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The Taixing countryside in eastern China, near the Yangtze Delta.
Forty-six barrels of toxic syrup followed a path from a factory in the nearby
small town of Hengxiang to Panama.

From China to Panama,

A Tralil of Poisoned Medicine

By WALT BOGDANICH
and JAKE HOOKER

PUBLISHED: MAY 6, 2007

HE KIDNEYS fail first.
TThen the central nervous
system begins to mis-
fire. Paralysis spreads, making

breathing difficult, then often
impossible without assistance.
In the end, most victims die.
Many of them are children,
poisoned at the hands of their
unsuspecting parents.
The syrupy poison, diethylene
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glycol, is an indispensable part
of the modern world, an indus-
trial solvent and prime ingredi-
ent in some antifreeze.

It is also a killer. And the
deaths, if not intentional, are of-
ten no accident.

Over the years, the poison has
been loaded into all varieties of
medicine — cough syrup, fever
medication, injectable drugs —
a result of counterfeiters who
profit by substituting the sweet-
tasting solvent for a safe, more
expensive syrup, usually glyc-
erin, commonly used in drugs,
food, toothpaste and other
products.

Toxic syrup has figured in
at least eight mass poisonings
around the world in the past two
decades. Researchers estimate
that thousands have died. In
many cases, the precise origin
of the poison has never been de-
termined. But records and inter-
views show that in three of the
last four cases it was made in
China, a major source of coun-
terfeit drugs.

Panama is the most recent

victim. Last year, government
officials there unwittingly mixed
diethylene glycol into 260,000
bottles of cold medicine — with
devastating results. Families
have reported 365 deaths from
the poison, 100 of which have
been confirmed so far. With the
onset of the rainy season, inves-
tigators are racing to exhume as
many potential victims as pos-
sible before bodies decompose
even more.

Panama’s death toll leads di-
rectly to Chinese companies that
made and exported the poison
as 99.5 percent pure glycerin.

Forty-six barrels of the toxic
syrup arrived via a poison pipe-
line stretching halfway around
the world. Through shipping re-
cords and interviews with gov-
ernment officials, The New York
Times traced this pipeline from
the Panamanian port of Colén,
back through trading companies
in Barcelona, Spain, and Beijing,
to its beginning near the Yangtze
Delta in a place local people call
“chemical country.”

The counterfeit glycerin
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passed through three trading
companies on three continents,
yet not one of them tested the
syrup to confirm what was on
the label. Along the way, a cer-
tificate falsely attesting to the
purity of the shipment was re-
peatedly altered, eliminating
the name of the manufacturer
and previous owner. As a result,
traders bought the syrup without
knowing where it came from, or
who made it. With this informa-
tion, the traders might have dis-
covered — as The Times did —
that the manufacturer was not
certified to make pharmaceuti-
cal ingredients.

An examination of the two
poisoning cases last year — in
Panama and earlier in China —
shows how China’s safety regu-
lations have lagged behind its
growing role as low-cost sup-
plier to the world. It also dem-
onstrates how a poorly policed
chain of traders in country after
country allows counterfeit med-
icine to contaminate the global
market.

Last week, the United States

Food and Drug Administration
warned drug makers and suppli-
ers in the United States “to be
especially vigilant” in watching
for diethylene glycol. The warn-
ing did not specifically mention
China, and it said there was “no
reason to believe” that glycer-
in in this country was tainted.
Even so, the agency asked that
all glycerin shipments be tested
for diethylene glycol, and said it
was “exploring how supplies of
glycerin become contaminated.”

China is already being ac-
cused by United States authori-
ties of exporting wheat gluten
containing an industrial chemi-
cal, melamine, that ended up in
pet food and livestock feed. The
F.D.A. recently banned imports
of Chinese-made wheat gluten
after it was linked to pet deaths
in the United States.

Beyond Panama and China,
toxic syrup has caused mass
poisonings in Haiti, Bangladesh,
Argentina, Nigeria and twice in
India.

In Bangladesh, investigators
found poison in seven brands
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of fever medication in 1992, but
only after countless children
died. A Massachusetts labora-
tory detected the contamination
after Dr. Michael L. Bennish, a
pediatrician who works in de-
veloping countries, smuggled
samples of the tainted syrup
out of the country in a suitcase.
Dr. Bennish, who investigated
the Bangladesh epidemic and
helped write a 1995 article about
it for BMJ, formerly known as
the British Medical Journal, said
that given the amount of medi-
cation distributed, deaths “must
be in the thousands or tens of
thousands.”

“It’s wvastly underreported,”
Dr. Bennish said of diethylene
glycol poisoning. Doctors might
not suspect toxic medicine, par-
ticularly in poor countries with
limited resources and a gener-
ally unhealthy population, he
said, adding, “Most people who
die don’t come to a medical fa-

cility.”
The makers of counterfeit
glycerin, which superficially

looks and acts like the real thing

but generally costs consider-
ably less, are rarely identified,
much less prosecuted, given the
difficulty of tracing shipments
across borders. “This is really a
global problem, and it needs to
be handled in a global way,” said
Dr. Henk Bekedam, the World
Health Organization’s top repre-
sentative in Beijing.

Seventy years ago, medicine
laced with diethylene glycol
killed more than 100 people in
the United States, leading to the
passage of the toughest drug
regulations of that era and the
creation of the modern Food
and Drug Administration.

The F.D.A. has tried to help
in poisoning cases around the
world, but there is only so much
it can do.

When at least 88 children died
in Haiti a decade ago, F.D.A. in-
vestigators traced the poison to
the Manchurian city of Dalian,
but their attempts to visit the
suspected manufacturer were
repeatedly blocked by Chinese
officials, according to internal
State Department records. Per-
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mission was granted more than
a year later, but by then the plant
had moved and its records had
been destroyed.

“Chinese officials we con-
tacted on this matter were all
reluctant to become involved,”
the American Embassy in Bei-
jing wrote in a confidential ca-
ble. “We cannot be optimistic
about our chances for success
in tracking down the other pos-
sible glycerine shipments.”

In fact, The Times found re-
cords showing that the same
Chinese company implicated in
the Haiti poisoning also shipped
about 50 tons of counterfeit
glycerin to the United States in
1995. Some of it was later resold
to another American customer,
Avatar Corporation, before the
deception was discovered.

“Thank God we caught it
when we did,” said Phil Ternes,
chief operating officer of Avatar,
a Chicago-area supplier of bulk
pharmaceuticals and nonmedic-
inal products. The F.D.A. said it
was unaware of the shipment.

In China, the government is

vowing to clean up its pharma-
ceutical industry, in part be-
cause of criticism over coun-
terfeit drugs flooding the world
markets. In December, two top
drug regulators were arrested
on charges of taking bribes to
approve drugs. In addition, 440
counterfeiting operations were
closed down last year, the World
Health Organization said.

But when Chinese officials
investigated the role of Chinese
companiesinthe Panama deaths,
they found that no laws had been
broken, according to an official
of the nation’s drug enforcement
agency. China’s drug regulation
is “a black hole,” said one trader
who has done business through
CNSC Fortune Way, the Beijing-
based broker that investigators
say was a crucial conduit for the
Panama poison.

In this environment, Wang
Guiping, a tailor with a ninth-
grade education and access to
a chemistry book, found it easy
to enter the pharmaceutical sup-
ply business as a middleman. He
quickly discovered what others

ARTICLE 1 of 5 »

SHOW ARTICLE INDEX

4 PAGE5of 21 ¥



A TOXIC PIPELINE

© 2007-2008 THE NEW YORK TIMES

had before him: that counterfeit-
ing was a simple way to increase
profits.

And then people in China be-
gan to die.

Cheating the System

Mr. Wang spent years as a tai-
lor in the manufacturing towns
of the Yangtze Delta, in eastern
China. But he did not want to re-
main a common craftsman, vil-
lagers say. He set his sights on
trading chemicals, a business
rooted in the many small chemi-
cal plants that have sprouted in
the region.

“He didn’t know what he was
doing,” Mr. Wang’s older broth-
er, Wang Guoping, said in an in-
terview. “He didn’t understand
chemicals.”

But he did understand how to
cheat the system.

Wang Guiping, 41, realized
he could earn extra money by
substituting cheaper, industri-
al-grade syrup — not approved
for human consumption — for
pharmaceutical grade syrup. To
trick pharmaceutical buyers, he

forged his licenses and labora-
tory analysis reports, records
show.

Mr. Wang later told investi-
gators that he figured no harm
would come from the substitu-
tion, because he initially tested
a small quantity. He did it with
the expertise of a former tailor.

He swallowed some of it.
When nothing happened, he
shipped it.

One company that used the
syrup beginning in early 2005
was Qiqihar No. 2 Pharmaceu-
tical, about 1,000 miles away
in Heilongjiang Province in the
northeast. A buyer for the fac-
tory had seen a posting for Mr.
Wang’s syrup on an industry
Web site.

After a while, Mr. Wang set out
to find an even cheaper substi-
tute syrup so he could increase
his profit even more, according
to a Chinese investigator. In a
chemical book he found what he
was looking for: another odor-
less syrup — diethylene glycol.
At the time, it sold for 6,000 to
7,000 yuan a ton, or about $725
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to $845, while pharmaceutical-
grade syrup cost 15,000 yuan, or
about $1,815, according to the
investigator.

Mr. Wang did not taste-test
this second batch of syrup be-
fore shipping it to Qigihar Phar-
maceutical, the government
investigator said, adding, “He
knew it was dangerous, but he
didn’t know that it could kill.”

The manufacturer used the
toxic syrup in five drug prod-
ucts: ampules of Amillarisin A
for gall bladder problems; a spe-
cial enema fluid for children; an
injection for blood vessel diseas-
es; an intravenous pain reliever;
and an arthritis treatment.

In April 2006, one of south-
ern China’s finest hospitals, in
Guangzhou, Guangdong Prov-
ince, began administering Amil-
larisin A. Within a month or so,
at least 18 people had died af-
ter taking the medicine, though
some had already been quite
sick.

Zhou Jianhong, 33, said his fa-
ther took his first dose of Amilla-
risin A on April 19. A week later

he was in critical condition. “If
you are going to die, you want
to die at home,” Mr. Zhou said.
“So we checked him out of the
hospital.” He died the next day.

“Everybody wants to invest in
the pharmaceutical industry and
it is growing, but the regulators
can’t keep up,” Mr. Zhou said.
“We need a system to assure our
safety.”

The final death count is un-
clear, since some people who
took the medicine may have
died in less populated areas.

In a small town in Sichuan
Province, a man named Zhou
Lianghui said the authorities
would not acknowledge that his
wife had died from taking taint-
ed Amillarisin A. But Mr. Zhou,
38, said he matched the identi-
fication number on the batch of
medicine his wife received with
a warning circular distributed
by drug officials.

“You probably cannot under-
stand a small town if you are in
Beijing,” Zhou Lianghui said in
a telephone interview. “The sky
is high, and the emperor is far
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away. There are a lot of prob-
lems here that the law cannot
speak to.”

The failure of the government
to stop poison from contaminat-
ing the drug supply caused one
of the bigger domestic scandals
of the year. Last May, China’s
premier, Wen Jiabao, ordered
an investigation of the deaths,
declaring, “The pharmaceutical
market is in disorder.”

