“China Rx is a must-read for everyone who takes, makes, regulates, or sells a prescription drug or an over-the-counter medicine. It is a heroic and critical exploration into one of the greatest threats to both our national and health securities. China literally holds the health of much of the world in its business-driven hands. This is scarier than a Stephen King novel.”
—Michael T. Osterholm, Regents Professor, University of Minnesota,
and author of Deadliest Enemy: Our War against Killer Germs
“China Rx describes a major threat to the strategic position of the United States in the world, a matter affecting this country's health and its economic and social well-being. This book reveals how the loss of the manufacturing capability and control of the supply of critical medicines, and their component ingredients, endangers the medical future of the American public while also posing a serious threat to our economy as well. The authors prescribe what must be done to remedy this major deficiency in our nation's public health infrastructure.”
—Edwin Meese III, seventy-fifth United States attorney general
“China Rx exposes the scary truth that a great number of prescription drugs and over-the-counter medicines in the United States have ingredients from China. There should be tougher import standards, a requirement for pharmaceutical companies to label a drug's origins, and a reversal of US dependence on China.”
—Jim Guest, former president, Consumer Reports
“Everyone who has ever taken a pill needs to read this book. The American people won't be happy when they find out that many of the medicines they rely on are being made in China where regulations aren't enforced and/or documents are falsified. Homegrown industries where our members work are being decimated in a stealth attack on America's health security. Good family supporting jobs are being sacrificed for greed-driven corporate decisions. We need to bring good-paying jobs back home.”
—Leo W. Gerard, international president, United Steelworkers
“Far too many Americans only see national security as a product of having strong armed forces, and while strong armed forces are an important part of a strong national security, it is just one of many components. Another equally important component of national security is the nation's supply chain. If a nation's supply chain of critical equipment is not secure, then one must ask just how secure the nation is. Rosemary Gibson and Janardan Prasad Singh do an outstanding job of guiding the reader through the inherent risk to the United States of becoming dependent on any one country, such as China, as a source for vital medicines, and the risks from weak enforcement of safety standards and quality control by foreign manufacturers.”
—Maj. Gen. Larry J. Lust, US Army (ret.)
“China Rx is a compelling book that reveals America's troubling dependence on China for essential medicines and the pattern in US-China trade where intellectual property and value-added production are shifted to China to the detriment of US workers, businesses, national security, and the health of our citizens.”
—Daniel Slane, commissioner, US-China Economic and Security Review Commission
“The authors have done a great service by examining America's dependence on China for essential medicines and how it happened. China Rx is a wake-up call for the public and policy makers to bring drug manufacturing home, safeguard American jobs, and strengthen national security.”
—Scott N. Paul, president, Alliance for American Manufacturing
“The authors tell how the institutions we trust have sold out to China and thrown American patients under the bus! As a quality professional, I am appalled that so many people care more about cost than the quality of our medicines. China Rx would make a great suspense thriller movie.”
—Martin VanTrieste, former senior vice president for quality, Amgen
“China Rx opens our eyes to another key industry whose intellectual property and productive capacity are being transferred to China. The authors make a strong case that manufacturing our own vital medicines is a strategic asset and bringing it home is essential. The reshoring of this industry will bring good jobs home, help rebuild our prosperity, and strengthen our national security.”
—Patrick A. Mulloy, former assistant secretary, US Department of Commerce
International Trade Administration
“China Rx makes an overwhelming case for the pharmaceutical industry to board the reshoring train. The United States is far too dependent on a country whose short-term interest is to grow rapidly at our expense and whose long-term interest will only be clear when it becomes the world's dominant economic and military power. Industries from apparel to transportation equipment are bringing manufacturing back home, and the pharmaceutical industry needs to do the same.”
—Harry C. Moser, founder and president, Reshoring Initiative
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Appendix: How to Find Out Where Your Medicines Are Made
If you take a prescription drug, over-the-counter medicine, or vitamin, this book is for you. It reveals a dramatic shift in where the medicines in your kitchen cabinet or desk at work are made. The mainstream media has virtually ignored this shift, and their silence has kept you in the dark.
Antibiotics, chemotherapies, antidepressants, HIV/AIDS drugs, medicines for Alzheimer's and Parkinson's diseases, and birth control pills made in China are now sold in the United States. People taking them don't know it, and neither do the physicians who prescribe them.
China's biggest footprint, though, is making the key ingredients in prescription drugs and over-the-counter products. It is the dominant world supplier of the essential ingredients needed to make thousands of medicines found in American homes and used in hospital intensive care units and operating rooms.
Why is this a problem? Because we trust blindly, unquestioningly, the purity of the medicine we take. We place medicine in our mouths, inject it, or wear patches so it seeps into our bloodstreams. Our medicine becomes a part of us. A poorly made athletic shoe is not a matter of life or death. But a poorly made drug could be the difference between life and death for those who take it. With medicine, there is no room for error. And it better be available when we need it.
Worldwide dependence on a single country for life-saving medicines is breathtaking. “Without question, if China stopped exporting ingredients, within months the world's pharmacies would be pretty empty,” says Guy Villax, chief executive officer of Hovione™, a Portuguese pharmaceutical company.1 Surgeries would be canceled, cancer treatments halted, kidney dialysis rationed. Infections would spread.
China is the dominant global supplier of the essential ingredients to make penicillin. The United States doesn't make penicillin anymore. The last penicillin fermentation plant phased out production in 2004.2 European and Indian plants have shuttered.3
When it comes to treating anthrax, “China is the largest exporter, head and shoulders above everybody else,” of the building block to make ciprofloxacin, an anthrax antidote, says Bharat Mehta, cofounder of PharmaCompass.com, the largest open-access global pharmaceutical database.4
Medicines manufactured in Canada, Europe, India, and other countries are made with active ingredients from China, and the finished drugs make their way to the United States and elsewhere.5
If a global shortage occurs, countries will queue up and compete for available supplies. Countries without strong safety rules are more at risk of buying contaminated and ineffective medicines.
For an idea of how China might leverage our dependence, consider what happened in 2010 when China, the dominant global producer of rare earth metals, allegedly halted shipments to Japan. Toyota®, one of Japan's biggest carmakers, depends on rare earth metals to make its popular hybrid cars. China reportedly didn't end the embargo until Japan released the captain of a Chinese fishing boat that had collided with Japanese coast guard vessels in the East China Sea.6
The world can do without hybrid cars for a while, but in a public health emergency there is no time to wait for medicines.
Despite the national security risk our dependence on China represents, US pharmaceutical companies have advocated for making it easier for the Department of Veterans Affairs to buy drugs made in China. Even now, if an altercation in the South China Sea causes Americans to be wounded, military doctors may have to rely on medicines with essential ingredients made by the adversary.
China Rx is the story of America's reliance on China for essential drugs, how the country became dependent, the risks of dependence, and solutions to ensure self-sufficiency. We were inspired to write China Rx while in a Starbucks™ two blocks from the White House, reading an online story in an Indian newspaper about India's dependence on China for essential ingredients in antibiotics. India's national security advisor warned of the risk of a severe shortage if any tension arises between the two countries.
As we talked about whether America might also be dependent upon China, we saw a man sitting next to us popping a pill while sipping his coffee. We had seen him there before and knew he worked in the White House. We leaned over and asked him what he was taking. “An antibiotic for strep throat,” he replied. “What would you think if that pill was made in China?” we asked. He shook his head in disbelief, mumbling, “Is it safe?” We wanted to find the answer.
We wrote this book because everyone affected by outsourcing decisions should be able to find out where his or her medicines come from, and if they are made to the highest standards.
This book scratches the surface of a multibillion-dollar marketplace remarkable for its lack of transparency. We were able to piece together information from federal government documents, industry press releases, media reports, and scientific articles. Many people we interviewed are employed in the industry or government, and others are retired. Some understandably wish to remain anonymous, so we use pseudonyms for them.
We wrote China Rx in the public interest, not for any special interest. It tells a human story of the impact of globalization and de facto deregulation of the safety and security of America's medicines. We hope the book, with its landmark investigative research, increases public awareness about where America's medicines come from and the risks.
China Rx raises more questions than it answers. We invite policy makers, public interest organizations, and journalists to build on this foundation and delve deeper into the vast array of topics that we have only touched upon.
When we mentioned to colleagues and friends that we were writing this book, one of the most frequent questions we heard was, “Why are we buying drugs from China? Can't we make them here?” Others responded with resignation, saying, “Well, everything else comes from there.”
Many companies say they are trying to reduce their exposure to foreign sourcing but can't find products made in the United States.7 We have been heartened by a small number of industry players who want to ensure the country has a basic level of manufacturing capacity to make essential medicines. Jobs will return, communities will be revitalized, doctors and the public will have greater confidence in medicines, and the nation's security will be strengthened.
We hope China Rx stimulates public policies and private initiatives to achieve these noble aims. It won't be easy, but with a spirit of optimism and determination, what seems impossible is possible. And it's the right thing to do.
Rosemary Gibson
Janardan Prasad Singh
This book would not have been possible without Susan White, an editor of three Pulitzer Prize–winning stories who inspired us in more ways than we can say. Her keen journalistic eye for a good story and commitment to informing the public about critical issues of our time have been priceless. Together with Bob Laurence, Susan provided abundant enthusiasm and gracious hospitality that we will remember fondly for many years to come.
We are grateful to Charlisa Allen, MD, a courageous and remarkable woman, who allowed us to tell the human story of the hidden impact of globalization and deregulation on America's medicines. Kevin McNeil helped us wade through a nontransparent industry to tell a truth waiting to be told.
David Kessler, MD; Michael Wessel; Brigadier General John Adams; Scott Boos; Stephen Smith, MD; and Lucinda Maine, PhD, RPh, introduced us to leaders in the government and industry who shared their decades-long knowledge and experience with us. We are humbled by the professionalism and dedication of those who go to work every day to ensure people in the United States and around the world have medicines that are safe, every pill, every person, every day.
Roger Leonard, MD, carefully reviewed sections with medical terms and the uses of prescription drugs. Larry Jassie, MD, patiently read multiple drafts, as did Kevin Kavanagh, MD; Nisha Singh; Sarveshwari Singh; and Shriansh Singh.
We are indebted to Sandy Dijkstra and Elise Capron for believing in this book and finding the perfect home for it. They wisely encouraged us to put a human face on the risks of offshoring America's medicine making. We have no words to express our unerring gratitude to them.
Steven L. Mitchell, editor in chief at Prometheus Books, grasped the significance and timeliness of the book, and we are immensely grateful to him. Jeffrey Curry and Hanna Etu perfected the manuscript with expert editing. Jake Bonar's creative ideas shined a publicity spotlight on China Rx. We are grateful to the entire Prometheus team for bringing the book to fruition.
After the Sonoran desert sun had set, Bob Allen, MD, walked into the emergency department at the Mayo Clinic Hospital™ in Phoenix, Arizona. It was Saturday, December 1, 2007.1 Within twenty-four hours, the healthy forty-five-year-old Johns Hopkins–trained physician was facing a medical catastrophe.
It had rained that day, and the day before, nearly two inches total, copious amounts by desert standards. It was enough to quench the parched earth. Afternoon gusty winds accompanied the welcomed moisture plume.
The week before, Bob and his wife, Charlisa, easily conquered the rocky Echo Canyon Trail on Camelback Mountain, whose final quarter mile can be a climb on all fours straight up to the top overlooking Paradise Valley.2 A silhouette of the granite summit at Pinnacle Peak, fifteen miles north, decorates the horizon.
As a doctor, Bob had the propensity to self-diagnose. He accurately figured out that his belly pain, which triggered the visit to Mayo, was caused by a bleeding peptic ulcer. Charlisa, also a physician, drove Bob to the hospital, joined by their two children, Jennifer, age eleven, and Joshua, age fourteen.
From the emergency department, Bob was admitted to the hospital in stable condition at 2:31 a.m. on December 2, according to the day and time stamped on the admission form, and was expected to be there for one to two days.3 Doctors planned to scope him, shorthand for an endoscopy, a test that allows them to peer inside the stomach.
That night, Charlisa drove home so Jennifer and Joshua could go to bed, and planned to make the forty-minute return trip to the hospital the next day to bring Bob home.
At Mayo the next morning at 6:00 a.m., a nurse gave Bob his first dose of heparin, a common preventive measure for patients in the hospital to avoid the formation of clots in the blood vessels. Bob was connected to a heart monitor with a strap placed across his chest. The pulsating of his heart was captured by sensors attached to his skin, its movements whisked instantaneously to the monitor and appearing as multicolored squiggly lines on a computer screen. A nurse gave another dose of heparin at approximately 10:15 a.m.4 At 10:29 a.m., the machine recorded the beginning of a cardiac event.5 Five minutes later, Bob's heart was racing 152 beats a minute.6
At home in Paradise Valley, Charlisa was getting ready to pick him up and bring him home when the phone rang around 11:00 a.m. It was Bob, calmly telling her that he was having a heart attack. The monitor precisely documented its beginning at 10:29 a.m.7 He told her he felt no pain in his chest or any other telltale signs.
“He was talking to me in a normal voice,” Charlisa recalled.8 That surprised her because many people having a heart attack wouldn't be able to make a phone call and speak so calmly.
Bob told Charlisa he was being moved to the cardiac catheterization lab so doctors could open up blockages in the arteries in his heart, and he wanted Charlisa to come to the hospital and bring the kids. Charlisa and the children got into the car and rushed to the hospital.
In the cath lab, doctors discovered multiple clots blocking the arteries in Bob's heart. They removed them so life-giving blood could flow.9 He was administered two additional doses of heparin at 11:52 a.m. and 11:53 a.m.10
After arriving at the hospital, Charlisa was escorted to the cath lab by a nurse. As the door opened, she saw Bob lying on a gurney and a cardiologist and some nurses were standing nearby. His skin was ashen, and his body was covered with a gown and sheet. A skylight illuminated the unforgettable scene.
Before she could get to his side, she saw Bob grasp the edge of the gurney as he leaned over and vomited blood that splattered all over the floor.11 “You need to get out of here,” he told her, trying to protect her from the frightening turn of events.
Charlisa remembers walking out of the cath lab to where Jennifer and Joshua were waiting. After more hours went by, the cardiologist came to talk with Charlisa and the children.
“This is really unusual,” Charlisa remembers the doctor saying.12 “Your husband is in complete heart failure.” As light streamed through the large arched window, giving the room a chapel-like feel, a stunned Charlisa remembers asking, “Are you sure you have the right person?” Bob's heart, kidneys, and other organs had shut down, leaving him and his wife to face a foe that shattered the boundaries of their medical training.
Bob was sedated and unconscious in the intensive care unit (ICU) where a mechanical ventilator breathed for him because his lungs could not. A machine purified his blood because his kidneys could not.
His heart had been irreparably damaged, and doctors said a heart transplant was the only way to save him. On December 6, doctors removed his damaged heart and gave him an artificial heart, a stopgap until a good match with a human donor could be found.13 “They took my heart away,” Bob said to his wife.
“It looked like a washing machine with a laptop sitting on it,” Charlisa said of the box that housed a big machine that powered the artificial heart.14 Bob was tethered to it by a three-foot cord.
On December 8, Charlisa wrote to family and friends about Bob's illness:
Bob suffered a massive heart attack. His heart continued to deteriorate over the following days until an artificial heart was the only hope of survival. His artificial heart was placed on Thursday, December 6. The road was rocky, he had some bleeding, and had to return to surgery early Friday morning. He is now appearing stable, is off the ventilator, and appears to recognize me. His body will need to become stronger so he may be listed for a heart transplant…. He will remain in the hospital until a heart is available due to his particular mechanical heart…. All good thoughts and prayers are so appreciated at this point.15
As days turned to weeks, Charlisa went to the hospital every day and returned home at night to be with the kids. Bob's parents stayed overnight with him. “Every night when I left the hospital, I didn't know if I would ever see him alive again,” she said of the numbing uncertainty.16 On December 18, Charlisa put on a brave face when she wrote,
Today was another day with good progress for Bob…. We are holding our breath for his kidney function to maintain. He was able to walk around the nurses’ station with support today and yesterday. He is able to eat some soft foods now. He still receives tube feeding at night to keep up his nutritional status. His spirits are still good and I have shared all the wonderful cards and letters we have received. Thanks to everyone for all the prayers and support.17
CHRISTMAS IN THE ICU
The Allen family spent Christmas in the ICU. No Christmas trees were allowed, so a wooden Santa Claus would have to suffice. Bob could manage a gentle squeeze of a hand, a few words, “yes” or “no,” and “I love you.” On December 27, Charlisa wrote,
Bob continues on dialysis every day, but the doctor believes he should regain sufficient kidney function over time…. He was able to make it three times around the ICU today, and also do some squats and isometric exercises. He is still very motivated in spite of all the problems.18
As December turned to January, New Year's Day brought a welcome turning point. Doctors moved Bob out of the ICU to a regular room on four west, a unit in the hospital where others were waiting for a heart transplant. “This was a big step,” Charlisa said.19 She wrote,
He continues to improve and is doing physical therapy twice a day. He has lost over thirty pounds, so the doctor told him he can eat anything he wants right now to try to gain weight. We are bringing him shakes, pudding, and high calorie snacks…. We are very encouraged by his progress.20
Conscious and speaking again, Bob shaved every morning, put on a clean shirt, and read the Wall Street Journal, yearning for a semblance of normality. Charlisa wrote, “Bob's appetite is finally returning. He ate an extra crispy meal from KFC[™] last night, and chicken and fried okra this evening. Thanks to all for your support.”21
To withstand a heart and kidney transplant, doctors encouraged Bob to regain his strength. He began to stand up and take small steps. Soon, he was walking on the treadmill, still tethered to the washing machine–looking box. For the first time, the Allen family was optimistic as they waited for news of a good match for a heart and kidney transplant.
If he could just get a heart by Valentine's Day. That was Bob's wish. He called himself the Tin Man, the character in The Wizard of Oz who had no heart, when he realized his own heart had been cut from his chest and thrown in the trash with other biological waste. A new heart would make him human again.
EYE OF THE STORM
Fifteen hundred miles away, as winter tornadoes ripped across the Midwest in January 2008, doctors at Children's Hospital in thunderstorm-battered St. Louis were dealing with their own medical mystery.
Two children, hooked to machines that performed the functions their kidneys could not, had been given a dose of the same medicine on a Friday afternoon, and both suffered the same life-threatening reactions: racing hearts, swelling lips and tongues, blood pressure dropping dangerously low.
“What are the chances of that happening?” asked Dr. Alexis Elward, an infectious disease specialist at the hospital, reflecting on the incident nearly a decade later.22 “This was way out of normal.”
The hospital SWAT team sprang into action.23 No other children in the hospital seemed to be affected, so the team lasered in on the dialysis clinic. They checked everything the children had come into contact with, including all their medicines, the machines purifying their blood, even the plastic tubing inside the machines.24 They found nothing.
They contacted the city water department to ask if any boil-water alerts had been issued, in case bacteria were lurking in the hospital water supply. The answer was no.
Still without answers, they moved everything in the clinic to another room in the hospital. Children on dialysis typically need treatment three times a week, and the seven children scheduled for the next week had nowhere else to go. All the other clinics in St. Louis were full.
On Monday morning, the first patient of the day suffered the same frightening reactions, and the investigation took on new urgency. The team set up a command center in a conference room on the seventh floor. Tables were jammed with phones and laptops. As many as thirty people worked around the clock, tracking down leads and scribbling them on large sheets of paper plastered on the walls.25
Desperate for clues, the SWAT team broadcast an alert on Listservs read by doctors and nurses in children's hospitals around the country. Ten people responded, but none reported similar reactions. On Wednesday, another child had a reaction. Dr. Elward and colleagues reported the event to the US Food and Drug Administration (FDA), which sent a representative to the hospital to obtain samples of the heparin the hospital was using.26 The Missouri Department of Health and Human Services and the federal Centers for Disease Control and Prevention (CDC) were contacted, too.27 The CDC posted a message on a national Listserv that reached doctors and nurses in healthcare facilities, asking if they had seen patients with similar reactions. Soon, other dialysis centers and hospitals reported they each had at least one patient with similar reactions.28
All the children at Children's Hospital recovered after being injected with epinephrine, commonly known as adrenaline, which rapidly reverses swelling and raises dangerously low blood pressure. But reports coming in from other hospitals revealed some of the adults hadn't been so lucky.
On Friday, seven days after the first cases at St. Louis Children's Hospital, Dr. Elward and her colleagues were sitting in the command center when a call came from the CDC. Federal officials had discovered a pattern in the outbreak. The problem was traced to certain batches of heparin sold by Illinois-based Baxter Healthcare Corporation™.29
Heparin, a blood thinner, is used in kidney dialysis, surgery, and critical care to prevent blood clots that can trigger a heart attack or stroke. Twelve million seriously ill people need it every year, and Baxter controlled about 50 percent of the market.30
“We wondered what we were going to do if all of it was recalled,” Dr. Elward said.31 “We looked at each other, and the blood drained out of our faces.”
Heparin is sold in different concentrations, and the more potent version the dialysis clinic used turned out to be the culprit.32 Until a new supplier could be found, nurses used a lower concentration and no more children at St. Louis Children's Hospital suffered bad reactions.
On January 17, 2008, Baxter voluntarily recalled nine lots of heparin, each identified by a unique number, a kind of Social Security number assigned to each batch of a drug.33 The recall was prompted by reports of people who suffered bad reactions in dialysis clinics and operating rooms.34
On February 11, the FDA held its first press conference on the toxic drug.35 By this time, Baxter and the FDA had received reports of 350 injuries and four deaths.36 With mounting harm, Baxter recalled remaining heparin and stopped making it.37
As the list of fatalities grew, Dr. Bob Allen lay in his hospital bed in Arizona where he was still kept alive by machines. While watching the evening news on television with Charlisa beside him, he heard a newscaster report that contaminated heparin had been found and it was being recalled.
“My God, I got a lot of heparin,” Bob said, turning to his wife with a horrified look on his face. “Was it contaminated?”38
MADE IN CHINA
Along the New Jersey Turnpike at exit four, the trees are dwarfed by the Cherry Hill water tower that rises one hundred feet into the sky. The white behemoth greets motorists with a cheery “Welcome to Cherry Hill” painted on it, punctuated with two red ripe cherries.
In the suburban town of Cherry Hill, New Jersey, about ten miles from Philadelphia, Baxter manufactured the recalled heparin. It had been buying the active ingredient, which gives the drug its therapeutic value, from a Wisconsin company, Scientific Protein Laboratories™ (SPL). SPL produced the active ingredient in the United States until the mid-1990s, when it began buying it from China.39
In 2000, SPL built a plant in Changzhou west of Shanghai in a joint venture with a local firm.40 Four years later, Baxter began buying the active ingredient from SPL's China plant.41
FDA officials traveled to China on February 20, 2008, to begin a week-long inspection of Changzhou SPL. The plant was located in a nondescript, two-story gated building with Chinese and American flags flying on poles at the entrance.42
Inspectors found conditions that violated US standards for making drugs.43 As early as August 2006, the company bought raw material harvested from pigs from a supplier that Changzhou SPL itself had deemed unacceptable. The heparin ingredient was made in a dirty tank. The president of the local SPL plant refused to answer FDA inspectors’ questions, and they were denied full access to the facility.44
Back home, scientists identified the contaminant, oversulfated chondroitin sulfate. In April 2008, the FDA reported that the link between the contaminant and the harmful reactions people experienced had been identified.45 The scientific findings were published in the New England Journal of Medicine.46
Heparin making in China begins at slaughterhouses where piles of pig intestines are sold to factories and small workshops. Workers wearing bloodstained aprons and boots scooped pulp-like material from the intestines.47 After boiling the slurry of entrails in large vats, it is processed into crude heparin. The crude heparin was sold to middlemen who, in turn, sold it to Chinese companies like Changzhou SPL that refined it into the active ingredient. Baxter Healthcare bought the active ingredient from Changzhou SPL and made the final product that was sold to hospitals and dialysis centers.
In 2006, a virulent respiratory-like virus, called blue-ear disease, decimated China's pig population.48 As the price of pigs skyrocketed, companies scrambled to find a cheaper source of pig intestines. Some began getting them from primitive, unregulated workshops in poor rural areas of China where quality controls were nonexistent.
Enterprising minds figured out a way to make a cheap substitute that mimicked the real product, stretching a limited supply of the authentic product. The cheap knockoff, added somewhere during manufacturing, cost nine dollars a pound while the real product cost nine hundred dollars a pound, signaling the contamination was intentional and economically motivated.49
Dr. Janet Woodcock, director of the FDA's Center for Drug Evaluation and Research that oversaw the agency's response to the contamination, said that because the contaminant comprised one-third of some batches of heparin, “it does strain one's credulity to suggest that it might have been done accidentally.”50
Federal officials determined that contaminated heparin had been shipped to eleven countries: Australia, Canada, China, Denmark, France, Italy, Japan, the Netherlands, New Zealand, Germany, and the United States.51 The former FDA associate commissioner for policy and planning, William Hubbard, said Germany had several deaths.52 The total number of people harmed globally has never been publicly reported.
Chinese officials denied that its companies were responsible. “The oversulfated chondroitin can…not be a suspected root cause of heparin adverse events as reported in the US media previously,” said Jin Shaohong, deputy director general for China's National Institute for the Control of Pharmaceutical and Biological Products, at a news conference at the Chinese embassy in Washington.53 He placed blame on the US manufacturer and wanted to inspect Baxter's Cherry Hill plant.
At 1:30 a.m. on February 27, the day after FDA officials finished inspecting Changzhou SPL, Charlisa Allen's phone rang.54 It was Bob calling with good news. A match for a new heart and kidney was found. He told her to come quickly and to bring the kids.
Four hours later, as he was being wheeled into the operating room, he pulled her close and whispered, “One of the doctors told me I got the contaminated heparin. I didn't want you to worry, so I didn't tell you. If I don't make it, go after Baxter.”55
“It's made in China. I'm not supposed
to be telling you. I could get in trouble.”
Sitting at a desktop computer in a small, windowless office in a well-known hospital, a pharmacist we'll call Barbara was on the phone with drug company giant Pfizer™ when a curious thing happened. “Where is the doxycycline made?” she asked, referring to the common antibiotic the hospital buys for conditions ranging from teenage acne to toxic anthrax. “Is it from the United States or coming from another country?”1
While on hold, she turned her head away from the receiver and said in a hushed voice, with an air of incredulity, “They were asking me if I was a member of the press. I've never had a drug company ask me that before.”
After a minute or two, the call ended. Swiveling around in her chair, she was miffed. “They're not going to tell us.” The company rep read from a prepared statement, saying that the company is global, its manufacturing is complex and includes numerous suppliers, and it does not provide information on their manufacturing locations because they are subject to change.
“I think it means they know people will be concerned based on where they may be getting it,” she said.
Four months later, we called Pfizer and asked the same question: where is the doxycycline made that it sells? A customer service representative gave us the same answer. “I do not have a specific site for that product…. We are a global company so we have sites all over the world, and we source ingredients from all over the world.”2
It's almost impossible to find out where prescription drugs are made. Millions of people are ingesting drugs made in China and don't know it. Hundreds of thousands of physicians are prescribing them, and they don't know it either. The medicines are packaged to look like an all-American product.
Information about where drugs are made is kept secret behind a Berlin-type wall. We looked for cracks in the wall and found them.
While browsing the internet, we stumbled upon a paper prepared in 2012 by an employee of Thomson Reuters™, a business intelligence company, that listed generic drugs including birth control pills, HIV/AIDS medicine, and medicines for Alzheimer's and Parkinson's diseases made in China and sold in America, and the names of US-based sales partners.3
The document shined a rare light on an opaque market, and it is the only publicly available information we could find that named generic drugs made in China and their distributors in the United States. Here are some of the generic drugs on the list:
BIRTH CONTROL PILLS
A birth control pill, Levonest™, is made in China by Novast Laboratories™.4 It is sold in the United States under the name Northstar Rx™ located in Memphis, Tennessee.5 Online pharmacy GoodRx® lists this generic drug made by this company for sale at big-box stores and retail pharmacies including Walgreens™, Walmart™, Rite-Aid™, SafewaySM, CVS™, and Target™.6 We verified the information about the country of origin on DailyMed, an authoritative website maintained by the National Library of Medicine located on the campus of the National Institutes of Health. It is the official source of information printed on the drug packaging. The FDA provides and updates the information, which is supplied by manufacturers.7
DailyMed usually has pictures of the drug package, and some images may show the name of the country where the product is made. For Levonest, the photo of the package says the pills are manufactured by Novast Laboratories in Nantong, China, for Northstar Rx in Memphis, Tennessee.8
HIV/AIDS
An HIV/AIDS drug, nevirapine, made by Zhejiang Huahai, is marketed by a privately held US firm Breckenridge Pharmaceutical Inc.™ that sells drugs to wholesalers, managed care companies, and retail drugstores.9 Breckenridge issued a press release in 2012 to announce the marketing and distribution agreement.10
Nevirapine was the first generic drug made in China to receive FDA approval.11 The Wall Street Journal predicted correctly that its approval was the likely “starting point of any timeline drawn years from now, when China's finished-generics industry is likely a force to reckon with.”12
ALZHEIMER'S DISEASE
A drug for Alzheimer's disease, donepezil, the generic for the brand-name drug Aricept®, is made by Zhejiang Huahai Pharmaceuticals.13 The drug is distributed by Solco™ in Cranbury, New Jersey.14 Solco is the sales and marketing arm of Prinston Pharmaceutical™, a spin-off from Zhejiang Huahai.15
BIPOLAR DISORDER AND SCHIZOPHRENIA
A drug to treat bipolar disorder and schizophrenia, risperidone, the generic for brand-name Risperdal®, is made by Zhejiang Huahai and distributed by Solco.16
HIGH BLOOD PRESSURE
A generic, amlodipine besylate, for reducing high blood pressure and relieving chest pain, is made by China Resources Saike Pharmaceutical Company in Beijing for Secan Pharmaceuticals™ in Malvern, Pennsylvania.17 According to the Secan Pharmaceuticals website, the company name was Beijing Pharma USA but changed its name to Secan Pharmaceuticals in 2007.18 Thomson Reuters reported it is not uncommon for Chinese companies to use more Western-sounding names when selling generic drugs in the United States.19
A high blood pressure medicine, losartan potassium, is made by Zhejiang Huahai and distributed by Rising Pharmaceuticals™.20
Company press releases, consumer websites, and DailyMed are other sources of information about drugs made in China and sold in the United States.
CANCER
A drug to treat metastatic colon and rectal cancer, made in China by Jiangsu Hengrui Medicine Company, is marketed by Sagent Pharmaceuticals™, a company located in the Chicago suburbs, according to a press release.21
A chemotherapy drug to treat leukemia, lymphoma, and myeloma in children and adults, made in China by Jiangsu Hengrui Medicine Company, is sold in the United States by Swiss drugmaker Sandoz™.22
ANTIDEPRESSANTS
Solco is selling the generic for Wellbutrin®, an antidepressant, according to a press release issued by Prinston Pharmaceutical.23
EPILEPSY
An epilepsy medicine for seizures, levetiracetam, is made by Zhejiang Huahai Pharmaceuticals for Prinston Pharmaceuticals.24
ANTIBIOTICS
Doxycycline is being sold by Solco, according to a press release.25 An antibiotic cream, clindamycin, is sold by Pfizer's generic subsidiary, Greenstone™. The drug is made in China, according to DailyMed.26
This list is hardly exhaustive, and while China makes a small number of generic drugs for sale in the United States, it is ramping up fast to make even more. Solco is one example, with thirty-four generic drugs pending approval from the FDA, according to the company's website.27
Eighty-nine percent of prescriptions filled in the United States are generic.28 Consumers and doctors can choose among different manufacturers of a generic drug. When we searched DailyMed for companies that sell lisinopril for high blood pressure, for example, many options came up.29
As revealed in the following chapters, if China accelerates generic drug production and undercuts other sellers on price and drives them out of the market, Americans may eventually be unable to live without generics made in China.
For now, the United States is much more dependent on China for the active ingredients needed to make many generic and brand-name drugs, over-the-counter products, and vitamins.
WHAT'S INSIDE YOUR MEDICINES?
Inside every pill are active and inactive ingredients. The active ingredient creates the therapeutic effect. The inactive ones are dyes, preservatives, flavorings, and binders that form the tablet.
In regular strength Tylenol® tablets, the active ingredient is acetaminophen. Without it, pills would be as effective as a candy pill. The inactive ingredients are magnesium stearate, modified starch, powdered cellulose, pregelatinized starch, and sodium starch glycolate, according to Tylenol.com.30
China is the largest global supplier of the active ingredients and chemical building blocks needed to make many prescription drugs, over-the-counter products, and vitamins.31
For specific generic and brand-name drugs, it isn't easy to find where the active ingredients, also called bulk pharmaceuticals or bulk drugs, are made. Drugmakers say the information is proprietary and therefore a trade secret. Companies that manufacture them for generic and brand-name companies are typically required to sign nondisclosure agreements that prevent them from giving out the information to those like us who ask about the ingredients.
By scouring the pharmaceutical industry trade press and company press releases, we found drugs, sold by big-name pharma companies, made with active ingredients from China. Here are just a few:
The active ingredient in Imbruvica®, a medicine for treating lymphoma and leukemia marketed by Janssen™, a subsidiary of Johnson & Johnson™, is made in China.32
The active ingredient in a breast cancer and lung cancer drug, gemcitabine, sold by Hospira™, is made in China by Jiangsu Hansoh.33
The active ingredient in vancomycin, an antibiotic of last resort to treat infections that have become resistant to other antibiotics, sold by Hospira, is made in China by Zhejiang Medicines.34
THE BIG SHIFT
In the 1990s, the United States, Europe, and Japan manufactured 90 percent of the global supply of the key ingredients for the world's medicines and vitamins.35 Now, China is the largest global supplier.
American dependence on China for the active ingredients in many medicines is so significant that a headline in a 2012 pharmaceutical industry newsletter, FiercePharma, blared, “Dangers Aside, Drugmakers Can't Live without Chinese Active Ingredients.”36 The accompanying article reported,
When it comes to Chinese-made active pharmaceutical ingredients, Western drugmakers are between a rock and a hard place…. They know Chinese oversight of ingredient manufacturing is insufficient to snuff out substandard producers but that has not deterred companies from buying them anyway.37
Former federal official Ted Kirk acknowledged, “I think there are active ingredients out there that we basically only get from China, which is a little bit scary.”38
The centralization of the global supply for essential ingredients for drugs in China makes it vulnerable to interruption, whether by mistake or design. If disruptions occur for an essential ingredient made in China, the United States will wait in line along with Europe, India, and other countries to obtain it. If a global public health crisis occurs, China will likely keep its domestically produced medicines at home and stockpile them to secure access for its citizens before seeing to the needs of other nations.
India makes generic drugs for the United States, but it, too, is dependent on China for key ingredients to make drugs such as penicillin, according to a Boston Consulting GroupSM study.39 Unlike the mainstream media in the United States, the Indian press doesn't hesitate to report the health and national security risks of dependence on China. A Financial Express headline blared, “Indian [active ingredient] Industry Faces Chinese Threat,” because of its dependence on China.40 The Economic Times published a story about the risks to national security, and the opening line was, “Imagine a situation where a soldier's medical kit is running out of essential drugs on a battle front.”41 A deterioration in India's relationship with China could trigger China to withhold supplies of vital components in essential medicines.
Indonesia is another country dependent on China, and the soaring prices of materials from there have increased the cost of drugs, the Jakarta Post reported.42 The Indonesian government is having a harder time ensuring medicines are affordable.43 Pressure from Indonesia's domestic pharmaceutical industry is mounting on the government to subsidize domestic manufacturing.44
WHERE DOES YOUR PAIN RELIEVER COME FROM?
