. Vac-
cines are the only pharmaceutical products regu-
larly administered to healthy people. If they work,
nothing appears to happen. If there’s a complica-
tion, a healthy person becomes ill, and very angry.

A few years ago, five companies made flu vac-
cine for the US market. Now there are just two
players, and one is sidelined with a season-end-
ing injury.

My instinct is to weigh in, to decry what seems
to be an emerging impulse to punish Chiron fur-
ther for attempting, and failing, to do what other
companies have given up on. I want to point out
that the US seems bent on driving every producer
out of the influenza vaccine market.

But before I do that, I’d like to know just what
went wrong, how Chiron tried to fix it, what tests
the MHRA performed, and when Emeryville, CA,
became part of the United Kingdom.PT
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Still Waiting for Answers
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