At about the same time, 9,000
miles away in Panama, the long
rainy season had begun. An-
ticipating colds and coughs, the
government health program be-
gan manufacturing cough and
antihistamine syrup. The cough
medicine was sugarless so that
even diabetics could use it.

The medicine was mixed with
a pale yellow, almost translu-
cent syrup that had arrived in 46
barrels from Barcelona on the
container ship Tobias Maersk.
Shipping records showed the
contents to be 99.5 percent pure
glycerin.

It would be months and many
deaths later before that certi-

fication was discovered to be
pure fiction.

A Mysterious lliness

Early last September, doctors
at Panama City’s big public hos-
pital began to notice patients
exhibiting unusual symptoms.

They initially appeared to
have Guillain-Barré syndrome,
a relatively rare neurological
disorder that first shows up as
a weakness or tingling sensation
in the legs. That weakness often
intensifies, spreading upward to
the arms and chest, sometimes
causing total paralysis and an
inability to breathe.

The new patients had paraly-
sis, but it did not spread upward.
They also quickly lost their abil-
ity to urinate, a condition not
associated with Guillain-Barré.
Even more unusual was the
number of cases. In a full year,
doctors might see eight cases of
Guillain-Barré, yet they saw that
many in just two weeks.

Doctors sought help from an
infectious disease specialist,
Néstor Sosa, an intense, driven
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doctor who competes in triath-
lons and high-level chess.

Dr. Sosa’s medical specialty
had a long, rich history in Pan-
ama, once known as one of the
world’s unhealthiest places. In
one year in the late 1800s, a le-
thal mix of yellow fever and ma-
laria killed nearly 1 in every 10
residents of Panama City. Only
after the United States managed
to overcome those mosquito-
borne diseases was it able to
build the Panama Canal with-
out the devastation that under-
mined an earlier attempt by the
French.

The suspected Guillain-Barré
cases worried Dr. Sosa. “It was
something really extraordinary,
something that was obviously
reaching epidemic dimensions
in our hospital,” he said.

With the death rate from the
mystery illness near 50 percent,
Dr. Sosa alerted the hospital
management, which asked him
to set up and run a task force to
handle the situation. The assign-
ment, a daunting around-the-
clock dash to catch a killer, was

ANGEL FRANCO/THE NEW YORK TIMES

Dr.Néstor Sosa, an infectious disease
specialist, helped find the cause of at
least 100 deaths in Panama last year:
poisonous diethylene glycol was
used in cough syrup.

one he eagerly embraced.

Several years earlier, Dr. Sosa
had watched as other doctors
identified the cause of another
epidemic, later identified as
hantavirus, a pathogen spread
by infected rodents.

“l took care of patients but
I somehow felt I did not do
enough,” he said. The next time,
he vowed, would be different.
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Dr. Sosa set up a 24-hour “war
room” in the hospital, where
doctors could compare notes
and theories as they scoured
medical records for clues.

As a precaution, the patients
with the mystery illness were
segregated and placed in a large
empty room awaiting renova-
tion. Health care workers wore
masks, heightening fears in the
hospital and the community.

“That spread a lot of panic,”
said Dr. Jorge Motta, a cardiolo-
gist who runs the Gorgas Memo-
rial Institute, a widely respected
medical research center in Pan-
ama. “That is always a terrify-
ing thought, that you will be the
epicenter of a new infectious
disease, and especially a new in-
fectious disease that kills with a
high rate of death, like this.”

Meanwhile, patients kept com-
ing, and hospital personnel could
barely keep up.

“I ended up giving C.P.R.,” Dr.
Sosa said. “I haven’t given C.P.R.
since I was a resident, but there
were so many crises going on.”

Frightened hospital patients

had to watch others around
them die for reasons no one un-
derstood, fearing that they might
be next.

As reports of strange Guillain-
Barré symptoms started coming
in from other parts of the coun-
try, doctors realized they were
not just dealing with a localized
outbreak.

Pascuala Pérez de Gonzalez,
67, sought treatment for a cold
at a clinic in Coclé Province,
about a three-hour drive from
Panama City. In late September
she was treated and sent home.
Within days, she could no longer
eat; she stopped urinating and
went into convulsions.

A decision was made to take
her to the public hospital in
Panama City, but on the way she
stopped breathing and had to
be resuscitated. She arrived at
the hospital in a deep coma and
later died.

Medical records contained
clues but also plenty of false
leads. Early victims tended to be
males older than 60 and diabetic
with high blood pressure. About
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half had been given Lisinopril, a
blood pressure medicine distrib-
uted by the public health system.

But many who did not re-
ceive Lisinopril still got sick. On
the chance that those patients
might have forgotten that they
had taken the drug, doctors
pulled Lisinopril from pharmacy
shelves — only to return it after
tests found nothing wrong.

Investigators would later dis-
cover that Lisinopril did play
an important, if indirect role in
the epidemic, but not in the way
they had imagined.

A Major Clue

One patient of particular in-
terest to Dr. Sosa came into
the hospital with a heart at-
tack, but no Guillain-Barré-type
symptoms. While undergoing
treatment, the patient received
several drugs, including Lisino-
pril. After a while, he began to
exhibit the same neurological
distress that was the hallmark
of the mystery illness.

“This patient is a major clue,”
Dr. Sosa recalled saying. “This

is not something environmen-
tal, this is not a folk medicine
that’s been taken by the patients
at home. This patient developed
the disease in the hospital, in
front of us.”

Soon after, another patient
told Dr. Sosa that he, too, de-
veloped symptoms after taking
Lisinopril, but because the med-
icine made him cough, he also
took cough syrup — the same
syrup, it turned out, that had
been given to the heart patient.

“] said this has got to be it,”
Dr. Sosa recalled. “We need to
investigate this cough syrup.”

The cough medicine had not
initially aroused much suspi-
cion because many victims did
not remember taking it. “Twen-
ty-five percent of those people
affected denied that they had
taken cough syrup, because it’s
a nonevent in their lives,” Dr.
Motta said.

Investigators from the United
States Centers for Disease Con-
trol and Prevention, who were
in Panama helping out, quickly
put the bottles on a government
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jet and flew them to the United
States for testing. The next day,
Oct. 11, as Panamanian health
officials were attending a news
conference, a Blackberry in the
room went off.

The tests, the C.D.C. was re-
porting, had turned up diethyl-
ene glycol in the cough syrup.

The mystery had been solved.
The barrels labeled glycerin
turned out to contain poison.

Dr. Sosa’s exhilaration at
learning the cause did not last
long. “It’s our medication that is
killing these people,” he said he
thought. “It’s not a virus, it’s not
something that they got outside,
but it was something we actually
manufactured.”

A nationwide campaign was
quickly begun to stop people
from using the cough syrup.
Neighborhoods were searched,
but thousands of bottles either
had been discarded or could not
be found.

As the search wound down,
two major tasks remained: count
the dead and assign blame. Nei-
ther has been easy.

A precise accounting is all but
impossible because, medical au-
thorities say, victims were bur-
ied before the cause was known,
and poor patients might not have
seen doctors.

Another problem is that find-
ing traces of diethylene glycol
in decomposing bodies is diffi-
cult at best, medical experts say.
Nonetheless, an Argentine pa-
thologist who has studied dieth-
ylene glycol poisonings helped
develop a test for the poison in
exhumed bodies. Seven of the
first nine bodies tested showed
traces of the poison, Panama-
nian authorities said.

With the rainy season return-
ing, though, the exhumations are
about to end. Dr. José Vicente
Pachar, director of Panama’s In-
stitute of Legal Medicine and
Forensic Sciences, said that as
a scientist he would like a final
count of the dead. But he added,
“I'should accept the reality that in
the case of Panama we are not go-
ing to know the exact number.”

Local prosecutors have made
some arrests and are investigat-
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ing others connected to the case,
including officials of the import
company and the government
agency that mixed and distrib-
uted the cold medicine. “Our re-
sponsibilities are to establish or
discover the truth,” said Dimas
Guevara, the homicide investi-
gator guiding the inquiry.

But prosecutors have yet to
charge anyone with actually
making the counterfeit glycerin.
And if the Panama investigation
unfolds as other inquiries have,
it is highly unlikely that they
ever will.

A Suspect Factory

Panamanians wanting to see
where their toxic nightmare be-
gan could look up the Web site
of the company in Hengxiang,
China, that investigators in four
countries have identified as hav-
ing made the syrup — the Taix-
ing Glycerine Factory. There,
under the words “About Us,”
they would see a picture of a
modern white building nearly a
dozen stories tall, adorned by
three arches at the entrance.

The factory, the Web site boasts,
“can strictly obey the contract
and keep its word.”

But like the factory’s syrup,
all is not as it seems.

There are no tall buildings in
Hengxiang, a country town with
one main road. The factory is
not certified to sell any medical
ingredients, Chinese officials
say. And it looks nothing like the
picture on the Internet. In real-
ity, its chemicals are mixed in a
plain, one-story brick building.

The factory is in a walled
compound, surrounded by small
shops and farms. In the spring,
nearby fields of rape paint the
countryside yellow. Near the
front gate, a sign over the road
warns, “Beware of counterfeits.”
But it was posted by a nearby
noodle machine factory that ap-
pears to be worried about com-
petition.

The Taixing Glycerine Fac-
tory bought its diethylene glycol
from the same manufacturer as
Mr. Wang, the former tailor, the
government investigator said.
From this spot in China’s chemi-
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cal country, the 46 barrels of
toxic syrup began their journey,
passing from company to com-
pany, port to port and country
to country, apparently without
anyone testing their contents.

Traders should be thoroughly
familiar with their suppliers,
United States health officials
say. “One simply does not as-
sume that what is labeled is in-
deed what it is,” said Dr. Murray
Lumpkin, deputy commissioner
for international and special
programs for the Food and Drug
Administration.

In the Panama case, names of
suppliers were removed from
shipping documents as they
passed from one entity to the
next, according to records and
investigators. That is a practice
some traders use to prevent
customers from bypassing them
on future purchases, but it also
hides the provenance of the
product.

The first distributor was the
Beijing trading company, CNSC
Fortune Way, a unit of a state-
owned business that began by

supplying goods and services to
Chinese personnel and business
officials overseas.

As China’s market reach ex-
panded, Fortune Way focused
its business on pharmaceuti-
cal ingredients, and in 2003, it
brokered the sale of the sus-
pect syrup made by the Taixing
Glycerine Factory. The manu-
facturer’s certificate of analysis
showed the batch to be 99.5 per-
cent pure.

Whether the Taixing Glycer-
ine Factory actually performed
the test has not been publicly
disclosed.

Original certificates of analy-
sis should be passed on to each
new buyer, said Kevin J. McGlue,
a board member of the Interna-
tional Pharmaceutical Excipi-
ents Council. In this case, that
was not done.

Fortune Way translated the
certificate into English, putting
its name — not the Taixing Glyc-
erine Factory’s — at the top of
the document, before shipping
the barrels to a second trading
company, this one in Barcelona.
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A Poison’s Path

In a small factory in China, a syrup containing diethylene glycol, a toxic industrial
solvent and prime ingredient in antifreeze, was sold as glycerin, a more
expensive syrup used in food and drugs. With false certification, the counterfeit
glycerin passed through several brokers, and was eventually mixed into cold
medication and other treatments in Panama, killing at least 100 people.
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Li Can, managing director at
Fortune Way, said he did not re-
memberthetransactionand could
not comment, adding, “There is a
high volume of trade.”