Baby boomers may remember their mothers giving them orange-flavored St. Joseph® children's aspirin. Today the company sells low-dose adult aspirin in packaging reminiscent of yesteryear. Its label reads, “America's Aspirin” and “100 Years.” It is US-made, according to the company website, but a customer service representative would not confirm that the white powdery key ingredient, acetylsalicylic acid, is made in the United States, saying the information is proprietary.45
In the 1980s, four US companies made the active ingredient in aspirin. Monsanto™ was the largest aspirin maker in the world and had a plant in St. Louis, Missouri. The other three companies were Dow Chemical™ in Midland, Michigan; Norwich-Eaton in Norwich, New York; and Sterling Drug in Trenton, New Jersey.46
The last aspirin manufacturer in the United States was French company Rhodia™. It bought the Monsanto plant but had to close it in 2002 when Chinese companies sold bulk aspirin in the United States at artificially low prices.47
In a last-ditch effort to save the plant, Rhodia brought an anti-dumping case to the US International Trade Commission and won.48 The agency investigates the impact of dumped and subsidized imports on domestic industries and, in this case, ordered an anti-dumping tax on the Chinese firms. The remedy was too little, too late for Rhodia to keep the doors open.49
For another popular painkiller, acetaminophen (also known as paracetamol), China is the dominant global producer of the active ingredient, according to then FDA commissioner Dr. Margaret Hamburg.50 More than six hundred over-the-counter and prescription medicines contain acetaminophen.51 Rhodia owned the last acetaminophen factory in Europe, and the company ceased operations there in 2008.52 Bloomberg captured the essence of the story in its headline, “Rhodia Shuts Europe's Last Paracetamol Plant as China Prevails.”53
China made the 130-year-old chemical element at two-thirds the cost of its competitors. When it undercut Indian producers on price, the Indian government imposed anti-dumping duties on Chinese imports, the Economic Times reported.54
LABELING: BUILT-IN CONFUSION
Country-of-origin labeling requirements for prescription drugs are so confusing that even veterans in the industry are confused about where their medicines are made.
Two rules apply. According to US customs law, if your drug or its active ingredient was made in another country, customs law applies when it crosses the border into the United States. In that case, it must be labeled with the country of origin. The law defines country of origin as where the active ingredient is made.55 If a blood pressure pill is made with an active ingredient from China, and the powders are pounded into pills in Ireland, the product must be labeled “Product of China.”56
The FDA has its own rules that make it easier for companies to hide the country of origin. Once a drug is in the United States, the label has to include the name and place of the business of the manufacturer, packer, or distributor, according to lawyers who advise industry clients.57 The place of business can be different from the country of origin as defined by the US customs agency. So a company in the United States that distributes a drug made in China can say that the United States is its principal place of business.58
“Right now, the labeling is so confusing,” said industry veteran Craig Langdale, who has worked for more than thirty years in the industry.59 “It might say the drug is manufactured for someone by someone else. You don't really know. I [use] Google[™] [to look up] the company…on its website to follow a trail, but even then it's not always apparent who made it.”
If you pop a prescription drug after breakfast, it might be in one of those amber-colored plastic bottles with a childproof white cap, the ones you have to press down hard on and twist at the same time to open them. The label won't show the name of the company that made the drug, or where it was made, because the colored vials aren't the original bottles from the manufacturer. An industry employee told us that every drug he has ever taken has never had the name of the manufacturer on the label.
Congress had an opportunity to require drug companies to label their products. Senator Sherrod Brown, Democrat from Ohio, introduced a bill to require more transparent country-of-origin labeling on prescription and over-the-counter drug products.60 The label would have to identify the country of manufacture of each active and inactive ingredient.
The Transparency in Drug Labeling Act was introduced in 2008 but didn't become law.61 “Drug lobbyists got to the first draft of legislation and killed it, and it never reappeared,” an industry insider told us.62 “They realized what a firestorm it would create. If I'm a pharma company, I'm thinking it isn't good for my business for people to know.”
BEYOND THE LABEL
Industry newsletters say 80 percent of the active ingredients in medicines come from China and India.63 The number obfuscates America's deep dependence on China. Indian companies manufacture many active ingredients but may depend on China for the raw material.
Take the case of the acne and anthrax antidote, doxycycline. Let's say an American or European company makes the active ingredient and the finished drug. Guy Villax, chief executive officer of Hovione™, said, “To make doxycycline, you still have to get the fermentation starting material from China.”64
Even for brand-name drugs, “[t]he building blocks of several of the new drugs that the FDA approves every year are not made in Western countries,” Villax added.65 “For generics, the dependence on China is even more serious. In terms of security, there's a big issue that nobody is acknowledging.”
Another drug, ivermectin, is a highly valued medicine in Africa to treat river blindness, and it is being studied for its effectiveness in treating other neglected tropical diseases, Villax said. “All the production of the key starting material for ivermectin is today exclusively fermented in China. If China stopped exporting the active ingredient, it would take several years before fermentation of this compound could be started in the West,” he added.66
When we asked what else China has control over, he replied, “More than half of the four thousand or so active ingredients needed to make a pharmacy depend on China.”67
Dependence poses clear risks. Industry trade newsletter FiercePharma reported the closure of a Novartis™ plant in Frankfurt, Germany, that made the chemical building block called 7-ACA, which is needed to make a large group of antibiotics called cephalosporins. They are antidotes for pneumonia, bronchitis, strep throat, staph infections, and other bacterial infections.
Chinese companies reportedly dumped the chemical building block on the global market, and prices collapsed.68 Competitors were driven out of the market. The closure of the Frankfurt plant increased the risks of global dependence on China for the essential ingredient to make this group of antibiotics.69
Some Chinese producers of 7-ACA have had a troubled history, accused of using so-called “gutter oil” instead of more expensive soybean oil to make the chemical building block in the antibiotics.70 Recycled cooking oil was fetched from restaurants’ frying pans, grease traps, and sewage drains, the South China Morning Post reported.71 One hundred tons of it was sold as part of a criminal racket spanning multiple provinces. Unnamed pharmaceutical companies were buying it.72
Within a year after Novartis ceased production of the chemical building block in Frankfurt, Luxembourg-based International Chemical Investors Group acquired the plant and maintained production in Europe.73
CONSUMERS DON'T TRUST DRUGS MADE IN CHINA
Drug manufacturers have good reason to keep the country of origin for drug ingredients secret. Only 6 percent of Americans are confident that medicines made in China are safe, according to a Hart Research/POS opinion poll conducted for the Pew Charitable Trusts in 2010.74
When Charlisa Allen learned that heparin was made with its key ingredient from China, she said, “Why are we making drugs there? Of all things drugs! Things that people need. Heparin is used every day in hospitals. Why in the world would we outsource a drug like that to China? They killed animals by putting melamine in pet food.”75
Although manufacturers and distributors have managed to keep country of origin secret, they are getting ready for the backlash when customers eventually find out.
An online trade newsletter, Outsourced Pharma, said, “Pharmaceutical and biotechnology outsourcing is an unknown quantity to the global health care consumer. This will change and the biopharma industry ought to get in front of it.”76 Industry readers received advice about how to prevent a consumer backlash that included hiring public relations firms to convince Americans that their dependence on Chinese-made drugs isn't such a bad idea and is even beneficial.
The suggested gobbledygook spin for why outsourcing is good for America is “to bolster pipeline success and product supply on behalf of patients and consumers, access the newest science and technologies, reduce product costs, and raise patient safety.”77 Industry readers were encouraged to ensure that thousands of job cuts in the United States should not overtake the storyline to “better ensure a positive reception.”78
The truth is that America's dependence on a single country for the active ingredients, raw materials, and chemical building blocks for so many essential medicines is a risk of epic proportions.
For now, secrecy swirls around where America's medicines are made. We asked a young customer service representative at a company selling a generic blood pressure medicine, losartan potassium, where the drug is made. She said, “It's made in China.” Then, in a hushed voice, she added, “I'm not supposed to be telling you. I could get in trouble.”79
“There was a quantifiable, tangible body count.”
An indolent Washington finally woke up after the heparin tragedy for one single reason: “There was a quantifiable, tangible body count,” said John Taylor, a former FDA official who served as counselor to the agency's commissioner.1
In a packed hearing room on Capitol Hill on April 29, 2008, the chief executives of Baxter™ and Scientific Protein Laboratories™ (SPL) along with FDA officials were called to account for the tragedy.
It was a rare spectacle in Washington. Government agencies don't like to admit they can't solve a problem because it could embarrass their elected bosses in the White House and Congress. FDA officials were remarkably candid but walked a fine line. They couldn't speak ill of an industry that took calculated risks, nor could they be completely candid because the public's confidence in their medicines would be shredded.
The hearings revealed how a hamstrung FDA could not protect the public.
THE FDA DIDN'T KNOW WHO WAS MAKING AMERICA'S MEDICINES OR WHAT THEY WERE MAKING
“We need to get a grip on the basic inventory of firms,” the FDA's Dr. Janet Woodcock, director of the Center for Drug Evaluation and Research, acknowledged to Congress. When asked how many manufacturing facilities around the world were making drug products for the United States, she replied, “It is most likely between three thousand and seven thousand, most likely on the lower end.”2
A decade earlier, foreign companies were required to register with the FDA under a new federal law, the Food and Drug Administration Modernization Act of 1997. Nothing happened. Four years after the law was enacted, then representative John Dingell, a Democrat from Michigan, said at a congressional hearing on drug safety that there was still “no workable system for tracking who sends what and where to this country, and whether their manufacturing practices are acceptable.”3
THE FDA LACKED THE MONEY TO INSPECT CHINESE PLANTS, OR SO THE FDA SAID
Even if the agency knew the names and addresses of the companies making drugs and ingredients for Americans, it couldn't inspect them. Congress apparently didn't give it the money.
When asked how much it would cost the FDA to inspect every manufacturing facility outside the United States with the same frequency it does domestically, Dr. Woodcock said an additional $335 million a year was needed, a paltry sum for Washington budget deal makers.4 Woodcock conceded that under conditions at the time, some foreign facilities may never be inspected.
Why do FDA inspections matter? A chemist in the pharmaceutical industry, who hosts a blog for fellow scientists, offered this explanation:
I don't love the regulations. But why do we do this? We do this for my daughters so when the doctor prescribes a pill, I drive to the pharmacy, give them the prescription, and I open the pill bottle, I don't question whether it was manufactured correctly. It's all done so people have confidence in the medicines we give to those who are sick.5
James Campbell, a former pharmaceutical executive, told us a different story about the agency's apparent resource constraints:
In my experience, the FDA chose not to inspect plants in China. I had numerous conversations with FDA leaders to shift their resources from inspections in Europe to inspections in China. The FDA would say US legislation doesn't require inspections in China. I would respond saying, “So why do you inspect in Europe when you are not required by US law to inspect there? You could protect Americans better by redeploying your inspection resources from Europe to China, where the risk of substandard medicines is greater than in Europe because Chinese regulations and regulatory oversight are not as strong.” Each time I would get back the same bureaucratic gobbledygook.6
INSPECTIONS OF DRUG PLANTS IN CHINA WERE OPTIONAL, ACCORDING TO FDA POLICY
FDA officials revealed during the hearings that the SPL plant in China had never been inspected because an FDA employee had mistakenly clicked on the wrong company name from a drop-down menu on the computer and inadvertently requested an inspection of a different plant. Both Baxter and SPL knew the FDA hadn't inspected it but sold products made in the plant anyway. Baxter was the only company buying the plant's heparin ingredient.7
Representative Bart Stupak, a Michigan Democrat, politely, but pointedly, lectured Baxter's then chief executive officer Robert Parkinson, and then SPL's chief executive officer David Strunce. “You are both companies that have been around for seventy-five years,” Stupak said. “You know before you ship a drug or even produce a drug here in the United States, the plant has to be pre-approved by the FDA.”8
Parkinson said in his testimony that his company received FDA approval to use the China plant as a supplier, and approval was not conditioned on an FDA inspection.9 Parkinson was right. Inspections of drug-making plants in China were optional, according to FDA policy at the time, even though the agency knew factories located there were often problematic.10 In another shocking revelation, David Nelson, an investigator for the House Energy and Commerce Committee, told Congress that the FDA official who made the decision to not inspect Changzhou SPL said if “he had the same information today that he had back then, he still wouldn't have sent out inspectors.”11
BAXTER DIDN'T INSPECT ITS CHINESE SUPPLIER BEFORE BUYING FROM IT
If you have ever bought a house, you probably hired an inspector to make sure there were no hidden problems that cost a lot of money to fix.
Baxter was buying something much more important than a house but relied on inspections of the Chinese plant conducted by another pharmaceutical company, Wyeth™, that owned a subsidiary, ESI Lederle™.12 In 2002, Baxter purchased ESI Lederle, which had been buying the heparin ingredient from the Chinese plant. In the deal, Baxter acquired the 330,000-square-foot Cherry Hill facility.13
The switch to the new supplier should have set off a warning at Baxter, said David Nelson.14 Its new supplier was located in a country where manufacturers are known to often flout the rules, and where meaningful regulatory oversight didn't exist.
Baxter was not alone in failing to inspect its supplier.
At the time, many companies chose active ingredient suppliers in China without ever visiting the manufacturer and had no idea who was making the products they were buying.15
Companies were “misinformed about the identity of the manufacturing site of 39 percent of the drug substances they purchase from China,” said Philippe Andre, who audited Chinese manufacturers at the request of European and American pharmaceutical companies.16 Andre portrayed a dire situation. “Most ingredient plants supplying to patients in Europe are never inspected,” he said in a presentation to European firms in 2011.17 In one of the plants, rusted, multicolored industrial drums were found stacked on top of one another to hide a vast warehouse of substandard or falsely certified active ingredients.18
At another plant, Andre's employees had to force their way into a concealed workshop through its window. Elsewhere, a maker of ingredients for the common headache reliever, acetaminophen, refused to allow auditors into the plant.19
The manufacturing landscape in China was full of landmines, and some American and European companies walked right into them.
“Production of gigantic volumes of ingredients is taking place in no less than around three thousand manufacturing sites, many operating under very primitive conditions,” wrote Dr. Chris Oldenhof in Chemistry Today in 2010. At the time Oldenhof was president of the Active Pharmaceutical Ingredients Committee (APIC), a European organization that advocates for high-quality drug ingredients.20 “These sites are usually neither operating under any good manufacturing standard nor in compliance with any regulatory submissions to health authorities,” Oldenhof added. “Therefore, the very important question arises what the final destination is for the massive volumes of illicit active pharmaceutical ingredients [APIs] from those 3,000 sites and where in the world patients are consuming medicines that contain them.”
Many Western companies may have been unknowingly buying drug ingredients from shady manufacturers because their true origin was hidden within the Chinese supply networks. “Others may have been aware of things not being okay, but they may have been inclined to ignore this in view of the low prices,” Oldenhof said.21 He suspected that these ingredient manufacturers were also supplying the massive global trade in contaminated and counterfeit medicines, saying, “Indications have become stronger and stronger that these unsafe APIs are not only absorbed by the counterfeit medicines” but are also sold to legal supply chains in Western countries.
Guy Villax of Hovione™ put it more bluntly: “Nobody would imagine that in an industry like pharmaceuticals you have gangsters.”22
Oldenhof estimated another sixteen hundred sites, licensed by the Chinese counterpart to the FDA, supplied the domestic Chinese market, and one hundred others operated at, or near, Western standards.23
WHEN COMPANIES INSPECTED SUPPLIERS, THEY WERE NOT AS RIGOROUS AS FDA INSPECTIONS
Baxter conducted its own inspection of the Chinese plant in September 2007, three months before Dr. Bob Allen walked into the Mayo Clinic Hospital™.24 Why Baxter suddenly inspected its supplier is not publicly reported.
In a letter to the Chinese supplier, Baxter wrote that the plant complied with the highest manufacturing standards. The letter was sent more than a month after Baxter had recalled the contaminated drug. In an exchange between Representative Stupak and Mr. Parkinson, Stupak asked, “Why did the results of your two audits differ so much?” Parkinson replied, “We had an individual there for a day…. There is a correlation in my experience in the industry that the longer auditors, investigators spend in the facility the more things that they will find.”25
Nelson, the House Energy and Commerce Committee staff investigator, offered his own answer to Representative Stupak's question. “Baxter had one person going there for one day. [The] FDA, which for a plant of this complexity, I'm told, usually takes a couple of weeks if it was here in the United States. It sent two inspectors for five days. If you want to measure how hard people were looking, time alone would suggest what the FDA was looking for and what Baxter was looking for,” he said.26
Representative Charles Melancon, a Democrat from Louisiana, said during the hearings, “We've been told repeatedly by the drug industry that they police their own facilities in the supply chain.”27 Melancon asked Nelson, “What kind of grade would you give Baxter in how it policed this facility?” Nelson replied, “Well, Baxter's was an incomplete, bordering on failure,” later adding, “corporate due diligence cannot be relied upon.”28
Baxter's Parkinson acknowledged that his company should have checked the plant before buying any heparin product from it.29 He said his company tested every lot of it, but the contaminant could not be detected using standard testing procedures.
THE CHINESE FACTORY HAD LOWER STANDARDS THAN THE WISCONSIN PLANT
SPL's plant in Wisconsin was better equipped than the one in China, the chief executive officer David Strunce conceded to members of Congress.30 A heparin expert was on-site full-time at the Wisconsin plant but not at the China facility.31 The FDA inspected the Wisconsin plant every twelve to eighteen months and had never inspected the plant in China.
SPL's China plant didn't track and trace its suppliers back to the farms where pigs were raised, the slaughterhouses where the raw material came from, and all the workshops where crude heparin was made. The Wisconsin plant had a thorough tracking system.
“It almost seems like you're treating them differently, and it's the ones where you have the least amount of inspections…that have these problems,” Representative Stupak said to Strunce during the hearing.32 “Is that incentive to go develop drugs overseas because you don't have to put up with the FDA hassle and regulations?” Strunce didn't respond.
THE FDA DIDN'T HAVE THE AUTHORITY TO REQUIRE COMPANIES TO TEST HEPARIN FOR THE CONTAMINANT
The FDA developed a test to identify the contaminant in heparin and offered it to companies making the drug.33 Six companies voluntarily agreed to test for the contaminant. An unknown number of other companies refused, yet they could continue importing the product. Dr. Woodcock told Congress that congressional requirements prevent the FDA from releasing the names of companies that chose not to comply.
When pressed about the safety of heparin entering the United States, FDA officials were quick to assure Congress that it was stopping and testing it at ports of entry. But the agency had only ninety-four port inspectors for more than three hundred ports, and a skeptical Congress questioned whether the FDA was certain it was catching all the heparin coming into the country.34
The agency was covering its bases, and the reason became clear when Woodcock interjected in a moment of candor, “I do not want to make patients in the United States feel afraid, all right?”35 Dr. Woodcock assured Congress and the public that all supplies of the drug had been tested.
THE FDA LACKED THE AUTHORITY TO MANDATE A RECALL OF THE CONTAMINATED HEPARIN OR ANY OTHER UNSAFE DRUG
The FDA had to rely on drug companies to issue so-called voluntary recalls. Baxter voluntarily recalled its heparin. But many hospitals kept recalled heparin on their shelves, and here's why.
When employees from the California Board of Pharmacy, which regulates the distribution of prescription drugs in hospital pharmacies, visited more than five hundred hospitals in the state to make sure the recalled product had been removed, ninety-four still had it on the shelves nearly three months after Baxter's voluntary recall.36 Pharmacists interpreted the voluntary designation to mean the situation was not urgent, so they kept the contaminated product on the shelves.
THE LIMITS OF FEDERAL OVERSIGHT
Dr. Janet Woodcock acknowledged that the FDA cannot alone ensure the quality and safety of America's medicines. Inspections and testing are necessary but not sufficient. “The FDA must have the tools to hold all of these parties accountable,” she said. “We need to be able to find them, know who they are, and have the authority and resources to hold them accountable for quality.”37
Representative Stupak asked FDA officials to identify the perpetrators. “Do you think the American people don't have a right to know which people produced contaminated heparin for shipment to the United States?” he asked Dr. Woodcock.38 She replied that Congress limits the information the agency can release to the public. None of the perpetrators have been publicly identified.
Adding to the complexity of ensuring safe medicines has been a clash of culture surrounding drug making. Former FDA associate commissioner William Hubbard told Congress that drugs made overseas were not given the same special importance that the United States has given to drugs made domestically:
In most countries, pharmaceutical products are subject to normal arbitrage, which means that drugs move about much as do electronics, apparel, auto parts, and thousands of other goods. Drugs are often purchased from suppliers who have little or no oversight by regulatory bodies. Key elements of safe drug production are ignored such as quality testing, expiration dating, and labeling. Producers have relatively easy access to the marketplace…. [T]he regulatory bodies, if they exist at all, are weak and ill-prepared to assure the safe production, distribution, and storage of drugs exported to the United States.39
THE BIGGEST RISK OF ALL
At the time of the contamination, China controlled half the world's supply of the active ingredient for heparin. FDA officials admitted during congressional testimony that they didn't ban all Chinese-made heparin because of fear of a shortage.40 The federal government had the unenviable task of balancing the need to ensure that enough of the blood thinner was available, while preventing lethal copycats from slipping through the safety net and harming the American public.
During congressional hearings, Representative John Dingell, now retired from Congress, pressed the FDA's Dr. Woodcock for assurance that more people wouldn't be killed by contaminated heparin.
“We must also remember that this is an essential drug, and we can't simply stop the heparin supply,” Woodcock said.41 “We have to balance between access to heparin” and ensuring it is not contaminated.
In that brief exchange Woodcock revealed the biggest risk of all. The United States was so dependent on China for an essential medicinal ingredient that it had no choice but to keep buying it.
“[T]hese foreign drugs form a string of ticking time bombs.”
A deadly blood thinner was a tragedy in the making for about two decades. A 1996 internal FDA memo revealed the brutal truth.
“We literally have no control over bulk drugs that enter the United States,” it said.1 It was an early wake-up call about the safety of the active ingredients, known as bulk drugs, in America's medicines.
“Counterfeit or unapproved bulk drugs can unknowingly be received by legitimate manufacturers and turned into tablets and capsules and sold as legitimate drugs,” the memo continued. “These drugs can reach anyone including the President.”2
More disturbing, though, is that some American companies knew they were importing bad products. “Some members of the generic industry and possibly some innovator firms are knowingly receiving counterfeit and unapproved drugs,” the memo continued.
Fred Fricke, a respected, self-effacing, and now retired FDA scientist, performed a valuable public service by writing the memo and calling out the risks to America's medicines. Dr. David Kessler, FDA commissioner from 1990 to 1997, responded and declared the problem of unsafe imported drugs a top priority.3
Soon after, Dr. Kessler left the agency and the problem did not receive the same attention, according to Carl Nielsen, retired director of FDA Import Operations. In testimony to Congress during the heparin hearings, Nielsen said he wasn't surprised that people died from imported heparin.4
Long before the 1996 memo was written, US-based companies were buying active ingredients to make America's medicines from unregulated factories in China and elsewhere. Pharmaceutical company executive Craig Langdale remembers when his company bought them from China in the 1980s. He explained to us what he witnessed:
In the 1980s, the first company I worked for was small, and it bought active ingredients for antibiotics from China. I can remember getting some raw material that was just gray; it was contaminated with something. I was new in the industry, and we tested everything coming in and rejected some things. I never considered [that] those factories hadn't been inspected by the FDA.5
Around that time, large brand-name companies dominated drug manufacturing. They made the raw materials and finished tablets in-house, the industrial equivalent of home cooking. The quality of the ingredients and preparation could be tightly controlled.
Langdale remembers working at Upjohn in Kalamazoo, Michigan, in the late 1980s and early 1990s. “It was a close-knit community with a lot of pride in what they did,” he said.6 “All the operators I worked with, their parents and grandparents, worked at the factory. Everything was vertically integrated. They developed the products and raw materials, they manufactured the drugs, and they had their own sales force so everything was done internally.”7
Why did some US companies import active ingredients from unregulated facilities in China? “Even back then, things were driven by money,” Langdale said.8 Soon, though, the big pharma companies would be driven by money, too.
FDA legal counsel appointed during the Bush administration “greatly, greatly restricted the use of warning letters and presumably, of import alerts,” according to congressional investigator David Nelson, referring to actions the FDA takes when it has serious concerns about a product.9 Import alerts ban designated products from coming into the country.
How many active ingredients bypassed US federal inspection and were used to make prescription drugs that doctors prescribed and patients consumed? The only information we could find is from more open and transparent European industry leaders.
“Large quantities of at least around forty very unsafe active pharmaceutical ingredients have been administered to patients in the EU for years,” said Dr. Chris Oldenhof in 2008, when he was president of the European Active Pharmaceutical Ingredients Committee, or APIC, which is part of the European Chemical Industry Council.10
That year Dr. Oldenhof reported on the lack of regulatory oversight in Europe and shared an on-the-ground perspective from a French-Chinese trading company. Producers in China may submit false documents and refuse audits conducted by, or for, customers. If an audit or inspection is announced, the facility is in some cases immediately closed down to stop inspectors from entering a substandard manufacturing plant. Often there is no respect for European laws and regulations when these are not enforced by inspections. Competition based mostly on price, often with little regard for patient safety, was gradually destroying the European active ingredient industry.11
Thomas Lonngren, leader of the EU counterpart to the FDA, the European Medicines Agency, said at the time, “This is a new scenario for us as regulators on both sides of the Atlantic. Suddenly we discover that we have important manufacturing far away that we don't have any control of.”12
THE CALL FOR CHEAPER DRUGS DRIVES MANUFACTURING TO CHINA
Generic drugs were made possible by federal law when the Drug Price Competition and Patent Term Restoration Act of 1984, known as the Hatch-Waxman Act, was passed. It had bipartisan support, and President Ronald Reagan was its chief proponent.
Here's how the law works. When a company develops a new drug and is granted a patent, it has an exclusive right to sell it and recoup the cost of discovery, testing it to prove it is safe and effective, and gaining approval from the FDA to sell it. Patent terms are set by federal law and are twenty years from the date when the patent application is filed in the United States.13
When the patent expires, other companies can apply to the FDA to make a generic version. With generics, the seller has to demonstrate that its drug is therapeutically equivalent to the brand-name product. As multiple companies sell a generic, competition drives down the cost and millions of people around the world benefit from life-saving, low-cost prescription drugs.
Let's take penicillin as an example. In the 1940s, it was a miracle drug and initially in short supply. Today, an online search to buy generic ampicillin, a penicillin antibiotic for pneumonia and bronchitis, among other ailments, reveals multiple companies including Mylan™, Teva Pharmaceutical Industries™, and Sandoz™ selling it.14 When we looked for the cost of sixty capsules of ampicillin 500 mg, it was for sale in suburban New York for prices ranging from $12.55 to $17.84 at Walmart™, CostcoSM, Duane Reade™, Rite-Aid™, HealthWarehouse.comSM, Stop & Shop™, CVS™, Walgreens™, Target™, and a local independent pharmacy.15
Cheaper drugs required a cheaper way to make them. China was a perfect place to buy active ingredients to make America's medicines because of its surfeit of chemists, cheap labor, and virtually nonexistent safety and environmental regulations.
And it was legal. “There was nothing in the regulations that precluded drug companies from manufacturing in a place like China,” said Jack Mitchell, former director of the FDA Office of Special Investigations.16
WHEN MEDICINES BECOME COMMODITIES
Just as khaki pants sold in Costco and Walmart are commodities, generic drugs and the active ingredients to make them have become commodities.
As with any commodity, suppliers sell a similar product differentiated mainly by price. Price differences of a penny a tablet, or a dollar for a fifty-five-gallon drum of an active ingredient, can determine whether a manufacturer wins or loses a contract.
“If you are a buyer for CVS or Rite-Aid, let's say you can buy sixty pills for $2 from one company and $2.10 from another company,” says Joe Graedon, cofounder of the People's Pharmacy®, which helps people make informed decisions about the pros and cons of prescription drugs and over-the-counter medicines.17 “You'll buy from the company that sells them for $2 and save a dime, but at some point you have to ask how the company makes it for two bucks,” he says. “You can't buy anything for that amount. How can you do that without cutting corners?”
Bottom-feeders. They can sell at a lower price and drive out companies that make medicines the right way. Noncompliance with US standards is a deliberate competitive strategy. As long as they aren't caught, they continue to win contracts. Lower prices discourage production in the United States and force worldwide sourcing, thereby risking poorer quality products.
When Europe's last factory that made the painkiller acetaminophen shut its doors because it could not compete with China, its owner sold the business to a French firm, Novacap™. Three years later, the FDA found metal particles in the product made in Novacap's plant in China, a high price to pay to save a few cents a pill.18
Unlike a poorly made shirt whose seams begin to fray after a few spins in the washing machine, the consumer can't tell if a pill is well-made by looking at it. Doctors and the public assume the federal government was enforcing drug safety standards for all medicines. But the FDA didn't have the authority to enforce the gold standard of drug manufacturing Americans had come to expect.
It costs more to inspect a manufacturing plant in another country. Travel costs are higher, and translators may need to be hired. The average cost of inspecting a facility in another country is $52,000 compared with $23,000 for an inspection in the United States.19
Most members of Congress and their staffs on Capitol Hill didn't know that the nation's medicines were made with products from unregulated factories in China and elsewhere. And yet, the White House and Congress were about to make a landmark decision.
PERMANENT NORMAL TRADE WITH CHINA OPENS THE FLOODGATES TO CHINESE DRUG IMPORTS
In 2000, the final year of President Bill Clinton's second term, after the Monica Lewinsky affair and his impeachment in the House of Representatives and Senate acquittal, the White House went into overdrive to pass legislation to give China permanent normal trade relations.
Congress had voted every year on whether to retain China's normal trade status and always voted to do so. The legislation being considered would make that status permanent and give China all the trade advantages other US trading partners have, including low tariffs on their products sold in the United States.20
In an impassioned plea at the Johns Hopkins School of Advanced International Studies that was remarkable for predicting the exact opposite of what actually happened, Clinton said,
For the first time, our companies will be able to sell and distribute products in China made by workers here in America without being forced to relocate manufacturing to China, sell through the Chinese government, or transfer valuable technology—for the first time. We'll be able to export products without exporting jobs. Meanwhile, we'll get valuable new safeguards against any surges of imports from China.21
An overwhelming majority of the American people opposed opening the country to free trade with China.22 A cross section of conservative Republicans, liberal Democrats, labor groups, consumer organizations, family farmers, and human rights activists believed American companies were merely looking for a cheaper place to manufacture their products for the US market and, in doing so, millions of Americans would lose their jobs.
Then congressman Bernie Sanders voted against the measure that would give up the leverage Congress wielded when it had to vote every year on whether to extend favorable trade status to China.23 Veterans groups voiced concern that US companies would give away American-made technology.
The eclectic opponents were no match for the multimillion-dollar campaign launched and orchestrated by the China lobby comprised of companies eager to do business in China and their proponent in chief in the White House. The US-China Business Council and the Emergency Committee on American Trade were a tour de force with hundreds of corporate members in the pharmaceutical, auto, oil, insurance, retail, banking, and other industries.24
Former secretaries of state Henry Kissinger, Alexander Haig, and Cyrus Vance were among the chieftains of the China lobby. Opinion editorials, press releases, and television interviews featuring foreign policy “experts” saturated the media, failing to disclose the financial bounty some would reap from opening doors in China for US companies. Permanent normal trade relations would move China in the right direction, official US government talking points said.
Free trade proponents say consumers should be free to buy from whomever they choose and on terms they agree to with the seller. They benefit from lower prices by buying products from countries with lower labor costs, and can buy more material things and enjoy a higher standard of living. New jobs are created to replace those lost from imports, so the theory goes.
Behind the scenes, China pressured US companies to lobby on its behalf or face economic retribution.25 It reportedly kept close tabs on the chief executives who lobbied Capitol Hill. Companies that rebuffed the Chinese government's expectations risked being barred from investing, manufacturing, and selling their products in the country.26
Three years after the US-China Trade Relations Act of 2000 was signed into law, the trade deficit with China climbed to a staggering $114 billion for the first eleven months of 2003, a factoid the mainstream media reported.27 America had no trade deficit with any country for all of its first two hundred years.28
China could plan the construction of the biggest cargo ships the world has ever seen to carry the contents of America's hospital pharmacies, home medicine cabinets, and so much more.29
“DREAM ON”–AN UNPREPARED FDA
The FDA was unprepared for the flood of Chinese-made drugs and ingredients. “The foreign inspection system was not prepared to handle the challenge of the global market,” said Jack Mitchell.30 “The agency didn't have the resources in its labs or inspection personnel to do as many foreign inspections.”
Agency officials had repeatedly sounded the alarm that the nation's drug supply was at risk. In 2001, Bernard Schwetz, then FDA acting principal deputy commissioner, told Congress, “[The] FDA must improve foreign inspection and physical inspection coverage and oversight of foreign producers to be able to maintain the safety of products…that we believe Americans expect and demand.”31
The FDA was telling a different story to consumers. A 2002 article on its website assured the public of the safety of generic drugs. Firms making generic drugs must “undergo FDA inspection of the manufacturing facility to assure compliance,” it said.32 This was an aspiration it could not fulfill.
Former FDA official John Taylor said, “The FDA was doing the best it could, catch-as-catch-can, and it took a while for the regulatory system to catch up to the world.”33
Drug company executives at home complained to the FDA about the uneven playing field. It was unfair that they were constantly inspected while businesses shifting production abroad to China were hardly ever inspected.
Warnings and complaints fell on deaf ears. Congress was operating in a regulatory world that ceased to exist.
The FDA was created in 1906 with the belief that America's medicines would be made in the United States. It had become expert at inspecting a domestic industry using field staff located in offices around the country. But drug making had changed while the FDA labored under old rules and limited budgets. With only a handful of inspectors checking plants in other countries, it lacked the authority and money to protect the American public.
Frustrated FDA officials told members of Congress that a tragedy was waiting to happen but couldn't get lawmakers’ attention. “No one else cared a hell of a lot about it,” said a former FDA official who wished to remain anonymous.34
Going public in an op-ed in the Washington Post in 2006, William Hubbard, former associate commissioner at the FDA, wrote, “Most raw materials for our drugs come from foreign producers that are rarely inspected. The rate of quality-control failures found in manufacturing facilities by FDA inspectors has soared. Think your pacemaker, heart valve…or morning vitamin was inspected? Dream on.”35
Of the 714 plants in China making drug and active ingredients for the United States at the time, the agency inspected only about fifteen a year. At that rate, it would take nearly fifty years for FDA inspectors to visit all of them. Meanwhile, companies in the United States were inspected by the FDA about every two years, a dramatically uneven playing field.36
The Chinese plants the FDA did inspect had the highest rates of sanctions imposed from 2002 to 2007 for failing to comply with American standards.37 In 2007, the first leader of China's national regulatory body, the State Food and Drug Administration, was executed for taking bribes to approve untested and fake medicines sold in China.38 One of the drugs was blamed for at least ten deaths there.
After the death sentence was carried out, a spokesperson for the agency said with candor, “As a developing country, China's current food and drug safety situation is not very satisfactory because supervision of food and drug safety started late. Its foundation is weak so the supervision of food and drug safety is not easy.”39
Remarkably, companies in the United States were offshoring the manufacturing of a product that can make the difference between life and death from a nation with the highest standards in the world to a place with basically no standards.
HOW DID THEY GET AWAY WITH IT FOR SO LONG?
How were the essential components of many American medicines allowed to be sold in the United States for more than two decades with little or no FDA oversight?
“Companies were not exactly advertising that they were getting ingredients overseas,” said former FDA official John Taylor.40
Rather than strengthen oversight of drugs made in China, the FDA budget for 2007 included cuts to nearly all of its inspection programs, including foreign plants making drug products bound for the United States.41 The amount of public funding Congress gave the agency that year—$2.5 billion—was about the same as the budget of the school district in Montgomery County, Maryland, where the FDA is headquartered.42 To assure the safety of $1 trillion worth of food, drugs, and other products, the amount was a pittance. Taxpayers paid eight dollars a person a year, the cost of two lattes.
All the while, lawmakers had been piling on more responsibilities. From 1988 to 2007, the FDA had new functions to perform required by 137 specific federal laws, eighteen statutes of general applicability, and fourteen executive orders.43 The number of federally funded employees in the agency plummeted from 9,167 in 1994 to 7,856 in 2007.44 As the regulatory apparatus was being decimated, toxic products made in China flowed into the United States.
HERE IT COMES: CONTAMINATED TOOTHPASTE IN US HOSPITALS AND HOTELS
At pennies a tube, the price was right, but the product was not. In 2007, Florida Hospital Waterman in Tavares, Florida, and South Lake Hospital in Clermont, Florida, unknowingly provided Chinese-made toothpaste to patients that contained small amounts of a poisonous antifreeze ingredient, diethylene glycol, the Orlando Sentinel reported.45 It came from giant pharmaceutical distributor McKesson™.46 The contaminant was a cheap substitute. Former FDA associate commissioner Hubbard told Congress how the scheme worked:
[P]harmaceutical grade glycerin is fairly pricey, and the antifreeze you can get down at the dollar store. So, you know, it tastes the same, it looks the same. It is just one will kill you, and one is perfectly safe.47
When Florida Hospital Waterman pulled the toothpaste from its shelves and replaced it with another brand, that one, too, was contaminated.48 The number of hospitals that received contaminated toothpaste was not publicly reported. Other hospitals including four in Greenville, South Carolina, bought toothpaste made in China, although it was reportedly not contaminated.49
Some hotels unknowingly gave their guests toothpaste containing traces of the poison. Gilchrist & Soames™, an Indianapolis-based provider of toiletry products for hotels, tested the toothpaste and recalled it.50
Counterfeit Colgate® toothpaste was found in dollar discount stores in New York, New Jersey, Pennsylvania, and Maryland, according to an FDA alert to the public.51 Psychiatric hospitals, prisons, and juvenile detention centers unknowingly bought the contaminated stuff. Around the world, mass poisonings occurred in Argentina, Bangladesh, Haiti, India, and Nigeria.52
Consumers were told to avoid using toothpaste labeled “Made in China.” The agency said it wasn't aware of anyone being poisoned. The agency would only be aware of poisonings if the events were reported to it. But who would think toothpaste was the culprit making them sick?
THE SAME PLAYBOOK: MELAMINE AND A TOXIC BLOOD THINNER
The same year, 2007, dog and cat food products were recalled by the FDA after melamine, an industrial chemical used to make furniture, glue, and plastics, was discovered in an ingredient supplied by a Chinese firm to American companies selling pet food. In a financially motivated scheme, the perpetrators added the cheap chemical to wheat gluten to make it appear as if the pet food had higher protein content than it actually contained.53
About 150 brands of dry pet food sold by Costco, Del MonteSM, Iams®, Petco™, PetSmartSM, Procter & GambleSM, Target, Walmart, and others were affected. More than four thousand dogs and cats died, and up to fifty thousand more were sickened, after eating the contaminated pet food.54
The FDA was stonewalled. Senator Dick Durbin, a Democrat from Illinois, and Representative Rosa DeLauro, a Democrat from Connecticut, wrote a letter to the Chinese ambassador to the United States, Zhou Wenzhong, saying,
The Agency has…made multiple requests to the Chinese Government to allow US inspectors to look at the facilities that are suspected to have produced the contaminated product. On April 4, 2007, the FDA sent its first letter to the Chinese Government asking for visas to allow inspectors to look at the facilities that are suspected to have produced the contaminated product. The request was not granted, and on April 17, 2007, the FDA sent an additional letter emphasizing that it wished to be allowed to send its inspectors to China.55
When FDA officials arrived in China, one plant had been bulldozed and another was cordoned off. According to a former high-level government official knowledgeable about the events, the attitude of the Chinese government was that America should have controlled its media and members of Congress.56 Problem solved.
The poison also entered the human food chain from animal feed given to chickens and hogs. On at least thirty farms in Indiana, chickens were fed with food made with melamine-contaminated wheat gluten from China.57 By the time federal officials discovered the contamination, all the affected chickens had been sold and presumably consumed. An estimated three million Americans ate chicken that had been fed protein contaminated with it.
Hogs on farms in California, Kansas, New York, North Carolina, South Carolina, and Utah were thought to have been fed the contaminated product.58 Public health officials said the risk to humans eating the meat was negligible. But if officials had known much earlier that the animals consumed the contaminant, affected hogs and chickens would have been banned from the food supply.
Federal prosecutors indicted two Chinese nationals living in China for sending more than eight hundred tons of the melamine-laced products to America.59 Because China has no extradition treaty with the United States, federal officials could not arrest them. The chief executive officer of the US company that imported it, also a Chinese national, and its president, who lived in the United States, were indicted and pleaded guilty to two misdemeanors. The punishment? Fines and probation.60
The economically motivated contamination continued. In September 2008, the FDA received reports of melamine-contaminated infant formula in China sold by a leading dairy company there. Six babies died from kidney damage, and three hundred thousand other children were sickened. The punishment? The perpetrators were prosecuted in China and sentenced to death or life imprisonment.61
Back home, the FDA tested food ingredients from China made with milk and advised pharmaceutical companies to test products similarly derived from milk for possible contamination.62 The agency didn't have any specific information that drugs were affected, but it listed twenty-seven components such as guar gum and lactose that should be tested. If any contamination was discovered in the drug supply, the information was not publicly reported.
These deadly scandals were not enough to deter companies from offshoring to China the making of essential ingredients for America's medicines. As the melamine contamination erupted, enterprising minds were secretly plotting a copycat, financially driven plan to contaminate the active ingredient in a drug whose use in hospitals is as common as bandages.
THE FIX BEGINS
The FDA's Hubbard told Congress during a heparin hearing, “[T]hese foreign drugs form a string of ticking time bombs. Heparin's gone off and I think there are going to be more until we fix this problem.”63
After months of negotiation with the Chinese government, US Secretary of Health and Human Services Michael Leavitt announced in Beijing on November 19, 2008, the opening of the first FDA office outside the United States. “We're opening up a new era, not just new offices,” he said.64 Later that month, two more offices were opened in Shanghai and Guangzhou.
Proximity to manufacturing plants in China would make it easier to track down rogue operators. For instance, when agency inspectors went to Shanghai No. 1 Biochemical & Pharmaceutical Company, which sold heparin for use in the United States, the facility apparently never made any heparin and was a so-called “show” factory.65
The company obtained the product from a “shadow” factory but placed its own name on aluminum drums shipped to the United States. It had been selling the product for several years with fake information about who made it and where it was made. The FDA wrote a letter to the company saying, in part,
[The] FDA conducted the inspection of August 2008 to inspect your facility and review records relating to your ongoing manufacturing and testing operations…. There was no information at your site to show that you had ever produced any of this material shipped from your facility to the US…. Your firm used two other manufacturers to produce heparin sodium, failed to notify [the] FDA of this manufacturing arrangement, and affirmatively represented that no contract firms are involved in the manufacturing.66
Inspections were having an impact. In September 2009, the FDA placed nine Chinese companies and their drug products on import alert, which allowed FDA inspectors at ports of entry in the United States to stop these products from entering the country.67
By 2010, forty-six manufacturing plants in China were inspected, and the number climbed to eighty-eight the following year.68
A new law, the Food and Drug Administration Safety and Innovation Act (FDASIA) of 2012, gave the FDA needed authority and money. All drug product manufacturers around the world are required to register with the FDA every year, so federal officials know who is making America's medicines and what they are making.69
Companies pay an annual fee to cover the cost of inspections. All manufacturers, wherever they are located, are to be inspected as often as US-based companies.70
If a company refuses or interferes with an inspection, all of its products can be banned from the United States, confiscated, and destroyed.71 Previously, products had to be returned to the manufacturer, and they might have shown up at another port, a strategy called port shopping where the sender bets that harried inspectors will overlook it.
“The FDA's new authority could help prevent the paramecium effect,” said John DiLoreto, executive director of the Bulk Pharmaceuticals Task Force, referring to the movement of the single-cell organism that hits the wall, steps back, and goes elsewhere.72 The task force is an industry trade group of US manufacturers of active ingredients, chemical building blocks to make them, and inactive ingredients, and it advocated for more inspections in China to level the playing field with US-based companies that were inspected about every two years.
Dr. Christopher Hickey, the FDA's first country director in the agency's office in China, said in 2014, “The majority of the drug inspections [the] FDA conducts in China focus on manufacturers of active pharmaceutical ingredients intended for use in generic drugs, and on sites that produce over-the-counter drugs.”73
This was progress. But it was too late for people who received a lethal blood thinner and never knew what hit them.
The Chinese government used US courts to upend market principles and permit Chinese cartels to control the supply and price of products they sell to Americans including medicine.
If you take a vitamin C pill with your morning coffee before dashing out the door to go to work, the vitamin's essence, ascorbic acid, probably came from China. Even if you don't take a pill, you're probably getting Chinese-made vitamin C in your breakfast cereal, soft drinks, or hamburger buns.
Most vitamin C comes from chemical factories, not from fresh-squeezed oranges handpicked in a sunny Florida grove. China controls more than 60 percent of the world market.1 The only US-based maker of ascorbic acid we could find is in Belvidere, New Jersey, and is owned by Dutch company Royal DSM™.2 The company's website says it is the only remaining Western manufacturer.3
We contacted grocery chain Trader Joe's™ to find out where the vitamin C it sells comes from, and a customer service representative said in an email that it is tested, processed, and packaged in the United States, but the ascorbic acid is from China.4
Whole Foods® told us that its 365™ brand of vitamin C contains ascorbic acid purchased like any other commodity on the global market and probably comes from China.5 A customer service representative from Nature Made®, a brand sold in retail drugstores and grocery stores, said it also uses China-made ascorbic acid.6
Why tell the vitamin C story? It offers rare insight into the methods the Chinese government uses to control and manipulate the supply and price of a key ingredient in a product consumed by millions of Americans every day. If it can happen to vitamin C, is it happening to prescription drugs and their key ingredients?
HOW CHINA RAISED THE PRICE OF YOUR VITAMIN C
In the early 1990s, most ascorbic acid was made by European companies including F. Hoffmann–La Roche™, Merck™, and BASF AG™, and by a Japanese company, Takeda™. In the mid-1990s, Chinese companies entered the market, and soon more than twenty were making ascorbic acid.7 By 2001, four major Chinese firms remained and they slashed prices by nearly half, but not for long.8
Unable to compete with the low prices, Western companies’ share of the global market shrank to about 40 percent. The Chinese firms took advantage of their dominant market position by raising the price as much as 600 percent.9 Food and beverage makers, vitamin companies, and pharmaceutical firms in the United States paid higher prices for products found in nearly every American home.
Two American companies, the Ranis Company™, a New Jersey vitamin distributor, and Animal Science Products™, a Texas livestock feed firm, alleged that the Chinese firms had formed an illegal cartel that colluded to restrict production and exports of vitamin C to the United States, creating a shortage and increasing prices.10 They filed a class action lawsuit claiming violations of antitrust law in federal district court in Brooklyn, New York, in January 2005.11
Overwhelming evidence of collusion was presented at trial. Beginning in 2001, the companies agreed to create a shortage in the United States and elsewhere, and increase prices.12 The Chinese companies were members of a trade association that organized meetings where the firms agreed to restrict production and set a minimum price, according to minutes from meetings that were submitted as evidence by lawyers for the American companies.
The cartel was working. The price of ascorbic acid nearly tripled in a year from December 2001 to December 2002.13 Months later, demand for vitamin C, and its key ingredient, ascorbic acid, suddenly skyrocketed because of supply restrictions and the SARS (severe acute respiratory syndrome) epidemic that quickly spread around the world.
The companies admitted to price-fixing and acting under the direction of the Chinese government.14 The Chinese Ministry of Commerce filed a brief with the court on behalf of the companies, and a ministry official testified on behalf of the companies, marking the first time a Chinese government official appeared before a US court.
After an eight-year legal battle, a New York jury found the companies guilty of conspiring to fix prices of ascorbic acid. North China Pharmaceutical Group Corporation (NCPC) and Hebei Welcome Pharmaceutical Company were ordered to pay $162 million in damages to the US firms.15
Collusion and price-fixing in the vitamin market are not new. In the 1990s, vitamin manufacturers in Europe and Japan created a global cartel that regularly exchanged price and sales data. In an antitrust case brought by the US Department of Justice, Swiss pharma giant F. Hoffmann–La Roche paid a record $500 million criminal fine for leading a conspiracy to raise and fix prices and allocate market shares for vitamin C and other vitamins sold in the United States.16 The company's former director of global marketing for the vitamins division was sentenced to four months in prison.17
In the vitamin C case involving China, however, American companies and consumers received no help from the Justice Department. It did not file an antitrust complaint, nor did it prosecute any executives as it did in the 1990s. Cocounsel for the plaintiffs, William Isaacson, told Reuters that he was “bewildered” that the Department of Justice did not contact him about the case.18 “I've never understood why they don't want to find out what's been happening,” he said.19
When the American companies filed their antitrust case in federal court, they took on the power and resources of the Chinese government. North China Pharmaceutical Group Corporation is owned by the government.20 It has investments in North China Pharmaceutical, Ltd., which is, in turn, a majority shareholder of Hebei Welcome Pharmaceutical Company.21
The Chinese government used its power and resources to hire American law firms to achieve its strategic industrial aims, not just win a case for a handful of domestic businesses.
The Chinese firms appealed the decision.
They argued that they were penalized by the lower court for complying with their nation's laws that require them to set prices and production targets. The US court “attacked the credibility of the Chinese government,” they alleged, and interfered with China's sovereignty.22 The jury's decision was “a massive extension of US federal judicial power into the affairs of a sovereign nation and matters of foreign affairs,” according to their brief filed with the court.23
The Chinese Ministry of Commerce filed its own brief in support of the Chinese firms, claiming that because “Chinese law required them to coordinate in setting minimum export prices and maximum export quantities of vitamin C,” the companies are immune from US antitrust liability.24
The Chinese government sent a diplomatic note to the State Department urging the US government to file a brief in the court of appeals and support China's view that the lower court's decision should be overturned.25
SAY GOOD-BYE TO AMERICA'S FREE MARKET
In September 2016, the US Court of Appeals vacated the lower court's judgment that the Chinese companies violated US antitrust law.26
The court ruled that the Chinese firms “were required by Chinese law to set prices and reduce quantities of vitamin C sold abroad and doing so posed a true conflict between China's regulatory scheme and US antitrust laws.”27
Given this conflict, the court concluded that China's “interests outweigh whatever antitrust enforcement interests the United States may have in this case as a matter of law.”28 The court said its decision was based on international comity, a principle of maintaining amicable working relationships between countries, a form of good neighborliness.
The court said it abstained from adjudicating the merits of the US companies’ claims and noted the executive branch is the best venue for handling foreign policy and bilateral negotiations.
The vitamin C case illustrates how the Chinese government used US courts to upend market principles and permit Chinese cartels to control the supply and price of products they sell to Americans, including medicines.
Free trade acolytes, who ardently supported giving China unfettered access to the US market, are nowhere to be found when defense of the country's market-based economy is needed. The silence is deafening.
In an inescapable irony, as the Chinese government claimed its domestic companies are required to fix prices and control exports to the United States, it was reportedly investigating US-based and other drug companies for antitrust violations in the sale of drugs in China. According to China Daily, in May 2016 the government's price regulator, the National Development and Reform Commission, summoned Pfizer™ and unnamed other companies to hand over information to determine whether they violated competition regulations.29
THE PENICILLIN CARTEL
Using a playbook similar to the vitamin C cartel, a handful of companies in China became the dominant global producers of the essential chemical building blocks to make penicillin.
The story begins in the 1940s when the United States, and the world, entered the penicillin era. The first person to be successfully treated with penicillin was a thirty-three-year-old woman who suffered a miscarriage and was dying of sepsis, a severe complication from an infection, at Yale–New Haven Hospital in Connecticut.30
After obtaining a small vial of the medicine from pharmaceutical firm Merck & Company in Rahway, New Jersey, her doctor, Dr. Charles M. Grossman, administered the first dose on March 12, 1942.31 After a weekend of treatment, she arose from near death, ate a hearty breakfast on Monday morning, and lived until age ninety, dying of unrelated causes.
One-half of the total supply of penicillin in the United States was used for this patient.32 In a triumph of science, industry, and medicine, penicillin was mass produced in time for the D-day landing on Normandy Beach in France in 1944. Pfizer supplied 90 percent of the penicillin that went ashore with Allied forces that day.33 Untold numbers of American soldiers survived the ravages of infected wounds as a result of being administered penicillin.
Fast-forward thirty years to the scenic seaside town Groton, Connecticut, situated on the Thames River and overlooking Long Island Sound. Dr. Lucinda Maine, chief executive of the American Association of Colleges of Pharmacy, remembers waking up to smells wafting from Pfizer's penicillin fermentation plant on Eastern Point Road a mile away.
“Some days it smelled like peanut butter,” she says.34 “We lived in a house at the corner of Tyler and Shore Avenues, and my sister and I slept in the garret. When the breeze was blowing offshore toward the Sound, we could smell the antibiotics being made.”
John Scott, the owner of Bailey Insurance Agency in town, remembers going to Eastern Point Beach in the summer for swimming lessons when he was growing up. “The place used to have a funk to it as you drove by, and we used to joke that we should inhale so we might feel better,” he says.35
In 1990, Pfizer's Groton plant was making enough penicillin to supply one-third of America's needs.36 By 2008, Pfizer had shuttered all of its drug manufacturing there.37 Now, pharmacists fill prescriptions for penicillin with essential ingredients made in China.
The Chinese government began to invest in penicillin ingredient production in the 1980s. By 2001, companies in China had built massive production capability on a scale unanticipated in the United States and Europe.
When you put a round, white pill in your mouth to beat a bout of strep throat, it can be hard to imagine that such antibiotic making is messy business. “It's dirty industrial work, and historically it has gravitated to countries with less regulation,” said former government official Ted Kirk.38 “A lot of manufacturing is in China for environmental reasons,” he said because of its weak rules that tolerate massive amounts of air and water pollution.
Using a familiar playbook, Chinese companies dumped penicillin ingredients on the global market at very low prices from 2004 to 2006, according to the European Fine Chemicals Group, the industry trade association for drug ingredient makers in Europe.39 Western manufacturers couldn't compete and were forced out of business. The trade group called the loss of business a “landslide.”40 When Chinese companies attained a dominant share of the global market, a spectacular price increase followed in 2007.41
When European firms tried to sell their penicillin ingredients in China, the Chinese government imposed high trade barriers, charged astronomical fees for product testing, and held foreign firms to a higher standard than domestic ones.42 According to an analysis by European producers, China's strategy was to increase the cost for foreign competitors to sell in the Chinese market, and push “foreign competitors out of the Chinese and global markets by selling below manufacturing cost for years at a stretch with help from the government.”43
The impact of China's penicillin cartel reverberated across the Atlantic. In 2004, Bristol-Myers Squibb™ announced it was closing its factory in East Syracuse, New York, the last plant in the United States to make the raw material for penicillin and other antibiotics.44
China undercut India's manufacturers on price, causing its plants that make penicillin raw material to shutter.45 Now, Indian pharmaceutical companies are acutely dependent on China for the chemical building blocks to make penicillin.46
SUNDAY MORNING BACON AND THE CHINESE HEPARIN OLIGOPOLY
If you look forward to sizzling bacon on Sunday mornings, or a baked ham on New Year's Day, it probably came from the world's largest pork producer, Smithfield Foods™. The Virginia company is known for its ham, sausage, and bacon sold under Armour®, Eckrich®, and Gwaltney® labels.47
“We're the largest bacon processor in the country,” said Smithfield's then chief executive officer Larry Pope in a 2010 interview with the Virginian-Pilot newspaper.48 “We are the largest ham company in the country,” he added. And if you relish a sausage and an egg biscuit from McDonald's™, you're eating sausage from Smithfield. Said Pope, “I just had a sausage and egg biscuit from McDonald's. That was our sausage and egg biscuit.”49
Today, bacon, ham, and sausage sold in the United States may come from a company that is a surrogate of the Chinese Communist Party. Here's how it happened.
In 2013, a Chinese company struck a goldmine in the controversial purchase of the venerable American firm. China's largest meat-processing business, Shuanghui International, bought Smithfield. The sale of Smithfield was the largest acquisition of an American firm by a Chinese company. Goldman SachsSM owns a 5 percent share of Shuanghui.50
Daniel Slane, a member of the US-China Economic and Security Review Commission, said at a January 2017 commission hearing,
Shuanghui appears to be a private company but the senior management is appointed by the Chinese Community Party. When Shuanghui approached Smithfield, it took the Bank of China twenty-four hours to approve a $4 billion loan. The Bank of China is not really a bank, but an arm of the Chinese treasury.51
At the time of the sale, Smithfield was the source of the raw material to make 25 percent of the heparin used in the United States, according to a government official who spoke on condition of anonymity.52 The Smithfield purchase increased US dependence on China for heparin. It takes one pig to make one vial of heparin, a former FDA official told us.
Before the sale, Republican members of the House Committee on Energy and Commerce wrote a letter to Smithfield's CEO Larry Pope and asked for information about the company's heparin operations, including any Chinese customers.53 They were concerned that the Chinese owner would export the raw material from Smithfield's pigs to China and increase the risk of a heparin shortage in the United States. The lawmakers wrote,
It is our understanding that Smithfield Foods, in addition to being the largest producer of pork in the United States, is also a major supplier of crude heparin used in the manufacturing of heparin in the United States. We are concerned over how the Shuanghui acquisition would impact Smithfield Foods heparin operations. The Committee's investigation indicates that the US heparin supply is stressed, and could well be in shortage…. Smithfield Foods under Shuanghui control may be pressured to export its crude heparin product to China instead of supplying US companies.54
The committee asked Smithfield to provide details of its heparin operations, including the size of its production and a list of heparin customers, including any Chinese customers. They also asked for the names of the key executives at Smithfield Foods involved in processing pig intestines and crude heparin, and details of key managers at any Smithfield facility involved in manufacturing crude heparin. We contacted the Committee on Energy and Commerce to obtain a copy of Smithfield's response to the letter but were told that the information is not disclosed to the public.
Now that Smithfield is a wholly owned subsidiary of a Chinese company, Congress has no leverage to question where a product from America's heartland ends up.
America is dependent on China for one-half the heparin it uses, according to the FDA's Dr. Janet Woodcock in 2014, and the agency is concerned about a shortage of the blood thinner.55 Four Chinese companies control 70 percent of China's global exports of heparin.56 These conditions create the potential for economically motivated adulteration, says the FDA.57
DID THE HEPARIN TRAGEDY MAKE A CHINESE COMPANY VERY RICH?
Following the discovery in 2008 of the deadly heparin contamination with a fake knockoff, the genuine product became highly profitable. Within three years, the price quadrupled from about $3,000 a kilogram to nearly $12,000.58
A Chinese company, Shenzhen Hepalink, whose manufacturing facilities met FDA standards and were not implicated in the contamination, reportedly benefitted financially. Two years after the contamination was discovered, Hepalink's founders were reported to be the richest people in China after an initial public offering on the Shenzhen stock exchange. Their stake was valued at about $7.3 billion. Goldman Sachs reaped a $1 billion return that year on a $4.9 million investment it made in the company in 2007, the same year that reports of contamination surfaced.59
Hepalink expanded its control over global production in 2013 when it bought Scientific Protein Laboratories™, the Wisconsin company whose plant in China supplied the contaminated active ingredient to Baxter™. Shenzhen Hepalink now owns plants in Waunakee, Wisconsin, and Sioux City, Iowa.60
CHINESE CARTELS AND DRUG SHORTAGES: IS THERE A LINK?
Before 2000, drug shortages in the United States were rare. Beginning that year, unprecedented shortages of essential drugs started to appear. Within a decade, more than two hundred drugs were simultaneously scarce, including antibiotics, chemotherapy for cancer treatment, and anesthesia for surgery.61 Shortages of antibiotics and the loss of US self-sufficiency would probably shock the pioneers who propelled the nation, and the world, into the antibiotic era.
The FDA diligently tracks all shortages and provides general explanations ranging from a shortage of raw materials, quality problems at a plant, or equipment breakdowns. But it doesn't tell the names of the manufacturers with problems and the precise reasons, making it impossible for doctors and the public to know why they can't get the drugs they need or why the price suddenly goes up.
One of the reasons active ingredient shortages occur is because manufacturing becomes unprofitable as procurement departments squeeze manufacturers. Meanwhile, regulators are enforcing high-quality standards. Bharat Mehta at PharmaCompass says,
Purchasing managers are constantly being evaluated based on cost savings rather than supply chain sustainability. You have to cut corners somewhere. When really low prices prevail, manufacturers aren't making enough money to invest in improving their manufacturing facilities. If they aren't reinvesting, quality standards will not improve. Without high-quality manufacturing, you are creating conditions for drug supply shortages. The shortages promote opportunism and crazy price hikes rather than sustainable delivery of medicine. This is a big issue, but unfortunately no one cares about pharmaceutical manufacturing. The pharmaceutical industry needs long-term thinking, but the capitalist model isn't designed to do that. It's a recipe for disaster.62
A Chinese government edict to shut down polluting antibiotic manufacturing plants triggered a tripling of the price of key ingredients needed to make some antibiotics in 2010, Thomson Reuters™ reported.63
The following year, the Chinese government forced penicillin ingredient producer Harbin Pharmaceutical Group to cut back manufacturing because its factory was a top polluter.64 The company website says it is one of the biggest producers of penicillin and other antibiotics in China.65
Three months later, in September 2011, the Australian Broadcasting Corporation (ABC) reported a global shortage and rationing of penicillin in Australia.66 The cause of the shortage was not stated. A physician interviewed for the story speculated that a supplier problem was the cause, but this was not confirmed.
NOT ALL DRUG CARTELS ARE TREATED EQUALLY
A colleague who lives in New England, Helen Hollingsworth, sent us an email about how her husband had difficulty finding the antibiotic doxycycline in 2013 that was prescribed for Lyme disease:
We've been paying $20 for 120 tablets of doxycycline at Walmart[™]'s pharmacy. I went to refill it last night and they told me it was now $399. They said, “Short supply, high demand.” I have been checking with other pharmacies today and they all said the same thing. We're OK for now, we're going to drive 3.5 hours tomorrow (each way) to get a script filled in New Hampshire where they still had some in stock at the old price. But what about all the other patients? It's outrageous that they can do that.67
Two months before we received this email, the FDA reported a shortage of doxycycline.68 China is a dominant global producer of the chemical building block to make the active ingredient. The American Society of Health-System Pharmacists, which also tracks drug shortages, cited increased demand and manufacturing issues as the reasons.
Prescription drug price-fixing might be the reason our colleague saw the price of doxycycline skyrocket. In December 2016, the Department of Justice charged two former executives of Heritage Pharmaceuticals™, a generic company based in Eatontown, New Jersey, with fixing the prices of doxycycline and the diabetes drug glyburide.69
The alleged doxycycline price-fixing occurred from April 2013 until December 2015, and the alleged glyburide price manipulation occurred from April 2014 until at least December 2015, the Justice Department said in a press release.70 The charges are the result of a federal antitrust investigation into price-fixing, bid rigging, and other anticompetitive conduct in the generic pharmaceutical industry. The investigation is ongoing and may yield more charges.
Not all cartels are treated equally. While the US justice system goes after an alleged domestic prescription drug cartel, it allows companies in China to freely operate a vitamin C cartel in the United States.
Are Chinese companies that sell active ingredients, over-the-counter products, or prescription drugs operating cartels in the United States? Are any drug shortages and price increases caused by Chinese government edicts or cartels? A transparent investigation conducted in the public interest is needed.
As China ramps up manufacturing of a growing number of generic drugs for sale in the United States, its drug cartels can roam free from impunity, limit supply, and raise prices for America's hospitals, pharmacies, and consumers. Will Washington sit on the sidelines and let it happen?
As China manufactures the old drugs and steals the intellectual property for new ones, what is left?
When Rich Kramss woke up one morning at home in Connecticut where he had been planning to retire, the chemist in his forties, with a heavy heart, decided to put the house up for sale.1 He was one of about a thousand scientists researching new drugs to treat cancer and other diseases when he lost his job at drugmaker Bayer™, which shuttered its 113-acre research facility located off Interstate 95 in West Haven, Connecticut, in 2007.2
After cashing out his 401k, Rich fixed up the house so it would sell quickly before the local real estate market, glutted with other homes, tanked. Crisscrossing the country, he took nearly any job he could muster, some lasting as little as five months. “I've taken contract jobs to keep the wolves away from the door,” he says.3 The pay wasn't good, 30 percent less than what he earned at Bayer.
More than eighty-six thousand chemists were laid off in the US pharmaceutical industry from 2010 to 2013, according to Chemical and Engineering News, a weekly publication of the American Chemical Society.4 “The situation today is a tragedy of national proportions,” said Madeleine Jacobs, then executive director and chief executive officer of the society.5 “It's devastating to individual lives, and it's devastating to this country.”
BRAIN DRAIN
A long-time recruiter for the pharmaceutical industry lamented in a blog that top pharmaceutical companies laid off many high-ranking scientists and outsourced the research to contract research organizations (CROs) especially in China where wages are much lower.6
“These chemists are being tossed aside often at the peak of their careers,” the recruiter wrote. “These were top chemists from prestigious universities with experience at the top pharmaceutical companies…. There is just no place to absorb all these scientists.”7
The pain is palpable. Laid-off workers took to social media to vent their reactions to job cuts. Employees at drugmaker Novartis™ are just one example. On CafePharma, an online industry message board, employees thrashed layoffs after a company announcement on December 22, 2014, at 4:00 p.m. in a conference call. A post titled, “Merry Christmas your [sic] fired!” generated an outpouring.8 “There is no reason they had to call a last-minute conference call during Chanukah and two days before Christmas and destroy the holidays for over one hundred families,” an employee wrote. “Now, instead of working today, I need to figure out which Christmas gifts to return.”9
Like Rich Kramss, many scientists have resorted to temporary jobs or fixed-term contracts with lower wages and no benefits. Job security and career development are at risk, a trend with no end in sight as the world they have known vanishes.
“I SEEM TO HAVE LOST PURPOSE”
A chemist in the pharmaceutical manufacturing industry has a website called Chemjobber that has helped chemists find jobs in a tough market.10 The website hosted the Layoff Project that collected the oral histories of chemists affected by changes in the pharmaceutical and chemical industries. One of them was a researcher at a major pharmaceutical company for thirty years, and her job was slated to go to China. “I seem to have lost purpose,” she wrote to her fellow scientists.11
As the industry was bleeding jobs in the United States, a pharma trade newsletter opined in 2011 that it was the “fashion” for drug companies to announce job cuts at home and expansions in China “in almost the same breath.”12
Among the companies pivoting east was Johnson & Johnson™, based in New Brunswick, New Jersey, which announced 4,800 job cuts in 2007 and another eight thousand layoffs in the United States and globally two years later.13 Meanwhile, it was preparing for the opening of its research and development center in Shanghai in 2009.
Six years later, its chief executive officer, Alex Gorsky, told the Wall Street Journal,
We see this as a way to move from bringing great products to China to actually discovering and developing things in China…. [U]ltimately what we would love to do is then be able to take those from markets like China and take them to other markets around the world.14
Drugmaker Merck™ announced up to five thousand job cuts in the United States in August 2011. Four months later, the company tagged Beijing as the site of its $1.5 billion Asia research and development headquarters slated to employ six hundred scientists.15 An online industry newsletter, in-PharmaTechnologist.com, noted gloomily, “The investment in R&D Asia is in stark contrast with Merck activities elsewhere in recent years,” citing the closure of eight labs in 2010 in the United States, Europe, and Canada.16
Viagra-maker Pfizer™ announced the closure of its Ann Arbor, Michigan, research and development site in 2007 where the blockbuster cholesterol-lowering Lipitor® was created, affecting 2,100 people and hundreds of support service workers.17 Two years later, research labs were shuttered in Princeton, New Jersey; New York; and North Carolina.18
In 2011, more than two thousand Pfizer researchers were laid off as part of a $2 billion retrenchment in research. Eleven hundred layoffs were at the company's biggest research site located in Groton, Connecticut, nearly a quarter of the positions there.19
Pfizer has a long history in Groton that began in 1946 when it bought a World War II shipyard, the Groton Victory Yard.20 Penicillin was one of the first products made at the Groton plant on a massive scale for America and the global market.21
One of the casualties of the 2011 layoffs was Groton's antibiotic research program, which was reportedly moving to Shanghai, the local newspaper, the Day, said.22 The shift was “the first wholesale move of a major US pharmaceutical research unit to China,” according to the local newspaper.23
Pharmaceutical industry consultant David Shlaes is concerned about the loss of scientists from layoffs. “If you think about it, it's like a guaranteed brain drain” at a time when the threat of life-threatening superbugs resistant to many existing drugs is escalating and new drugs are needed.24 While new antibiotics are coming, he says, “The depth of the pipeline now is very shallow, and given the rapidity with which bacteria become resistant, we're not keeping up.”
Pharmaceutical companies have shied away from investing in new antibiotics because it's not a profitable business. For a drug like Lipitor, a person may take it for years, guaranteeing a large, steady customer base. Antibiotics are prescribed for a short time to kill bacteria causing an infection and don't generate long-term customers.
Eight months after Pfizer's decision was reported, the company announced it was delaying the offshoring of the antibiotic research facility.25
Meanwhile, at Pfizer's China Research and Development Center in Shanghai that opened in 2005, the company says it is “developing the skills and talents of local scientists, biostatisticians, medical professionals, pharmacists, and others” and collaborating with leading universities and scientific institutes.26
“China is increasingly seen as a source for innovative health care research,” said Martin Mackay, then president of Pfizer global research and development, in a press release in 2009.27 In an interview with China Business Weekly, Mackay said, “So far, we're not scaling back our R&D budget, which allows us to work on diabetes, cardiovascular disease, infectious disease, and the like.”28 In addition to funding its own research center, Pfizer has funded basic research in drug discovery at the Shanghai Institutes for Biological Sciences.29
US-based pharmaceutical companies are creating their own future competitors, as shown by a Pfizer statement about its goals in China. Pfizer says its aim is to
help accelerate China's transition to an innovative economy by catalyzing the upgrade of local R&D capabilities, systems, technologies/IP, and culture to address unmet medical needs, and create a world-class biopharmaceutical R&D ecosystem for China.30
END OF AN ERA
For decades, American scientists could count on the pharmaceutical industry for good-paying jobs. A retired Pfizer clinical researcher whom we'll call Steve Krieger remembers when he first arrived at the company's research facility in Groton at the tail end of the glory years. His new job was in the Building 118 complex, Pfizer's 750,000-square-foot research headquarters. It was a time when jobs were secure and the campus was alive with good minds. “When I first got there, I had to pinch myself,” he said.31 “It was like a research institute, and I was surrounded by all of these highly motivated, super bright people. It was incredible.”
In 2013, Pfizer announced it was planning to demolish Building 118, which was actually comprised of six buildings. “I couldn't believe they took down that whole complex,” the retired clinical researcher said. He wanted to remain anonymous because he receives retirement benefits from the company.
Blockbuster drugs with expiring patents prompted layoffs. Pfizer's cholesterol-lowering Lipitor, the all-time best-selling drug, felt the heat. From a revenue peak of $13 billion, Lipitor sales reportedly slumped to about $7 billion in 2010, according to an estimate.32 The following year, Lipitor was on the patent chopping block. In the first nine months of 2012, revenue plummeted a whopping $5.5 billion.33 Across the industry, patent expirations triggered $200 billion in losses from 2012 to 2015.34 The industry's woes were a salve for Americans’ wallets, quickly cleaned out by high-priced brand-name drugs.
A weak pipeline of new blockbuster drugs added to financial pressure on the industry. As layoffs were beginning in earnest in 2006, only nine of eighteen new treatments introduced in the United States came from the research labs of the big pharma companies, said a PricewaterhouseCoopersSM report.35
Once upon a time a prevailing belief was that more money and scientists will deliver new blockbusters. Innovation didn't materialize at a pace investors demanded, and pharma companies pared basic research and looked to academia to drive discovery.
THE UNDERTOW IN SMALL-TOWN AMERICA
The view of Long Island Sound from Groton is spectacular. In the summer, panoramic views of Fishers Island and sailboats skimming on the water stretch along the horizon. Shennecossett Road hugs the coast and is home to the University of Connecticut Avery Point maritime studies campus that overlooks the shimmering water.
Along the shore, the Block Island Express can be spotted, the 160-foot catamaran ferry from New London that docks at Old Harbor on Block Island. Looking west, the Cross Sound Ferry leaves New London for Orient Point on the tip of Long Island's North Fork.
Going inland from the shore, Shennecossett Road becomes Eastern Point Road, which heads north, passing Beach Pond Road and the golf course. Soon, the bucolic scenery morphs into industrial complexes, with Pfizer's Groton campus less than two miles from the coast.
The scenic beauty belies an economic undertow upending the town as Pfizer layoffs hit hard. “Small town America is no longer what it once was,” wrote a former Pfizer employee who worked in Building 118 and whose job was offshored, in a comment to the Day about the demolition.36 “Happy people loved their jobs and were an integral part of the community. Now those who work here live with the daily stress of losing their jobs.”37
State representative John Scott, owner of Bailey Insurance Agency in town, says, “These are people who were making $50–$100 or more per hour. They're not buying from local stores or contractors or insurance agencies like mine, and it's created a real hole in our economy.”38
When laid-off employees tried to sell their houses at the same time, there weren't enough buyers, so they were dumped on the market for a fraction of their value, according to Scott. “Those of us with houses of comparable quality are sitting on homes worth one-third what they used to be,” he says, and it's been an economic disaster for eastern Connecticut.