Upon receiving the barrels
in September 2003, the Spanish
company, Rasfer International,
did not test the contents, either.
It copied the chemical analysis
provided by Fortune Way, then
put its logo on it. Ascensién Cri-
ado, Rasfer’s manager, said in an
e-mail response to written ques-
tions that when Fortune Way
shipped the syrup, it did not say
who made it.

Several weeks later, Rasfer
shipped the drums to a Panama-
nian broker, the Medicom Busi-
ness Group. “Medicom never
asked us for the name of the
manufacturer,” Ms. Criado said.

A lawyer for Medicom, Va-
lentin Jaén, said his client was a
victim, too. “They were tricked
by somebody,” Mr. Jaén said.
“They operated in good faith.”

In Panama, the barrels sat un-
used for more than two years,
and officials said Medicom im-

properly changed the expiration
date on the syrup.

During that time, the com-
pany never tested the product.
And the Panamanian govern-
ment, which bought the 46 bar-
rels and used them to make cold
medicine, also failed to detect
the poison, officials said.

The toxic pipeline ultimately
emptied into the bloodstream of
people like Ernesto Osorio, a for-
mer high school teacher in Pana-
ma City. He spent two months in
the hospital after ingesting poi-
son cough syrup last September.

Just before Christmas, after
a kidney dialysis treatment, Mr.
Osorio stood outside the city’s
big public hospital in a tear-
splattered shirt, describing what
his life had become.

“I'm not an eighth of what I
used to be,” Mr. Osorio said, his
partly paralyzed face hanging
like a slab of meat. “I have trou-
ble walking. Look at my face,
look at my tears.” The tears, he
said apologetically, were not
from emotion, but from nerve
damage.
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And yet, Mr. Osorio knows he
is one of the lucky victims.

“They didn’t know how to
keep the killer out of the medi-
cine,” he said simply.

While the suffering in Panama
was great, the potential profit —
at least for the Spanish trading
company, Rasfer — was surpris-
ingly small. For the 46 barrels
of glycerin, Rasfer paid Fortune

Raal A

Way $9,900, then sold them to
Medicom for $11,322, according
to records.

Chinese authorities have not
disclosed how much Fortune
Way and the Taixing Glycer-
ine Factory made on their end,
or how much they knew about
what was in the barrels.

“The fault has to be traced
back to areas of production,”

ANGEL FRANCO/THE NEW YORK TIMES

Poison cough syrup from China hospitalized Ernesto Osorio in Panama last
year and partly paralyzed his face.

ARTICLE 1 of 5 »

SHOW ARTICLE INDEX

4 PAGE 17 of 21 ¥



A TOXIC PIPELINE

© 2007-2008 THE NEW YORK TIMES

said Dr. Motta, the cardiologist
in Panama who helped uncover
the source of the epidemic. “This
was my plea — please, this thing
is happening to us, make sure
whoever did this down the line
is not doing it to Peru or Sierra
Leone or some other place.”

A Counterfeiter’s Confession

The power to prosecute the
counterfeiters is now in the
hands of the Chinese.

Last spring, the government
moved quickly against Mr. Wang,
the former tailor who poisoned
Chinese residents.

The authorities caught up with
him at a roadblock in Taizhou,
a city just north of Taixing, in
chemical country. He was weak
and sick, and he had not eaten
in two days. Inside his white se-
dan was a bankbook and cash.
He had fled without his wife and
teenage son.

Chinese patients were dead,
a political scandal was brewing
and the authorities wanted an-
swers. Mr. Wang was taken to a
hospital. Then, in long sessions

with investigators, he gave them
what they wanted, explaining his
scheme, how he tested industri-
al syrup by drinking it, how he
decided to use diethylene glycol
and how he conned pharmaceu-
tical companies into buying his
syrup, according to a govern-
ment official who was present
for his interrogation.

“He made a fortune, but none
of it went to his family,” said
Wang Xiaodong, a former village
official who knows Mr. Wang
and his siblings. “He liked to
gamble.”

Mr. Wang remains in custody
as the authorities decide wheth-
er he should be put to death. The
Qigihar drug plant that made the
poisonous medicine has been
closed, and five employees are
now being prosecuted for caus-
ing “a serious accident.”

In contrast to the Wang Guip-
ing investigation, Chinese au-
thorities have been tentative in
acknowledging China’s link to
the Panama tragedy, which in-
volved a state-owned trading
company. No one in China has
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been charged with committing
the fraud that ended up killing
so many in Panama.

Sun Jing, the pharmaceutical
program officer for the World
Health Organization in Beijing,
said the health agency sent a fax
“to remind the Chinese govern-
ment that China should not be
selling poisonous products over-
seas.” Ms. Sun said the agency
did not receive an official reply.

Last fall, at the request of the
United States — Panama has no
diplomatic relations with China
— the State Food and Drug Ad-
ministration of China investigat-
ed the Taixing Glycerine Factory
and Fortune Way.

The agency tested one batch
of glycerin from the factory, and
found no glycerin, only diethyl-
ene glycol and two other sub-
stances, a drug official said.

Since then, the Chinese drug
administration has concluded
that it has no jurisdiction in the
case because the factory is not
certified to make medicine.

The agency reached a similar
conclusion about Fortune Way,

saying that as an exporter it was
not engaged in the pharmaceuti-
cal business.

“We did not find any evidence
that either of these companies
had broken the law,” said Yan
Jiangying, a spokeswoman for
the drug administration. “So a
criminal investigation was never
opened.”

A drug official said the investi-
gation was subsequently handed
off to an agency that tests and
certifies commercial products
— the General Administration
of Quality Supervision, Inspec-
tion and Quarantine.

But the agency acted sur-
prised to learn that it was now
in charge. “What investigation?”
asked Wang Jian, director of its
Taixing branch. “I'm not aware
of any investigation involving a
glycerin factory.”

Besides, Huang Tong, an in-
vestigator in that office, said,
“We rarely get involved in prod-
ucts that are sold for export.”

Wan Qigang, the legal repre-
sentative for the Taixing Glycer-
ine Factory, said in an interview

ARTICLE 1 of 5 »

SHOW ARTICLE INDEX

4 PAGE 19 of 21 ¥



A TOXIC PIPELINE

© 2007-2008 THE NEW YORK TIMES

late last year that the authorities
had not questioned him about
the Panama poisoning, and that
his company made only industri-
al-grade glycerin.

“I can tell you for certain that
we have no connection with Pan-
ama or Spain,” Mr. Wan said.

But in recent months, the
Glycerine Factory has adver-
tised 99.5 percent pure glycerin
on the Internet.

Mr. Wan recently declined to
answer any more questions. “If
you come here as a guest, I will
welcome you,” Mr. Wan said.
“But if you come again wanting
to talk about this matter, I will
make a telephone call.”

A local government official
said Mr. Wan was told not to
grant interviews.

A five-minute walk away, an-
other manufacturer, the Taixing
White Oil Factory, also advertis-
es medical glycerin on the Inter-
net, yet it, too, has no authoriza-
tion to make it. The company’s
Web site says its products “have
been exported to America, Aus-
tralia and Italy.”

Ding Xiang, who represents
the White Oil Factory, denied
that his company made pharma-
ceutical-grade glycerin, but he
said chemical trading compa-
nies in Beijing often called, ask-
ing for it.

“They want us to mark the
barrels glycerin,” Mr. Ding said
in late December. “I tell them we
cannot do that.”

Mr. Ding said he stopped an-
swering calls from Beijing. “If
this stuff is taken overseas and
improperly used. ...” He did not
complete the thought.

In chemical country, product
names are not always what they
seem.

“The only two factories in
Taixing that make glycerin don'’t
even make glycerin,” said Jiang
Peng, who oversees inspections
and investigations in the Taixing
branch of the State Food and
Drug Administration. “It is a dif-
ferent product.”

All in a Name
One lingering mystery in-
volves the name of the product
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made by the Taixing Glycerine
Factory. The factory had called
its syrup “TD” glycerin. The let-
ters TD were in virtually all the
shipping documents. What did
TD mean?

Spanish medical authorities
concluded that it stood for a
manufacturing process. Chinese
inspectors thought it was the
manufacturer’s secret formula.

But Yuan Kailin, a former sales-
man for the factory , said he knew
what the TD meant because a
friend and former manager of the

factory, Ding Yuming, had once
told him. TD stood for the Chi-
nese word “tidai” (pronounced
tee-die), said Mr. Yuan, who left
his job in 1998 and still lives about
a mile from the factory.

In Chinese, tidai means sub-
stitute. A clue that might have
revealed the poison, the coun-
terfeit product, was hiding in
plain sight.

It was in the product name. [

Renwick McLean and Brent
McDonald contributed reporting.
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In a case echoed by recent poisonings, at least 88 Haitian children were
killed in 1996 by medicine made with a toxic syrup sent from China. Their
pictures were collected by a lawyer, David Mishael.

F-D.A. Tracked Poisoned Drugs,
But Trail Went Cold in China

By WALT BOGDANICH

PUBLISHED: JUNE 17, 2007

FTER a drug ingredient
from China killed doz-
ens of Haitian children a

decade ago, a senior American
health official sent a cable to

her investigators: find out who
made the poisonous ingredient
and why a state-owned compa-
ny in China exported it as safe,
pharmaceutical-grade glycerin.
The Chinese were of little
help. Requests to find the manu-
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facturer were ignored. Business
records were withheld or de-
stroyed.

The Americans had reason
for alarm. “The U.S. imports a
lot of Chinese glycerin and it is
used in ingested products such
as toothpaste,” Mary K. Pender-
gast, then deputy commissioner
for the Food and Drug Adminis-
tration, wrote on Oct. 27, 1997.
Learning how diethylene glycol,
a syrupy poison used in some
antifreeze, ended up in Haitian
fever medicine might “prevent
this tragedy from happening
again,” she wrote.

The F.D.A.’s mission ultimate-
ly failed. By the time an F.D.A.
agent visited the suspected man-
ufacturer, the plant was shut
down and Chinese companies
said they bore no responsibility
for the mass poisoning.

Ten years later it happened
again, this time in Panama. Chi-
nese-made diethylene glycol,
masquerading as its more expen-
sive chemical cousin glycerin,
was mixed into medicine, killing
atleast 100 people there last year.

And recently, Chinese toothpaste
containing diethylene glycol was
found in the United States and
seven other countries, prompt-
ing tens of thousands of tubes to
be recalled.

The F.D.A.’s efforts to investi-
gate the Haiti poisonings, docu-
mented in internal F.D.A. memo-
randums obtained by The New
York Times, demonstrate not
only the intransigence of Chi-
nese officials, but also the same
regulatory failings that allowed
a virtually identical poisoning to
occur 10 years later. The cases
further illustrate what happens
when nations fail to police the
global pipeline of pharmaceuti-
cal ingredients.

In Haiti and Panama, the
poison was traced to Chinese
chemical companies not certi-
fied to make pharmaceutical in-
gredients. State-owned export-
ers then shipped the toxic syrup
to European traders, who resold
it without identifying the previ-
ous owner — an attempt to keep
buyers from bypassing them on
future orders.
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As aresult, most of the buyers
did not know that the ingredient
came from China, known for
producing counterfeit products,
nor did they show much interest
in finding out.