Groton real estate agent Lian Obrey sees the impact on the housing market. “Most people are doing a short sale; they're leaving the area because of what we're going through,” she says.39 “None of it's happy. I said to someone the other night, ‘I want a happy listing.’”
Obrey knows a lot of people who once worked at Pfizer. “I remember a former employee who had a really good job, and I could just tell what the person was going through after losing it,” she said. “When you see people like that, they're a little broken; it's heart-wrenching.”
At Spare Time Bowling Alley, manager Tony Simpson says Pfizer funded bowling leagues for employees but not anymore. “The Pfizer league had thirty-two teams with five people on a team, and they'd come every Wednesday night,” he said.40 “You see some people for thirty-five weeks a year, and you get to know their story, and we've seen people lose their jobs. I don't think anyone from Pfizer bowls anymore.” Times are really tough in Groton now, he says. “The biggest thing I've seen here in the past few years is an increase in drugs, an increase in heroin with people being out of work. There was a big heroin seizure yesterday at a car dealership used as a front.”41
Scientists who can hang on are caught in a maelstrom. “I ran into a friend at the post office,” said another Pfizer retiree.42 “We had the same boss, and he used to work as a researcher. Now he's working as a contractor for Pfizer four days a week. They lay you off, and then they can't find anyone who can do what you did, so they rehire you as a contractor.”
A talented physician with a PhD and board certification in his medical specialty was not immune to the turmoil. “The company decided to move him across the country,” Steve Krieger said.43 “He was there for a short while, and then he had to go find another job when the company decided to no longer do research in that therapeutic area at the facility where he had been working. It's a perfect example of taking a bright person with years of experience, moving him, and he gets screwed. Those things would never have happened in the old days, and they are not unique to Pfizer.”
China's lower labor costs are a big draw for companies looking to pare expenses. “A bench chemist costs $250,000 in the United States when workspace, health insurance, retirement, parking, and other benefits, along with the cost of complying with Occupational Safety and Health Administration (OSHA) and Environmental Protection Agency (EPA) rules are included,” said Peter Saxon, a chemical engineer who helps manufacturers prepare for FDA inspections and who has studied the difference in labor costs.44 “In China, it's no more than $50,000,” he said.
“LINK OUR FATE TO THEIR FATE”
The pivot east by pharmaceutical companies coincided with the contaminated heparin scandal that tarnished the reputation of China's drug industry. The lack of trust among Chinese consumers in medicines made by domestic companies created a vacuum that Western multinational pharmaceutical companies were more than willing to fill.
Consumer demand for high-quality medicines in China is at an all-time high and growing. By 2020, there will be 280 million affluent consumers in China, outpacing the entire 261 million US population over age eighteen, according to a Boston Consulting GroupSM (BCG) analysis.45
The affluent in China have annual household disposable incomes of at least $20,000, according to BCG's report. While this amount will not make a household affluent in the United States, the figure is based on relative income and purchasing power in China.
To meet the growing demand in China for quality medicines, China is becoming a manufacturing powerhouse. It won't want to buy drugs made in America.
China's 12th Five-Year Plan for National Economic and Social Development for 2011–2015 called for the creation of one or two large-scale, national-level pharmaceutical companies with internationally renowned brands with revenues of $15 billion each, and twenty major companies with annual sales of $1.5 billion each.46
The country's grandest and most recent campaign to boost its domestic pharmaceutical and other industries, Made in China 2025, is a blueprint for turning the country into a global high-end manufacturing powerhouse in time for the hundredth anniversary of the founding of the People's Republic of China in 2049.47
To help meet the ambitious goal, General Electric™ is building prefabricated drug factories and shipped its first one from Germany to China in 2015, Bloomberg reported.48 Workers on-site assemble the factory-built modules in a scaled-up version of cobbling together toy building blocks. The price is right, about 45 percent less than building a traditional manufacturing plant, no small amount when traditional factories can cost up to $500 million.49
When it comes to research, China's equally ambitious goal is to discover homegrown brand-name products to compete globally by 2025. The plan is to evolve from “Made in China” to “Designed in China.”50 China aims to become a rival to the United States as a place of drug discovery and high-end innovation.
A large talent pool awaits. Eighty thousand graduates of PhD programs in the sciences from Western universities have returned to their home country.51 More than two million Chinese students in science, technology, engineering, and math (STEM) fields graduate every year, five times the number in the United States.52
China is using US and other Western companies to help its domestic firms succeed, acknowledging a “go-it-alone” strategy won't work.53 The quickest and most direct route to success for China has been to establish joint ventures or other tie-ups with multinational companies.54
Pfizer, the world's largest drugmaker by sales, entered into a joint venture with a government-owned pharma company named Hisun, which has a controlling stake.55 The Chinese news media reported that the deal will help Hisun make key ingredients and generic drugs.
Not all joint ventures succeed. Merck dissolved a joint venture with a Chinese company for undisclosed reasons about four years after it was announced with substantial fanfare.56 Pfizer sold its stake in Hisun five years after the joint venture was formed.57
Thomson Reuters assessed the deals this way: “We expect that if these joint ventures are successful, the agreements could be extended to regulated markets in the future.”58 In other words, the ventures are a gateway for Chinese drugmakers to obtain a growing share of the nearly $400 billion spent in the United States annually on pharmaceuticals.
The deals inextricably bind Western countries to China as the source of their medicines. The chairman of research and development for British pharma company GlaxoSmithKline™ (GSK), Moncef Slaoui, told the Financial Times in 2007, “For us, China is not about outsourcing and cheap labor…. We will link our fate to their fate…. Within five to ten years we will be moving from ‘made in China’ to ‘discovered in China.’”59
For the Chinese government, the holy grail is for domestic companies to discover drugs, make them, and sell them in the United States. Chinese consumer confidence in their country's domestic drug industry will rise inexorably.60
ALL THAT GLITTERS
In return for gaining access to sell drugs in China, Western companies are paying a high price. They have built manufacturing and research facilities in China, transferred intellectual property, and trained Chinese workers to do the jobs Americans performed for generations. Chinese companies obtain know-how and access to global markets.
A US Chamber of Commerce report bluntly acknowledges that American companies across industries are forced to “anguish over balancing today's profits with tomorrow's survival.”61 China's industrial policies compel Western companies to transfer technology in return for the privilege of selling drugs in China. “But the problem now goes far beyond the China market, as multinationals expect to see their own technology coming back at them globally in the hands of Chinese competitors,” the US Chamber of Commerce report noted.62
Western drugmakers are already being cut out of big deals. With Beijing's blessing, domestic companies will make more of the drugs for the Chinese people. Hospitals are the largest market for drugs in China, and government procurement favors domestic companies.63
“Competition has increased as local manufacturers geared up production levels and are being favored in regional bidding,” says Lars Rebien Sorensen, chief executive officer of Danish drugmaker Novo Nordisk™.64 It is one of the world's largest insulin makers and the first international company to establish modern insulin making in China, and the company is reportedly losing market share to local Chinese competitors.
Global management consulting firm Bain & CompanySM painted a “doomsday” scenario for Western pharmaceutical companies in China, and projected that their current business model will be unsustainable in five to seven years.65 A Bloomberg headline added to the gloom, blasting, “China's Drug-Price Cuts Are Hitting Big Pharma Where It Hurts.”66 China squeezed 50 percent price cuts from big pharma on expensive imported drugs for cancer and other conditions.67 A Wall Street Journal headline blared, “Drug Companies Face Pressure despite China Price Pledge,” and the article bemoaned how China has “long kept a tight rein on drug prices.”68
The American Chamber of Commerce in China, or AmCham China, paints a bleak picture. Annual foreign pharmaceutical sales growth in China fell from 20 percent in 2013 to only 5 percent in 2015, causing some Western drug firms to “reevaluate their initial enthusiasm about the Chinese market.”69
A similarly sober assessment was made in the US Chamber of Commerce report about American businesses in China generally: “The belief by foreign companies that large financial investments, the sharing of expertise, and significant technology transfers would lead to an ever-opening China market is being replaced by boardroom banter that win-win in China means China wins twice.”70
But with China's $167 billion market for pharmaceuticals in 2020, the game is too big for Western companies to sit on the sidelines.71
GRAND THEFT PHARMA
The research-intensive pharmaceutical industry is investing in research and development in a country with the worst reputation in the world for purloining intellectual property. The US Chamber of Commerce report declared that China's strategy to appropriate Western technology constitutes “theft on a scale the world has never seen before.”72
A 2013 survey of US companies in China in a range of industries conducted by AmCham China found that 72 percent of respondents said China's enforcement of intellectual property rights was either ineffective or totally ineffective, a dramatic leap from 58 percent in 2011.73
Employees are a weak link. A case in point is a research scientist who worked in the Bridgewater, New Jersey, headquarters of the French pharmaceutical firm Sanofi™ and stole trade secrets for compounds that could be used in future drugs. A Chinese national, the employee downloaded information including the chemical structures from company computers to a thumb drive and personal email accounts. The compounds were put up for sale by a subsidiary of a Chinese chemical company located in the United States that was half-owned by the Sanofi employee. The employee was sentenced to eighteen months in federal prison and ordered to pay $131,000 in restitution.74
In another case, an employee of a Chinese pharmaceutical company, WuXi Pharma Tech, stole patented medical compounds owned by Merck, while they were being tested in China, and sold them on the internet. Merck was outsourcing research and development to the company. The compounds were being studied for possible new treatments for diabetes and hepatitis C.
The former employee was convicted in a Shanghai court and received a far lighter sentence than that meted out in the US court in the Sanofi case: eighteen months’ probation and $7,000 in restitution. The slap on the wrist manifests China's support for piracy of US intellectual property if it helps a Chinese company gain technological superiority.75
In 2013, the pharmaceutical company Eli Lilly™ obtained an injunction in a case involving trade secret theft against its former chief research chemist in its subsidiary in China. Eight months after being hired and signing a confidentiality agreement, the employee allegedly downloaded twenty-one confidential documents from the company's server and refused to delete any of them, choosing to resign instead.76 The company alleged trade secret misappropriation under the Anti-Unfair Competition Law. A Shanghai court issued an injunction that prohibited the employee from using the information or giving it to someone. No fine or imprisonment was ordered.77
In another case, two former employees of Eli Lilly in Indianapolis were indicted in federal court in August 2013 for allegedly stealing patented trade secrets and emailing them to a competing company in China, Jiangsu Hengrui Medicine.78 The trade secrets reportedly involved drugs being developed to treat cancer, diabetes, and heart disease. The company claimed the information was the culmination of ten years of research that cost $55 million to discover, the IndyStar reported. About a year later, the federal prosecutor dropped the charges without giving a reason.79
CHINA'S RACE FOR THE CURE
China's race for a cure for cancer reportedly includes cyber espionage and hacking US healthcare companies that provide cancer treatment. In 2013, a China-based group targeted three firms, says FireEye™, a cybersecurity group.80 Theft of cancer treatment protocols is thought to be part of the government's plan to accelerate acquisition of knowledge to respond to the epidemic of cancer, which has surpassed cardiovascular disease as the leading cause of death in Beijing.81
FireEye also reported that “suspected nation-state threat groups” target pharmaceutical companies. In the case of one company, vast amounts of intellectual property were compromised by two China-based advanced persistent threat (APT) groups affecting more than a hundred systems.82 Digital back doors were installed to maintain ongoing access to the company's network.
One of the APT groups stole IP and business data from the victim, including information on bio cultures, products, cost reports, and other details pertaining to the company's operations abroad.83
The attackers are not random tech geeks. “APT attackers receive direction and support from an established nation state,” FireEye says. “[They] pursue their objectives over an extended period of time, typically months or years. They adapt to organizations’ efforts to eradicate them…and they frequently return to the same victim multiple times.”84
Research and product information are appropriated by Chinese companies to meet government targets for industry growth without the cost and bother of doing the research. Stealing specifications for manufacturing facilities speeds up acquisition of production know-how. Cost and price reports, and details on a company's sales in other countries, are used to undercut US companies on price around the globe.
US academic medical centers conducting biomedical research are hacked by China. A chief executive officer of a large teaching hospital said that his organization experiences millions of attempted intrusions per day.85 One of the targets is believed to be government-funded research conducted at the university. The center's payroll was hacked, and a small number of employees’ pay was stolen.
Seventy-seven percent of American companies responding to the 2016 annual survey on China's business climate conducted by AmCham China said it is less welcoming to foreign businesses.86 Research-intensive industries are especially feeling the pinch.
Robert D. Atkinson, president of the Information Technology and Innovation Foundation, summed up China's strategy during testimony in January 2017 before the US-China Economic and Security Review Commission:
The forced technology transfers and the intellectual property theft—I think it is very clear…that China is simply not a normal country in the sense of playing by the rules and being market-driven…. So I think we should be under no illusion that this is a long-term strategy for them to catch up and surpass us, and ultimately to either destroy our companies’ market share or just put them out of business.87
LURED INTO THE TRAP
Will Western pharmaceutical companies thrive in the long term in China? Drained of intellectual property, undercut on price, and exhausted from legal battles, will American companies be eventually pushed out, replaced by Chinese firms?
The industry's big gamble on China has far-reaching consequences for Americans’ health security. Surely China is watching how Western pharmaceutical companies charge exorbitant prices in the United States and get away with it. Members of Congress will be powerless to obtain information on a Chinese-government-owned company's price-setting practices.
When doctors, hospitals, and consumers realize that China is the only country that produces an essential drug developed with American know-how, and whose price is out of reach for most Americans, the impact of the “pivot east” strategy will be stark. K Street lobbyists and public relations companies hired by China will press Medicare to pay for the drug at a price demanded by China.
Decisions about access to life-saving drugs could become inherently political. Medical need and humanitarian considerations may play no part in China's decision on whether to stock America's pharmacies and home medicine cabinets.
Meanwhile, the FDA is transferring its intellectual capital to China. In a speech at Peking University in November 2014, then head of the FDA, Dr. Margaret Hamburg, said the university received support from the FDA and multinational pharmaceutical companies to establish a master's degree program to train future leaders in that country's pharmaceutical industry and regulatory agency.88
Hundreds of thousands of American workers spent decades imagining, creating, building, and continuously improving state-of-the art research, development, and manufacturing. American ingenuity created a highly productive and disciplined culture that spawned a golden era in the making of medicines to relieve suffering and treat disease. All of this is being given away for a short window of revenue to appease shareholders.
This is the China trap. China thinks long term. America thinks short term. China plays chess. America plays checkers.
With a slip of the grip, an industrial sector is at risk. As the manufacturing base at home hollows out, human talent withers. If scientists are beset by constant worry about landing the next short-term contract, the prospects for profound discovery will not be auspicious.
As China manufactures the old drugs and steals the intellectual property for new ones, what is left?
No industry is off-limits when it comes to surrendering production to China.
As we were writing this book, we found ourselves wondering how the public's health and safety enters into decisions about offshoring medicine making. How are trade-offs made between safety and globalization, and who decides?
In the not-very-transparent pharmaceutical industry, the balancing act takes place out of public view. So, we found a story about a different industry with more transparency that is on track to be offshored to China and where public health and safety matter. It shows that public concern about safety is not a priority when decisions are made by the industry and government to buy “Made in China.”
The country that promised a chicken in every pot is eating nuggets, pot pies, or other chicken delights made with chickens processed in China. That's not all. Chicken raised in China is on track to be imported, sold in America's grocery stores, and served on Americans’ dinner plates at home and in restaurants.
Chicken and medicines have a lot in common, aside from chicken soup being a time-honored remedy to soothe annoying symptoms of the common cold and flu. People have strong opinions about what they put in their mouths. They want to know that someone is checking to ensure it's safe. No one wants to consume substandard drugs or food.
Many consumers want to know where their food comes from. Chicken sold in the meat or frozen food sections of the grocery store is not usually labeled with the country of origin. Many prescription drugs are not labeled either.
As generic drugs have become commodities, as has food, the American appetite for the less expensive drives production to low-cost countries. But there's more to it than economics. It's also about politics. Elected politicians in Washington and corporate interests have been working hand in hand to open up a homegrown, highly efficient industry to imports from China.
THE CHICKEN STORY
The story of how the federal government agreed to import chicken from China began in 2004 when China asked the US government for approval to sell chicken to American consumers.1
Federal law requires that countries’ requests be honored, so food safety experts from the US Department of Agriculture (USDA) traveled to China to inspect its poultry plants. The department regulates meat, poultry, and egg production, while the FDA oversees the rest of the food supply.
The timing could not have been worse, or so it would seem. A widespread outbreak of avian flu infected Chinese poultry in sixteen provinces in 2004 and continued through 2005. Nine million poultry were culled.2
Unfazed by the highly pathogenic avian flu, China wanted its chicken on America's dinner plates. Rarely does the Washington bureaucracy move with lightning speed. In this case, it did.
Two years after China's request, the USDA ruled that China's chicken inspection system provided a level of protection that met US standards. There was one caveat. Because of outbreaks of the infectious H5N1 strain of avian flu in Chinese poultry, chicken raised and slaughtered in China could not be exported to the United States. The chickens had to be raised in the United States or other approved countries and sent to China for processing.3 Workers in China would pound it into nuggets and tenders, and ship them to the United States, ready to pop in America's microwaves.
The timing was impeccable. On April 18, 2006, the USDA transmitted the final regulation to the White House Office of Management and Budget (OMB) for review.4
Within a day, OMB, the erstwhile graveyard for proposed regulations that lack the grease of powerful special interests, approved the USDA's new rule just in time for a visit from China's president to the White House.5 On April 20, 2006, President George W. Bush met with then Chinese president Hu Jintao, and it was announced that China was added to the list of approved countries that could export processed chicken to America.6
Congresswoman Rosa DeLauro, a Democrat from Connecticut, opposed the decision, saying it was
an outrage that the United States is going to open our border to imports of poultry from China, a country that lacks the fundamental safety functions in its processing plants, has questionable export practices, and a country where a deadly animal disease and possible pandemic is running rampant.7
Pushing back on the White House, Congress blocked federal money from being used to inspect chicken plants in China.8 Without inspections, chicken could not be imported into the United States. The congressional funding ban continued into 2009.
BAD TIMING
Once again, the timing could hardly be worse to consider importing chicken from China. The deadly melamine and heparin contaminations were wreaking global havoc, and the FDA was trying to get inside Chinese drug-manufacturing plants and inspect them.
Family farmers and consumer groups wrote a letter to President Obama opposing Chinese imports, saying China does not enforce food safety standards, and worse, it hides major foodborne illness outbreaks. The letter said the Chinese government went to great lengths “to prevent news of illnesses and deaths caused by the food adulteration from being made public because it would have conflicted with the staging of the Beijing Olympics in August 2008.”9
The letter included a litany of 467 food items from China in the preceding four months that were contaminated and unsafe, ranging from seafood to candy, that the FDA had banned from entry into the United States. Agency inspectors found illegal animal/veterinary drugs, unsafe food and color additives, filth, salmonella contamination, toxic pesticide residues, and poisonous products unsuited for human consumption.10
Using Freedom of Information Act requests, food safety organizations obtained a copy of the USDA inspection reports of Chinese chicken processing plants. The department's auditors identified major deficiencies during their initial visit to China. In five of the seven food establishments they examined, food safety breaches were identified. In two of the facilities, federal officials identified sanitary issues that were so terrible that they would have recommended the products be banned from the United States.11
Even with its troubling food safety record, China challenged the congressional ban on funding for inspections of Chinese chicken establishments at the World Trade Organization (WTO), saying the ban was “discriminative.”12
CHINA LAUNCHES ITS CAMPAIGN
Two months later in the summer of 2009, China launched a fierce campaign to stop buying American-raised chicken as part of its “buy Chinese” program.13
After another two months, China launched an investigation into claims that the United States was dumping chicken in China at below-market prices. American chicken producers said the Chinese government's move was retaliation for the United States refusing to allow chicken from China into its market. Another irritant may have been new tariffs on motor vehicle tires from China imposed by the Obama administration around the same time.14
Succumbing to pressure, Congress voted to soften the ban on funding inspections if certain conditions were met. Congress instructed the secretary of agriculture to audit China's poultry safety system and conduct on-site inspections of processing plants before any chicken could come to the United States.15 The USDA was also required to increase the number of reinspections at US ports of entry and make audit and inspection reports available to the public. The Chinese government bristled, saying in a letter to the secretary that it did not need to provide any additional information on its food safety laws.16
As the United States began to open the door to Chinese chicken, China did not withdraw its case from the WTO, which eventually ruled that the US ban on inspection funding ran afoul of international trade rules.17
China was getting what it wanted, but that wasn't enough. It slapped duties of more than 100 percent on some US-raised chicken.18
The US government challenged the duties at the WTO, and in 2013 the trade body ruled that the duties were unjustified.19 However, it was a Pyrrhic victory. Companies had spent millions of dollars on legal fees.20 American chicken farmers felt the pain as sales plummeted more than 80 percent and caused a loss of about $1 billion in sales.21 Real damage had been inflicted. China didn't bend. Three years later, the US Trade Representative announced it was requesting the WTO to take action against China for failing to eliminate the duties.22
The Washington bureaucracy moved forward on China's request to sell its chicken. In March 2013, inspectors traveled to China and the USDA affirmed again that China's safety inspection system was equivalent to the US system.23
The USDA wrote to the Chinese government saying China has the “ability to provide consistent government oversight” in accordance with US laws and regulations, and the People's Republic of China could take the next step and certify a list of poultry establishments as meeting US standards.24
More than a year later, on November 5, 2014, the day after the US midterm elections, the USDA announced four poultry processing plants in China were eligible to export processed chicken to the United States.25
China could not sell any chicken raised and slaughtered in China because its safety system didn't meet US standards.26 But it could process chicken from the United States and export it back.
Tony Corbo, senior lobbyist at the nonprofit Food and Water Watch, who has advocated for stopping the import of chicken from China, said, “How do you know we would be getting our poultry back? We might be getting their stuff instead.”27
Jonathan Buttram, a forty-year chicken farmer and former president of the Alabama Contract Poultry Growers Association, predicted what would happen with chicken:
US companies will import Chinese chicken meat, bring it into the port, ship it into their plants, mix it with US-processed chicken, and ship it to the grocery stores, and no one will know the difference. It's cheaper for them, but they'll sell it at the same price and pocket the difference.28
The pattern is similar to prescription drugs. US-based companies import active ingredients from China, use them to make pills and tablets, and ship them to hospitals and pharmacies. No one knows the difference. It's cheaper for the companies; they'll sell it at the same price and pocket the difference.
CHANGE.ORG PETITION
A Change.org petition to ban chicken from China in supermarkets and the National School Lunch Program garnered more than 328,180 signatures.29 Representative DeLauro introduced the Safe Chicken and Meat for Children Act, a bipartisan bill banning Chinese-produced or Chinese-processed meat and chicken from the school lunch program and other federal nutrition programs.30 Representative DeLauro said, “Given China's demonstrably poor food safety record, it is unacceptable to take any unnecessary risks with the health of American school children—our most vulnerable population with respect to foodborne illnesses and sensitivity to potentially dangerous chemicals.”31
CHINA BANS US FARM-RAISED CHICKEN
China was not satisfied. It didn't want to merely process US-raised chickens. It wanted to sell chickens it raises to American consumers. This was China's intent all along, said Tony Corbo.32 “By approving imports of processed chicken, the US was offering a halfway gesture,” he added.
As China relentlessly pressured the federal government for access to the US market, it slammed the doors on American-raised chickens. Minor cases of avian flu were used as an excuse to block the sale of American-raised chickens in China. In Kent County, Delaware, bird flu with a low risk of serious illness was found on a farm in 2004. Chinese authorities suspended imports of all poultry from across the United States for a period of time.33
In 2007, China banned poultry from Virginia after a low-risk bird flu was reported on a single farm in the gently rolling hills of the Shenandoah Valley.34 Virginia had been selling up to $15 million worth of poultry products to China.35
After waiting a long time for China to reopen its doors, Virginia poultry industry officials spoke of collaboration with the Chinese government. Chinese officials had come to inspect Virginia farms and agreed to buy wingtips and chicken feet, delicacies at home. Polite talk belies China's intention to buy as little of anything made in America. After an unjustified seven-year ban, a ship carrying US-raised chicken parts left the Port of Virginia in Norfolk in June 2014.36 The progress didn't last long.
In January 2015, China took another swipe and banned all poultry products from the United States because of highly pathogenic avian flu cases found in wild birds and backyard chickens on the West Coast, even though the US Department of Agriculture determined the virus was not detected in commercial poultry.37 The ban persisted even after the World Organization for Animal Health determined that the United States was free of the highly pathogenic flu as of April 2016.38
The US-China Economic and Security Review Commission said China has persistently banned US meat products following isolated outbreaks.39 Although it is usual for a country to stop imports from certain affected regions of an exporting country if there is an outbreak, China's bans have often exceeded any reasonable bounds.
DIVIDE AND CONQUER
Even as China shut the door on American chicken farmers, the US government continued to help China at the behest of American agribusinesses operating in China that want to send Chinese-raised chicken to America.40 Cargill China™ and OSI GroupSM spent millions of dollars to build poultry breeding facilities and processing plants in China. “US companies hire thousands of employees and, in some cases, finance training at their facilities in the United States,” the US-China Economic and Security Review Commission noted.41 They expect to become a “future export platform to US consumers,” according to the commission.42
But when the Chinese government certified local companies to export to the United States, it excluded US agribusinesses from the list, according to USDA correspondence with China.43 “The Chinese government picked the companies that can export chicken to the US,” said Tony Corbo, “and the companies selected were Chinese, not American.”44
Nearly forty organizations, mostly food and agriculture groups, advocated for Chinese-processed chicken to be sold in the United States. The National Chicken Council, the American Meat Institute, the Grocery Manufacturers Association, and the US Chamber of Commerce were among the proponents.45
The beef industry was an especially ardent supporter of importing chicken. The Chinese government had banned American beef for more than a decade, beginning on Christmas Day in 2003, because of the discovery of mad cow disease.46 Beef producers longed for China to remove its ban.
Chinese officials offered a deal, pitting one special interest against another. China would allow US beef into the country if the United States would buy China's chicken.47 The beef industry took the bait and lobbied for chicken imports, even if it meant American chicken farmers were put out of business.
China maintained its official ban on US beef while buying from Australia, Uruguay, New Zealand, and Canada.48 An industry blog captured the reality: “Chinese Beef Market Surging: US Locked Out.”49 While officially locked out, large amounts of US-raised beef were smuggled into China from Hong Kong, according to the South China Morning Post.50
US CHICKEN COMPANIES GRILLED IN CHINA
While American poultry farmers struggled at home with the loss of huge sales to China, American companies in China were taking a big hit in the Chinese state-run media. They faced a monumental challenge to create and sustain islands of safe, high-quality food production in a cultural sea of scandals and lax enforcement.
The US-China Economic and Security Review Commission acknowledged that state-run media campaigns were ensnarling US brands in food scandals:
US companies have not been granted fair market access in China. A pervasive problem is regulatory uncertainty, in the form of state-run media campaigns targeting foreign brands, stricter oversight than for domestic companies, and corrupt practices by officials at the local level.51
In July 2014, an undercover video of a processing plant aired on local Chinese television showing workers using expired chicken and beef products sold to McDonald's™, Papa John's™, Burger King®, Starbucks™, KFC™, and Pizza Hut™ in China.52 The plant was operated by Shanghai Husi Food, a subsidiary of Illinois-based OSI.
OSI had been a long-time supplier of McDonald's in China. When it shut down the processing plant in the aftermath of a social media uproar, Big Mac® hamburgers and other menu items were scarce. The following year, McDonald's announced it was closing many restaurants in China because of a big slump in sales. OSI said the scandal cost its company nearly $1 billion.53
Fried chicken king KFC was recovering from an earlier slam in the so-called “instant chicken” scandal. State-run China Central Television (CCTV) reported that local chicken producers supplied chicken to KFC that had been fed eighteen types of antibiotics and hormones to make them grow faster, hence the name “instant chicken.”54
In another bombardment, Chinese social media spread false rumors that KFC chicken is genetically modified to have six wings and eight legs.55 KFC sued three companies for allegedly tarnishing its image. After the company experienced explosive growth in China a decade ago, it is no longer the easy, lucrative market it once was.
Around the same time as the undercover video surfaced, the Chinese media reported that thirty thousand tons of chicken feet were found to have been soaked in hydrogen peroxide. The immense scope of the scandal, with thirty-five national sales networks purveying the putrid product, reveals the challenge China faces.56
In July 2015, China Daily reported that chicken wings, beef, and pork that had been frozen for up to forty years had been smuggled into China by gangs in a massive operation that spanned fourteen provinces. It was sold at restaurants and by street vendors. Valued at $483 million, it was named “zombie meat” by the local media.57 Smuggling is fueled by growing demand for meat in increasingly prosperous China.
A LAST-MINUTE SURPRISE FROM THE OBAMA ADMINISTRATION
In early 2017, we called the USDA Meat and Poultry hotline for an update on whether any processed chicken from China had been imported. A young representative said, “It has not been made legal yet, and we have no updated rule allowing that into our country.”58 After we mentioned information on the USDA website, she put us on hold and later confirmed that processed chicken from China is allowed to be sold in the United States, but she wasn't sure if any is being sold in supermarkets.
We contacted Tony Corbo from Food and Water Watch who said, “Every month I file a Freedom of Information Act request to the USDA to see if we have received any imports, and as of January 2017, we haven't received any.”59
Then Corbo told us about a remarkable last-minute move by the Obama administration. It agreed to move forward on approving chicken raised and slaughtered in China. USDA inspectors had gone to China to conduct another inspection and concluded China's slaughter system meets US standards.60 Corbo said, “When the Obama administration left office, as part of its regulatory agenda, it was going to propose a rule to allow China to ship its own poultry to the United States.”61
The USDA was under enormous pressure to resolve the beef ban, Corbo said, and the decision to go ahead with chicken was tied up with China's unwillingness to take US beef.
In a quid pro quo, the Chinese government sweetened the deal by including Cargill facilities in China on a draft list of companies slated to export chicken raised in China to the United States.62 “China told the USDA that if you allow us to ship our poultry to the United States, we'll make sure that some of the Cargill plants will be designated to export,” Corbo said.63
China estimated that Cargill will send sixty-four million pounds of cooked chicken breasts to the United States over five years. Two domestic Chinese companies will send fifty-five million pounds of chicken quarter legs and 140,000 pounds of cooked chicken breasts.64
For Americans who enjoy eating duck meat, two Chinese domestic plants will send four million pounds of duck quarter legs, sixteen million pounds of cooked duck breasts, and fifteen million pounds of boneless roast duck.65
SUPERBUGS WITH YOUR BARBECUED CHICKEN?
Shortly after the Obama administration gave the USDA the go-ahead to move forward on importing chicken raised in China, an international team of researchers found that more than 87 percent of the chicken meat sold in supermarkets in a province in China was contaminated by bacteria resistant to antibiotics, including a so-called “last-resort” antibiotic administered after all others have failed.66
The bacteria were traced all the way back to commercial chicken farms where 97 percent of the samples taken were contaminated with superbugs, said the South China Morning Post, which reported the story.67 Superbugs were found in slaughterhouses, too. The pervasive presence of superbugs suggests widespread environmental contamination.
“THE BEGINNING OF OFFSHORING”
Alabama chicken farmer Jonathan Buttram predicted what was going to happen to American chicken farmers:
The big companies want to raise it for nothing there and bring it here. China will be sure to dump it at below-market prices. It [chicken] is already so cheap it is hard to think how it can be done cheaper, but there must be a way.68
Buttram was right. The Cargill plant slated to send chicken to the United States was described by Food and Water Watch's Corbo this way: “One is brand-spanking new, and it can handle 250 chickens a minute. That's the line speed. In the United States, it's 140.” When we asked the importance of the line speed, Corbo said, “This is the beginning of offshoring our chicken processing.”69 The plant can process chicken much faster, making it more efficient and, of course, cheaper.
Chicken from China will take jobs away from American farmers, and many of them work under soul-crushing terms of employment. Most chickens in the United States are raised by independent farmers who sign contracts with giant agribusinesses such as Tyson Foods™ and Perdue®. The majority of farmers who depend on the business for their livelihood have incomes near or below the poverty line, according to the National Contract Poultry Growers Association and the US Department of Agriculture.70
With poverty-level incomes, they are expected to take on and pay down hundreds of thousands of dollars in debt to build, equip, maintain, and operate chicken houses with the latest technology that companies require.71
A North Carolina chicken grower who despaired over enormous debt was the subject of a John Oliver segment on HBO. A fellow farmer described what happened: “This past Monday morning, one of these…growers went out, drove down a country road, about to lose his home, took a gun, and ended his life. This is personal. It is real for growers.”72
Every couple of years, more than a hundred farmers can have their contracts terminated when processing facilities shut down. The companies usually have a monopoly in a geographic area, so when that happens, the farmers have no one else to contract with to raise chickens and service their debt. Once farmers sign up, they are stuck.
These are the people who will be out of a job because of competition from Chinese farmers who earn even less.
WHAT DID AMERICA GAIN?
What did America gain from more than a decade of wrangling? US chicken producers lost their market in China. Sales of US chicken to China plummeted from a peak of $722 million in 2008 to virtually nil in 2015.73 Taxpayer money was spent advocating for US interests at the WTO, but China ignored international trade rules. Meanwhile, USDA employees traveled to China at taxpayer expense to inspect the poultry safety system to support that country's bid to sell its chicken to the United States.
The chicken trade war is a textbook example of China's strategy. China knows that America, divided by its special interests, can't win. Exploiting these divisions, China is adept at pitting special interests against one another. China baited the American beef industry to lobby against American chicken farmers by pressing for China to be permitted to sell its chicken in the United States.
The strategy draws from an ancient Chinese saying: “Encourage your enemy to expend his energy in futile quests while you conserve your strength. When he is exhausted and confused, you attack with energy and purpose.”74
In May 2017, the Trump administration reached agreement with China to promote market access for American beef. As of this writing, China has yet to import any beef. But cooked chicken processed in China began to reach American consumers. The chicken has to be raised and slaughtered in the US, Canada, or Chile. Next up, is Chinese-raised chicken coming into the United States? Stay tuned.
GLOBALIZATION OF REGULATION AND THE RACE TO THE BOTTOM
No industry is off-limits when it comes to surrendering production to China. That's a lesson from the chicken story.
Consumers will have to trust the Chinese government to assure chicken from there is safe. In the United States, federal inspectors are on-site in every plant, but they won't be present in plants in China. They will conduct annual audits and inspect batches when they cross the border into the United States, but that's all they can do.
The chicken story has been in public view because the public interest group Food and Water Watch has forced transparency in government decisions. In contrast, industry and government decisions about importing drugs and over-the-counter products from China are made behind a Berlin Wall–type barrier.
When deals like this are made for chicken, what deals are made with prescription drug regulation? What compromises do professionals in the FDA, who are committed to the public's health, feel compelled to make when the agency's commissioner receives a phone call from a member of Congress, the White House, a company, or surrogate for the Chinese government? Is the FDA pressured to give a clean bill of health to a manufacturing plant in China because an import ban would cause a drug shortage?
The chicken story portends a possible change that may occur with America's medicines down the road. In 2012, Congress permitted the FDA to recognize drug inspections conducted by foreign regulatory bodies. The agency must first determine that another country's inspection system meets US federal requirements.75
Five years later, the FDA announced it will recognize inspections of manufacturing facilities conducted by regulatory authorities in the European Union (EU).76 Manufacturers there will avoid duplicative inspections, and the FDA will use the EU inspection reports, allowing it to concentrate on high-risk countries. A little-recognized provision in the agreement opens the door for the FDA to recognize EU inspections in countries outside Europe, such as China, to substitute for the FDA's own inspections.
It is not unreasonable to predict that the China lobby will eventually pressure Washington to determine that China's inspection system for its domestic drug-manufacturing plants meets US standards, similar to how the USDA was compelled to determine that China's chicken inspection system meets US federal requirements.
If that happens, the United States is on the precipice of losing control over assuring the safety of its medicines. The prospect of such an epic surrender is worth pondering.
“The best way to beat the enemy is probably to go to their homeland.”
Sailing into placid English waters on a gray winter day in January 2015, a brand-new cargo ship, the largest in the world at the time, made its maiden voyage from Shanghai to Felixstowe, a port in the south of England.1 A photo of the behemoth in the Daily Telegraph, a national newspaper in Britain, showed stacks of giant blue, green, brown, and red shipping containers and “China Shipping Lines” emblazoned in large letters on the side of the ship. If all the crates were stacked on top of each other end to end, they would reach 382,000 feet high in the sky, more than thirteen times higher than Mount Everest.2
Food, clothing, electrical goods, and furniture destined for Main Street shops were among the contents of the behemoth that was “so big it could supply everyone in the country with something.”3 The local media reported the pride of English know-how to build a new port to accommodate the big ship that was longer than four football fields.
Absent were photos of unemployed skilled workers, shuttered factories, and decrepit communities, shadows of once vibrant cities and towns where people once knew how to make things that a country and its citizens use in their everyday lives.
Why describe a photo of a cargo ship unloading in Britain and not the United States? A story and photo of a giant ship marked with “China Shipping Lines,” with mountains of cargo from China entering a US port destined for American homes, would be axed from the front pages of US newspapers and CNN headline news to avoid igniting discontent among Americans fed up that so many products in their kitchens, living rooms, dining rooms, bedrooms, and closets, and now medicine cabinets are made in China.
About a year later, the Wall Street Journal reported on the largest container ship to dock at a US port, the 1,300-foot-long Benjamin Franklin owned by a French shipping line.4 An accompanying photo shows the ship with “Benjamin Franklin, London” stamped on the bow, calling at the Port of Los Angeles. US ports aren't prepared to handle the cargo from the megaships during peak periods of loading and unloading, the story reported. The reader learns only that the ship came from Asia and returned there after stopping in Oakland.
The local ABC News affiliate in San Francisco reported the arrival of the same ship as it made its way north to the Port of Oakland. The story title was “Largest Container Ship to Ever Visit US Arrives in Bay Area.”5 A photo shows the ship barely making its way under the Golden Gate Bridge, with just twenty feet to spare. The Port of Oakland invested millions of dollars to accommodate gigantic ships. The last sentence in the story reads, “The megaship is expected to set sail for China on Sunday.” No mention is made of where it came from, or what may have been in its eighteen thousand shipping containers.
The Associated Press (AP) account of the megaship was the only one we found that reported more details. The photo caption says the ship was built in China and set sail from there.6 NBC News.com reported the AP story online.
A quick Google™ search of the Benjamin Franklin cargo ship led us to the website of the shipping company that proudly announced two weeks before the maiden voyage that the ship would be deployed on the Pearl River Express, connecting the main China ports including Xiamen, Nansha, and Yantian, with US West Coast ports.7
Back in Britain, three months after the Felixstowe port welcomed the first big ship docked there, CNN Money reported an even larger cargo ship, big enough to carry 1.15 million washing machines, entered Felixstowe.8 The headline read, “This Ship Is Too Big for Any American Port.” At least for now.
WHAT'S IN THE MEGA CARGO SHIPS DOCKING AT US PORTS?
The US trade deficit with China in pharmaceuticals was nearly $3 billion in 2013, according to Dr. Margaret Hamburg, then FDA commissioner, in a speech at Peking University in 2014. The United States imported nearly $4 billion in pharmaceutical products that year, mostly ingredients, and exported $1.22 billion.9 Surely the Chinese audience was delighted that the United States has a trade deficit in drug products. We could find no media reports of a federal official telling a US audience about the US trade deficit with China in pharmaceuticals.
The cargo ships sailing from China to the United States are bringing loads of medical products. We combed through trade information from the US Department of Commerce, which uses broad categories of products and does not name specific drugs such as blood pressure pills or antidepressants. The top three imports from China listed in the trade data are the key ingredients for heparin, vitamin C, and vitamin E. The United States spent nearly $4.5 billion on them from 2007 to 2014, according to the trade data.10 A billion dollars of diagnostic contrast agents used to perform X-rays and CT scans were the next largest import.
The ubiquity of China-made prescription drug products, vitamins, and over-the-counter items is revealed in a small slice of trade data showing what arrives in the United States on the big ships:11
vitamins A, B, and D
antibiotics tetracycline, streptomycin, and erythromycin
ibuprofen, the painkiller
hydrocortisone, a common steroid
contraceptives
the hormones estrogen and progestogen
digoxin, a heart medicine
toothpaste
caffeine
citric acid
hand sanitizers
bandages, sutures, and first-aid kits
TURNING POINT
As we were writing this chapter, we realized that the US-China Trade Relations Act of 2000 was a catalyst for importing medicinal products from China.
Within four years of the law's passage, Baxter™ began to buy heparin from China. China's vitamin C and penicillin cartels were wreaking havoc on American producers, and the last penicillin fermentation plant in the United States was shuttered. Cheap aspirin made in China flooded the American market, driving out Rhodia™, the last US-based maker (see chapter 2). The factories that made many of America's medicines closed their doors with very little public awareness, except perhaps for an article in a local newspaper reporting their demise.
Just as a trip to Walmart™, Target™, or Bed Bath & BeyondSM is like shopping in a Chinese warehouse, so, too, is stopping by the pharmacy in a big-box store or PathmarkSM or SafewaySM supermarket to pick up a prescription. Distribution centers owned by companies that sell billions of dollars of medical products to hospitals and retail pharmacies are becoming more like the big-box stores, stocked with made-in-China items.
HOW EBOLA HELPED CHINA'S ECONOMY
With the first diagnosed case of Ebola in the United States and the death of its victim, Thomas Duncan, at Texas Health Presbyterian Hospital in Dallas, fear rippled in every hospital across the country. As demand for protective suits and masks surged, workers at a factory in Shandong province in China toiled day and night to churn out six thousand suits a day for its New York–based owner, Lakeland Industries™.12 A photo in China Daily showed a woman sitting at a sewing machine, surrounded by heaps of yellow cloth, making the protective clothing.
The US Department of Veterans Affairs bought its Ebola protective gear from China because federal procurement decisions are made on the basis of lowest price, according to a physician in the department who spoke to us on the condition of anonymity. When we tried to confirm this information with department procurement officials, they did not want to speak with us because of concern that it could add to the negative publicity the VA had been weathering about veterans’ access to care.
Aside from protective gear, China is the largest overseas supplier of components to make infusion pumps, which are commonly used in hospitals and other healthcare facilities to administer chemotherapy drugs, pain medicines, insulin, and antibiotics.13 China is also the top supplier of components to make catheters that drain fluids from the body.
When we asked the chief executive of a healthcare system on the East Coast if he knew that so much of the equipment and supplies in his hospitals were made in China, he was not aware. He was surprised that his costs have not declined. Patients don't see lower hospital bills either.
WHERE IS YOUR KNEE IMPLANT COMING FROM?
The United States had a $900 million trade deficit with China in medical devices in 2012, according to an online industry report in FierceMedicalDevices.14 This is the latest figure we were able to find in publicly available sources. Chinese companies sold $3.5 billion in products to the United States but bought only $2.6 billion.15 When we called the medical device trade association for an updated figure, we were told that the information is not available for specific countries.16 Medical devices include products ranging from simple tongue depressors to sophisticated hip and knee joint replacements, pacemakers, and diagnostic imaging equipment such as CT scanners.
MRIs MADE IN CHINA, APPROVED FOR SALE IN THE UNITED STATES
The giant cargo ships from China are carrying containers filled to the brim with medical devices and equipment destined for America's hospitals, but what's in them is hard to know because publicly available information is protected like gold in Fort Knox. The companies selling them don't seem to want their customers to know.
Here's a sample of products made in China that the FDA approved for sale in the United States:
Magnetic resonance imaging equipment (MRIs)17
Dental implants to replace missing teeth18
Screw systems used in spine surgery19
Balloon catheters used to open up clogged arteries in the heart during angioplasty20
Pulse oximeters that measure oxygen in the blood, an indicator of how well the heart and lungs are working21
Speculums, an instrument used during women's annual gynecological exams22
Surgical gowns and examination gloves23
Wheelchairs24
The FDA's Dr. Margaret Hamburg told an audience at Peking University that China is the biggest exporter of medical devices to the United States. Four thousand Chinese medical device firms are registered with the FDA, and nearly twenty thousand products are listed for sale.25
Medical devices are a lucrative business. The Advisory Board Company™, a healthcare consulting firm, opined about the “rampant proliferation of expensive devices,” whose costs are rising faster than hospital employee wages and benefits.26 China wants a bigger slice of this profitable US market for medical devices and will probably get it.
China's 13th Five-Year Plan, presented by the state council of the People's Republic of China in 2016, targeted medical devices as one of the strategic emerging industries for investment and development. Medical imaging machines and radiation therapy equipment are among the products slated for domestic manufacture for China and the global market.27
US companies exported $1.7 billion in cardiac stents (to prop open clogged arteries), ultrasound machines, and MRIs to China from 2008 to 2012, according to the US International Trade Commission.28 But the Chinese government was already signaling that big changes were coming.
In 2007, the Chinese government ordered new safety inspections for foreign-made devices but not for domestic-made ones.29 Seven years later, in another salvo in the government's strategy to bolster domestic companies, China sent a clear message to Western firms: build manufacturing and assembly plants in China if you want to sell in China. China's discrimination in favor of domestic companies was evident when the government announced that it would “strongly advocate health ministry organizations to use domestically-made medical devices.”30
As part of its “Made in China” initiative, government funding is boosting its domestic medical device industry. The American Chamber of Commerce in China (AmCham China) says the government's goal is to increase the use of locally made, high-end medical devices in its county hospitals to 70 percent by 2025.31 Domestic content in core components is slated to grow to 80 percent by the same year. The headline in AmCham China's analysis is revealing: “Foreign Business’ Critical Components, Technologies and Business Models Are Needed to Support the Development of Domestic Firms.”32
US and European medical device manufacturers are creating their own competitors by establishing joint ventures with Chinese firms, moving manufacturing to China, transferring intellectual property, and opening up their global distribution channels to Chinese companies. From 2008 to 2012, US multinationals invested in at least thirty projects to establish new research and development facilities, manufacturing centers, and education and training programs for Chinese workers, according to the US International Trade Commission.33
The General Electric™ (GE) website boasts pride in a China-developed CT scanner, and commitment to developing highly skilled employees and suppliers who can meet international quality standards.34 A China Daily article about the company's investment in research and development is accompanied by a photo of GE's Chinese engineers assembling an MRI in Beijing.35
Medical device-maker Medtronic™, which moved its headquarters from Minneapolis to Ireland for tax advantages, bought a Chinese orthopedic implant manufacturer, Kanghui Holdings, in 2012. Kanghui makes products for spine and joint reconstruction.36 Two years later, Medtronic announced a deal with Lifetech Scientific to coproduce pacemakers in China.37 At first, the pacemakers will be sold in China, which will benefit many people with heart conditions. But the deal includes Medtronic helping Lifetech commercialize its pacemakers, which means they will be made available for sale around the world. In another deal, Medtronic is helping Lifetech achieve China's ambition to sell its own global brand of sophisticated devices at home, in Europe, and in the United States. Lifetech has been developing a device for people born with atrial septal defect, which is a hole in the wall between the two upper chambers of the heart.38
In a press release, the company was candid about the challenge of Westerners trusting a Chinese-made medical device. When employees were studying the use of the device, a Lifetech engineer recalled his experience in an operating room in Germany in 2008:
At that time, the doctor and patient were ready for the operation and we, as the engineers, were recording the data on product use within the operating theater, but when the patient on the operating table heard me and my colleagues talking in Chinese, he…refused to undergo the surgery. It was a heavy blow for us at the time but it also motivated us to work harder and increase confidence in our products.39
Six years later, Lifetech announced that Medtronic bought the first batch of the device, the first time a Chinese company's product entered the Western medical device market, a Lifetech press release said.40 Medtronic will use its sales network in the United Kingdom, Germany, Italy, France, and other Western countries to distribute the product. The company expressed pride, saying,
Just five years ago or even five months ago, it might have been hard to imagine implanting a medical device made in China into the body of a pediatric patient that would remain with them for the rest of their lives. But in the near future, such an event will become a reality in advanced western countries such as the UK, Germany, Italy, and France.41
Before sophisticated products like this can be sold in the United States, the FDA evaluates their safety and effectiveness. When we searched the FDA website, no Lifetech products in this category had been approved by the agency for use in the United States.42 The FDA has approved other Lifetech devices for sale in the United States that doctors use in surgical procedures, which have a lower threshold for approval.43
How long will it take before cardiac stents, hip and knee replacement joints, CT scanners, and other sophisticated medical devices and equipment made in China are loaded off even bigger cargo ships when they dock at US shores, if they aren't already? Is a homegrown industry on track to never come back?
The Chinese government has a plan to grow a core industry, but the United States has no plan to keep an advanced technology sector at home. In testimony to the US-China Economic and Security Review Commission, Robert D. Atkinson, president of the Information Technology and Innovation Foundation, said he met with political appointees during the Obama administration who couldn't obtain documents translated into English about the Chinese government's long-term strategy to target core technology in the medical device industry.44
If current trends persist, an increasing share of the more than $3 trillion spent on healthcare in the United States will be spent on Chinese-made products.45
FROM TRADE TO OWNERSHIP IN THE UNITED STATES: SOMETHING ELSE IS GOING ON
China has pivoted from trading with the United States to owning in the United States, and the pace is staggering. From 2000 to 2016, cumulative Chinese foreign direct investment totaled more than $100 billion, according to New York–based Rhodium Group, which tracks cross-border investment flows.46 Recent investment is dramatic. “Chinese companies invested a record $45.6 billion in the US economy in 2016, triple the amount recorded for 2015 and a tenfold increase of annual investment just five years ago,” the Rhodium Group wrote.47
One of the poorest counties in Alabama is one of the destinations of Chinese investment, a place bereft of meaningful industrial investment for nearly four decades.48 The Chinese company GD Copper USA that makes copper tubing received about $20 million in incentives from the state to create jobs. Surely the residents of the community are grateful for work and a revitalized local economy. But something else is going on. The manager of the Chinese-owned factory was quoted in Bloomberg as saying, “The best way to beat the enemy is probably to go to their homeland. As our former leader Deng Xiaoping put it, we'll cross the river by touching the stones.”49
DRUG SAFETY AND THE US-CHINA BILATERAL INVESTMENT TREATY
As China goes on a spending spree, the United States and China agreed in 2013 to negotiate a bilateral investment treaty. Lauding the move, the US-China Business Council said, “Investment barriers in China are market access barriers, so a meaningful bilateral investment treaty would expand market access in China for American manufacturers, services providers, and agriculture companies.”50
Cheering the agreement, the Obama administration's Treasury Department said, “This marks an important step in opening China's economy to US investment by eliminating market barriers, and leveling the playing field for American workers and businesses.”51 As with other investment treaties, the US-China treaty will likely include arbitration provisions to allow US companies with investments in China to bring claims against the Chinese government for violations of protections included in the treaty.
Protections for US investors typically include assurance that they are treated fairly and equitably by the Chinese government, and they can transfer funds related to investments in China freely. Claims are arbitrated in tribunals comprised of lawyers, not courts. The protections afforded US investors in China would also apply to Chinese investors in the United States.
The interests of US investors are not the only considerations when crafting a bilateral investment treaty. It should also serve the public interest. Lori Wallach, director of Global Trade Watch at Public Citizen, a consumer rights advocacy group and think tank, played out various scenarios of what could happen to drug safety under arbitration provisions in a bilateral investment treaty with China.52
Let's assume a drug made by a Chinese manufacturer in the United States is found to be harmful and it's taken off the market. The company could use arbitration provisions in a bilateral investment treaty to seek compensation from the US government. It could challenge the alleged adverse events reported to the FDA, saying any alleged harm was not because of the drug but because of the patient's condition or how a doctor prescribed it.
In this scenario, the Chinese company would bring a case before an arbitration tribunal comprised of three corporate attorneys, one appointed by the company, another by the government, and a third by agreement of the parties. It could seek compensation from the US government for lost revenue after the drug was taken off the market. The lawyers could order the US government and taxpayers to pay the Chinese firm for its losses. If the product is a widely used brand-name drug, the bill for taxpayers could be staggering.
“The most pernicious thing about the system is that it allows a foreign company to skirt domestic laws and courts,” Wallach says.53 “And the compensation isn't just actual damages,” she adds. “They get compensated for future profits, which is outrageous.”
Here's another scenario. If the FDA conducts an inspection in a Chinese-owned drug-manufacturing plant in the United States and finds violations of federal standards that compel the agency to shut it down and stop the sale of its drug, the Chinese owner could bring a case to a tribunal. It could claim the agency was overzealous, or treated the Chinese-owned firm differently than similarly situated domestic manufacturers.
Or if a Chinese drugmaker produced a shoddy drug that harmed patients, and those injured filed a class action lawsuit and collected damages, the Chinese manufacturer could seek compensation from the US government for the damages it had to pay patients, claiming the FDA regulatory approval process for the drug was ineffective.
Or take the case of a Chinese firm in the United States that obtains a patent for a new drug and obtains FDA approval to sell it. After the product is on the market, let's assume the FDA finds out the drug is not what the company claimed it to be. The data used to justify the new drug was fraudulent, and the patent is revoked in this scenario. The Chinese firm could allege unfair treatment with respect to patents and make a claim for compensation.
When it comes to food safety, Public Citizen laid out a scenario in which Shuanghui International, the Chinese company that bought Smithfield Foods™ in Virginia, could use provisions in a bilateral investment treaty to challenge new food safety standards Congress might enact that would increase the company's costs.54
The concerns are not theoretical. Consider a high-profile dispute between Germany and the power company Vattenfall™, owned by the Swedish government. After the Fukushima nuclear disaster in Japan in March 2011, the German parliament voted to phase out nuclear power by 2022.55 The decision led to the immediate closure of Vattenfall's two power plants in Germany.56 Vattenfall is seeking compensation under the arbitration provisions in a European energy treaty. The company says the treaty gives “companies the security to make major investments without having to take political risks…. Germany can naturally decide to reorient its energy policy, but foreign investors should not have to pay the price for such a decision and lose money.”57
Compensation to Vattenfall could reach nearly $6 billion for past and future lost profits, according to the International Institute for Sustainable Development, which has been tracking the case.58 Vattenfall says the amount of compensation it is claiming is confidential under terms of the treaty. The case is pending.
Government policies to protect the public from the harms of smoking were at risk under a bilateral investment treaty between Switzerland and Uruguay. Tobacco company Philip Morris International™, whose operational headquarters are in Lausanne, Switzerland, claimed $22 million in compensation from the government of Uruguay.59 Its anti-smoking laws caused the company to lose revenues, Philip Morris claimed. Government regulations required graphic warnings covering 80 percent of a cigarette pack.60 Philip Morris lost the case, and its famed Marlboro Red sub-brands were reportedly slated for withdrawal from stores in Uruguay.61
In another case, using provisions of a 1993 Hong Kong–Australia bilateral investment treaty, Philip Morris Asia demanded compensation from the Australian government for its 2011 plain packaging law that prevents tobacco companies from using attractive colors and designs on cigarette packs.62 The tobacco maker claimed the government expropriated its property by removing the brand name on the packaging. Philip Morris Asia lost the case. The mere threat of a claim at a tribunal had a chilling effect on new public health and safety regulations. New Zealand's government postponed implementing regulations similar to those in Australia until that case was decided.
The staid Economist labeled arbitration provisions in treaties “disastrous” for giving multinational companies access to a “secretive tribunal of highly-paid corporate lawyers for compensation whenever a government passes a law to, say, discourage smoking, protect the environment, or prevent a nuclear catastrophe.”63
The US Office of the Trade Representative under the Obama administration acknowledged the Philip Morris case in Australia and the concern that companies could use arbitration panels to challenge legitimate US regulations.64 It said it sought to ensure treaties do not impinge on legitimate regulation to protect public health. Nonetheless, companies will go to great lengths to protect their investments, and arbitration provisions in bilateral investment treaties can be a means to try to do so.
Because many Chinese companies are owned or controlled by the Chinese government, arbitration provisions could in effect allow a foreign government to nullify the application of a US law intended to protect the American public. A bilateral investment treaty with China is still on the drawing board. It is not the highest priority in the Trump administration, said Secretary of the Treasury Steven Mnuchin, according to a Wall Street Journal report.65 The administration wants China to open up its market to US beef, biotechnology, and energy exports.
IF YOU THINK IT CAN'T HAPPEN HERE
A Vermont state legislator has an alarming tale to tell about how far the Chinese government will go to undermine US laws to protect the public. About a decade ago, Senator Virginia Lyons introduced a bill in the Vermont legislature to ban the disposal of computers, televisions, and other electronic waste in state landfills and incinerators. The bill mandated recycling of electronic products to prevent environmental contamination from lead, cadmium, and other hazardous materials that leach into the ground.66
“I received several emails from the Chinese government,” Senator Lyons said.67 “They were in Chinese. I scrolled down and saw a message in English from the Ministry of Commerce.” The government told her to not consider the bill. “They claimed that if the state legislature acted on the bill, we would be violating WTO [World Trade Organization] technical barriers to trade rules.”
In a Vermont state senate press release, Senator Lyons explained the Chinese interference:
I received an email from Beijing…. And right on the front of that mailing from China was my home address and telephone…. The People's Republic of China questions the authority of the Vermont legislature to enact legislation to protect human life and the environment. This attempted interference by the People's Republic of China in the democratic process in Vermont is alarming and threatens basic principles of our system of government. Common sense solutions to health issues at the state and local level should not be subject to international pressure…. It's simply not OK for other governments to feel that they have a right to intervene in our state legislative process.68
Senator Lyons was “flabbergasted” to be contacted by the Chinese government as she sought to serve the citizens of her state.69 She wrote to the US Trade Representative to ask why the Chinese government objected to her bill and was told it would destroy manufacturing in China by eliminating its ability to produce computers and other electronics. The Chinese government was apparently concerned that recycling products, rather than dumping them in the trash, would reduce sales of new products. Of course, that hasn't happened as China has cornered the markets for smartphones, computers, televisions, and so much more.
This was not the first time the Chinese government objected to the democratic process in state legislatures. China tried but failed to kill state legislation introduced in Maryland to protect the public from toys containing toxic levels of lead.70
The National Conference of State Legislators (NCSL) unanimously passed a resolution against China's meddling, saying, “NCSL deplores China's interference in the normal exercise of state lawmaking authority by raising the specter of possible trade challenges to state measures that are designed to limit the exposure of children to possible carcinogens and toxic chemicals.”71
Vermont voted to ban electronic waste from its landfills and incinerators, joining other states with similar laws.
THE AMERICAN PUBLIC VS. THE GLOBALISTS
Globalists are at odds with the majority of the American public. In GallupSM polls, Americans overwhelmingly say China is a growing economic threat. In 2005, 64 percent considered China an economic threat, while 85 percent did so in 2015.72 America helped create the middle class in China and at the same time destroy the middle class at home. Chinese workers became richer while American workers became poorer. Every time an American buys medicines, vitamins, clothes, computers, or anything else made in China, that money goes into the wallets of Chinese workers, not American workers.
Cities and towns with abandoned factories struggle under the weight of unemployment and underemployment. Billions of dollars in federal income and payroll tax revenues are foregone that would pay to repair bridges and dams, shore up the finances of Medicare and Social Security, and strengthen defense and cybersecurity against an increasingly aggressive China.
Nobel Prize–winning economist Joseph Stiglitz downplays the US trade deficit with China and advises the United States to look at its total trade balance with all of its trading partners.73 Stiglitz was chairman of the Council of Economic Advisors during President Bill Clinton's administration. In 2015, he wrote in Vanity Fair that if China grows faster, it will buy more US goods and add to American prosperity.74 With a $3.6 trillion cumulative trade deficit with China since 2000, the prediction that China would buy more from the United States has clearly not come to pass.
Former treasury secretary Henry Paulson is bullish on the belief that the United States will reform China, a theme echoed during the lobbying messages in the run up to the vote in 2000 on granting China permanent normalized trade status. A consummate China insider, Paulson wrote in his book, Dealing with China, that if the United States negotiates hard to open up China to competition, it will help reformers in the country succeed.75 Perpetual wishful thinking ignores China's ascendency as an economic power and the deformation of American industries.
While secretary of the treasury during the George W. Bush administration, Paulson tried to tamp down tension when China irked American businesses, including the medical device industry, for blatantly favoring domestic companies and cutting out foreign ones. As the former chief executive of Goldman SachsSM, Paulson sees opportunity for investors looking for financial returns by accessing China's burgeoning market. The outcome is more likely to benefit Wall Street, not Main Street.
Making investment deals is a skill different from strategically guiding the US economy in its long-term best interests. By their very nature, investment deals deploy tactical thinking that benefit individual investors. America needs strategic thinking that looks out for the nation's long-term interests. The stakes are high. A country that loses its economic status surrenders its leverage and respect in the world.
The turning point in this lopsided trade relationship was the US-China Trade Relations Act of 2000. President Clinton's predictions are tragic for how wrong they were. To reject permanent normal trade relations with China would be a mistake of hugely historic proportions, he said.76
The truth is that history will judge free trade with China, rather than fair trade, to have been a blunder of truly historic proportions from which America will never recover.
“I don't think the information is there to say they're bad, nor is it there to say they're good.”
A toy train still chugs around the second floor of St. Louis Children's Hospital on an elevated track, a cheerful, momentary distraction for sick children and worried parents. A three-story-high rainbow-colored hot-air balloon still decorates the cafeteria ten years after the heparin contamination was first discovered. Memories linger. Dr. James Duncan, an interventional radiologist at the hospital who was not involved in the heparin incident, describes “the cold chill when you realize something like this happens. We never think about the possibility that how a drug is made is a risk. It used to be that you could judge a book by its cover, but now anyone can print a nice-looking label.”1
Tragedies can tear apart what was always believed to be true. Trust in medicines was uprooted like the trees felled by the tornados that swept through central Missouri that fateful January in 2008. Never in a million years would doctors, nurses, and pharmacists have thought that every single batch of a drug sold by a company would have to be recalled. They expect a level of scrutiny and reliability. They trust that all the people who touch the making of a drug do everything right, every pill, every vial, every time. That a company obtained the core component from a facility in China that the FDA had never entered, reviewed, or performed product tests in, shattered their faith in the system. It takes years to earn trust and minutes to breach it.
STOCKPILING AND RECYCLING TOXIC HEPARIN
Now, the FDA scrupulously monitors the blood thinner to assure the safety of this vital drug. And it continues to find highly disturbing problems. How could this happen?
FDA officials and industry sources suspected that Chinese authorities were stockpiling and recycling the toxic drug, according to the House Committee on Energy and Commerce in a letter to then FDA commissioner Dr. Robert Califf in 2016.2 Chinese firms filed patents for a process to remove the contaminant. Not all of it could be removed.3 Trace amounts were explicitly permitted in the 2010 official Chinese government specifications for the product.4 By 2015, trace amounts were no longer allowed, and by that time, all of the recycled product had probably been sold.
The change in the Chinese government's specifications “raises the disturbing question of whether any Chinese authorities were complicit” in allowing the stockpiling and recycling even after the contaminant was associated with deaths and injuries, the committee wrote.5
FAKE SUPPLIERS STILL IN BUSINESS
In February 2014, FDA officials went to inspect a facility in Beijing that makes the crude ingredient in heparin but were prevented from conducting the inspection. The FDA wrote in a warning letter,
You barred the investigators access to the production area and other parts of the manufacturing facility. In several instances, the investigators requested to inspect the facility, but were repeatedly denied access to the production area. Your firm also limited FDA access to certain requested records. For example, the FDA investigators requested batch production records for review, but were refused access to these records repeatedly.6
What was it hiding? The company was using a supplier with the same address as a firm the FDA had banned from importing to the United States. That supplier apparently used an alias to hide its identity from the FDA. The name of the supplier is redacted (blacked out) in the warning letter.
Furthermore, during the review of a list of your suppliers, one of the few documents you did provide, we noted that you are supplied by [redacted], which research indicates has the same physical address as, and is thus an alias of, the [redacted], a firm that is currently on FDA Import Alert.7
The warning letter raises a more troubling concern that the company may have been using suppliers whose products the FDA had banned because of their complicity in supplying contaminated product a decade ago. These suppliers could be circumventing the FDA ban and doing business under new company names. The warning letter says,
If your firm is being directly or indirectly supplied by establishments that are associated with historical oversulfated chondroitin sulfate…your firm could be manufacturing heparin and heparin-related drugs that could be subject to import alert.8
Inspectors tested the raw material used by the company to make the active ingredient in the blood thinner. DNA from animals other than pigs, such as cows or sheep, was found, which can adversely affect the safety of the drug and is prohibited. Five months later, the company's products were barred from the United States.9
HIDE-AND-SEEK
Companies that play hide-and-seek will have their products banned. A company that makes active pharmaceutical ingredients in Beijing tried to hide large drums containing unknown products on its premises. An FDA warning letter to the company said,
On November 16, 2015, our investigators observed through a window of a warehouse containing numerous drums bearing your company's label. When our investigators requested access to this warehouse, you barred them from entering the warehouse to examine the containers or the material in them without giving a reasonable explanation.
The following day, you gave our investigators access to the warehouse. However, upon entry they observed that a significant number of drums had been removed and were not available for inspection. When they asked about the drums they had observed the previous day, you provided no explanation of the whereabouts or contents of the drums. You delayed [the] FDA's access to the warehouse and limited [the] FDA's inspection by removing the drums before our investigators could inspect them.10
The drug products the company was sending to the United States are not named in the warning letter. However, they were banned. An online search of publicly available FDA records reveals that the company makes an ingredient for antihistamines that relieve sneezing and coughs from allergies, hay fever, and the common cold, although we can't be certain what products were subject to the ban.11
COPY AND PASTE
Shocking findings from FDA inspections continue. In 2017, a Chinese company shipped active ingredients to the United States, claiming it was the manufacturer when the actual manufacturer was another company whose products the FDA had banned.12 The company that was shipping the products to the United States had no quality unit to test them. Salespeople signed the documents certifying product quality. Companies that buy the active ingredient, and regulators, depend on these documents for truthful information about the quality and source of the products they buy. The FDA warning letter said, in part,
Your firm has no Quality Unit. During the inspection, you provided no written documents describing the roles and responsibilities of a Quality Unit. You had no written procedures for quality activities. Your salespeople signed your certificate of analysis (COA) under the title “QC Director.” Without performing tests, your salespeople also signed under “Tested By.”13
The inspection was performed in June 2016 when the city where the products are manufactured enters its hot, humid, and heavy rainy season and the average temperature is eighty-one degrees Fahrenheit.14 The plant didn't have temperature and humidity control systems, so employees opened the window during the inspection. The standards for making the active ingredient require it to be stored at seventy-seven degrees Fahrenheit.15 Maintaining proper conditions prevents products from losing purity. The failure to spend money on a temperature and humidity control system is another hidden price of cheap drug products sold in America.
The same year, another company was found to be selling active ingredients from an entity whose products the FDA had banned.16 The company copied and pasted information from the original manufacturer onto its own letterhead. The FDA warning letter named one of the active ingredients, gabapentin, which is used to make drugs that control seizures in people with epilepsy.17
An inevitable question is who is buying products from these businesses and using them to make drugs for US hospitals and pharmacies? Do firms that buy active ingredients for medicines inspect their suppliers? If so, how could they be buying from shady companies? Why aren't buyers finding these remarkable breaches of basic standards and terminating their relationship with the supplier? And what about the product? Are consumers and patients at risk when taking medicines made with these ingredients?
By redacting the names of drug products and suppliers in FDA warning letters and import alerts, unlawful acts are being covered up. Kevin McNeil, chairman of the Pharmaceutical Integrity Coalition, says it is “inexplicable and simply wrong” for the names of the products to be removed from warning letters and import alerts.18
When a company is placed on import alert, a violation of federal law or regulation has occurred that is serious enough that the FDA doesn't want the product in the country. The number of companies in China whose products were banned has swelled. From January 2014 to January 2016, eleven were put on import alert, nearly one every other month.19
CHINA HAMPERS INSPECTIONS: WHY DOESN'T THE UNITED STATES USE ITS BUYING POWER?
The United States buys billions of dollars’ worth of drugs, medical devices, and food from China but fails to use its purchasing power to demand high-quality products and cooperation with the FDA.
Only two full-time FDA staff members are assigned to work in the agency's office in China to inspect drug-manufacturing facilities, said Dr. Christopher Hickey, then head of the FDA China office, in testimony to the US-China Economic and Security Review Commission in April 2014.20 The bipartisan commission monitors and reports to congress on US-China trade and economic affairs. The former chair of the commission, Dennis C. Shea, called the situation “hopeless.”21
China blocked visas for additional inspectors in the FDA office in China. Although the FDA's budget included money for additional FDA staff there, China refused to give visas to the staff the agency had hired.22 As a stopgap measure, US-based FDA employees have had to travel there to conduct inspections.23
This arrangement is far from ideal, according to Robert Walsh, founder of Samsara Biopharma Consulting:
Friends who work for the FDA in the US have been dispatched…for short trips to the hinterlands of China. How effective they are expected to be when working against a language barrier, time constraints, and the wiles of companies seeking to hide deficiencies, I don't know.24
Then vice president Joe Biden tried to break the visa logjam during a visit to China in December 2013. The White House declared victory prematurely when the Chinese government agreed to allow a substantial increase in the number of FDA food and drug inspectors stationed in China.25 But by the time Dr. Hickey testified before the commission in 2014, China still hadn't provided the visas.26 Eager for additional staff, he said, “This will allow more rapid access to Chinese facilities and will help to increase the number of FDA inspectors who have in-depth knowledge and expertise about current challenges that Chinese industry faces.”27
In another move, China forced the FDA to close its offices in Guangzhou and Shanghai. The government claimed it was a violation of the Vienna Convention for FDA staff posted in American consulates in the two cities to travel outside the geographic jurisdiction of their consulates to conduct inspections.28 Forced to relocate, the FDA staff moved out of the two consulates and into the American embassy in Beijing in the fall of 2014. The FDA office in Shanghai is closed, and the Guangzhou office has one locally employed staff member.29
When then FDA commissioner Dr. Margaret Hamburg visited China in November 2014, she said, “We have every reason to believe that we will be getting the visas very shortly.”30 The agency had identified nine people to work in its offices in China, but the Chinese government continued to delay visas.31
“WHAT WOULD DOCTORS, PHARMACISTS, NURSES, AND PATIENTS THINK OF THIS?”
Chinese-owned companies are not the only ones that get into trouble. American-based pharmaceutical giant Pfizer™ owns a plant in Dalian, China, that ran afoul of federal standards. Employees hid documents from inspectors that revealed two sets of manufacturing records, an official set and an unofficial one.32
During our walk-through inspection of your firm's manufacturing unit, we noted the presence of a stack of documentation approximately eight inches high. We entered the room and proceeded with our inspection. Approximately ten minutes later, upon our return to the location where the stack of documentation was identified, we found that it had been removed. We requested its retrieval and were brought approximately one-third of the original stack. We then requested an interview with the individual responsible for the removal of the documents and found that he had removed the remaining two-thirds stack from the manufacturing area and placed them in the upper floor construction/expansion area within a wood crate.33
The unofficial set of manufacturing records had a sticky note saying the materials were past their expiration date.34 Inspectors also found inadequate washing and toilet facilities.
During our inspection of your unit, we noted the presence of a stand-alone washing and toilet facility approximately fifty yards from the aseptic manufacturing facility that was in significant disrepair. Upon entrance to the facility we found no handwashing facility was provided and an open pit appeared to be used as a urinal.35
We spoke to a pharmaceutical industry consultant who worked for many years in the industry and who said this about “outrageous” sanitation issues such as open-pit toilets: “Can you imagine if this was found in the United States or Europe? Can you imagine what pharmacists, doctors, nurses, and patients would think of this if they knew?”36 Bloomberg reported that Pfizer said the agency's findings had no impact on the quality or safety of products on the market.37
WORLDWIDE CHALLENGES
Indian manufacturers have come under intense FDA scrutiny and faced a deluge of warning letters and import alerts for compliance problems, quality control issues, and data integrity concerns. Its pharmaceutical industry moved up the value chain to become the largest supplier of generic drugs to the United States.38 State-of-the-art manufacturing plants in India make high-quality products, but quality concerns continue.
India is different from China because it is not an existential threat to the United States. It does not have a centralized plan, designed and executed at the highest level of government, to drive out global competitors, dominate the world market, instill fear of retribution, or use its leverage to extract economic and political concessions from countries dependent on it.