China itself was a victim of
diethylene glycol poisoning last
year when at least 18 people
died after ingesting poisonous
medicine made there. In the
wake of the deaths, and reports
of pet food and other products
contaminated with dangerous
ingredients from China, officials
there announced that they would
overhaul the regulation of food,
drugs and chemicals.

Beyond the three incidents
linked to Chinese diethylene
glycol, there have been at least
five other mass poisonings in-
volving the mislabeled chemi-
cal in the past two decades — in
Bangladesh, Nigeria, Argentina
and twice in India.

“This problem keeps coming
back,” said Dr. Joshua G. Schier,
a toxicologist with the Centers
for Disease Control and Preven-
tion. And no wonder: the coun-

terfeiters are rarely identified,
much less prosecuted.

Finding a way to keep diethyl-
ene glycol out of medicine, par-
ticularly in developing countries,
has confounded health officials
for decades. “It is preventable
and we have to figure out some
way of stopping this from hap-
pening again,” said Carol Rubin,
a senior C.D.C. official.

In a global economy, ingredi-
ents for drugs are often bought
and sold many times in different
countries, sometimes without
proper paperwork, all of which
increases the risk of fraud, the
authorities say.

The Panama poison passed
through five hands, the Haitian
poison six. In both cases, the
factory’s original certificate of
analysis, attesting to the con-
tents of the shipment and its
provenance, did not accompany
the product as it moved around
the world.

“Where there is a loophole
in the system, a frailty in the
system, it’s the ability of an un-
scrupulous distributor to take
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industrial or technical material
and pass it off as pharmaceuti-
cal grade,” said Kevin J. McGlue,
a board member of the Interna-
tional Pharmaceutical Excipi-
ents Council.

Uncovering that deception
can be difficult. “It’s impossible
to get anyone to do the trace-
backs,” said Dr. Michael L. Ben-
nish, co-author of a 1995 medi-
cal journal article on a poisoning
epidemic in Bangladesh.

One reason, Dr. Bennish said,
is the clout of local manufactur-
ers. “We tried to follow up as
amateur Sherlocks, investiga-
tors, but you don’t go down to
the wholesale market and ask
questions,” he said. “You are go-
ing to get your fingers burnt.”

A Crisis in Haiti

By the end of June 1996, the
F.D.A. knew it might have an in-
ternational crisis on its hands. A
poison had found its way into fe-
ver syrup in Haiti, and the F.D.A.
wanted to know if more of the
same might be heading to the
United States or, for that mat-

ter, to any other country. But to
learn that, the agency needed to
find the manufacturer.

This was not just any poison.
Virtually every young poisoning
victim who showed up at the
main hospital in Port-au-Prince,
Haiti’s capital, died.

Labeled pharmaceutical-grade
glycerin, the toxic syrup was
mixed into thousands of bottles
of fever medicine. For months,
parents gave it to children, then
watched them die, in agony, from
kidney failure. No one suspected
the medicine until much later.

Officially, at least 88 children
died, nearly half under the age
of 2. But those 88 were only the
ones doctors remembered or for
whom hospital records could be
found.

The F.D.A. traced the poison
to a German broker, Chemical
Trading and Consulting, but the
company’s records were not
much help. “They cannot trace
glycerine lots to their manufac-
turer,” David Pulham, an F.D.A.
investigator, wrote on June 30,
1996.

{ ARTICLE 2 of 5 »

SHOW ARTICLE INDEX

4 PAGE 4 of 12 ¥



A TOXIC PIPELINE

© 2007-2008 THE NEW YORK TIMES

Chemical Trading had ar-
ranged for a Dutch company,
Vos B.V., to sell 72 barrels of the
suspect syrup to Haiti, records
show. The agency dispatched an
investigator, Ann deMarco, who
made an unsettling discovery:
sitting in Vos’s warehouse near
Rotterdam were 66 more barrels
labeled glycerin, all containing
lethal concentrations of diethyl-
ene glycol.

“Some of this second ship-
ment has been sold,” Ms. deMar-
co wrote in a memorandum on
July 4, 1996. Although the miss-
ing barrels had gone to an indus-
trial user, not a drug maker, the
F.D.A.’s worries grew.

Ms. deMarco learned that an-
other broker, Metall-Chemie, a
German trader, had arranged
for Vos to buy the barrels from
Sinochem International Chemi-
cals Company, a giant exporter
in Beijing owned by the Chinese
government.

But Metall-Chemie also didnot
know the manufacturer, and one
of its officials predicted that the
F.D.A. would have trouble find-

ing that out. “It is difficult to get
any information from Chinese
traders,” Ms. deMarco wrote.

More complete shipping re-
cords would have identified
who made the poison. But in
this case, records provided few
clues.

“The original source of the
material had been obliterated
on documents and product con-
tainers,” Ms. deMarco wrote
to senior F.D.A. officials. “One
trader referred to this practice
as ‘neutralization.’ I was advised
that neutralization is a common
practice among traders in order
to protect their business inter-
ests.”

With no paper trail, American
officials turned to Sinochem for
help.

Initially, they took an indi-
rect approach. In July 1996, the
American Embassy in China
contacted the company and
asked for a list of Chinese glyc-
erin makers, without saying that
it was investigating the Haiti
poisonings. Sinochem, however,
“would not reveal the names of
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actual manufacturers in order
to prevent the prospective for-
eign customer from bypassing
Sinochem,” an embassy official
reported to Washington.

In early August, American of-
ficials asked Sinochem repre-
sentatives specifically about the
origin of the Haiti poison. “They
want to investigate further and
were unable (or unwilling) to
give the name of the manufac-
turer at this time,” the officials
reported.

Federal investigators sought
help from senior Chinese drug
regulators, who promised to
help find the manufacturer, but
said it “will take time,” records
show.

When another month passed
without any word from either
regulators or Sinochem, the em-
bassy tried again. Chinese regu-
lators said they had done noth-
ing to find the factory, according
to a confidential State Depart-
ment telegram from September
1996.

Sinochem did finally offer the
manufacturer’s name: the Tian-

hong Fine Chemicals Factory in
the city of Dalian in northeastern
China. But Sinochem “refused”
to provide an address, saying it
was illegible. A telephone num-
ber would have to suffice, it
said.

That, too, was unproductive.
When American investigators
called the plant manager, Zhang
Gang, they were told he was not
available. Send a fax, they were
told. That did not work either.
“The phone was always busy,”
investigators reported.

Finally, they got Mr. Zhang on
the phone, but he, too, refused
to give out his factory’s address.
He said that tests had found no
signs of diethylene glycol, add-
ing that “there had been no cases
in China of poisoning resulting
from the ingestion” of glycerin
contaminated by diethylene gly-
col, investigators wrote.

After months of trying to trace
the poison to its source, United
States investigators were at a
dead end.

“The Chinese officials we con-
tacted on this matter were all
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reluctant to become involved,” a
State Department official wrote
in late September 1996, saying
that drug regulators and the
plant manager had insisted on
communicating only on the tele-
phone “to avoid leaving a paper
trail.”

He added, “We cannot be op-
timistic about our chances for
success in tracking down the
other possible glycerine ship-
ments.”

The following May, Mr. Pul-
ham, who was part of the origi-
nal F.D.A. investigative team in
Haiti, tried to revive the investi-
gation. “Is it possible to block-
list all Chinese pharmaceutical
products until we gain coopera-
tion?” he asked.

The suggestion went no-
where. Five months later, Ms.
Pendergast of the F.D.A. wrote
her memorandum, imploring in-
vestigators to keep digging.

“China is turning into one of
the major bulk pharmaceutical
producers in the world,” she
wrote. “Unless they have an
open, transparent and predict-

able system for dealing with
problems and other countries, it
is going to be rough sledding in
the years ahead.”

On Nowv. 17, 1997, federal inves-
tigators once again questioned
Sinochem officials. They denied
any wrongdoing, saying that two
certificates of analysis showed
that the suspect shipment was
safe, pharmaceutical-grade syr-
up. But when the F.D.A. asked to
see them, Sinochem refused.

“The officials were not willing
to explain why they could not
provide the copies,” an American
official reported at the time.

Chen Liusuo, who handled the
glycerin sales, strongly disputed
the F.D.A.’s account. In an inter-
view with The Times, Mr. Chen
said Sinochem cooperated. “We
gave them everything they want-
ed,” Mr. Chen said, adding that
the agency was satisfied.

“The product we sold was
glycerin,” he said. “It passed
through three or four companies
after us. To find the problem you
need to look at every link in the
supply chain.”
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A Chinese government official
familiar with the F.D.A.’s inqui-
ries said the Americans’ frustra-
tion might have stemmed from
their misunderstanding about
who regulated chemical com-
panies, which led them to seek
help from the wrong officials.
“This was a truly tragic event,
and we expressed our sadness
and sympathy,” said the official,
who asked not to be identified.

At the end of 1997, a year
and a half after the F.D.A. be-
gan tracing the poisonous ship-
ments, one of its investigators,
Ted Sze, finally got inside the
Tianhong chemical plant in Da-
lian. But glycerin was no longer
made there, and Mr. Sze had no
records to inspect. The plant
manager, Mr. Zhang, told inves-
tigators that he had received no
complaints about his products
and that his company had not
produced the poison.

Mr. Sze, now retired from the
F.D.A,, said in an interview that
he had no choice but to accept
the manager’s word and clear
the company of wrongdoing.

“By the time I went there, the
plant was already shut down,”
he said. “The agency can only do
so much.”

Experts’ Recommendations

The United States may not
have gotten what it wanted from
China, but the Haiti crisis did
bring together health groups
to search for ways to stop di-
ethylene glycol poisonings. At
a workshop in Washington in
February 1997, health experts
recommended that certificates
of analysis be improved to allow
users to “trace the product back
through every intermediary, bro-
ker and repackager to the origi-
nal manufacturer.”

The workshop participants
also called for better testing of
drug ingredients and asked gov-
ernments to tighten oversight of
drug manufacturing.

The next year, the World
Health Organization offered
many of the same recommen-
dations. And a 1998 article in
JAMA, the Journal of the Ameri-
can Medical Association, warned
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that failure to strictly follow the
guidelines could cause poison-
ings “even in countries where
quality control procedures are
usually strictly applied.”

Much of this had been said
before, yet the poisonings have
continued.

Just as the JAMA article was
being published, three dozen
children began dying of acute
renal failure at two hospitals in
Delhi, India. A local drug maker
had unwittingly mixed diethyl-
ene glycol into acetaminophen
syrup, much as the Haitian phar-
macist had.

The drug maker was pros-
ecuted, but according to inter-
views and government records
no progress had been made in
identifying the supplier of the
poison.

“My experience as an investi-
gator tells me that many of these
things will not be proven,” said
Dr. M. Venkateswarlu, the drug
controller general of India.

Finding counterfeiters often
means pursuing leads across
foreign borders, and no interna-

tional authority has the power to
do that. Dr. Howard Zucker, who
helps to oversee drug issues for
the W.H.O., said individual coun-
tries must conduct their own
trace-back investigations.

But if the United States could
not do that on behalf of Haiti,
poorer, less influential nations
would have little chance of
tracking down counterfeiters.

After the Haiti poisoning, a
more accurate, less expensive
test for diethylene glycol was
developed, but last year’s case
in Panama shows that suppliers
and governments do not always
use it.

And as long as counterfeiters
do not fear prosecution, the poi-
sonings are likely to continue,
experts say.

Dr. Mohammed Hanif, a prom-
inent physician in Dhaka, Ban-
gladesh, said the foreign sup-
pliers of diethylene glycol were
never prosecuted for the deaths
of thousands of children from
1982 to 1992. “The traumatizing
memories of those days still tor-
ment me,” said Dr. Hanif, who
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wrote a paper about the deaths
from toxic medicine.

In Argentina, a court official
said no one had been prosecut-
ed for supplying the diethylene
glycol that ended up in a health
supplement, killing 29 people in
1992.

David Mishael, a Miami law-
yer, knows the difficulty of as-
signing blame in these deaths.
For 10 years, Mr. Mishael has
unsuccessfully pursued legal
claims in the United States and
Europe against European trad-
ers that helped to arrange the
shipment of toxic syrup to Haiti.
“You can imagine the cost,” said
Mr. Mishael, who is representing
Haitian parents whose children
died from the fever medicine.

He said Dutch authorities as-
sessed a $250,000 fine against
Vos, which tested the counter-
feit syrup, found it impure and
did not alert anyone in Haiti. But
given how many died, he called
the size of the fine “a joke.” A
lawyer who represents Vos, Jef-
frey B. Shapiro, declined to com-
ment.

BARBARA P. FERNANDEZ FOR THE NEW YORK TIMES

In 1996 in Haiti, Faika Jean took
toxic medicine shipped from China
via European traders. Now 11,she
has learning disabilities caused
by the poison, her father said.
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A few children survived after
being flown to the United States
by humanitarian groups. One of
them, Faika Jean, was 2 months
old at the time and nearly died
en route. Now 11, she has learn-
ing disabilities as a result of the
poisoning, said her father, Wis-
lin Jean.

Ms. Pendergast, now a private
lawyer and consultant, said China
had the most to answer for. “Ev-
erybody else is just reacting to
initial failures,” she said. “It needs
to take steps to protect not just its
own consumers but also consum-
ers all around the world.”

After The Times reported in
May that the Panama poison had
been made and exported by Chi-
nese companies as 99.5 percent
pure glycerin, Chinese regula-
tors said they would reopen their
investigation of the incident.
Three weeks later, the officials
acknowledged some “miscon-
duct” in how Chinese companies
labeled the toxic syrup.

But most of the blame, they
said, rested with a Panamanian
importer who changed the pa-

perwork to make the syrup look
safer than it actually was.

The F.D.A. disagrees, saying
the deception began with Chi-
nese companies falsely labeling
a poisonous product glycerin. “If
the drums had been 99.5 percent
glycerin, the deaths in Panama
would never have occurred,” the
F.D.A. said in a statement.

A Dissatisfied Customer

The F.D.A.’s Haiti investiga-
tion never did find more coun-
terfeit glycerin from China,
despite a global hunt. But its
concerns, it turns out, were not
unfounded.

In 1995, the same year babies
began to die in Haiti, 284 barrels
of a chemical labeled glycerin
arrived in New York on contain-
er ships. Although the chemi-
cal was not intended for use in
drugs, it was labeled 98 percent
pure. An official with the com-
pany that bought the barrels,
Dastech International, of Great
Neck, N.Y., would later say, “It
smelled like glycerin, it looked
like glycerin.” But after one of its
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customers complained, Dastech
took a closer look.

Although the chemical was la-
beled 98 percent pure glycerin,
Dastech said in court records
that the syrup actually contained
sugar compounds — as well as
diethylene glycol.

The exporter was Sinochem.
Claiming that it was fleeced,

Dastech tried to getits money back
from the broker who arranged the
sale, court records show.

It never did. [J

Reporting was contributed by Jake
Hooker from Beijing, Hari Kumar
from New Delhi, Anand Giridharadas
from Mumbazi, and Julfikar Ali Manik
from Dhaka, Bangladesh.

In the world of
second opinions,
get the

facts first.

on thousands of health and
fitness topics. Plus expert
advice, blogs, reader
discussions and more.

Ehe New 1Jork Eimes
nytimes.com/health
All the news that’s fit to click.

Authoritative, in-depth information

4 ARTICLE 2 of 5 )

SHOW ARTICLE INDEX

4 PAGE 12 of 12


http://www.nytimes.com/health

A TOXIC PIPELINE

© 2007-2008 THE NEW YORK TIMES

Chinese Chemicals Flow

Unchecked Onto Drug Market

By WALT BOGDANICH
PUBLISHED: OCTOBER 31, 2007

MILAN

N JANUARY, Honor Interna-
I tional Pharmtech was accused
of shipping counterfeit drugs
into the United States. Even so,
the Chinese chemical company
— whose motto is “Thinking
Much of Honor” — was openly
marketing its products in Octo-
ber to thousands of buyers here
at the world’s biggest trade show
for pharmaceutical ingredients.
Other Chinese chemical com-
panies made the journey to the
annual show as well, including
one manufacturer recently ac-
cused by American authorities
of supplying steroids to illegal
underground labs and another
whose representative was ar-
rested at the 2006 trade show for
patent violations. Also attend-
ing were two exporters owned
by China’s government that had

STILL TRADING
A video report by Walt Bogdanich
from a trade fair in Italy, where a
Chinese chemical company accused of
shipping counterfeit drugs to the United
States in January 2007 was marketing
its products openly in October:

nytimes.com/toxicpipeline

sold poison mislabeled as a drug
ingredient, which killed nearly
200 people and injured countless
others in Haiti and in Panama.
Yet another chemical compa-
ny, Orient Pacific International,
reserved an exhibition booth
in Milan, but its owner, Kevin
Xu, could not attend. He was
in a Houston jail on charges of
selling counterfeit medicine for
schizophrenia, prostate cancer,
blood clots and Alzheimer’s dis-
ease, among other maladies.
While these companies hardly
represent all of the nearly 500
Chinese exhibitors, more than
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from any other country,
they do point to a deep-
erproblem: Pharmaceu-
tical ingredients export-
ed from China are often
made by chemical com-
panies that are neither
certified nor inspected
by Chinese drug regu-
lators, The New York
Times has found.
Because the chemi-
cal companies are not
required to meet even
minimal drug-manufac-
turing standards, there
is little to stop them

PIGI CIPELLI FOR THE NEW YORK TIMES

At least 82 Chinese companies at a Milan
trade show, none of them certified, said they
made pharmaceutical ingredients.

from exporting unap-
proved, adulterated or counter-
feit ingredients. The substan-
dard formulations made from
those ingredients often end up
in pharmacies in developing
countries and for sale on the In-
ternet, where more Americans
are turning for cheap medicine.
In Milan, The Times identified
at least 82 Chinese chemical com-
panies that said they made and
exported pharmaceutical ingre-
dients — yet not one was certi-

fied by the State Food and Drug
Administration in China, records
show. Nonetheless, the compa-
nies were negotiating deals at the
pharmaceutical show, where sup-
pliers wooed customers with live
music, wine and vibrating chairs.

One of them was the Wuxi
Hexia Chemical Company. When
The Times showed Yan Jiangy-
ing, a top Chinese drug regula-
tor, a list of 186 products being
advertised by the company, in-
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cluding active pharmaceutical
ingredients and finished drugs,
Ms. Yan said, “This is definitely
against the law.”

Yet in China, chemical manu-
facturers that sell drug ingredi-
ents fall into a regulatory hole.
Pharmaceutical companies are
regulated by the food and drug
agency. Chemical companies that
make products as varied as fer-
tilizer and industrial solvents are
overseen by other agencies. The
problem arises when chemical
companies cross over into drug
ingredients. “We have never in-
vestigated a chemical company,”
said Ms. Yan, deputy director of
policy and regulation at the State
Food and Drug Administration.
“We don’t have jurisdiction.”

China’s health officials have
known of this regulatory gap
since at least the mid-1990s,
when a chemical company sold
a tainted ingredient that killed
nearly 100 children in Haiti. But
Chinese regulatory agencies
have failed to cooperate to stop
chemical companies from ex-
porting drug products.

In 2006, at least 138 Panama-
nians died or were disabled af-
ter another Chinese chemical
company sold the same poison-
ous ingredient, diethylene gly-
col, which was mixed into cold
medicine.

China has an estimated 80,000
chemical companies, and the
United States Food and Drug Ad-
ministration does not know how
many sell ingredients used in
drugs consumed by Americans.

The Times examined thou-
sands of companies selling prod-
ucts on major business-to-busi-
ness Internet trading sites and
found more than 1,300 chemi-
cal companies offering pharma-
ceutical ingredients. How many
others sell drug ingredients but
don’t advertise this way on the
Web is not known.

If the Milan show is any guide,
most, if not all, are not certified
by China’s drug authorities.

China exports drug ingredi-
ents to customers in 150 coun-
tries, said Sun Dongliang, a Chi-
nese trade official who helped
organize his country’s Milan
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exhibitors. Many suppliers have
passed inspections by drug au-
thorities and sell active pharma-
ceutical ingredients, or A.P.L’s,
of high quality, buyers say.

“Sometimes you can just have
your lunch on the floor of the fac-
tory because it’s so clean and so
perfect, sometimes much better
than in Europe,” said Jean-Fran-
cois Quarre, a French drug com-
pany official who had a booth in
Milan. But Mr. Quarre cautioned
that he has seen the other side as
well. “It’s frightening.”

At their worst, uncertified
chemical companies contribute
to China’s notoriety as the world’s
biggest supplier of counterfeit
drugs, which include unauthor-
ized copies as well as substan-
dard, even harmful, formulations.
“Underregulated manufacturers
are increasingly becoming the
source of A.P.I.’s used in the pro-
duction of counterfeit medicine,”
R. John Theriault, until recently
Pfizer's head of global security,
said in a statement to Congress.

Because United States drug
regulators require pharmaceuti-

cal suppliers to meet high stan-
dards, the American supply chain
isamongthe world’s safest. But as
China’s chemical suppliers multi-
ply, Congressional investigators
are questioning the F.D.A.’s abil-
ity to protect consumers.

Even some Chinese chemical
companies recognize their limita-
tions in making pharmaceuticals.

“We don’t have the resources
and means to produce medicine,”
said Gu Jinfeng, a salesman for
Changzhou Watson Fine Chemi-
cal. “The bar for producing chem-
icals is pretty low.”

Even so, Watson Chemical
advertises that it makes active
pharmaceutical ingredients. But
Mr. Gu said he would export
them only to countries with low-
er standards than China, or if “we
can earn really good profits.”

A Trail of Steroids

Just days before the Milan
trade show, United States of-
ficials made an announcement
that brought home the global
reach and attendant dangers
of China’s expanding chemi-
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cal industry. The officials dis-
closed that they had dismantled
a 27-state underground network
for steroids and human growth
hormone, arresting 124 people
in “Operation Raw Deal.”

The supply trail almost always
led to China. Thirty-seven com-
panies there supplied virtually
all of the bulk chemicals, federal
officials said.

Of the 37 suspect companies,
all but one unnamed by the
American authorities, The Times
identified eight. Records show
that six are uncertified chemical
companies, including Hunan Ste-
roid, which marketed its prod-
ucts at the Milan convention.