Manufacturers in the United States run into manufacturing problems as well. Take the example of Johnson & Johnson, which sells Doxil®, a chemotherapy drug to treat ovarian and other cancers. Johnson & Johnson contracted with German drugmaker Boehringer Ingelheim™ to make it at its factory in Bedford, Ohio. The FDA discovered a litany of problems during an inspection in 2011. Metal particles were discovered in products made at the plant.39 Bacteria were found in manufacturing areas. Rainwater leaked from the roof into a sterile storage area. The plant was the only one that made Doxil, and the quality problems caused a shortage. Doctors had the unenviable task of rationing the drug, causing enormous distress for 2,700 patients on a waiting list. Since then, the FDA approved a new manufacturer.
The shortage of an essential drug reveals the challenges of managing a supplier in the United States a few hundred miles away that has the same language and culture. Imagine the challenge and cost of managing a supplier located thousands of miles away.
We asked a long-time US industry veteran what a level playing field looks like for manufacturers in the United States, and here is what he said:
We want a level playing field for all active ingredient and drug product manufacturers. And this means a level playing field for enforcement. Read enough warning letters issued to firms on the other side of the globe and you see outrageous sanitation issues such as open pit toilets…. My guess is that the FDA and the US Marshals Service would close the doors on this place immediately. Even if there is a warning letter and import alert put in place, those actions don't happen quickly. Warning letters take, on average, twelve months and import alerts appear to take about half that time. Until these actions are taken, the products continue to be sold in the United States. Because their costs are lower, insurers will choose them for formularies. After all, they are made in FDA-inspected facilities. Until we can get past this point, I don't see how we change things. Congress needs to know. Until then, the playing field will remain tilted to those who are problematic.40
And as long as the FDA is not permitted to enter a foreign manufacturing plant unannounced whenever it needs to, the playing field will never be fully even.
CHINA IS ON TRACK TO BECOME A PHARMACEUTICAL POWER….
China is rapidly moving ahead to achieve its aim of becoming a global pharmaceutical power. Many state-of-the-art drug-manufacturing facilities produce high-quality drug products for the United States, and the number of firms sanctioned by the FDA is a small fraction of the total.
China acknowledges it is still at a development phase and has a long way to go to assure drug and food safety. Indeed, it takes decades to instill a culture of quality, safety, and integrity, and rigorously maintain it.
Flexing its muscle, the Chinese government is rooting out bad actors and imposing harsh punishment on wrongdoers. “Powerful supervision makes powerful industries,” said Director Bi Jingquan, commissioner of China's counterpart to the FDA, at a press conference in Beijing in February 2016.41
Shaming scofflaws is a tactic that appears to be paying off. The Chinese government released the names of 1,622 new medicines awaiting approval for sale in China, and said it will publicize companies submitting fake or bad data to prove their products are safe and effective.42 Companies were given a one-month amnesty period to withdraw their request for product approval. Eighty-three percent of companies withdrew their applications.43 Conscientious drugmakers are rewarded. The government is publicizing locally made generic drugs that meet high standards and is using its enormous purchasing power to buy them when procuring medicines for the country's public hospitals.44
…AND AMERICA'S SHOCKING DEPENDENCE ESCALATES
China's ascendancy as a pharmaceutical power increases US dependence. The extent of dependence was revealed in 2015 when the FDA banned twenty-nine products from Zhejiang Hisun Pharmaceutical Company, one of the largest manufacturers in China, operating on a colossal scale, producing active ingredients destined for America and elsewhere.45
The FDA had received sixty-one complaints from Zhejiang Hisun customers about products allegedly contaminated with bacteria and lacking the full amount of therapeutic ingredient.46 Drugs without full potency are especially dangerous for people with cancer, infections, and other life-threatening conditions. They could die, and the disease, not the inadequate drug, will be listed as the cause.
Hisun dismissed customer complaints about bacterial contamination, according to the FDA. After the inspection, the agency lambasted the company in a follow-up letter:
From 2012 to 2014, several of your customers complained that microbial results were out-of-specification when they tested your active ingredient upon receipt. In your response, you concluded that the percentage of customer complaints reporting out-of-specification microbial test results was insignificant. You attributed the customers’ out-of-specification microbial results to test methods that differ from your own…. [Y]ou did not retest the batches that received out-of-specification microbial complaints, even after we pointed out this deficiency. You lack scientific justification to conclude that your customers’ out-of-specification findings are inaccurate or insignificant.47
FDA inspectors checked to see if employees properly tested products, recorded the results, and maintained good records, all standard practices for manufacturing safe drugs. They found systemic data manipulation:
During the inspection, we asked to review your lab's raw analytical data of the lots associated with four of the sixty-one complaints. However, you were unable to provide the raw data because it had been deleted. Without raw test data for the lots associated with these complaints, your firm could not adequately investigate the complaints, nor could you expand your investigation to determine whether other lots were affected by the same problems or take corrective actions, such as recalling drugs if appropriate.48
The inspectors witnessed an employee removing a USB thumb drive from a computer. When they asked the employee for the thumb drive, the employee walked out of the room with it. Fifteen minutes later, company management gave inspectors what they said was the original thumb drive.49 Was it the same one? FDA inspectors will never know.
Of the twenty-nine products banned, the FDA exempted fourteen of them because it feared a shortage. The import alert lists the names of the products exempted. When we showed the list of exempted products to a hospital pharmacist, she said six of them are used to make medicines for children with cancer and another is used for an AIDS-related cancer, Kaposi sarcoma. One of them is an active ingredient used to make daunorubicin, a chemotherapy drug for leukemia and other cancers.50 At the Cleveland Clinic, the drug was rationed because of inadequate supply, according to a New York Times article published four months after the import ban.51 The article did not mention the reason for the shortage.
A 2010 report prepared for the US-China Economic and Security Review Commission estimated that Hisun supplied 60 percent of the active ingredients for generic chemotherapy drugs in the United States, underscoring American dependence on a single company and concern about banning the product.52
Not everyone agrees that banned products should be allowed into the country. The FDA is sending a mixed message by allowing exempted products into the country.
Mark Paxton, then chief executive officer of Rx-360, a nonprofit consortium of manufacturers and suppliers from the pharmaceutical industry that wants to ensure the quality of medicines in the global supply chain, said,
I don't think drug shortages are an adequate reason to allow adulterated products in the United States. Organizations out there making good products for US patients are not real happy, so there could be a bit of a chilling effect on compliance. It makes for an uneven playing field. Companies can skirt the rules and still get their product sold by taking advantage of a shortage situation.53
Pfizer formed a joint venture with Hisun in 2012 to make generic drugs.54 The banned products were not covered by the joint venture, Pfizer told Bloomberg.55
WHAT HOSPITALS DON'T KNOW ABOUT THE DRUGS THEY BUY
“You put your orders in and get them,” said Paul Levy, former chief executive officer of Beth Israel Deaconess Medical Center in Boston, about how hospitals buy prescription drugs.56 “Hospitals don't do any secondary testing. The presumption is the FDA is managing all this. To have the capability in a hospital to do that kind of testing would be difficult to assemble,” he added.
We asked the chief pharmacist at a large healthcare system if she was aware of the import ban and whether the active ingredient in the daunorubicin her organization buys was made by the Chinese company. We watched as she searched the healthcare system's online pharmacy inventory and found that the daunorubicin it purchases came from Teva Pharmaceutical Industries™, the giant Israeli generic company. She called Teva, and a company representative would not tell her if the active ingredient came from Hisun. “It's proprietary,” the representative said.57
So, a healthcare system customer that spends hundreds of millions of dollars annually on prescription drugs can't find out if a drug it buys is made with a product that would have been banned had it not been for a shortage. Teva was willing to tell a Bloomberg reporter that it doesn't use Hisun as a supplier for products it sells in the United States.58 The information couldn't be proprietary if it told a major news outlet.
The pharmacist asked the Teva representative for a copy of the certificate of analysis for the active ingredient, the document from the manufacturer of the ingredient that lists each test performed, the acceptance limits, and results obtained. Certificates of analysis are issued for each batch of any ingredient and contain the date of release, expiration date, and signatures of the employees in the company quality control unit.
The Teva representative said the pharmacist should get it from McKesson™, the giant distributor that supplies the healthcare system with its generic and brand-name pharmaceuticals. That required more phone calls, and the chief pharmacist had a lot of work to do, so she never received any documentation. Even if the pharmacist could see the certificate of analysis, its trustworthiness could be in question if the product was made with ingredients from Hisun where the FDA had found systemic data manipulation.59
The pharmacist wanted to know if banned products are tested by the FDA to ensure that they meet required standards before they are exempted and allowed into the country. We asked industry experts if the FDA tests banned products before exempting them. Without knowing details of the specific situation with Hisun, which are kept under wraps, Paxton said, “I would imagine if [the] FDA has exempted a set of products coming in from a company outside the US, I would expect them to test batch-to-batch samples before allowing them into the country.”60
Companies that import active ingredients are responsible for monitoring their suppliers and testing active ingredients to ensure that they meet required specifications. But it took about three years for the complaints to the FDA about Hisun to result in products being banned.61
INSPECTIONS ARE NO GUARANTEE OF SAFE DRUGS
Inspections don't guarantee safe drugs. That's a lesson from the Zhejiang Hisun case in which multiple countries conducted inspections and allowed the company to operate for years. Hisun had eighteen inspections conducted by China's FDA, ten inspections by the US FDA, one inspection by the European Union's regulatory body (the European Medicines Agency), and inspections by German, Japanese, and Australian regulatory authorities.62 A report prepared by NSD Bio™, a biotechnology consulting firm, for the US-China Economic and Security Review Commission said the company's quality control system was reported to be “very close to advanced level internationally.”63 How the company received a clean bill of health for so many years is unclear.
FDA inspections in other countries are different from those it conducts in the United States. One of the biggest differences is that inspectors can't walk into a manufacturing plant in China or any other country without giving advance notice to government authorities, although unannounced inspections can occur.64
“Foreign inspections are generally announced in advance because the FDA wants to make sure someone is at the facility,” says Peter Saxon, who advises companies around the world on meeting good manufacturing standards.65 “You don't want to fly ten thousand miles and arrive to an empty factory,” he adds. “Foreign companies do considerable maintenance just before the FDA arrives. In the United States, companies can't do that because the inspections are unannounced.”
Language barriers can be a problem as well. A former federal official told us that a translator did not accurately communicate a critical message this official intended to convey to Chinese counterparts during sensitive negotiations. Another federal employee present during the meeting was fluent in the language and observed the soft-pedaling of the message. The translator was dismissed.66
Barbara Unger, a thirty-year industry veteran, says, “It's difficult to audit even with a good translator. You can't read the documentation and cover as much, so you just try to do your best. You can cover less than 50 percent of what could be covered if all documentation was in English.”67
Another industry veteran says,
I have friends who have worked in China and have gone to audit plants, and the forthrightness of information is so different from what we do here in our plant in the United States. It takes a lot longer to get information from them, sometimes days. When an auditor asks us for something, we have it in ten to fifteen minutes. My colleagues have told me it would take days, and you know they are scrubbing the data. They're showing you what they want to show you, in many cases.68
THE WHISTLEBLOWER
A rare inside story made headline news about how inspections can fail to stop bad medicines from reaching patients. The story was revealed only because a courageous pharmaceutical company employee took a career-derailing risk to force change and protect the public.69 The story began when the FDA inspected a manufacturing facility in 2002 owned by a subsidiary of British drug giant GlaxoSmithKline™ (GSK), located in Puerto Rico. In a warning letter to the company, the agency said that if problems were not corrected, products could be seized. A follow-up inspection later that year found the company made some corrections.
Cheryl Eckard, a global quality assurance manager for Glaxo, was sent to the plant to help fix the problems. It was a big job. The factory churned out a reported $5.5 billion in drug products a year.70 Eckard said she found drugs made in unsterile conditions. Medicine bottles were packed with different kinds of drugs. Avandamet® diabetes pills were mixed with over-the-counter Tagamet® antacid tablets. Antidepressant Paxil™ and Avandamet pills were found in the same bottle. She informed the company managers and told them the plant should be shut down, the FDA called in, and trucks leaving the factory should be stopped. That didn't happen. Eckard was fired.71
Eckard reported the conditions in the factory to the FDA. She became a whistleblower and filed a lawsuit in February 2004. Meanwhile, the FDA conducted additional inspections in 2003 and 2004 that revealed continuing problems, but the plant remained open. In 2005, the FDA and Justice Department sent armed marshals to seize $2 billion worth of products made at the factory that GSK did not recall.72 The federal government only takes such drastic steps when a manufacturer refuses to fix problems. Paxil tablets were confiscated because they could split apart and consumers could swallow the part without any active ingredient. Avandamet tablets, the diabetes drug with Avandia® as an ingredient, were seized because they didn't have the proper amount of the key ingredient. Some pills contained too much and others too little.
The GSK subsidiary pleaded guilty in 2010 to distributing adulterated drugs. It paid criminal and civil fines totaling $750 million for selling drugs that didn't meet quality standards to Medicare and the Department of Veterans Affairs73.
GSK responded to a 60 Minutes report that aired in December 2010 after the settlement that the company had been working with the FDA since 2001 to fix the plant.74 Those fixes apparently didn't work since federal officials had to raid the factory four years later. Eckard told 60 Minutes that the company had received a complaint from a pharmacist after a grandmother picked up a prescription for Paxil for her grandson. She opened the bottle in the store in front of the pharmacist and said the pills had always been yellow. But the month before, the pills in the bottle were pink and he became sick. The pink pills were ten milligrams, and the yellow ones were twenty-five milligrams, two and a half times the prescribed amount. During a mix-up on the production line, bottles labeled as ten milligrams were filled with twenty-five-milligram tablets, Eckard said.
In its response to 60 Minutes, GSK vigorously denied that people were harmed, quoting US Attorney Carmen Ortiz as saying, “We did not uncover any evidence that patients were harmed from these adulterated batches.” The truth is authorities don't go looking for the injured. The injured have to come to them.
LOOKING FOR WHISTLEBLOWERS
Pharmaceutical Integrity Coalition's Kevin McNeil spent decades in the pharmaceutical industry and wants consumers to feel confident and trust their prescription drugs.75 He cofounded the coalition to identify and correct gross deficiencies in drug manufacturing wherever they occur. The coalition's tagline: “We Are Not Pharma—We Are Fighting Bad Pharma.”76
He is looking for whistleblowers, and here's why he does it:
We don't know what's in the vials on the shelves of our retail pharmacies and our hospitals right now. It deserves to be discovered and revealed for the greater good of America and the rest of the people in the world who depend on this industry. Right now, it's secret. I'm taking generic drugs right now for various ailments and my cholesterol bounces all over the place, and I don't know the quality of the product. I am sure many of the large companies want to pursue ethical manufacturing. I am sure there are plenty of companies that will overlook things because of convenience or because their manufacturing practices are deficient. The problem is finding them out.77
As generic drugs came onto the market and drug manufacturing went global, US companies operated on an uneven playing field, making it difficult if not impossible to compete with low-cost competitors offshore. Says McNeil,
They focused on the bottom line and cut the bottom line. The people with tenure tended to be eliminated. The institutional knowledge was leaving. Loyalty to company was gone. Adherence to good manufacturing practices was compromised. Young people came in with no mentors, no legacy. They weren't inculcated with the ethics of manufacturing the way it should be done.78
The Pharmaceutical Integrity Coalition provides a safe harbor for insiders anywhere in the world to report unsafe drugs that don't meet US standards, and connects them with experienced attorneys. McNeil says he does this work in the public interest and receives no money. For him, it's about ensuring that doctors, patients, and the public can trust every pill, tablet, and drug vial in corner drugstores, hospitals, and medicine cabinets in the United States and around the world.
Will whistleblowers report quality problems in companies making drugs in China? The risks of retaliation are high for whistleblowers in the United States and elsewhere, and surely the risks are very high in a country with unwavering intent to bolster its image at home and abroad. In the end, government oversight and enforcement can never substitute for corporate integrity. Susan Winckler, former chief of the staff at the FDA, compared the limits of government regulation to child-rearing:
It's like a parent telling children to clean their room. They will clean it because of an inspection. But the next day? They are unlikely to keep their room clean unless it becomes part of how they live and internalize it. Regulation doesn't create the internalizing; it can't fix an absence of a culture. We can't inspect our way to assurance of good manufacturing. There has to be an ethos.79
THE ETHICS OF MAKING MEDICINE
We wanted to know how a high-functioning drug-manufacturing facility operates, so we asked industry veteran Craig Langdale to describe the gold standard for drug manufacturing.
The company I work for is very ethical. We test absolutely everything that enters our facility, and we have a vigorous audit program where we audit every vendor. I can't say everyone does that. We're inspected by regulatory agencies from countries all over the world, primarily the United States, Europe, and Japan. If you get those three to inspect your facilities and products, most other countries will use their results. So, we get inspected by all these different countries, and it is very subjective and only a week, and there's no way for them to see everything. We are very proud that we've gone ten years with practically zero observations. We spend a lot of money to make sure we get the best of everything.80
ARE MEDICINES FROM CHINA SAFE? HERE IS WHAT INDUSTRY INSIDERS SAY
Industry insiders say progress has been made in assuring safe drugs because of the increase in inspections and the large number of import alerts that can motivate companies to improve. Mark Paxton, former CEO of Rx-360, says, “As China FDA levels the hammer, I think we'll see a higher quality of materials coming out.”81
When we asked industry insiders and observers what they do when they go to the drugstore to pick up a prescription or buy an over-the-counter product, we received a variety of reactions.
A long-time industry employee, Cheryl Neath, admitted,
I have stopped taking vitamins because the components are mostly Chinese-made even if the tablets or capsules are made in the United States, and there's minimal oversight of supplements like vitamins. With antibiotics, that's scary. I will get the antibiotic with the brand name on it. I sent my husband back to the pharmacy saying, “Don't bring me the generic.” Rightly or wrongly, I think the people who work for brand name companies have more invested. When my mom was on a blood pressure medicine and it was going off patent, I told her you don't want that since I knew who would be the generic drug maker, so the doctor left her with the branded medicine.82
Mark Paxton said,
As a consumer or healthcare provider, I want to know who makes it. I'll look at the label, and it will say either manufactured by, manufactured for, or distributed by. Reputable firms are well known with well-defined compliant post-marketing processes. But then there are those—especially newer companies—that I wouldn't recognize, and this is especially true of generics, believe it or not. The fact that FDA-approved products from them doesn't address a robust compliance profile, so I'd want to research them a bit more. For reputable firms with large portfolios of drugs, 99 percent of the time they will be good. They have too much at risk.83
Steve Dickinson, an attorney who advises US companies that conduct business in China, wrote to us and said,
My wife is a Chinese-born engineer. A good friend of mine in China is a US-trained biochemist who works for a drug manufacturer in Shanghai. I mentioned your question to them today. They both said, “I would not take a drug that I knew was manufactured in China.” These people are not ignorant peasants. They are both highly-trained scientists/engineers. This shows what this is all like for us folks who live in China. We all think the Americans are a bit naïve. There is a reason for the China price.84
Peter Saxon, who helps companies in China and around the world meet good manufacturing standards, said,
In the companies I assist, all of them have reached an acceptable level of compliance with good manufacturing standards. Those that have not, I refuse to represent during an FDA inspection. I measure acceptance by a simple value judgment. If my ninety-year-old mother needed this medicine, would I have any concerns if she used it? If I am confident in the quality using this yardstick, I am confident the pharmaceutical will be safe and effective. This is my definition of what is acceptable.85
Former FDA official David Carter summed up the reason for the wide range of views about the safety of China's medicines. “I don't think the information is there to say they're bad, nor is it there to say they're good.”86
“PEOPLE HAVE NO IDEA…”
Although the FDA has new authority to protect the American public, the risks of outsourcing are changing and pose a threat to the safety and reliability of America's medicines. Even with stepped-up inspections, the super-long supply chain increases the risks exponentially.
A company executive with pharmaceutical-maker Amgen™ described to an industry audience the long links in the global supply chain, saying his job is to monitor “our suppliers’ suppliers’ suppliers.”87 The complexity is driven by procurement departments in pharmaceutical companies looking for the cheapest products to make drugs. The manufacturers of active ingredients are “beaten up by pharma's procurement departments,” Louis Garguilo, editor of Outsourced Pharma, wrote.88
The drive for cheap has breathtaking consequences. At Peking University, then FDA commissioner Dr. Margaret Hamburg told an audience that the global supply chain for America's medicines “spans not simply different factories or farms, but different nations.”89 She added that “the risks are greater at every step in our increasingly complex global supply chain networks today. Sometimes these hazards are the result of a lack of quality control…and sometimes, these hazards stem from intentional acts of diversion, counterfeiting, or adulteration.”90 At a Council on Foreign Relations meeting in 2011, Dr. Hamburg said,
I think people have no idea in this country and around the world about the vulnerability of things that we count on every day, food, drugs, medical devices, and other related products. And that we have a system that has big gaps in our protective mechanisms and that it's a growing problem.91
Threats have become more sophisticated. “The reality is that manufacturers and others in the supply chain around the world may place economic gain above safety and public health or have even more malevolent motivations,” said Deborah Autor, then deputy commissioner for Global Regulatory Operations and Policy at the FDA, in a speech to American importers and exporters.92 “Increasingly, the Agency—as well as industry—must contend with ever-more sophisticated threats of fraud, product adulteration, and even terrorism,” she said.93
The FDA's job is to prevent the proverbial dam from bursting and stop a flood of lethal products from entering the United States. Its dedicated professionals are far better equipped now to detect a disaster sooner and react to it faster than when the heparin incident occurred. By building closer working relationships with its counterparts in other countries, agency officials receive more timely information about troublesome manufacturers and products.
The FDA says drugs are safe. But the outsourcing of America's medicine making is so complex it seems impossible to ensure that they are safe.
“The reason our work is so cheap is that we are not liable for consumer protection. If we were liable, the product would be very, very expensive.”
Over a waffle and bacon breakfast at the Hilton at Phoenix Sky Harbor Airport, Charlisa Allen opens a manila envelope filled with a trove of family photos. Summer has not arrived, but the one-hundred-degree heat is scorching. From the window, palm trees and flowering lantanas can be seen decorating the patio.
“My husband loved to fly-fish,” she says, smiling at a picture of Bob holding a rainbow trout and squatting by the edge of the Pecos River in the Sangre de Christo Mountains in New Mexico.1 The red granite bands decorating the riverbank are a striking contrast with the azure sky.
Their daughter Jennifer, petite and lithe, has neatly combed blond hair that rests below her shoulders. “She was really into soccer,” Charlisa says. “My husband drove her to all her games and never missed a single one.”
Joshua's college graduation photo shows he's surely his father's son, tall, with a thick mop of black hair and a widow's peak at the center of the forehead. “He looks just like his dad,” Charlisa marvels. “When I look at my son, I think of my husband all the time.” Beaming with motherly pride, she adds, “He got a full academic scholarship to Tulane.” She shares his college admission essay in which he wrote, “My dad always told me that while he was not the best and the brightest, he was still successful because he gave all of his effort to every endeavor.”
Charlisa met Bob in the summer after her first year at the University of Missouri medical school. She was working in Baltimore and living with her brother who was attending Johns Hopkins medical school with his best friend, Bob. On a hot afternoon, Bob came over and met Charlisa for the first time.
“He was really into sports, and I thought we weren't really compatible,” she says with a smile. On their first date, the 6’3” sports enthusiast invited Charlisa to go sailing on Chesapeake Bay. It didn't turn out as Bob had hoped. With a bubbly laugh, Charlisa recounts the day as a total disaster. “The mast collapsed, and we were marooned in the bay. The coast guard had to come rescue us.”
With so many active ingredients and finished drugs made in China, we wanted to know if Americans have any legal recourse in the unlikely event of a problem with a product. We asked Steven Dickinson, an attorney with the law firm Harris Bricken in Seattle, who lives in China and whose practice is with foreign companies that conduct business there.
Dickinson said when a US company buys a drug product from a Chinese manufacturer and sells it in the United States, Americans who believe they were harmed by the drug can seek a claim against the US company.2 In the case of the contaminated heparin sold by Baxter™,3 people who believed they were harmed could file a claim.
In another scenario, if a drug is made in China by a Chinese firm and distributed in the United States by a US sales and marketing firm, the American consumer has recourse against the sales and marketing firm, says Dickinson.4 He adds that the US-owned firm is taking a high risk if it doesn't buy insurance, which is likely to be expensive.
Another likely scenario is if a Chinese manufacturer has a US-based subsidiary. An American consumer does have a remedy against that subsidiary. “The problem is that the subsidiary probably has little to nothing by way of assets,” said Dan Harris, managing partner at Harris Bricken.5
Dickinson advises US companies that do business in China to buy product liability insurance, but most don't. This leaves them and their customers exposed to claims against the Chinese manufacturer.
The Chinese companies know this, and he says their explanation for why their products are so cheap goes something like this: “[W]e are not liable for consumer protection. If we were liable, the product would be very, very expensive. If you want a cheap product, the price is that we do not take any liability for consequential damages.”6
Dickinson explains that this view is well known in China but typically ignored by US and European drug companies:
Everyone in the West wants the “China price” but they seldom understand what that means. In many or most cases, if the full set of Western standards is loaded onto the product, the “China price” completely disappears.7
Back at the Mayo Clinic™, while Bob Allen was in the operating room undergoing a heart and kidney transplant on February 27, 2008, Charlisa waited with his parents, hoping beyond hope.8 “I knew intellectually it wasn't going to work,” she said. “On the other hand, you're still so hopeful you can't focus on it not working.” She wrote to family and friends,
I received the call early this morning (1:30 a.m.) that a donor heart and kidney had been located in San Diego. Bob was taken into surgery around 5:30 a.m. this morning, while the other team retrieved the organs. I will update everyone when I have more news. We are all fine, tired of course, but in good spirits. Thank you everyone.9
As the hours dragged on, a nurse, who took care of Bob in the ICU, came out of the operating room with tears streaming down her face. Soon, the surgeon came and talked with Charlisa and Bob's parents. The heart transplant had failed. The plan to transplant a kidney was abandoned because so much irreversible damage had been done to Bob's body and the transplant would have failed. Bob was moved to the ICU where he remained sedated for the coming days.
The following day, despite all odds, Charlisa tried to keep hope alive.
Bob has undergone the transplant surgery yesterday. Due to the severe complications with his lungs, his new heart had difficulty pumping…. He is sedated and the situation is critical. The Mayo Clinic has experience with these types of problems and they are not giving up on him. Please send any positive thoughts and prayers his way.10
Four days after Bob's transplant, he remained in critical condition and Charlisa, still hoping beyond hope, wrote,
We are still in the hour-by-hour phase, so this can go either way. I think it is a miracle that he has made it this far. I go from planning his memorial service to planning safety bars for him in our bathroom. I know that all your prayers have gotten us this far and I so appreciate this.11
The following day she penned,
Bob continues to improve this evening. He is blinking his eyes when we speak to him now! They are continuing to pull off fluid with dialysis in order to get him ready to come off the lung bypass. It is a miracle that we have come this far with him. My son added a family photo of us on vacation in Hawaii that you can see.12
On March 4, more news:
I spoke with the surgeon and medical team today and they are encouraged by Bob's progress…. He is not in rejection and no signs of infection. The new heart is functioning well. They tried to wean him off the lung bypass, but he is not ready yet, so plan to try again Thursday. We know that Bob will have a slower recovery than we had hoped if he survives, but we are prepared for this. Thank you for all your continued prayers and support.13
On March 6, Charlisa wrote,
Today he goes in for surgery to attempt to close his chest and place him on a ventilator. He continues to fight and we thank you for all your prayers.14
That night, as was her routine, Charlisa stayed at the hospital until about eleven o'clock and went home to be with Jennifer and Joshua. The next morning when she woke up, she felt as if someone was standing over her bed. The phone rang, and she knew it was the Mayo Clinic. “You need to get here right now,” said a voice on the other end of the phone.15
When she arrived at the hospital, a priest and social worker were in the family conference room. The surgeon arrived, tears in his eyes. Charlisa knew the doctors and nurses had done everything humanly possible to save her husband. That evening she wrote,
After a courageous fight and long journey, Bob is gone. He put forth a superhuman effort in this struggle, but it was not meant to be. I will always cherish my memories of him and thank everyone for all your prayers and support. A memorial service will be planned for a later date.16
“It was a horrific end,” Charlisa says of the three tortuous months. “I wouldn't wish it on my worst enemy.”17
Bob had been in excellent health and healthier than most men his age. With his medical history, the likelihood of him having a heart attack was 1.7 percent, using the American Heart Association risk calculator.18 He didn't smoke or have diabetes. He had no family history of heart disease. His blood pressure and cholesterol were normal. The abdominal pain that brought him to the Mayo Clinic emergency department was caused by inflammation in his small intestine, just below the stomach, a condition called duodenitis that is not life-threatening.
When doctors examined Bob's heart after it had been removed from his body, it had no telltale signs of heart disease. Heart attacks can occur because globs of fat, or plaque, accumulate on the inner lining of the heart's arteries. If a piece of plaque detaches from an artery wall, it can block the flow of blood. His arteries were free of blockage caused by heart disease.
In the catheterization lab, pictures of his coronary arteries showed extensive clots in his two largest arteries, and doctors removed the clots. He was given two more doses of heparin, larger than before, at 11:52 a.m. and 11:53 a.m.19
Eleven minutes later, his heart began to fail, a condition doctors call cardiogenic shock.20 He developed severe, life-threatening low blood pressure. Doctors did everything they could to raise his pressure, but his heart could not pump enough blood through his body. He suffered a massive heart attack. The blood clots cascaded to his kidneys and other organs, and they, too, became deprived of oxygen.21 A medical catastrophe was unfolding.22
THE CURSE OF MEDICINE
Bob lived with the curse of medicine. As a physician, he understood the horror of knowing too much. He knew there was virtually no hope he would walk out of the hospital alive. “A doctor couldn't come into the room and say everything will be okay,” Charlisa says. “My husband knew the probable outcome, but he was brave and stuck with it anyway. He did it for us,” she says, her voice breaking.23
Charlisa filed a lawsuit in 2010 against Baxter and Scientific Protein Laboratories™ (SPL), whose company in China supplied the contaminated active ingredient in heparin sold by Baxter.24 The suit alleged that all of the heparin Bob received on December 2 was contaminated Baxter heparin, and it caused the dramatic medical problems that led to his death.25
“This was the only way I could get the truth,” Charlisa says.26 She had to file a lawsuit to receive the 2.5 million pages of his medical records and have expert physicians review them and write their independent assessments of why her husband died.
Charlisa's lawsuit and 573 other lawsuits from around the country were consolidated and transferred to a single federal court in Toledo, Ohio, a common practice in product liability cases.27 The Toledo court coordinated requests for documents and evidence so plaintiffs didn't have to ask for, and defendants didn't have to provide, the same information to 574 plaintiffs and their lawyers.
The judge appointed in the case, the Honorable James G. Carr, established criteria that cases had to meet before they could proceed to a jury trial. An injured person had to suffer a reaction within sixty minutes of receiving heparin, based on evidence from the Centers for Disease Control and Prevention about the usual timing of reactions from contaminated heparin.28
Only people who had certain symptoms known to be associated with contaminated heparin could pursue their cases. If a case did not meet the criteria, it was dismissed. Charlisa's case met the criteria for the case to proceed.
About a year after the lawsuit was filed, Baxter and the other defendants requested that the judge dismiss the case. “The patient could not have received contaminated Baxter heparin,” the lawyers for the defendants argued.29 “[P]urchase records produced by Mayo Clinic Hospital show that the first vials of Baxter 5,000 u/ml heparin were not sent to the hospital until December 11, 2007—9 days after the patient's alleged receipt of contaminated heparin,” they claimed.30
The defense argument was a knockout blow, it seemed, but it had a fatal flaw. The heparin was shipped from pharmaceutical wholesaler Cardinal Health™ to the Mayo Clinic Hospital at 13400 E. Shea Blvd. in Scottsdale, Arizona. This is the address of the Mayo Clinic, an outpatient facility with 240 exam rooms, an imaging center, and pharmacy.31 Charlisa's lawyers were quick to point out that defense attorneys had the wrong address. Bob received his care fifteen miles away at the Mayo Clinic Hospital located at 5777 E. Mayo Blvd. in Phoenix.32 At the disclosure of this information, Baxter's lawyers withdrew their motion to dismiss the case.33
Charlisa's aim was to have a jury trial at home in Arizona. “I want the public to hear what happened and decide the outcome,” she said.34 But the path to a jury trial is littered with obstacles. A pocket guide for judges overseeing product liability cases consolidated in federal courts advises judges to encourage mediation and settlement out of court.35 In Charlisa's case, Judge Carr did just that. “The first thing they tell you in mediation is how little your case is worth,” she says. “Then they tell you the risk of going to trial and having your case dismissed is great.”36 Charlisa told the mediators she thought mediation should be an opportunity for the guilty party to admit fault, and then both sides come to a resolution. Of course, that did not happen.
“POURING GAS ON A FIRE”
Charlisa's medical background helped her make her case during mediation. “When Baxter came up with objections, I jumped in to explain to the mediator what happened to my husband medically,” she said. “I was the only one in the room who had medical training. It also helped that my dad was a prosecutor, so I know a little bit about the law.”37 Charlisa says she kept asking a question the defendants’ lawyers could not answer:
If you think it wasn't contaminated heparin, how do you explain what happened to my husband? Eleven minutes after getting two large doses of heparin, my husband's heart and all his organs failed, and the more heparin he received, the worse he got, like pouring gas on a fire. What is your explanation?38
Charlisa says one of Bob's doctors told him he received contaminated heparin, perhaps because he was a fellow physician and a member of the same professional tribe.39 Armed with this information, she proceeded with confidence that she had a solid case. Charlisa went to mediation three times and refused to settle.
Other people settled for as little as $10,000 or $50,000 when they lost a limb or a kidney. That won't begin to cover the cost. They'll be on dialysis for the rest of their lives and may not be able to work. They settled because they had little choice. If they didn't take the offer, their cases would be dismissed. They couldn't know what questions to ask because they aren't physicians, and there's no reason they should know.40
After unsuccessful mediation, the defendants tried again to have Charlisa's case dismissed in October 2015. They claimed that her lawyers had not established that the heparin Bob received was Baxter's heparin, or that it was contaminated.41 Charlisa's lawyers filed a statement opposing the companies’ motion for dismissal. Because many supporting documents are filed under confidential seal, it is impossible for the public to know the basis for the defendants’ request to dismiss the case.
Judge Carr denied the defendants’ request. In a May 2016 ruling, the judge said Charlisa's lawsuit could proceed to a jury trial in Arizona where her lawyers could present evidence in support of her case. Delighted with the judge's decision, Charlisa said, “I'll get to talk about it in a trial,” which was not possible during the pretrial phase that occurred 1,900 miles away in Toledo, Ohio.42
Judge Carr wrote in his decision, “If plaintiff can prove any harm Allen suffered within sixty minutes after the 11:52 a.m. and 11:53 a.m. heparin administration was of a kind that normally occurs from contaminated heparin, and Allen's health problems were, at least, in part due to receiving contaminated heparin, she will prevail.”43 But if the jury finds that the heparin doses at 11:52 a.m. and 11:53 a.m. didn't contribute to Allen's health problems, the defendants would prevail, the judge added.
Charlisa's progress on the journey to justice is a rare bright spot. Of the 574 cases in the Ohio federal court, it appears that hers is the only one that will be heard by a jury.44 The other cases were settled or dismissed, according to court statistics maintained by the Federal Judicial Center in Washington, DC.45
We emailed the Ohio Federal District Court Clerk's Office to find out how many cases were dismissed and how many were settled, and were told the court does not have the information readily available because it requires a painstaking review of court documents for every case.46
Charlisa is dismayed the companies have spent millions of dollars defending a case like hers. “What they should do is what any normal person would do and say, ‘Oh, gosh, I made a mistake, I feel terrible,’ rather than try to hide everything and sweep it under the rug.” Charlisa's case progressed because she is a doctor and could explain to her lawyer what happened medically to her husband. “It shouldn't take someone like me, a widow with two children who happens to be a physician, to hold people accountable,” she says.47
The trial is scheduled to begin in Phoenix, Arizona, in March 2018. “I want people to know how bad this really was,” she said. “What they did was wrong. My husband had a horrific death.”
Back at Sky Harbor Airport, Charlisa's voice turns wistful, trailing off: “We were together twenty years. We had a great life, we really did. My husband was a wonderful dad. Some people never have that. We swam with dolphins. I tell my kids that I'm lucky to have had the time with him that I did.”48
Bob was a bird lover, and cardinals, with their brilliant red plumage, were his favorite. “This may seem crazy, but when I flew to New Orleans to celebrate my son's graduation from Tulane, a cardinal suddenly appeared in the backyard where we were gathered,” Charlisa says. And it happened again.