“Just want to see the old cus-
tomers and develop the new mar-
ket,” said Sun Xueqin, a deputy
export manager for Hunan Ste-
roid. Ms. Sun said the company
sold raw pharmaceutical ingre-
dients in Europe and America
and more advanced pharmaceu-
tical ingredients in India, among
other places.

Later, another Hunan official,
Huang Zili, said the company

did not sell to the United States,
and declined to comment on the
government’s contention that
Hunan was a supplier of body-
building drugs. Hunan has not
been charged with any crime.

As serious as the accusa-
tions are in Operation Raw Deal,
health experts say they believe
that counterfeit drugs, particu-
larly those sold on the Internet,
pose a greater threat to a broader
segment of the American public.

“The facts are irrefutable,”
Mr. Theriault, the former Pfizer
official, told Congress. “The im-
portation of counterfeit, infring-
ing, misbranded and unapproved
pharmaceutical products in the
United States is increasing ex-
ponentially.” Pfizer makes Via-
gra, one of the drugs most often
counterfeited.

Finding uncertified compa-
nies feeding the market is not
difficult. Orient Pacific Inter-
national, the Milan registrant
whose owner did not show up,
advertised that it makes and
exports pharmaceutical ingre-
dients to “worldwide famous
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medical companies.” The own-
er, Mr. Xu, is accused of selling
counterfeit medicine to treat ail-
ments like cancer, mental illness
and heart disease, according to
United States Immigration and
Customs Enforcement, or I.C.E.

Mr. Xu shipped drugs to an In-
ternet pharmacy, investigators
say. But he also penetrated the
highly regulated supply chain
of legitimate distributors in Eu-
rope, said David A. Faulconer, a
customs official. Acting on tips
from large drug companies, fed-
eral officials devised a plan to
stop him from doing the same in
the United States.

Posing as a buyer, an inves-
tigator for the immigration and
customs agency met Mr. Xu in
Bangkok on March 6. Mr. Xu
gave him “detailed suggestions
for transshipment and smug-
gling techniques to evade United
States Customs detection,” fed-
eral records show.

After investigators bought
multiple shipments of counterfeit
drugs, Mr. Xu traveled to Hous-
ton “to consummate an agree-

ment for widespread distribution
of his counterfeit products in the
United States,” according to an
affidavit filed in federal court.
Federal agents arrested Mr. Xu,
who has pleaded not guilty.

Another company exhibiting
in Milan, Honor International
Pharmtech, was also the sub-
ject of a customs investigation.
In January, agents seized 3,041
fake Viagra pills sent by the
company to a DHL shipping hub
in Wilmington, Ohio, according
to customs.

The shipment, disguised as
grape seed extract, was destined
for an Internet pharmacy in Cen-
tral America, said agents who
requested anonymity because
the investigation continues.

“We do make grape seed ex-
tract,” the company’s manag-
ing director, Nie An, said in a
telephone interview. He denied
shipping counterfeit Viagra, but
he acknowledged other indiscre-
tions: making false advertising
claims, using another company’s
import-export license and creat-
ing a fake corporate name.
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At a Pharmaceutical Convention,
Chinese Companies, and Some Questions

More than a third of the 1,326 companies at a CPhl Worldwide pharmaceutical ingredient
exhibition in Milan in 2007 were from China, including some that have been involved in

recent government investigations:

Honor International Pharmtech Corp.
U.S. Customs, in January, seized 3,041
counterfeit Viagra pills shipped by the
company and labeled “grape seed
extract.” The company’s owner denies
wrongdoing. It advertises more than a
dozen pharmaceuticals, including active
ingredients in anti-psychotic, pain relief
and cancer medicine.

Orient Pacific International

In August, federal authorities indicted
Kevin Xu, the owner, on charges of
trafficking in counterfeit pharmaceuticals.
He is accused of selling fake drugs. Mr.
Xu has pleaded not guilty and awaits
trial. The company registered for the
trade show but did not appear.

Wuxi Hexia Chemical Co.

At last year’s trade show in Paris, two
employees were arrested for marketing
another company’s drug. Wuxi advertises
dozens of pharmaceutical ingredients,
including pain relievers, anticholesterol
medication and antibiotics. A company
representative declined to comment.

GeneScience Pharmaceutical Co.
Federal authorities indicted the company
and its chief executive, Jin Lei, in
September on charges that include
smuggling and illegally selling human

Sources: Court records and interviews

growth hormone. Mr. Jin is accused of
using an array of Web sites and e-mail
accounts to market the drugs. The
company declined to comment.

CNSC Fortune Way

Fortune Way exported a pharmaceutical
ingredient that ended up killing or
disabling 138 Panamanians. Under
international pressure, the Chinese
government closed the factory that
made the ingredient, but took no action
against Fortune Way. Fortune Way, which
is state-owned, declined to comment.

Hunan Steroid Chemicals Co.
Federal agents cited Hunan Steroid as
one of 37 Chinese companies that sold
bodybuilding drugs to an underground
network in the United States. The
company is still selling steroids. Hunan
has not been charged. The company
declined to comment.

Sinochem International Chemicals
Part of a huge Chinese state-owned
firm. A decade ago it brokered the sale
of what was labeled pharmaceutical
grade glycerin. The substance, made
by a separately owned factory in China,
contained toxic diethylene glycol. It was
unknowingly mixed into medicine that
killed scores of children in Haiti.

THE NEW YORK TIMES
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“We don’t really have a fac-
tory,” Mr. Nie said, even though
he advertised that he did. Honor
International is just a trading
company, he said, adding, “As a
trading company, saying you can
manufacture attracts business.
It was fake advertising.”

The Times found several oth-
er companies posing as manu-
facturers, thereby obscuring a
drug’s provenance. In a recent
joint statement, chemical asso-
ciations in the United States and
Europe cautioned that globaliza-
tion has led to a rise in complex-
ity in supply chains, “increasing
the potential for contamination,
mislabeling or substitution.”

Pharmaceutical ingredients
can pass through three or four
trading companies, none of which
check their quality. The ultimate
manufacturer may not realize the
ingredients came from an uncer-
tified chemical company.

Mr. Nie, for example, said he
markets Viagra’s main ingredi-
ent, sildenafil, through a partner-
ship with a chemical company in
a distant region that he has never

visited. “We met them at a trade
fair,” he said. “This company
didn’t even have a booth at the
fair. They were standing outside
the entrance to the exhibition
center, and they handed us a flier
with a menu of their products.”

He said he was trying to the
reach the factory, which has no
Web site, to fill a Croatian com-
pany’s order.

“Our main markets are in
Latin America — Brazil, Argen-
tina, Uruguay,” he said. “A little
in Canada, a little in the United
States. In Europe, we export to
Germany, Russia, Italy.”

But Mr. Nie faces an uncertain
future. He said that Chinese in-
vestigators had recently visited
his office, and that they knew
about the seizure in Ohio.

Viagra is hardly the only drug
that companies try to copy. The
French drug maker Sanofi-Aven-
tis grew weary of watching oth-
er companies sell knockoffs of
its new diet drug, Acomplia, and
alerted French authorities that
three Chinese companies were
marketing their own version of
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The Changzhou Kangrui Chemical Company in Changzhou, China, is
one of a number of concerns selling uncertified drug ingredients. It sent
representatives to a trade show in Milan in October.

the product at the 2006 pharma-
ceutical ingredient trade show,
held in Paris. Six Chinese com-
pany officials were arrested.
One of those arrested in Paris
was Jin Lijie, managing director
of the Wuxi Hexia Chemical Com-
pany. Still, Wuxi Hexia showed
up in Milan in 2007 selling a line
of pharmaceutical ingredients.
Its representatives declined
to be interviewed in Milan, or at
its offices in the boomtown of

Wuxi. “We are all young college
graduates and we are still learn-
ing about the market,” said an
employee named Du Yanqun.

Factories on the Yangtze

A good place to find compa-
nies selling uncertified drug in-
gredients is Changzhou in the
Yangtze delta, where the raw ma-
terials for chemical production
are readily available and easily
transported by canals and roads.
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Several factories there sent
representatives to Milan, in-
cluding the Changzhou Kangrui
Chemical Company. It makes
pharmaceutical ingredients in
an old converted steel plant.
“I'm afraid it will leave you with
a bad impression,” said Zhou
Ladi, a sales representative, as
she gave a tour. She said Kangrui
Chemical hopes to move into a
new plant by early 2009.

“As long as we don’t export
products that are under patent
in other countries, the govern-
ment encourages us to export,”
she said.

To help find customers over-
seas, smaller factories enlist the
services of people like Bian Jing-
ya, export manager for a trading
company called the Changzhou
Wejia Chemical Company.

Ms. Bian said chemical com-
panies are involved in all phases
of drug manufacturing, includ-
ing making finished products.
Some, she said, “are under pat-
ent in other countries.”

Ms. Bian, who was also in Milan,
said the government should spell

out more clearly what companies
may and may not do. “If you want
to be regulated, they will regulate
you,” she said. “If you don’t want
to be regulated, they don’t.”

The Chinese drug agency
does not oversee the making of
pharmaceutical raw materials,
called intermediates, which are
the building blocks for active
pharmaceutical ingredients. “It
is unrealistic for us to certify all
factories that make intermedi-
ates and regulate them like med-
icine products,” said Ms. Yan,
the agency official. But if com-
panies make active ingredients,
a more refined product, then
they must be regulated by drug
authorities, she said.

When The Times pointed out
that many uncertified chemical
companies openly advertise ac-
tive ingredients, Ms. Yan said
that was illegal. “If there are in
fact chemical companies that
are making drugs without certifi-
cation then this is very serious,”
she said. “These companies are
not qualified to make medicine.
They make chemicals.”
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Wang Siqing, managing direc-
tor of the Changzhou Yabang
Pharmaceutical Company, esti-
mated that uncertified chemical
companies make half the active
pharmaceutical ingredients sold
in China. “The stuff produced by
chemical plants is clearly coun-
terfeit medicine, but they aren’t
investigating,” Mr. Wang said in
an interview at his office. “This
has been happening in a regula-
tory void.” He added that most
chemical company exports go
to unregulated markets in Africa
or South America. “That’s not to
say these products don’t enter
the United States through these
other countries,” he said.

To find out how well American
consumers are being protected
from unsafe imported drugs,
investigators from the House
Energy and Commerce Commit-
tee recently accompanied F.D.A.
officials on inspections of drug
plants in China and India.

In a letter to the FD.A. com-
missioner, the committee said
that the agency was unable to
provide such basic information as

the number of firms exporting to
the United States, and that over-
seas F.D.A. inspectors lacked nec-
essary logistical support. A House
hearing on F.D.A. oversight of for-
eign drug manufacturers is sched-
uled for Thursday.

“China alone has more than
700 firms making drug products
for the U.S., yet the F.D.A. has
resources to conduct only about
20 inspections a year in China,”
said Representative John D. Din-
gell, the Michigan Democrat who
is the chairman of the House En-
ergy and Commerce Committee.
The F.D.A. said it would answer
the committee’s questions at the
hearing.

Poisonings in Haiti

United States officials learned
of problems with China’s chemi-
cal companies in the mid-1990s
while investigating the fatal poi-
sonings in Haiti. Chinese author-
ities took no action against the
uncertified chemical company
that made the poison, diethylene
glycol, or the giant state-owned
trader, Sinochem International
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Chemicals, that exported it.

A decade later another state-
owned trading company, CNSC
Fortune Way, exported the di-
ethylene glycol — also from an
uncertified chemical company
— that ended up in the deadly
Panamanian cold medicine in
2006.

Chinese officials have known
for years that uncertified chemi-
cal companies are producing ac-
tive pharmaceutical ingredients.
In 2004 the Chinese drug author-
ity’s newspaper cited complaints
that some licensed companies
“affiliate” with unlicensed ones
to hide their illegal purchases,
while others buy only a token
amount from certified suppli-
ers to pass inspection. “The im-
pact of chemical products on
the bulk pharmaceutical market
hints at a much larger problem:
a huge hole in drug safety,” the
drug agency publication stated.

Since the Panama poison-
ings, China is considering ways
to corral the chemical industry.
At Panama’s request, Michael O.
Leavitt, the secretary of health

and human services, has pressed
the Chinese government to step
up regulation of chemical com-
panies selling pharmaceutical
ingredients.

American and Chinese health
officials held their first high-
level meeting in May, and hope
to sign a memorandum of agree-
ment in December. “The Chinese
have finally come to the realiza-
tion that their regulatory sys-
tem needs repair,” said William
Steiger, director of international
affairs for Mr. Leavitt’s agency.
But meaningful change will be
difficult. Chinese authorities
may not have enough investiga-
tors to weed out the many small
chemical companies that are
making drug ingredients.

And efforts to close the regu-
latory gap must overcome one
particularly thorny issue: some
uncertified companies accused
of selling counterfeit drugs are
owned by the government it-
self. [J

Reporting was contributed by Jake
Hooker and Andrew W. Lehren.
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A safety inspector looks over containers alongside the Jebel Ali Free Zone,
the oldest and largest free trade zone in Dubai, United Arab Emirates.

Counterfeit Drugs’ Path Eased
By Free Irade Zones

By WALT BOGDANICH

PUBLISHED: DECEMBER 17, 2007
DUBAI U.AE.
LONG a seemingly end-
Aless row of identical
gray warehouses, a lone
guard stands watch over a shut-

tered storage area with a peel-
ing green and yellow sign: Euro

Gulf Trading.
Three months ago, when the
authorities announced that

they had seized a large cache
of counterfeit drugs from Euro
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Gulf’s warehouse deep inside a
sprawling free trade zone here,
they gave no hint of the raid’s
global significance.

But an examination of the case
reveals its link to a complex sup-
ply chain of fake drugs that ran
from China through Hong Kong,
the United Arab Emirates, Brit-
ain and the Bahamas, ultimately
leading to an Internet pharmacy
whose American customers be-
lieved they were buying medi-
cine from Canada, according to
interviews with regulators and
drug company investigators in
six countries.

The seizure highlights how
counterfeit drugs move in a global
economy, and why they are so dif-
ficult to trace. And it underscores
the role played by free trade zones
— areas specially designated by
a growing number of countries
to encourage trade, where tariffs
are waived and there is minimal
regulatory oversight.

The problem is that counter-
feiters use free trade zones to
hide — or sanitize — a drug’s
provenance, or to make, market

CONDUIT FOR FAKE DRUGS
A video report by Brent McDonald,
Rob Harris and Walt Bogdanich
shows how massive free trade zones
like those in Dubai are being used by
conterfeiters to smuggle fake drugs from
China to Europe and the United States:

nytimes.com/toxicpipeline

or relabel adulterated products,
according to anticounterfeiting
experts.

“Free trade zones allow coun-
terfeiters to evade the laws of
the country because often times
the regulations are lax in these
zones,” said Ilisa Bernstein, di-
rector of pharmacy affairs at the
United States Food and Drug
Administration. “This is where
some of the Internet sellers
work,” she added.

Dubai is particularly attrac-
tive to counterfeiters because of
its strategic location on the Per-
sian Gulf between Asia, Europe
and Africa. Records show that
nearly a third of all counterfeit
drugs confiscated in Europe last
year came from the United Arab
Emirates. “Three or four years
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ago, Dubai did not even appear
on the radar screen,” said an in-
vestigator for a major American
drug company who is based in
China and requested anonymity
because he did not have author-
ity to speak for his employer.
Dubai is vulnerable because

Counterfeiters
sometimes move their
products between
free zones
to avoid detection.

of the huge volume of goods that
move through its free trade ar-
eas, and because of what is per-
ceived by some in the pharma-
ceutical industry to be a murky
line of authority for rooting out
counterfeits there. “It is not clear
that the normal Dubai customs
authorities have jurisdiction,”
said Rubie Mages, a director of
global security for Pfizer.

The authorities in Dubai do

show a willingness to act when
drug company investigators tip
them to possible counterfeits, as
they did in the raid announced
earlier this year. “Dubai has
taken a big step in fighting the
counterfeiters,” said Ahmed
Butti Ahmed, director general of
Dubai customs.

But significant quantities
of fake drugs are still getting
through, international health of-
ficials say. And as countries cre-
ate more free zones, counterfeit-
ers have more options. “What
happens is they move around,”
said Ms. Bernstein of the F.D.A.
Sometimes, in an attempt to
avoid detection, they move prod-
ucts between free zones.

“It’s not just the U.A.E. trade
zones that are a problem, but
free zones around the world,”
said Steve Allen, a senior inves-
tigator for Pfizer, who was in
Dubai early this month to talk to
customs officials.

One problem area, counter-
feiting experts say, is the Colén
Free Trade Zone, situated next
to the Panama Canal.
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In June, the Panamanian au-
thorities raided a warehouse
there that was used by an Aus-
tralian, George Adams, to run his
Internet pharmacy business. No
charges were filed in connection
with that raid, but about $50,000
in drugs were seized, Mr. Adams
said. Several months earlier, Mr.
Adams had been arrested for try-
ing to sell counterfeit Viagra. He
said he was “set up” and denies
any wrongdoing.

Mr. Allen, of Pfizer, said his
latest concern involves counter-
feit shipments passing through
Jordan and Mauritius, an island
east of Africa.

In July, the authorities in
Dubai said fake drugs from Mau-
ritius had been seized at a free
zone next to the Dubai airport.
There were more than half a
million pills of counterfeit Pla-
vix, a blood-thinning drug made
by the French company Sanofi-
Aventis.

The Dubai health authorities
say they do not know who made
it.

Some pills, a government of-

ficial said at the time, contained
cement powder.

A Suspicious Shipment

On May 22, 2006, British cus-
toms officials made a troubling
discovery at Heathrow Airport
in London. They intercepted
846 pounds of pharmaceuticals,
mostly counterfeits of products
made by such well-known com-
panies as Merck, Novartis, As-
traZeneca, Pfizer and Procter &
Gamble. Some medication con-
tained traces of metal.

These were not just lifestyle
drugs; this medicine was sup-
posed to treat high blood pres-
sure, high cholesterol, osteo-
porosis and acid reflux, among
other ailments.

Where the drugs came from
and where they were going
struck inspectors as odd.

The shipment had arrived
from the United Arab Emirates
en route to its next destination:
the Bahamas. This was not a
route the drug companies used,
said Nimo Ahmed, head of intel-
ligence for the British drug reg-
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ulatory agency. “What triggered
this particular interception was
that the pharmaceutical compa-
nies had conducted some aware-
ness training with customs in
Heathrow to explain suspicious
routes,” Mr. Ahmed said.

Pfizer took a particular inter-
est in the case. Thousands of
pills of its cholesterol-fighting
drug Lipitor had been among
those counterfeited, the com-
pany said.

Pfizer, which runs one of the
industry’s most sophisticated
anticounterfeiting operations,
contacted Bahamian law en-
forcement officials in the hope
they would investigate the in-
tended recipient of the Heath-
row cache. In early June, the Ba-
hamian authorities followed up
and raided the Personal Touch
Pharmacy in Freeport, seizing
nearly $4 million in drugs, some
of which turned out to be coun-
terfeit, investigators said.

Eventually it was determined
that the pharmacy did $8 million
in annual business. The question
was, with whom?

Meanwhile, back in London,
there was the matter of tracing
the drugs back to their source.
That led to one of the many free
trade zones in the United Arab
Emirates. Those zones are major
revenue producers for the emir-
ates and, according to a 2006
State Department report, 17 of
them were in operation, with 11
more in development.

“The government in Dubai,
believing in the liberal market,
adopted this concept,” said
Mohammed Y. Rai Al Boom, a
spokesman for the Dubai Air-
port Free Zone Authority. “It is
very convenient to get products
in and out of Dubai.”

Mr. Ahmed, the British health
official, said the zones were
set up to encourage legitimate
trade. “They will process pack-
ages quicker, receive fees for
them, and if everything is done
legitimately it’s a win-win for ev-
erybody,” he said. But, he added,
“counterfeiters are using it as a
way to hide where their prod-
ucts are originally sourced.”

Free zones act as way sta-
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tions for goods moving around
the globe. Since most of the
shipments do not officially en-
ter the country, there are fewer
bureaucratic entanglements. In
the emirates’ zones, the usual
requirement for local ownership
of companies is waived, and
there are no import and export
fees or income tax.

Shipping records showed that
the Heathrow container came
from a company located in a
free zone in Sharjah, one of the
emirates.

Drug company investigators
say that shortly after the raid
in the Bahamas, an effort was
made to hide additional drug
stock by moving it from Sharjah
to the Jebel Ali Free Zone.

Afaque Ahmed Khan, a busi-
ness executive in Dubai, has
seen Jebel Ali grow from noth-
ing. “It’s literally like someone
walking in the sand and placing
his figure on a spot and saying,
‘This here is going to be the tran-
sit point for trade, globally,”” Mr.
Khan said. “And that’s what hap-
pened, literally.”

By far the biggest and oldest
free zone in Dubai, Jebel Ali is
home to some 6,000 companies.
A major new airport is being
built to complement the sea-
port, where millions of contain-
ers from boats around the world
are unloaded each year.

The counterfeit drugs were
put in warehouse VC-08, which
belonged to Euro Gulf, a trading
house that sells laundry, house-
hold cleaning and personal care
products, according to its Web
site. “Our proactive internation-
al strategy has resulted in an in-
crease in exports to more than
40 countries worldwide,” the
Web site said.

But customs officials in Dubai
had been alerted to what was in-
side. They swept in, found coun-
terfeit drugs and charged seven
people with various crimes.

A Canadian Pharmacy

In the Bahamas, investiga-
tors had also made an important
discovery. The computers at
Personal Touch Pharmacy were
connected to a server hosting
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a Canadian Internet pharmacy
Web site.

The site belonged to RxNorth,
described by one trade associa-
tion as the world’s first major
online pharmacy.

A founder, Andrew Strempler,
had been the subject of numer-
ous profiles, including one in
The New York Times in 2005
that described how at the age of
30 he had two Dodge Vipers, a
Jaguar and a yellow Lamborghi-
ni with a license plate that reads
“RX Boss.”

The article reported that Mr.
Strempler’s innovation “created
a whole new Canadian indus-
try that has plugged a niche in
America’s troubled health care
system almost overnight, pro-
viding about $800 million worth
of low-cost drugs a year to two
million uninsured and underin-
sured Americans, many elderly.”
Drugs have traditionally been
cheaper in Canada because of
its health care system.