A few weeks later when I received the judge's ruling granting a jury trial, I was sitting on my patio thinking about all that's happened. Suddenly, above my head I heard a northern red cardinal's distinctive chirp. I looked up and saw a flash of red in the cluster of ivy that hangs on the wall separating my yard from my neighbor's. I had never seen one at my house before, and they're rare in Phoenix. I feel as if my husband is still here, watching over us.
“In healthcare we usually operate like a mom-and-pop shop and don't aggregate information about bad reactions to medicines, or investigate for shared causes and commonalities.”
A poorly made or deliberately contaminated prescription drug is a perfect crime. It is hard to detect. Manufacturers keep the public in the dark. Regulators are tight-lipped so they don't offend manufacturers. Perpetrators are rarely caught. Most victims are unaware.
Here's a best guess of how many people received contaminated heparin based on publicly available information. We have to guess because no one counts, and no one is accountable for knowing.
In January 2008, Baxter™ recalled more than ten million vials, according to a study published in the New England Journal of Medicine.1 Some could not be recalled, of course, because they had been given to patients. An unknown number of additional vials were recalled by Baxter on February 28, 2008.2 When the FDA tested samples of the toxic blood thinner, contaminant levels ranged from 2 to 50 percent of the total content of the active ingredient.3 The higher the level of contaminant in the vial that a patient received, the greater the risk of harm.
Millions of people probably received a dose from the affected vials.4 If the dose was small, serious ill effects may not have occurred. If the dose was large, and multiple doses were administered, the harm could have been catastrophic.5
When we first met Charlisa Allen, one of the first things she said was the number of people harmed would fill a football stadium.6 Because serious safety concerns with drugs are underreported, she might be right.
SERIOUS DRUG REACTIONS VASTLY UNDERREPORTED
Sheer luck triggered the heparin investigation. At St. Louis Children's Hospital, two children were given the same drug, at the same time, in the same clinic, and had the same bad reactions. If only one child had a bad reaction, doctors would have reasonably thought the child was allergic to something and would have never considered the possibility that a toxic drug was the cause.
Doctors rarely think that a poorly made or contaminated drug might be a cause of a patient's deteriorating condition, especially in the fast-paced, task-oriented healthcare workplace. But the astute and proactive doctors at the hospital pulled the emergency break.
“In healthcare we usually operate like a mom-and-pop shop and don't aggregate information about bad reactions to medicines, or investigate for shared causes and commonalities,” said Dr. James Duncan, from the children's hospital.7 “Other industries use reports of what appear to be flukes to look for patterns and identify the causes. We should do the same thing in healthcare, but all too often we simply go on to the next patient.”
Two hundred forty-six reports were made by healthcare professionals to the FDA about deaths associated with heparin from January 1, 2007, to May 31, 2008.8 As with all reports it receives, the agency makes no claim of certainty that a death was caused by a drug. It doesn't review patient medical records or investigate the cause of death. The person who makes a report doesn't have to prove that a drug was the cause of death.9
The FDA briefed the media on conference calls during the height of revelations about the contamination. During a briefing on March 19, 2008, the FDA's Dr. Janet Woodcock told reporters, “On adverse events, fortunately, since Baxter's expanded recall on February 28, we have received no reports of deaths related to allergic reactions to the heparin that occurred after that date.”10 Bob Allen died on March 8, 2008. Apparently, his death was not reported to the FDA by March 19, 2008, the day of the call with the media.
Dr. Woodcock did not discuss the number of people harmed, or the nature of the injuries. “The information is too complicated to present over the phone,” she told reporters.11 “And therefore, we are going to be posting that on our website for people to look at so that they will have the numbers and timing of the reports of deaths and when the deaths occurred and so forth.”12
According to the FDA website, seven deaths were reported in March 2008, presumably after March 19, the day of the media briefing.13 Charlisa Allen wants to know if her husband's death on March 8 was eventually counted. She will never know because the FDA does not release the names of hospitals that report serious drug reactions.
Hospitals are expected, but not required, to report to the agency any serious drug reactions that result in death, life-threatening injury, hospitalization, or disability.14 The agency doesn't have regulatory oversight of hospitals, and there is nothing it can do to require hospitals to report, according to Madris Tomes, who worked at the FDA tracking reports of problems with hip and knee implants and other medical devices.15 Reporting is voluntary for doctors, nurses, and pharmacists.16
Only drug manufacturers, distributors, and packagers are required by federal regulation to report to the FDA, and they have to do so within fifteen days of finding out about a problem.17 Tomes said, “Manufacturers underreport and misreport. Not all of them. There are some good apples.”18
MedWatch is the agency's online go-to place to report safety concerns. “It's a nightmare,” says industry veteran Barbara Unger, referring to the valuable but voluminous information asked for on the reporting form. “I live and breathe this stuff, and I got two-and-a-half pages into writing a report, and I said to myself I'm not going to finish it. For anyone who is not trained, it's overwhelming. I did end up finishing it, but you have to be really dedicated.”19 This is one of the reasons that only about 10 percent of serious problems are reported.
DEATHS NOT COUNTED
When analyzing reports to the FDA on medical devices, Tomes says, “Even when problems with a device are reported, they might be misreported as injuries when, in fact, the patient died.”20 She adds,
Some cases where there were deaths, they were reported using words like “the patient passed away” or “autopsy.” The FDA doesn't count these as deaths unless the person who makes a report checks the “death” box.21
Tomes says that agency employees don't change or correct reports submitted because of concern about liability if a manufacturer's stock price drops after a lot of deaths are associated with a product.22
Brian Overstreet is the founder and chief executive officer of AdverseEvents based in Santa Rosa, California. His firm cleaned up more than three million reports to the FDA about drug safety concerns and made them easily searchable on a website.23 Problems with a drug can be quickly spotted, and prompt regulatory action can be taken to protect the public. Overstreet said, “Such underreporting and delays make it extremely difficult for the FDA or any other interested party to effectively identify and publicize current adverse event risks.”24 Timely action can save lives. Nearly 10 percent of drug adverse events reported to the agency in 2010 resulted in deaths, and 21 percent caused people to be hospitalized.25
FDA data is a treasure trove, if it were fully used for the public's benefit. AdverseEvents looked at 150,000 reports of serious muscle and tendon problems associated with cholesterol-lowering statin drugs. Some statins had a much higher rate of reports than others, but the FDA doesn't inform doctors or the public. The pharmaceutical industry exerts substantial control over the agency and prefers to keep problems with their products out of public view.
The AdverseEvents website is available by subscription to pharmaceutical, insurance, and other healthcare firms, and the company plans to start a service for patients. But pharmaceutical firms didn't want to see his data, Overstreet said.26 He told Xconomy, which covers San Francisco-based business and technology news, that pharmaceutical companies ran away from it and didn't want to pay for it.27
Madris Tomes says that the FDA reports should be open to the public and easy to search. She left the FDA and founded Device Events, a software application that makes it easier to understand the 5.9 million medical device adverse event reports and recalls in the FDA's data system. She says it takes the FDA two months to two years to act on problem reports it receives.28 About the FDA reporting system, she says,
You should be able to search reports to the FDA in a meaningful way, but they're not presented that way…. No physician or consumer can possibly understand the risks of a device because the FDA's system is too cumbersome. This is hard for me to say. I worked at the FDA. I know the analysts care. But they don't have the tools to do better.29
Kevin McNeil, chairman of the Pharmaceutical Integrity Coalition, says, “All adverse events reported to the FDA should be transparent and searchable. You should be able to search them by product and by deaths.”30
TRUST BUT VERIFY, BUT WHO'S VERIFYING?
Conscientious manufacturers of drugs, and everything that goes into them, spend a lot of time ensuring product safety. All manufacturers are required by the FDA to test their products. Usually a small sample is tested, so in a batch of two million pills, a hundred might be randomly chosen for testing.31 Companies that buy an active ingredient or finished drug from a supplier are required to retest it.
McNeil questions the quality of the testing, especially of imported drug products. “I am not confident that all companies test every incoming lot of imported active ingredients or drug products,” he said.32 “I think they use the documentation that comes with the product and don't test it when it comes into the United States.”
Joe and Terry Graedon found out that drugs aren't always tested as they should be. They are the founders of the People's Pharmacy®, the consumer-friendly website and radio program. Consumers contacted them about problems when they switched from a brand-name antidepressant to a generic that had just come on the market. It was causing unusual side effects and didn't seem to be effective.33 The generic was Budeprion XL™ 300 mg, an extended release pill taken once a day, marketed by generic giant Teva Pharmaceutical Industries™. It was supposed to gradually release its active ingredient throughout the day.
The Graedons contacted ConsumerLab.comSM, a privately held company in Westchester County, New York, that conducts independent tests of health and nutrition products.34 In 2007, ConsumerLab.com tested the product and released its easy-to-understand report to the public.35 It used samples from pharmacies where consumers buy them, not from the manufacturer who might pretest a sample and send the best.
The generic made by Teva was tested against the brand-name Wellbutrin XL® 300 mg. Within the first two hours of testing, Wellbutrin XL 300 mg released 8 percent of the active ingredient. Teva's generic released 34 percent in the same time period, which might have explained the unusual side effects users reported.36 The early burst of the generic faded later in the day, putting patients on an “unexpected roller coaster ride,” said Todd Cooperman, MD, president of ConsumerLab.com.37
The results defied everything the public had been told about generic drugs. The generic was not the same as the original. It took five years for the FDA to announce that Teva's generic was not equivalent to the brand-name product.38 Teva pulled its drug off the market.39
PATIENT NONCOMPLIANCE OR BAD DRUG?
A former FDA official named David Carter told us how patients can be blamed for noncompliance in taking their prescription drug in the manner and dosage indicated by the manufacturer or their physician when it doesn't have the expected result. “The medical community may understandably think if a drug doesn't work, it's a patient compliance problem and not a problem with a drug. It can be very difficult to know what is going on.”40
Publicly reporting the results of FDA tests can assure doctors and the public of the quality of the medicines. “We're relying on the scruples of the industry,” he said. “I tell my wife, if something doesn't work, maybe you need another manufacturer.”41 The problem might be an inactive ingredient, also called an excipient, that can affect the drug.
FDA TESTING OF YOUR DRUGS
The FDA had been dramatically underfunded with respect to testing drugs and their active ingredients, a mere $2 million a year, according to Bloomberg.42 In 2012, the FDA reportedly received a tenfold increase, which is still a miniscule amount.43
Most drug products tested by the agency meet federal requirements, according to data on its website. From 2003 to 2013, the FDA tested batches of nearly four thousand drug products. One percent, or forty-four, failed.44 It is impossible to conclude if a one percent failure rate is good news or bad news. Were millions of people exposed to high risks, or were a small number of people at minor risk?
As the agency increases its testing, it finds substandard products. In 2014, it tested an active ingredient sold by Medisca™, a Plattsburg, New York, company, after FDA inspectors visited the company's facility earlier that year. The inspection was triggered by reports the agency received that people were suffering serious medical problems after receiving a drug made with the active ingredient L-Citrulline, an amino acid. Inspectors collected six samples of the active ingredient. An FDA laboratory analysis found that two of the samples were a different amino acid, N-Acetyl-Leucine. The falsely labeled product could kill someone.45 The company was not the manufacturer. It repackaged and relabeled the active ingredient before selling it, according to the FDA warning letter to the company.46
We wanted to know where the active ingredient L-Citrulline was made. The FDA lists its test results on FDA.gov and says the product was “imported by Ningbo, China.”47 We wondered if this was an error and should have read “imported from Ningbo, China.” An online search found multiple suppliers of the active ingredient located in Ningbo, China. The public interest is served when accurate information is available about the country of origin of a toxic ingredient sold in the United States.
SO MUCH TO VERIFY
For decades Americans bought medicines with easily recognized brand names like Eli Lilly™ and Johnson & Johnson™ on the package. Today, consumers, hospitals, and pharmacies have a dizzying array of choices.
In the case of Lipitor®, a statin, and the generic atorvastatin, they are prescribed to lower the level of cholesterol in the blood. The FDA website lists seven generic sellers and one brand-name seller, Pfizer™.48
Consumers can choose a generic made in Seymour, Indiana, by Kremers Urban Pharmaceuticals™, according to a company customer service representative who answered the phone at its manufacturing plant.49 Or they can buy a generic version made in Slovenia by the generic arm of Swiss pharma giant Sandoz™, according to the DailyMed website.50 The brand-name Lipitor sold under the Pfizer name is made in Ireland.51
As the heparin tragedy revealed, medicines are differentiated by more than price. The ethics of a company, the education and training of the people who work in the plant and oversee quality control, and the cultural norms of a company and the country where it is made make a difference. These attributes are invisible to a doctor who prescribes a drug, a pharmacist who fills a prescription for it, a nurse who administers it, and a consumer who consumes it.
INFORMATION INEQUALITY
Nobel Prize–winning economist George Akerlof explained the advantage that sellers have over buyers with the example of the used-car market.52 Sellers know if a vehicle for sale on a used car lot was flooded in New York City during Hurricane Sandy, or has been in an accident that damaged the frame. The average buyer can't know the quality of a car by looking at it. The seller can take advantage of this information asymmetry, as Akerlof calls it, and sell a low-quality product as a high-quality one.
Fortunately for consumers, the used-car market has morphed considerably since Akerlof wrote his paper in 1970 while at the University of California at Berkeley. The business model for CarMaxSM and other companies is based on reducing buyer uncertainty. A company guarantees that vehicles have never been flooded or structurally damaged in an accident. Rather than take a risk of buying a used car advertised on Craigslist, many consumers are willing to pay a piece of mind dividend for the added assurance.
As a regulatory agency, the FDA tries to fix Akerlof's conundrum of information inequality between buyers and sellers of medicines. It sets standards of quality for all branded and generic drugs and enforces them with inspections and product testing. But the agency is virtually inaccessible to the public that pays its bills. Many people who work there are dedicated to serving the public interest, but the pharmaceutical industry has positioned itself as the agency's primary client. Industry influence explains why doctors, hospitals, and the public, who spend billions of dollars a year on prescription drugs, don't receive better information about the quality and performance of the medicines they prescribe, purchase, administer, or consume.
Public-spirited ConsumerLab.com tests different brands of vitamin supplements to find out if a brand contains 100 percent of the labeled amount, whether any contaminant is found, and if the supplement dissolves properly. Test results for twenty-nine supplements containing vitamin C are posted online, each with an overall rating of “approved” or “not approved.”53 Price comparisons are available, and a list of all the ingredients in each product is provided.
For a modest subscription fee, the public can see the test results. The information fills a huge gap since no federal or state agency routinely tests the quality of vitamin supplements before they are sold, says ConsumerLab.com.54
ENJOY A CHEMICAL COCKTAIL WITH YOUR GOJI BERRIES
Consumers have more luck finding information on the quality of food products from China than their prescription drugs. Greenpeace East Asia had samples of goji berries from China that were sold in the United States, including the Washington, DC, suburbs in Northern Virginia, independently tested. Results revealed they were laced with thirteen pesticides including carbofuran, considered a highly hazardous pesticide by the World Health Organization and banned on food crops in the United States.55
Another Greenpeace East Asia investigation found traditional Chinese herbs collected from stores in London, Paris, Amsterdam, Hamburg, Milan, Toronto, and Vancouver that were spiked with pesticide cocktails.56 Almost all tested positive for three or more pesticides, many considered highly or extremely hazardous by the World Health Organization, and some contained residues from twenty-six toxic chemicals.
Consumers in China are paying to have drugs independently tested, according to local Chinese media.57 An investigation into a fake drug racket began when a husband, whose wife had heart disease and diabetes, became concerned when her condition worsened after he had spent nearly $5,000 on medicine.58 He questioned the authenticity and quality of the drugs and had them tested. All of them were fake. After he notified authorities, they uncovered a $2.2 million scam drug operation. Is it only a matter of time before hospitals, doctors, and consumers in the United States pay for independent testing of drugs and other medical products when their performance is in question?
Dr. Stephen Tower, an orthopedic surgeon in Alaska, had hip replacement surgery, and he later learned that the manufacturer of the hip implant was forced to recall the device from the market. The so-called metal-on-metal hip implant was made with cobalt, which leached toxic material into the bloodstream and wreaked havoc on the health of many people whose doctors had used it. After Dr. Tower had a second surgery to remove the toxic product and replace it, he sent the “explant” (a term for devices that are removed from the body) to the Thayer School of Engineering at Dartmouth for independent testing. He sends implants he removes from his patients there, too. The results are not released to the public.59
Design defects and surgeon error, rather than manufacturing quality, have been the usual causes of implant failures.60 Looking ahead, as China increases the sale of its medical devices in the United States, who is testing them and how will the public know if they meet high standards for design, manufacturing, and performance?
“GOOD ENOUGH FOR AMERICA”
For most of America's history, medicines were downright dangerous. Most drugs were imported, and America was known as a dumping ground for shoddy products. “Good enough for America” is how Jacob Bell, a member of the British Parliament and a pharmacist, characterized the United States in the 1800s because of its willingness to tolerate imported drugs contaminated by ingenious tampering or sheer decay.61
A member of Congress and physician, Dr. T. O. Edwards, presented a report in the US House of Representatives on adulterated medicines in 1848.62 The country had become “the grand mart and receptacle of all the refuse merchandise of that description, not only from the European warehouses, but from the whole Eastern world,” he said.63 Back then, Congress didn't hesitate to criticize American businesses that bought adulterated medicine into the country and sold it to unsuspecting customers. Dr. Edwards said,
Our country…is the market par preference, of these worthless, adulterated and misnamed drugs…[of] various quality, from a little below the standard to the most worthless trash [that] finds its way to this country. This traffic once commenced and found to be extremely profitable, has increased to a frightful degree. Nor need we try to throw the blame exclusively on the foreign manufacturer. If the demand for these low-priced and inferior articles did not exist among our own traders, they would not be supplied.64
The Drug Importation Act of 1848, the first law to stop adulterated imported drugs, was signed by President James Polk.65 Government inspectors were posted at New York, Boston, Baltimore, and other major ports to check the quality of drugs coming into the country. After a year, more than ninety thousand pounds of substandard drugs from England, France, Germany, China, and other countries had been denied entry into the Port of New York. Political cronyism soon drove out competent inspectors, and enforcement was watered down.
The first standards for a modern drug regulatory system were written into the 1906 Pure Food and Drug Act that prohibited buying and selling adulterated and misbranded food and medicines. More than thirty years later, after more than one hundred people died from consuming a drug that contained a toxic solvent, President Franklin D. Roosevelt signed the Food, Drug, and Cosmetic Act of 1938 that required inspections of manufacturing facilities and a safety review of all new drugs before they could be sold.66
With ingenuity and determination, the United States created the gold standard for protecting the public against unsafe drugs. It was easier back then. The FDA oversaw what became a homegrown industry. American companies operated factories and employed skilled chemists, engineers, and production managers. Manufacturers knew their suppliers, which were located down the street or a short plane ride away. Language barriers didn't exist. The agency's highly trained field staff conducted high-stakes inspections every two years.
Kevin McNeil of the Pharmaceutical Integrity Coalition describes his experience in the industry this way:
I went into the industry in the early 1980s. At that time, there were not that many companies. Manufacturing was largely contained in the US by companies at home. They put physical plants near where they were doing business. They could see who was making what. I would want to believe from some of my early manufacturing that they were very compliant, highly professional. They would never think twice about cutting a corner. The older folks in manufacturing appeared to be religiously compliant with their discipline and were proud of it. And they would show you. As we would tour their manufacturing facilities, they were proud of what they had established, even with antiquated facilities; they tried to keep them up to date.67
WHEN THE AMERICAN PRICE MEETS THE CHINA PRICE
“Too many Americans want their prescription drugs filled just like they want their food at McDonald's[™]—fast and cheap—and the order better be right,” says Dr. Lucinda Maine, the chief executive officer of the American Association of Colleges of Pharmacy.68 As long as America demands the lowest price, China will be more than happy to oblige. And more heparin-like cases will likely occur.
In 2016, medical device-maker Boston Scientific™ was sued under the Racketeering and Corrupt Organizations Act (RICO) for allegedly masterminding a conspiracy to sell a product made with raw material smuggled from China.69 A lawsuit filed in federal district court in Charleston, West Virginia, claims Boston Scientific bought four thousand pounds of substandard raw material, not approved by the FDA, from a Chinese company. Boston Scientific is alleged to have used it to make a product called surgical mesh that is implanted in women for stress urinary incontinence. Boston Scientific has denied the allegations. As of this writing, a grand jury has been convened.70
IS “MADE IN THE USA” REALLY “MADE IN CHINA”?
Soldiers and veterans who had back surgery at a military or Department of Veterans Affairs hospital from 2007 to 2014 may have instruments or devices in their bodies made in China and sold illegally to the US government. Medical device-maker Medtronic™ sold products used in spine surgeries and other items that it certified were made in the United States.71 Company employees told a different story, however. Workers at a Medtronic distribution facility in Memphis claimed they were instructed to repackage devices and put fake country-of-origin labels on them as if they were made in the United States.72
According to whistleblowers who worked at the company and filed a lawsuit in federal court in Minnesota, Medtronic sold and delivered bone screws to the Walter Reed Army Medical Center in Washington, DC, that “had been manufactured in China, stored in inventory as ‘finished goods’ at the Medtronic-Weigao Joint Venture in China, then shipped from there to the Memphis Distribution Center, where it was repackaged and relabeled as US-made before shipment to the customer.”73 The complaint alleges that this is one of thousands of transactions where Medtronic relabeled products.
According to the complaint, “many products that Medtronic sells under its Government contracts are manufactured by a Chinese company, Weigao Orthopaedic Device Co., located in Weihai City in Shandong Province, China” and other manufacturers in China and other countries not permitted under the federal law. “Medtronic has close ties to Weigao Orthopaedic Device. In 2008, Medtronic and Weigao Orthopaedic Device formed a joint venture [the MedtronicWeigao Joint Venture] in China. Medtronic owns 51% of the joint venture; Weigao Orthopaedic Device owns 49%.”74 In a settlement with the US Department of Justice, Medtronic paid a $4.4 million fine and denied the charges.75
FOR THE COST OF TWO LATTES
If Americans like a bargain, they will like the FDA. Its funding from Congress is $2.6 billion a year, and it also receives about $2 billion in fees paid by regulated companies.76 This is a pittance considering that the FDA is tasked with assuring the safety of more than $1 trillion worth of food, drugs, and other products coming from a vast and complex web of suppliers.
Former FDA commissioner Dr. Margaret Hamburg reminded members of Congress that taxpayers get a “bargain” by paying a mere eight dollars a person for protecting drug and food safety.77 The FDA is compelled to appear thrifty when it faces the anti-government, pro-industry crowd in Washington that blames the agency for safety failures caused by the negligence of companies and their executives. Bargain-basement prices may appeal to ideologues, but the person sitting in a chair during a chemotherapy treatment for cancer would not be thrilled about getting a bargain when it comes to assuring the safety of life-saving medicines.
IT'S ABOUT TRUST
The federal government acknowledges that America's demand for cheaper Chinese products has caused drug safety problems. The FDA's budget request to Congress in 2014, which asked for more money for inspectors in China, said, “The result will be fewer import safety emergencies…and earlier identification of safety problems associated with foods, drugs, and ingredients manufactured in China.”78
Globalization has turned back the clock on decades of hard-won gains to ensure the quality of America's medicines. Years ago when the United States was a dominant global manufacturer of prescription drugs and active ingredients, it was unthinkable that so many companies would receive warning letters from the federal government because their manufacturing processes didn't meet required safety standards. Now, the FDA has the task of fixing what the free market has created and it's not easy. Industry veterans say the situation is getting better. As quality and safety appear to be improving, another big problem has been created. US dependence on China is increasing, and so is the risk to national security.
“If…the enemy was distributing viruses or bacteria to society, and it was the source of the drug to fight those bugs, you could find yourself in deep trouble.”
Aboard the USS Theodore Roosevelt on patrol in the South China Sea in the fall of 2015, then US secretary of defense Ashton Carter asserted freedom of navigation in international waters in the western Pacific where China had militarized artificial islands. In the Trump administration, the United States is continuing to patrol the South China Sea security hotspot, Rear Admiral James Kilby told the Military Times.1
As China's dominance has escalated there, a pharmaceutical industry veteran we spoke to wondered aloud about where the secretary of defense procures his medicine. We tried to find the answer.
After the September 11, 2001, terrorist attacks on the World Trade Center and the Pentagon, and after letters laced with anthrax spores were sent to congressional offices and media companies a week later, the US government needed to buy vast amounts of the anthrax antidote doxycycline to treat anthrax. It turned to the Portuguese company Hovione™,2 which made the active ingredient for doxycycline at its plant in Macau, a former Portuguese colony that was transferred to China in 1999.3 The American government bought enough of the antibiotic to treat twenty million people for two months, company chief executive officer Guy Villax told Bloomberg at the time. More than ten years earlier, before Operation Desert Storm, “[i]t was exactly the same situation,” Villax added.4 “Every soldier that went to Desert Storm had their doses of doxycycline in anticipation for bio-warfare.”
As a veteran of Operation Desert Storm in 1991, and as a senior army military intelligence officer, Brigadier General John Adams (US Army, ret.) understands the military's dependence on China for components in equipment critical to national defense. Adams served as deputy United States military representative to the North Atlantic Treaty Organization (NATO) military committee in Brussels. He is the author of the report Remaking American Security: Supply Chain Vulnerabilities and National Security Risks across the US Defense Industrial Base.5
In his book, General Adams identified raw materials and components supplied by China for equipment used in national defense.6 For example, night vision goggles are made with the rare earth element lanthanum, and 91 percent of it comes from China. Also, the chemical needed to produce the fuel used to propel Hellfire missiles comes from a single Chinese company. As US supplies dwindle, the military is dependent on a Chinese firm to provide butanetriol, the chemical needed to make the fuel.7
General Adams described the risks and their impact on military preparedness:
America's vulnerability today is frightening. This report is a wake-up call for America to pay attention to the growing threat posed by the steady deterioration of our defense industrial base. Excessive and unwise outsourcing of American manufacturing to other nations weakens America's military capability. As a soldier, I've witnessed firsthand the importance of our nation's ability to rapidly produce and field a sophisticated array of capabilities. There is a real risk that supply chain vulnerabilities will hamper our response to future threats.8
Product quality could be compromised and endanger the men and women who serve in the military. China could extort a higher price or pressure the United States to resolve disputes in China's favor.
When we contacted General Adams to tell him about US reliance on China for drugs and critical ingredients in them, he immediately grasped the significance.
I see this as a real vulnerability for our country…. We twisted ourselves in twenty-five different directions about Ebola. Imagine a large-scale attack? It would cause complete disruption to American society and to our national security. If an enemy releases anthrax and they control the antidote, the prospect send[s] chills up my spine.9
The Pentagon Defense Logistics Agency buys medicines for the military and their dependents stationed all over the world. They must be made in the United States or in an approved country, according to the federal Trade Agreements Act (TAA) of 1979. China is not a designated country. The TAA allows for exceptions when no other source is available.
We contacted the Department of Defense to find out which prescription drugs the Pentagon has purchased that are made in China because no other source is available. A spokesperson replied that the department has had to buy thirty-one prescription drugs from China.10
Prior to October 2012, the Defense Logistics Agency (DLA) met all its customers’ requirements for pharmaceuticals without the need to make non-availability determinations for pharmaceuticals produced in China. Due to the increasing commercial trend to rely on China for supply of active pharmaceutical ingredients, the DLA was compelled to make its first non-availability determination for a pharmaceutical of Chinese origin in October 2012. From that date to [the] present, DLA has made determinations of non-availability for thirty-one drugs produced in China.11
These drugs include an antibiotic cream, erythromycin, for eye infections such as pink eye (also called conjunctivitis); donepezil for Alzheimer's disease; and gentamicin cream and ointment for eye infections.
Because China makes so many active ingredients and chemical building blocks, it would seem that the military is far more dependent on China than the department's list initially suggests. We went back and asked the department's press office for further clarification but received no reply.
India's military is dependent on China for more than 90 percent of the active ingredients and chemical building blocks needed to make at least fifteen essential drugs, according to a Boston Consulting GroupSM and Confederation of Indian Industry report in 2014.12 The drugs manufactured with China-made therapeutic ingredients include common antibiotics such as amoxicillin, ampicillin, ciprofloxacin, and levofloxacin, which treat a wide range of infections, and the diabetes drug metformin. “Chinese Active Pharmaceutical Ingredients Are Already a Security Threat for India,” a headline blared in the India-based PharmaCompass blog.13
PHARMACEUTICAL INDUSTRY ADVOCACY FOR CHINESE-MADE DRUGS FOR VETERANS?
The pharmaceutical industry appears to have advocated for the Department of Veterans Affairs (VA) to buy drugs made in China.
The Coalition for Common Sense in Government Procurement is an association of commercial contractors advocating for what it calls “common sense” government procurement.14 Members include brand-name and generic pharmaceutical companies such as Abbott™, Johnson & Johnson, GlaxoSmithKline™, Genentech™, Pfizer™, Teva™, and others. The law firm Morgan, Lewis & Bockius, which is a member of the coalition, identified changes in policies and procedures to allow the VA to buy drugs made in China and other countries not permitted under the Trade Agreements Act.15
It recommended changing US customs law, which requires prescription drugs to be labeled “Made in China” if their active ingredients are made there.16 This change would obliterate information about the source of active ingredients for all drugs sold in the United States, and to allow imported drug products from China to be given to veterans. Another proposed solution was a statutory waiver of the Trade Agreements Act, which would also allow the VA to buy drugs made in China.17
In a sudden policy shift, the VA announced in April 2016 that while it previously required all drugs to be made in the United States or a designated country,
We are now requiring that all covered drugs, regardless of count[r]y of substantial transformation, be available…. In other words, we now accept covered drugs that were formally excluded due to their “TAA non-compliant” nature.18
The change signaled that companies can sell drug products made in China to the VA. We contacted the department's public affairs office for comment, and here's what they said:
[Y]ear after year, more and more pharmaceutical products are being manufactured outside the United States and designated countries, leaving the VA and other government entities struggling to easily obtain pharmaceuticals consistent with commercial practices and at prices set by statute.19
The VA had no option, it seems. Is the US military in the same predicament?
GONE IN A GENERATION
In 1988, scientists at Oak Ridge National Laboratory, a preeminent federally funded science and technology laboratory near Knoxville, Tennessee, had an emergency preparedness plan to assure the continuous manufacture of antibiotics in the event of a nuclear attack on the United States.20
The names, addresses, and telephone numbers of manufacturing plants owned by seventeen companies making penicillin and other antibiotics were carefully documented, along with a “how-to” guide to quickly build or repair plants if they were damaged or destroyed. The contact information for plants owned by the Upjohn Company in Kalamazoo, Michigan; SmithKline Beckman in Conshohocken, Pennsylvania; F. Hoffmann–La Roche™ in Nutley, New Jersey; Pfizer in Groton, Connecticut; Burroughs Wellcome in Greenville, North Carolina; Eli Lilly™ in Indianapolis, Indiana; and Abbott Laboratories in North Chicago, Illinois, were among those listed. That was 1988. Today, China dominates world production of chemical building blocks to make antibiotics.
The Department of Homeland Security (DHS) commissioned an assessment of US dependence on foreign suppliers of pharmaceuticals, medical devices, and surgical equipment. In a survey conducted for DHS by the Department of Commerce Bureau of Industry and Security that was published in 2011, 73 percent of companies said they relied on non-US based suppliers for at least one component or active ingredient essential for making their products.21 For most of the imported components or ingredients, there is no US-based supplier and only one global supplier. Cost and product availability were the reasons for foreign sourcing. The top concern among pharmaceutical companies was disruption in the supply of active ingredients.
Nearly one-third of companies surveyed said they had a significant supply disruption or shortage from 2007 to 2010. One company employee wrote, “We do not have redundant sources for the majority of our purchased product, and some supply is provided from non-US sources [so] we are currently vulnerable to such disruptions.”22 China was named as the country where disruptions occurred most often.23 Some firms say disruptions are just another risk of doing business. One company said it is no more vulnerable than its competitors.24
Environmental laws were blamed as the primary reason why most supplies of pharmaceutical active ingredients are obtained from other countries. Strict environmental protections in the United States increase manufacturers’ cost of production, making it difficult for them to compete with countries such as China where environmental laws are weak. A company that relies on non-US suppliers for chemicals said that environmental regulatory reform is needed so manufacturing in the United States becomes a viable option.
A company employee summed up the challenges this way:
We realize today's business world is global, but it is sad to see so much of our manufacturing go off-shore and decisions being made more and more based on purchase price rather than quality. And purchase price isn't including the price of managing the off-shore source, something that is an ever-increasing expectation from the FDA, and it is very, very expensive.25
Another company said labor costs and lower corporate tax rates are a reason for offshoring:
[A]s more firms outsource production to offset high labor costs and tax rates, companies that perform final assembly and test have to source more product overseas, lengthening our supply chain and introducing risk.26
A NATIONAL SECURITY VULNERABILITY
We asked two senior industry veterans who have worked in China if they believe a shutdown in exports of Chinese-made drugs and ingredients would cause the collapse of America's healthcare system. Both agreed that such a scenario is possible but unlikely. China wants to become a pharmaceutical partner and must prove it is a reliable business partner, they said. But such a scenario can happen. “We can't be naïve about it,” said former federal official Ted Kirk about the centralization of America's drug supply in a single country.27 Trade sanctions or a trade blockade could stop essential drugs from reaching hospitals and retail pharmacies. A public health crisis could require the US government to buy a large volume of drugs, and it may have to stand in line behind other countries.
Brand-name drugs are not immune to periods of scarcity. “Some of the starting material for them is no longer made in Western countries,” said Guy Villax of Hovione.28 “In terms of security, there is a big issue that nobody is acknowledging.”29
“WHY ISN'T IT A NATIONAL SECURITY ISSUE?”
At a 2014 meeting of the FDA Science Board, whose members are comprised of outside experts who provide advice to the agency's commissioner on complex scientific and technical issues, FDA official Dr. Janet Woodcock acknowledged a shortage of heparin.30 Members of the board identified America's dependence on China for heparin as a national security concern that needs to be elevated to the highest levels of government. In a transcript of the meeting, board member Dr. Lynn Goldman, dean of the Milken Institute School of Public Health at George Washington University, commented on the ubiquitous use of heparin in hospitals:
I'm thinking about the ubiquity of use of heparin and medical care, and for people hospitalized for anything, not just major problems. Almost any surgical procedure…you're going to have some heparin…. And so, I'm trying to imagine medical care without heparin, and it's hard to.31
Dr. Goldman wondered aloud about the national security implications:
If we have all the heparin virtually coming from a single country…there are shortages already, why isn't it a national security issue?…I mean, there's no government agency that can order people to put all of their pig guts after slaughter into heparin production.32
The Centers for Disease Control and Prevention (CDC) has a stockpile of medicines containing antibiotics, vaccines, chemical antidotes, antitoxins, and other critical medical equipment and supplies. It is used during public health emergencies such as the September 11, 2001, attack on the World Trade Center. “The repository is intended to provide a minimum level of federal coverage as a supplement to state and local resources,” says the National Academy of Medicine.33 It is not intended to respond to widespread drug shortages.
Stepping up its game, the federal government invested in building vaccine manufacturing facilities at home to avert a public health crisis. “Ten years ago, there were only three US-licensed influenza vaccine manufacturers,” said Dr. Jesse Goodman, then chief scientist at the FDA, in testimony to congress in 2013.34 “In 2004, significant manufacturing difficulties with one manufacturer resulted in limited supplies.” To avert a shortage, three facilities in Maryland, North Carolina, and Texas were funded by the federal government to increase domestic capacity to make vaccines.
Domestic manufacturing is also needed for essential, everyday drugs used in hospitals and sold in retail drugstores. National security is at stake, said Dr. Goodman in an interview with Diane Rehm on National Public Radio after he left the agency:
It is a matter of national security that we have the essential drugs we need. Like in defense, we don't say that we can make all our tanks in one place and can't make them in the United States. And I think it is time for an examination, for some of the most critical drugs, and it's not just drugs, medical supplies, masks are all made overseas. Do we need to think about having at least some resilient manufacturing capacity built in this country?35
ESSENTIAL MEDICINES AS A STRATEGIC WEAPON
If you drive on Interstate 95 in southeastern Connecticut, you will see a sign that proudly reads, “Groton—Submarine Capital of the World.” Electric BoatSM, a subsidiary of General Dynamics™, builds one of the most complicated engineering feats in the world, the nuclear submarine, at the Groton shipyard overlooking the Thames River. Not far from Electric Boat is the Pfizer campus where its penicillin fermentation facility once stood. America's military used to rely on antibiotics made by Pfizer. Now, those who serve on nuclear submarines built in Groton are likely dependent for antibiotics on a geopolitical rival that seeks to dominate the United States economically and militarily.