The big pharmaceutical com-
panies were not pleased. Pfizer
and Merck cut off his supplies,

- |
THOMAS FRICKE FOR THE NEW YORK TIMES
Andrew Strempler,a founder of
the online pharmacy RxNorth, has
defended his products in the face
of criticism over their origins.

forcing Mr. Strempler to buy
from other wholesalers.

That was not Mr. Strempler’s
only setback. According to the
Manitoba Pharmaceutical Asso-
ciation newsletter, the group’s
discipline committee concluded
that in 2001 Mr. Strempler had
improperly filled “in excess of
10,000 orders for medications
for patients residing in the Unit-
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ed States of America without
receiving prescriptions from a
medical practitioner or dentist
licensed to practice in Canada.”

Mr. Strempler’s online busi-
ness began to unravel last year
when Edward Hector, a former
customer service employee,
complained to a Canadian tele-
vision station about the com-
pany’s business practices. In
a recent interview, Mr. Hector
said he was told, “Under no cir-
cumstances are you to tell any
customer that their medication
comes from the Bahamas.” Mr.
Hector said he left RxNorth in
May 2006 after working there
for a little more than a year.

Mr. Strempler did not return
telephone messages seeking
comment, but he has publicly
defended his products. The
television station also quoted
him as saying customers were
not told about the Bahamas be-
cause medicine coming through
there might actually originate in
Europe or Australia. It was not
clear if he knew the true source
of drugs being dispensed by the

company in the Bahamas.

In fact, drug company inves-
tigators say, some of them were
coming from China, a country
known for producing counter-
feit medicine.

“We traced the source of the
medicines and determined that

RxNorth customers
were not told that
their medications

were coming from the
Bahamas.

they had been manufactured in
China,” said Ms. Mages of Pfizer.
From the mainland it went to
Hong Kong, then to the United
Arab Emirates and the Bahamas,
where individual prescriptions
were filled and put into packets
and addressed.

“Instead of sending it directly
to the patient, it then went back
to the U.K., where U.K. postage
would be affixed, and then it
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would be mailed to the U.S.,” Ms.
Mages said. “This was done to
lend credibility to the medicine.”

Drug company investigators
say they believe that at least
some of the counterfeit drugs
seized at the Jebel Ali zone were
following that same route.

Mr. Ahmed, the British health
official, said circuitous routes
were used to avoid customs
checks. “The chance of getting
intercepted lessens if they use
this route,” he said. And Ms. Ma-
ges cited another reason: “The
whole purpose of going through
multiple points of entry is to dis-
guise the source.”

In August and September of
last year, the F.D.A. intercepted
5,000 packages from the online
pharmacy. At the same time,
the agency also warned Ameri-
cans not to buy 10 drugs from
RxNorth or related Web sites
because preliminary testing had
found counterfeits.

The drugs named were: Lip-
itor, Crestor and Zetia, for cho-
lesterol; Diovan and Hyzaar, for
high blood pressure; Actonel for

osteoporosis; Nexium for reflux
disease; Celebrex for arthritis
pain; Arimidex for breast can-
cer; and Propecia for baldness.

Trail’s End

Mr. Strempler has not been
charged with any crime relat-
ing to RxNorth, and published
reports say about a year ago he
transferred dispensing opera-
tions to another Canadian on-
line pharmacy.

The F.D.A. declined to com-
ment on RxNorth. Health Can-
ada, the national health agency,
said it “cannot comment on on-
going investigations, specific
companies or alleged violations
with respect to possible coun-
terfeit activity.”

In the Bahamas, a pharmacist
and office manager for Personal
Touch Pharmacy face trial next
year on conspiracy and fraud
charges, said Garvin Gaskin,
chief counsel for the office of at-
torney general in the Bahamas.

In Dubai, seven officials asso-
ciated with Euro Gulf were con-
victed recently and sent to prison,
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customs officials said. “We have
been successful in getting cus-
toms authorities to work with us
to inspect and to seize question-
able goods, but we still have a
long way to go,” Ms. Mages said.

And Mr. Ahmed, the British
health official, said he expected
individuals to be tried next year
on charges relating to RxNorth’s
links to Britain. He declined to
elaborate.

But a critical piece of the puz-
zle remains missing — who made
the counterfeit drugs? Investiga-
tors had obtained the license
number of a truck that brought
the suspect medicine into Hong
Kong from mainland China. But
that turned out to be a dead end.

And even if investigators
do find the factory, there is no
shortage of Chinese companies
making fake, subpotent or adul-
terated drug products.

“Some of them in the morning,
they manufacture good drugs
and in the afternoon and evening
they manufacture counterfeit
medicine,” said Dr. Mohammed
Abu Elkhair, a health official in

Abu Dhabi who helped organize
a conference last month in the
capital city to educate United
Arab Emirates officials on how
to combat counterfeit medicine.

In October, The New York
Times reported that scores of
Chinese chemical companies
were exporting drug ingredients
even though they were not li-
censed to do so.

Calling counterfeit medicine
a growing global threat, Dr.
Abu Elkhair said one only had
to look at a mass poisoning in
Panama last year to understand
the seriousness of the problem.
More than a hundred people
died there because the govern-
ment had unwittingly mixed a
counterfeit ingredient made by a
chemical company in China into
cold medicine.

“The people there lost faith in
the whole health care system,
not just in the drug regulations
authority,” he said. (J

Andrew W. Lehren contributed
reporting from New York, and R.
M. Koster from Panama.
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This family-owned workshop in Xinwangzhuang, a village in Juangsu
Province, China, processes pig intestines. Mucous membranes from the
intestines are used to make heparin.

The Drug Scare That Exposed
A World of Hurt

By WALT BOGDANICH

PUBLISHED: MARCH 30, 2008

EN cold medicine con-
taining a poison made in
China killed nearly 120

Panamanians in 2006 and early
2007, Americans could take some
comfort in the belief that a simi-
lar epidemic could never happen
here, not with one of the best drug

regulatory systems in the world.
Then last spring, hundreds
if not thousands of pets died
or were sickened in the United
States by a Chinese pet food in-
gredient that contained lethal
levels of melamine, an industrial
product used to artificially boost
protein levels. That was fol-
lowed quickly by the discovery
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that Americans were brushing
their teeth with Chinese tooth-
paste containing a poisonous
chemical used in antifreeze.

Still, no Americans died from
the chemical.

And then came heparin.

A hugely popular blood thinner
used in surgery and dialysis, hep-
arin turned out in some cases to
contain a mystery substance that
sophisticated lab tests earlier this
month determined to be a chemi-
cally modified substance that
mimics the real drug. The United
States Food and Drug Administra-
tion has linked it to 19 deaths and
hundreds of severe allergic reac-
tions, though the agency is still in-
vestigating whether the contami-
nant was the actual cause.

What a difference a year
makes.

After many near misses and
warning signs, the heparin scare
has eliminated any doubt that,
here and abroad, regulatory agen-
cies overseeing the safety of med-
icine are overwhelmed in a global
economy where supply chains
are long and opaque, and often in-

volve many manufacturers.

“In the 1990s governments
were all about trying to maxi-
mize the volume of international
trade,” said Moisés Naim, editor
in chief of Foreign Policy maga-
zine and author of “Illicit: How
Smugglers, Traffickers and Copy-
cats Are Hijacking the Global
Economy.” “I'm all for that, but I
believe this decade is going to be
about maximizing the quality of
that trade, not quantity.”

Mr. Naim said the heparin
scare is already having a “huge”
impact, fueling worldwide anxi-
ety over imported medicine and
a growing demand for consumer
protection.

Congressional Democrats are
talking about authorizing more
money so the F.D.A. can do more
overseas inspections, particularly
in China, where more and more
drug ingredients are made. The
agency is also completing a plan
to permanently station employees
in China for the first time.

“Just focusing on the borders
of the United States does not
work,” said Dr. Murray Lumpkin,
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a deputy commissioner at the
FED.A. “In order for us to do our
job better domestically, we have
to work better internationally.”

Chinese drug regulators have
also begun to take small steps to-
ward plugging some of the coun-
try’s gaping regulatory holes,
particularly with the thousands
of chemical companies that sell
pharmaceutical ingredients with-
out a drug license. Regulators
have much to do and many ob-
stacles to overcome in trying to
adapt to changes brought on by
globalization.

The way heparin ismade and dis-
tributed illustrates the challenges
they face. The drug’s raw material
comes from mucous membranes
in the intestines of slaughtered
pigs. Those membranes are mixed
together and cooked, a process
that in China often takes place in
unregulated family workshops.

It is then transported to mid-
dlemen, called consolidators,
who direct the product to plants
in China that manufacture hepa-
rin’s active ingredient for ship-
ment to either another trader or

the finished dose manufacturer.
In the United States, the tainted
ingredients ended up at Baxter
International, which later had to
recall the blood thinner.

Since the outbreak in the
United States, Japan and several
countries in Europe have recalled
certain heparin products made
with Chinese ingredients. In some
instances, European traders buy
and sell the heparin to companies
in other countries, extending the
supply chain even more.

Anti-counterfeiting  experts
say that the longer the chain,
the greater the opportunity for
counterfeiters to adulterate the
product. In fact, F.D.A. investiga-
tors have yet to figure out where
in the multistage manufacturing
process the chemical that mim-
ics heparin was added.

“Advanced technology and
global manufacturing outlets have
made fake drugs a big and illicit
business that is literally poisoning
patients,” said Alan C. Drewsen,
executive director of the Interna-
tional Trademark Association.

And since supply chains of-
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ten pass through more than one
country, there is no government
agency with the power to police
all of it. The World Health Organi-
zation runs a program that helps
track counterfeit medicine, but it
has no regulatory authority.

Manufacturers also need to do
a better job of testing imported
ingredients, drug experts say.

For example, tests failed to de-
tect the heparin-like contaminant
because it was so similar to the
real thing. And that worries Dr.
Roger L. Williams, chief executive
of the United States Pharmaco-
peia, which sets quality standards
for medicine and supplements.

“What you are seeing here is
the tip of the iceberg,” Dr. Wil-
liams said. “How do we know
what else has gone wrong?”

He said, for example, that
melamine was missed because “we
have a bad test for protein.” Other
tests should also be improved, he
said. To help companies identify
diethylene glycol, the inexpensive
poison that ended up in Panama-
nian cold medicine and in Chinese
toothpaste, USP recently came up

with a better way of determining
if that poison is present.

Some leading members of
Congress don’t want to rely so
heavily on manufacturers to
protect the public, particularly
afterreports said poor manage-
ment and scientific inadequa-
cies have weakened the F.D.A.

More than 500 plants in China
export drug ingredients to the
United States but the agency in-
spected only 13 of them last year.

One of the plants not inspect-
ed was the one that made the
contaminated heparin ingredi-
ent. That plant, Changzhou SPL,
blames someone else further
upstream in the supply chain for
selling tainted raw materials.

The F.D.A. is continuing to in-
vestigate.

“We can blame the Chinese for
this stuff as much as we want, but
the truth of the matter is we are
the people who are buying,” said
Joseph G. Acker, president of a
chemical trade association. And
he points a finger at the F.D.A.|
adding, “I think that organization
needs a total overhaul.” (J
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