Making submarines at home is a national security priority. Billions of dollars are invested in assuring domestic production. Essential medicines are a strategic asset, no less than a nuclear submarine.
Paul Levy, former chief executive officer of Beth Israel Deaconess Medical Center in Boston, immediately grasped the strategic vulnerability associated with centralization of the nation's drug supply:
If we ever did get into an era of biowarfare, and the enemy was distributing viruses or bacteria to society, and it was the source of the drug to fight those bugs, you could find yourself in deep trouble. You can think about it with troops who might be a likely subject of a bio warhead, as well as citizens and the impact on cities.36
Assuring the quality of medicines is equally important, Levy says,
All you have to do is degrade the potency of the drug and no one will notice. Imagine a situation where a country had a surrogate that was doing something bad to our society or other country in the world, and they could be pretending to provide you with the antibiotic, but they could have intentionally degraded the potency so we wouldn't know it is not working. We're taking pills thinking they're curing us and they are not. Or maybe they're intentionally poisoning us.37
CONGRESS ACTS TO PROMOTE LESS CONSEQUENTIAL AMERICAN-MADE PRODUCTS
Congress has prodded the US military to buy American-made products with far less strategic consequence. When the Defense Department couldn't find athletic shoes for new recruits made with components from the United States, it had to work around federal law that requires food, clothing, and fabric to be purchased from America when domestic sources exist. Army, navy, and air force recruits were given eighty-dollar vouchers to buy their own shoes for training.38 Since most shoes are made outside the United States, service members were buying shoes made in China and other countries.
To fix the problem, members of Congress added a provision in the 2017 National Defense Authorization Act to require the Pentagon to buy American-made shoes.39 New England–based shoe manufacturer New Balance™ stepped in and developed a fully made-in-America athletic shoe.40
Much more needs to be done. When Master Sergeant Steve Adachi was deployed to Kabul, Afghanistan, as an advisor to the Afghan air force, he was issued boots made in China and refused to wear them.41 In a letter to the Air Force Times, Adachi wrote, “This is about the countless Americans who are struggling to feed their families, Americans whose livelihoods have been taken away in this so-called global economy. This is about patriotism…. This is about American soldiers wearing our country's uniform made by Americans.”42
After the Air Force Times article appeared, Senator Sherrod Brown, Democrat from Ohio, wrote a letter to the undersecretary of the air force and asked that service members be provided uniforms and boots made in America. In a press release, Brown said, “I believe that if we're going to spend taxpayer dollars, we should be doing so in a way that supports American businesses…. It just makes plain sense to put US tax dollars back into the US economy, and to have our troops wear the highest-quality boots and uniforms made in America.”43
SELF-SUFFICIENCY FOR NATIONAL SECURITY
The United States is one of the few countries in the world that can produce enough of its own food.44 Self-sufficiency helps ensure national security. Starving the enemy into submission by plunder or cutting supply routes is a time-honored military strategy. A Roman military maxim says, “To distress the enemy more by famine than by the sword is the mark of consummate skill.”45
During World War II, Germany's Atlantic blockade tried to starve food-import-dependent Britain.46 Germany could hardly forget Britain's Royal Navy blockade of the German coast in World War I to starve its citizens into submission.47
When it comes to energy, America is on track to be energy independent and a net exporter.48 Domestic energy production met 91 percent of domestic consumption in 2015, according to the US Energy Information Administration, which tracks energy production and consumption around the world.49
Prescription drugs are a different story, however. The private market has handed control over America's drug supply to China. Economic benefits for American workers have been surrendered. China gains economic leverage and, with it, political power as it charts its path to become the pharmacy to the world.
Congress gave the FDA authority to inspect manufacturing plants in China to help assure the safety of Chinese-made drug products. But Congress has been silent on assuring the security of an unfettered supply. If the US relationship with China deteriorates, and China blocks exports, severe shortages could cause devastating harm to civilians and military personnel.
“My biggest concern is that we'll do nothing, we'll keep going on, and our options will be constrained and [we'll] soon find ourselves with no option,” says General Adams. “We will be coerced in the future, implicitly or explicitly. The same end will be achieved without armed conflict.”50
China doesn't hesitate to flex its monopoly power in the marketplace to achieve political aims. In 2010, it reportedly restricted exports of rare earth elements, which are ubiquitous in advanced military and civilian technologies such as defense radar systems, satellites, mobile phones, hybrid car engines, and wind turbines.51 Their name belies their abundance in the earth's crust, but they are costly to mine and process.52
From the 1950s until the 1980s, the United States produced most rare earth elements until Chinese companies, with financial support from the Chinese government, sold rare earths on the global market at lower prices.53 Soon, China was producing 97 percent of the world supply.54
The Chinese government reportedly suspended exports of rare earth elements to Japan after that country allegedly detained the captain of a Chinese fishing boat that had collided with two Japanese coast guard vessels in the disputed East China Sea.55 Japanese auto manufacturers such as Toyota® depend on rare earths from China to make the Prius® hybrid car and other high-tech products. Concerned about the economic impact, Japan released the fishing captain.56
A month after the ban on exports to Japan, China blocked exports of rare earth elements to the United States, according to the New York Times.57 It broke the story based on interviews with three rare earth company officials who confirmed the ban. All insisted on anonymity because they were afraid of retaliation by Chinese authorities.
The timing of the ban coincided with an announcement the previous week by the US Trade Representative that it would investigate whether China's reductions in rare earth exports in the prior five years, and high export taxes on them, were illegal actions intended to force companies to make more high-tech products in China.58
A LAST-RESORT TREATMENT FOR SUPERBUGS MADE IN CHINA
Superbugs are an international concern and rightly so. They are killers, and as antibiotic resistance increases, the existing arsenal of drugs will eventually cease to work. Only about 10 percent of staph infections, for instance, can be treated successfully with penicillin.59
Vancomycin is a treatment of last resort against multi-drug-resistant bacteria. Pfizer-owned Hospira™ sells vancomycin, and it obtains the active ingredient from the Chinese company Zhejiang Medicine, according to the industry newsletter in-PharmaTechnologist.com.60 A Pfizer spokesman confirmed to in-PharmaTechnologist.com that Zhejiang Medicine supplies the active ingredient.61
The FDA wrote a warning letter to Zhejiang's chief executive officer in August 2016, saying, “Your quality system does not adequately ensure the accuracy and integrity of data to support the safety, effectiveness, and quality of the drugs you manufacture.”62 The company was told to assess the “risks to patients caused by the release of drugs affected by a lapse of data integrity and risks posed by ongoing operations.”
The FDA didn't ban the company's products from the United States, which suggests that the agency believed they were safe. A Pfizer spokesperson said it did not find any issues with the ingredient, according to the industry trade letter.63
The untold story is that a prominent US-based pharmaceutical company depends on China for a critical component in a drug to treat superbugs.64 While companies turn to Washington for financial incentives to discover new antibiotics to treat superbugs, no one seems to care about offshoring the manufacture of last-resort generic antibiotics to China.
AMERICAN TAXPAYERS HELP A CHINESE COMPANY MAKE AN IMPORTANT DRUG
Doctors Without Borders, the Nobel Prize–winning humanitarian group, says 80 to 85 percent of the active ingredients to make tuberculosis medicines used worldwide are produced in China.65 When a shortage of the tuberculosis drug capreomycin occurred in 2011, American taxpayers paid to help a Chinese company make it.
Here's what happened. With money from the US Agency for International Development, a consultant traveled to China to train employees of Zhejiang Hisun Pharmaceutical Company, at no cost to the company, in good manufacturing practices so it could make capreomycin and meet FDA standards.66 In 2015, when the FDA banned fourteen products from Zhejiang Hisun because it was systematically manipulating quality data, capreomycin was one of them.67 If this is how the United States deals with a drug shortage, it is not an auspicious sign of how it will handle future shortages.
RELIANCE ON CHINA FOR ANTHRAX ANTIDOTES
A week after the September 11, 2001, terrorist attacks on the World Trade Center and the Pentagon, anonymous anthrax-laced letters were sent to the office of Senate Majority Leader Tom Daschle. Three of the nation's major television networks, CBS, ABC, and NBC, were also targeted. Postal workers and others were not so fortunate. Five people died from inhaling anthrax spores, and seventeen others became infected.68
Cipro® became a household name as the anthrax antidote of choice. A generic version of Cipro, called ciprofloxacin, is available now because the patent on the brand-name drug expired. We tried to find out where the chemical building blocks come from to make the active ingredient.
“It's really hard to get a handle on this information,” said former federal official Ted Kirk. “It is not tracked very specifically.”69 Then he added, “I bet they get it from China.”
A public-spirited pharmaceutical company employee showed us how to search international trade information using the code number for the chemical product needed to make the active ingredient in ciprofloxacin. The trade information revealed that China is the largest global exporter.70 Another anthrax treatment, doxycycline, also depends on Chinese-made chemical starting materials.71
If the supply of essential drugs to treat an anthrax outbreak were to be cut off, the specter of social upheaval is real. Citizens will scramble for a limited supply of life-saving medicines for themselves and their families. Transporting, stocking, and administering essential medicines would require intense security measures.
Sick people have no time to wait for investors to respond to market signals and produce alternative supplies. They need medicines right away. A pharmaceutical company employee told us, “No country can sustain its healthcare system if China shuts down. We are sitting on a problem, and it is just a question of time before the world realizes it.”72
It will take time to ramp up manufacturing at home. “You don't build manufacturing plants overnight; it requires a great deal of skill,” said Bharat Mehta of PharmaCompass.73 “You need trained people to do it.”
If supplies were greatly diminished, the market for counterfeit drugs would skyrocket. As the largest global source of counterfeit drugs, Chinese companies could speed up production of counterfeits and sell them on the internet to a frightened American public. From a geopolitical perspective, a country can use its monopoly production of a medicine to gain power, says General Adams. Wielding that power “can disrupt the entire civil society,” he added.74 An industry veteran, acutely aware of America's vulnerability, added another scenario: “If we have an anthrax attack, what if China was the anthrax attacker?”75
“These campaigns consist of state-sponsored and supported criminal cartels…designed to accelerate China's entry and domination of each key global industry.”
On a crisp, sunny January morning, a spellbinding hearing on Capitol Hill in room 419 of the Dirksen Senate Office Building provided the answer we were looking for. We wanted to know how a huge part of a core American industry has been offshored to China. Was there more to it than lower labor costs in China, bad trade deals, cartels, and currency manipulation by the Chinese government?
In testimony before the US-China Economic and Security Review Commission, Jeffrey Johnson, president and chief executive officer of cybersecurity firm SquirrelWerkz, presented an analysis of the breadth and depth of China's systematic cyber-economic campaigns to gain control of strategic global industries and supply chains.1 Based on his incisive investigations of twenty industries that are among those targeted by China's campaigns, Johnson revealed a common pattern in the Chinese government's strategy:
These campaigns consist of state-sponsored and supported criminal cartels focused on leveraging cyber-enabled espionage and sabotage to execute industry-wide fraud, market manipulation, and anti-trust schemes designed to accelerate China's entry and domination of each key global industry.2
China's aim is to assert monopoly-like control of key industries and the global economy by infiltrating companies, research enterprises, and governments to gain insider access to sensitive intellectual property, Johnson said.
DISNEY™
Johnson cited Disney as an example. It spent $5.5 billion to create its first park resort in mainland China, the Shanghai Disney Resort, which opened in June 2016 after five years of construction.3 The month before the opening, CNN aired an interview with Wang Jianlin, chairman of Dalian Wanda Group, which has its own theme parks in China. “Billionaire Vows to Crush Disney in China,” the story headline said.4 He told CNN, “We have a strategy. One tiger cannot compete with a pack of wolves.”5
In another CNN interview two weeks later, Wanda's chairman suggested that Disney was “cloning” its intellectual property.6 But when Wang's company opened a new entertainment complex located 350 miles southwest of Shanghai, characters looking very much like Snow White and Captain America were seen at the Wanda theme park, CNN reported.7
Disney's Chinese competitor appeared destined to make life difficult for the iconic American company. Johnson described the Chinese government's strategy this way:
You saw they lured them [Disney] in. The enticement stage. They let them go in. Now you have to look at Wanda. Wanda starts using the same intellectual property and now they are starting to put their parks in strategic areas to stop attendees to Disney parks.8
In pin-drop silence, Johnson described how the campaigns are carried out:
They are persistent, intense, patiently executed, and include the simultaneous execution of such a large and diverse set of legal and illegal methods, individuals, and organizations, there's little chance the targeted US competitors can effectively defend or compete in the future without significant support of the US government.9
Other iconic companies with global brand-name recognition have not had an easy time in China: Google™, Siemens™ (the German engineering company), and Apple®, among many others. Headwinds have forced some to trim their sails, or exit an unfriendly Chinese market, steered by the not-so-invisible hand of the government.
The search engine of internet giant Google in China was short-lived. Google started its China-based Google.cn search engine in January 2006. Four years later, the company's official blog released a bombshell. “[W]e detected a highly sophisticated and targeted attack on our corporate infrastructure originating from China that resulted in the theft of intellectual property from Google.”10
The hackers stole computer source code by breaking into the personal computers of a small number of Google employees who controlled the source code management systems, Reuters reported.11 Online technology news source ITWorld described the theft this way: “When you're a search engine, intellectual property is the whole product.”12
The company had been required by the government to censor content on Google searches in China, acknowledging that “self-censorship is a non-negotiable legal requirement.”13 For example, an internet user in China doing a Google search for “Tiananmen,” or “tank man,” referring to the 1989 Tiananmen Square protests and a lone man standing in front of a convoy of tanks the morning after the Chinese military had quashed the protests, would obtain censored results.
After the cyberattack, Google said on its official blog it was no longer willing to censor results on Google.cn. “We recognize that this may well mean having to shut down Google.cn, and potentially our offices in China.”14 To work around China's censorship, Google automatically redirected users to servers in Hong Kong so they could continue to receive uncensored information.15 Less than a week later, Google searches in mainland China were banned.
Google's foray into China lasted four years. Its share of the search engine market peaked at about 35 percent. Filling the vacuum is Baidu, China's own search engine “that kicked Google's butt out of China, with an assist from the Communist Party,” Bloomberg opined.16 Baidu now commands 80 percent of the Chinese market.
Siemens
The German engineering company Siemens was awarded a contract to build sixty passenger trains for a railway from Beijing to Tianjin worth $919 million.17 In a typical requirement set by the Chinese government, it built the passenger trains with a Chinese partner.18 The first three trains were built in the Siemens plant in Germany, and the remainder were made in China. Siemens brought hundreds of Chinese technicians to Germany for training. Passenger service began in August 2008 in time for the Olympic Games.
A year later, Siemens announced a follow-on project to provide one hundred trains for the Beijing-Shanghai high-speed railway. The Chinese Ministry of Railways denied the existence of the deal, saying the project would use Chinese technology, according to a report by the US Chamber of Commerce.19 Siemens was granted a token $1 billion contract for components rather than a nearly $6 billion contract to build the trains. The German company created a global competitor for itself and every other train manufacturer in the world. Now, Siemens is competing with China and its lower-cost labor and government subsidies.
Apple
If you own an iPhone®, you've seen the iconic Apple logo on the back and the words, “Designed by Apple in California, Assembled in China.” In June 2016, the Beijing Intellectual Property Office ruled that the exterior designs of the iPhone 6 and 6 Plus were a copycat of a domestic company's phone and constituted an infringement of that firm's patent. Patently Apple, a website that “celebrates” Apple's spirit of innovation, showed pictures of the two phones and remarked, “No disrespect to the Chinese court, but Apple's iPhone 6 and 6 Plus have absolutely no resemblance to Baili 100C.”20 Website 9to5Mac observed, “Bizarre intellectual property rulings are not unusual in China…but this one does appear to set a new record, as the iPhone 6 looks nothing like the Baili 100C.”21
Apple was nevertheless ordered to halt the sale of the models in Beijing. The company appealed the decision to the Beijing Intellectual Property Court. The injunction was on hold pending review, and affected iPhones were still for sale in Beijing. Eventually the Beijing Intellectual Property Court ruled that the iPhone 6 and iPhone 6 Plus did not violate patents owned by the local Chinese company.22
The injunction came on the heels of another ruling in May 2016 that took another bite out of Apple. If you buy a phone case in China, it might have “IPHONE” embossed on it. But it won't be an Apple product. That's because Apple lost the exclusive use of the “iPhone” trademark in China. A local leather goods producer successfully challenged the Apple trademark, which can now be used on purses, wallets, and other leather goods.23
In yet another salvo, in April 2016 Apple's iTunes® movies and iBooks® store went dark, just six months after launch.24 The company can't sell e-books and movies in China. The move is seen as a government step to censor and control the country's internet.
In 2017, Apple celebrated the tenth anniversary of the iPhone. At the iPhone debut a decade earlier, cofounder, chairman, and CEO Steve Jobs introduced the world to a technology breakthrough, an iPod®, mobile phone, and internet communication device bundled into a consumer-friendly, handheld device. Now, the iPhone has only 10 percent of China's smartphone market.25 Following China's standard playbook, domestic competitors quickly gained market share, selling comparable products at lower cost.26 America's most innovative products are not rewarded with substantial market share in China.
Billionaire investor Carl Icahn said in a 2016 interview with CNBC about Apple's prospects in China, “You worry a little bit, and maybe more than a little, about China's attitude,” later adding that China's government could “come in and make it very difficult for Apple to sell there.”27
Johnson & Johnson™ (J&J)
American pharmaceutical companies are hardly immune. Johnson & Johnson (J&J) had been selling OneTouch® blood glucose monitoring products in China for people with diabetes. A domestic company brought a case to the Chinese trademark authority alleging J&J's trademark for its OneTouch products violated Chinese law. In December 2013, the trademark authority ruled that J&J violated the law and revoked the trademark.28
The Chinese company that brought the case was allegedly counterfeiting J&J OneTouch products and selling them in the United States and other countries, according to a Bloomberg account.29 A criminal investigation of the company had been ongoing since 2007 for allegedly making fakes, China Daily reported.30 The reportedly fake glucose testing strips were said to cause inaccurate readings that could lead to improper treatment, serious injury, or death.
As China's population adopts a more Western lifestyle and the number of people with diabetes soars, the ruling meant J&J would lose access to the largest market in the world and Chinese companies would fill the void. J&J appealed the decision. We could find no public information about the outcome of the appeal. We contacted J&J in China, and a customer service representative said OneTouch strips are available for sale.31
THE ENDGAME
The endgame for American and other Western companies is clear. China aims to destroy their market share in China, the United States, and around the world, and its long-term strategy is to take over vital industries. Robert D. Atkinson, president of the Information Technology and Innovation Foundation, said during testimony at the US-China Economic and Security Review Commission,
It's become clear that the path we thought China was going on becoming more market-oriented, more rule of law, more respectful of intellectual property—that path hasn't emerged. You could argue there's significant backsliding. Not enough people understand. The old strategy was about gaining commodity production, largely in manufacturing, largely through low cost, largely through inducing US firms and others to go there. That was very successful…. The new strategy is to go after our core competencies and technology. That's a very different strategy. We could have a trade balance with China tomorrow and it wouldn't address that problem, which is going after the kinds of advanced industries in which the United States is still competitive in. That's the new war.32
LAWFARE: DECIMATING AMERICAN BUSINESS
Patrick Jenevein is the chief executive officer of Dallas-based Tang Energy Group™, which invests in, and develops, clean-energy projects around the world. In January 2017, Jenevein gave riveting testimony to the US-China Economic and Security Commission about his experience in a joint venture with a Chinese state-owned company.33
In 2008, after years of success working together, Jenevein's Tang Energy and the Chinese state-owned enterprise AVIC established a venture called Soaring Wind to bring wind energy projects to market worldwide. AVIC reportedly committed $600 million to the venture. Jenevein testified that his company soon discovered that AVIC was setting up separate companies to develop wind energy projects around the world, contrary to provisions in their joint venture.34 Tang Energy brought a case to the American Arbitration Association's International Centre for Dispute Resolution. A nine-member panel ruled in its favor and awarded the company $70 million. It is the only US company to win a significant arbitration award against a Chinese state-owned enterprise, he told the commission.
But the nightmare was just beginning. Jenevein called it “lawfare.” He described how AVIC sought to undermine the arbitration proceedings by alleging the panel engaged in misconduct and was “stacked” against AVIC.35 AVIC subsidiaries in China ignored orders from the panel to produce evidence.36 Jenevein is being sued personally. “Already AVIC has sued me personally for invasion of privacy, and in Delaware for breaching my fiduciary capacity here in the United States. And in China, they are withholding dividends payable, and liquidating the joint venture company's assets…. Central control is fairly absolute, isn't it?” he asked rhetorically in an understated remark.37 AVIC's campaign erased the value of Tang's investment holdings in China.38
A fundamental difference exists in the American and Chinese understanding of the purpose of law, Jenevein said. “We as Americans look at law…to protect individuals, but the Peoples’ Republic of China…look[s] at laws as a way to protect the Communist Party,” he explained.39
Jenevein's experience is a lesson for US companies that expect positive outcomes from the US-China Bilateral Investment Treaty and its arbitration provisions. When taking a case to arbitration, American companies must navigate China's opaque multinational corporate structures that limit liability for bad behavior. American businesses go up against the full faith and credit of the Chinese government. “With access to China's treasury…Chinese firms command significant financial and political resources that produce material imbalances favoring them against US companies during legal proceedings in America,” he said.40
“HOW COME I DON'T KNOW THIS?”
When we talk with friends and colleagues about this book and how so many medicines are made with Chinese-produced ingredients, a common retort has been, “How come I don't know this?”
In his tell-all book, Bad News, Tom Fenton, veteran foreign correspondent and former London bureau chief for CBS News, said that in the first ten months of 2004, the year when the US trade deficit with China jumped, CBS Evening News ran four stories from China, two of them about pandas.41 Fenton wrote that the failure of network news to cover important stories in the rest of the world adds to America's isolation and false sense of security. “Foreign correspondents like myself came to be regarded as alarmists…trying in vain to attract attention.”42 US media conglomerates have financial interests in China that trigger self-censorship and the cover-up of important events in China.
Bloomberg held back publishing a blockbuster investigative report that documented an intricately woven web of corruption between China's politicians and its wealthiest businessmen. In an account published in the Columbia Journalism Review (CJR), Bloomberg's editor in chief and cofounder, Matthew Winkler, said the spiking was no different than foreign reporters in Nazi Germany who censored their reports so they could remain in the country and continue reporting.43
The truth was revealed when Bloomberg chairman Peter T. Grauer said in a speech in Hong Kong that it had strayed too far with its reporting in China, and its business of selling computerized terminals in China that provide financial information was at risk, CJR reported. Grauer “warned the Bloomberg staff that the company would ‘be straight back in the shit-box’ in China if ‘we were to do anything like that again.’”44
The owners of the three major television networks in the United States have financial interests in China. The Walt Disney Company, which built the Shanghai theme park, owns the ABC television network.45 The CBS television network is part of the CBS Corporation, which has an international division, CBS InteractiveSM.46 It provides online entertainment and information content in China and other countries.47 And NBC is owned by NBCUniversal™, which is building a theme park in China scheduled to open in 2020.48
CENSORING CYANIDE CONTAMINATION OF MEDICINE DESTINED FOR THE UNITED STATES
Censorship in China is nothing new. When its censorship extends to unfavorable news about its medicines exported to the United States, concerns for the health and safety of Americans cannot be effectively addressed.
Three days before Christmas in 2015, the FDA issued an alarming alert to US-based companies importing drug products from China.49 Unspecified levels of hydrogen cyanide contamination were found in two shipments of drugs from a company located near the port city of Tianjin. Hydrogen cyanide is the toxic chemical used in the Nazi gas chambers. The contaminated shipments were stopped and barred from entry into the United States.
Four months earlier, massive explosions at a Tianjin chemical warehouse created fireballs so huge that they were detected by satellites in outer space. More than one hundred people were reportedly killed. A noxious chemical brew rained down upon the region, contaminating everything and everyone in its wake. More than forty different types of chemicals were discovered at the site. Companies that purchased drug products from the area were urged by the FDA to ensure all shipments “are free from contamination associated with the explosion and not contaminated in any way.”50 The task was impossible without knowing what to test for. Companies were advised to contact their supplier for information.
The contaminated drug shipments came from Tianjin Tianyao Pharmaceuticals. The FDA didn't reveal the names of the drugs that were contaminated. An online search found that the company makes prednisone and other anti-inflammatory products for a range of ailments including severe allergies, arthritis, asthma, and flare-ups from multiple sclerosis.51
China Digital Times (CDT) reported on its website that the Chinese government authorities issued “censorship instructions” that were leaked and distributed online.52 CDT, based in Berkeley, California, says it translates and makes available for English readers content that has been censored or blocked in Chinese cyberspace.53 According to CDT, the instructions to journalists stated, “All websites [should] strictly adhere to information from the Chinese Food and Drug Administration and the Tianjin municipal government. Do not hype, do not exaggerate. In addition, media from other regions are not to go to Tianjin to cover the story.”54
In January 2016 we filed a Freedom of Information Act (FOIA) request with the FDA for the names of the forty contaminants. FOIA requests often take months or even years to wend their way through the federal bureaucracy, so we asked for expedited processing because to us the situation appeared urgent. A month later, the FDA denied our request for expedited processing. The letter, signed by Sarah Kotler, director of the Freedom of Information Division, said we had not demonstrated “a compelling need that involves an imminent threat to the life or physical safety of an individual…[nor] any urgency to inform the public.”55
CENSORING JOURNALISTS WORKING IN CHINA
China's long arm of authoritarianism stretches deep into corporate boardrooms and major media outlets in the United States and other countries. The Foreign Correspondents’ Club of China, the professional association of journalists from foreign countries reporting from China, conducts an annual survey of its members. Nearly all who responded to its 2014 survey said China does not meet international journalism standards.56 One of four said Chinese authorities exerted pressure on their editors in their home country over news coverage. A Japanese reporter explained the pressure this way:
On quite a few occasions, officials from the Chinese embassy in Tokyo have told our editors that they were not pleased with some reports by our reporters in China. Their complaints cover a wide variety of topics, from domestic incidents such as suicide attacks in Xinjiang to international affairs including China's recent confrontations in the South China Sea with Vietnam and the Philippines…. The Tokyo headquarters of other Japanese media have received similar visits.57
A reporter for a European newspaper wrote, “Diplomats contacted my editor several times. They also had a meeting where the Chinese embassy sent three people including a lawyer.”58
About two-thirds of respondents said they experienced interference, harassment, or violence while trying to cover stories in China. A USA Today reporter said, “I and several other journalists were manhandled away from the Malaysian Embassy in Beijing by plainclothes and uniformed police when reporting on the MH370 relatives’ protest in April 2014,” referring to the mysterious disappearance of the ill-fated Malaysia Airlines flight that literally fell off the radar.59
In a compelling article about Chinese government censorship outside China, the Economist wrote, “Watch What You Say, Even at Home.” It opined, “Today the Communist Party wields its now formidable leverage in all manner of ways, successfully muting or softening criticism from CEOs and world leaders.”60
During China's stock market crash in July 2015, Britain's Daily Telegraph reported, “Western banks say they are coming under heavy pressure from Chinese officials to refrain from negative comments. They are effectively gagged if they wish to do business in China.”61
A CNN presenter in Hong Kong, Kristie Lu Stout, tweeted about what happened when she asked a group of MBA students if they would “spike” a story critical of China to secure market access. The students responded with a “resounding yes.”62
But censorship does not make facts disappear. As President John Adams quipped long ago, “Facts are stubborn things, and whatever may be our wishes, our inclinations, or the dictates of our passion, they cannot alter the state of facts and evidence.”63
We asked journalists in the United States if their colleagues working for US-based media companies are surveyed to find out if they have spiked news reported in the United States because of pressure from the Chinese government. No survey exists, we were told, but there should be. Then again, its findings might be censored, too.
WHAT'S AT STAKE
On a chilly November day, a month before Christmas, members of the Washington elite gathered outside the Smithsonian on the National Mall to admire the work of Chinese artist Cai Guo-Qiang.64 His exhibition consisted of a four-story-high pine tree covered with two thousand fireworks that exploded in a series of three loud, smoky bursts. The flashes from the fireworks looked like lights on a Christmas tree. Soon, black smoke billowed and covered the tree. The artist said through a translator, “Now it looks like a Chinese ink painting.”65 The Washington Post described the event as the “Christmas tree explosion.” Smithsonian magazine memorialized the event as “What a Blast!”66 Then secretary of state Hillary Clinton awarded the artist with the State Department Medal of Arts for contributions to the advancement of understanding and diplomacy.
The symbolism is profound, but the Washington establishment, caught up in itself, missed it. Everyone applauded as a symbol of American prosperity and happiness was blown into blackness, forming a Chinese image.67
As we have documented, another symbol of American prosperity is at risk, ingenious industries that make products to help people live longer, healthier, happier lives.
Without firing a missile or hacking the electric grid, China can take America down by disrupting access to essential drugs.
China has been one of America's bankers, buying US Treasury bonds, and is now America's drugmaker. The centralization of the global supply of key ingredients for America's medicines in a single country poses enormous risks that must be mitigated.
Free market advocates may contend that the United States is better off outsourcing medicine making to China and allowing Americans to keep more of their money to spend on other goods. But medicines are essential for life. A country needs them to function. Prescription drugs are made by private corporations, but many serve a public purpose. Everyone expects that medicine given to restart the beating of a heart is always available in hospital emergency rooms. Antibiotics prevent the spread of deadly infectious diseases. Both the government and industry considered penicillin a public good during World War II when they worked together to ensure a sufficient supply before D-day.
Not unlike the manufacture of other consumer products, business decisions about manufacturing essential drugs and their therapeutic ingredients have been left to the invisible hand of the market. Financial and human capital have migrated to countries with the lowest cost of doing business. Corporate executives and their boards have determined that for them, the benefits of dependence on China outweigh the risks.
These decisions are too important to leave to the invisible hand. As China rapidly pursues a determined strategy to become a pharmaceutical power, US dependence on a single country will rise dramatically. China could become a fierce rival to India and eventually overtake it in the global market for generic drugs.
What could be on the horizon? Chinese investors are buying US hospitals, which are among the largest purchasers of prescription drugs. A Chinese billionaire is the largest shareholder of Tennessee-based Community Health Systems (CHS), which owns 158 hospitals in twenty-two states, mostly in rural America.1 A Securities and Exchange Commission filing revealed an intent to possibly “request board seats or otherwise get involved in CHS operations,” the industry trade journal Modern Healthcare reported.2 The move could signal a positioning to influence the country of origin of the prescription drugs that hospitals purchase.
Looking ahead, Congress and the White House have given the FDA more authority to help assure the safety of Chinese-made drug products. While progress has been made, much work remains to be done. Action is needed now to assure the security of an uninterrupted supply of essential medicines. Without firing a missile or hacking the electric grid, China can take America down by disrupting access to essential drugs.
Here are ten steps to advance America's health security, economic vitality, and national security.
1. CONSIDER MEDICINES A STRATEGIC ASSET, NOT A COMMODITY TO BE BOUGHT AT THE LOWEST PRICE
Medicines and their key ingredients should be considered a strategic asset, not a cheap commodity purchased by drug companies and middlemen from the lowest bidder. A strategic asset for a country is one that enables people to enjoy a high quality of life, and its absence places a country in jeopardy.
2. TRACK AND FORECAST VULNERABILITIES IN THE SUPPLY OF AMERICA'S MEDICINES
Food and energy are treated as strategic assets in the United States because the country would cease to function without them. The government and industry use sophisticated methods to track and forecast their availability.
To ensure enough food is available to fill grocery store shelves, the US Department of Agriculture and industry track and forecast the supply of wheat, corn, meat, and many other commodities. Similarly, the government and industry track and forecast the supply and demand of oil to ensure gas stations have enough fuel so Americans can go to work and businesses can transport goods.
When it comes to medicines, “[n]obody owns the idea of understanding who has control of our drug supply, and it won't be resolved until it hits a crisis point,” former federal official Ted Kirk said.3 Information exists about the drug supply, but it isn't used to strategically map vulnerabilities. In the private sector, business intelligence firm Thomson Reuters™ has proprietary manufacturing intelligence for sixty thousand generic drug products containing more than ten thousand active ingredients and the companies that make them.4
The FDA has information on the countries and companies that supply medicines and their key ingredients. “To my knowledge, I don't think FDA sits back and looks at tetracycline or vancomycin and figures out where all our ingredient suppliers are,” said Kirk, referring to widely used antibiotics.5 “The agency doesn't see this as within its mandate.”
A tracking and forecasting system to serve the nation's interest is needed to identify the companies and the countries that supply America's essential medicines and their ingredients. Risk assessments can and should be made about their reliability as suppliers of quality products. The political risks of foreign government-sponsored cartels and censorship about the causes of supply interruptions can and should be evaluated.
Drug products that are at persistent risk of shortages should be identified in advance. Hospitals and other large purchasers of drug products, which are not usually informed by drug manufacturers of pending drug shortages, should be informed of possible disruptions so they can plan for shortages and not be caught off guard.
Long-term forecasting will identify vulnerabilities on the horizon and generate long-term solutions. Take heparin as an example. It is derived from natural sources rather than produced synthetically. Population growth and global demand are on track to outstrip the availability of animal sources to make heparin in the future. US researchers have developed a synthetic alternative that doesn't rely on pig intestines harvested on the other side of the globe and that isn't fraught with suppliers operating fake factories.6 A synthetic version could be made in the controlled environment of a manufacturing facility. The investment required to bring a synthetic alternative to market is lagging because the price of naturally derived heparin remains relatively cheap, at least for now. To compensate for the market's failure to maintain the supply of heparin or any other critical medicine, strategic public investment in alternative sources warrants consideration.
3. PRIORITIZE A LIST OF MEDICINES FOR WHICH A SUPPLY INTERRUPTION POSES AN IMMEDIATE DANGER TO PUBLIC HEALTH
A private, nongovernmental organization, perhaps the National Academy of Medicine, an arm of the National Academy of Sciences that advises the nation on issues related to science and technology, can be urged to convene expert physicians and public health leaders to quickly prioritize medicines for which an interruption in supply poses an immediate danger to the health of the public.
This process will create needed awareness among the physician and public health communities about the underlying causes of many current and future drug shortages, and the national security risks of America's dependence on China for essential drugs, active ingredients, and chemical building blocks. It will stimulate a call to action to ensure that these drugs are available when needed.
4. INVESTIGATE CHINESE DRUG CARTELS TO FIND OUT IF THEY CAUSE DRUG SHORTAGES IN THE UNITED STATES
The US federal appeals court ruling in September 2016, which absolved Chinese companies of undisputed antitrust actions to control exports and the price of vitamin C in the United States, opens the door to unfettered cartel behavior affecting the supply of America's medicines. Prudence warrants an investigation conducted in the public interest to determine if Chinese companies that sell prescription drugs, active ingredients, and chemical building blocks operate cartels that contribute to drug shortages in the United States. Drug shortages can kill. It is imperative to understand the impact of the concentration of the global supply chain in a single country.
5. PROVIDE INCENTIVES TO BRING DRUG MANUFACTURING HOME
Pharmaceutical-manufacturing plants are among the thousands of US plants that have shut their doors since China joined the World Trade Organization in 2001. The United States is rapidly losing its manufacturing capacity for generic drugs and the active ingredients that provide the therapeutic value for them and some brand-name drugs.
“Nothing is being built here,” says Craig Langdale, a pharmaceutical company executive.7 “I talk with absolutely everyone we hire, and they've been downsized because the facility where they were working was moving overseas. I hear over and over again, ‘We just built a brand-new multimillion-dollar facility, and we never got it up and running.’”
The future of drug manufacturing in the United States may be limited to new brand-name drugs. “There is virtually no generic active ingredient synthesis currently performed in the United States,” says industry manufacturing consultant Peter Saxon. “In ten years, only new drugs from research-based companies will be made here; nothing else will be synthesized in the US.”8
Most prescriptions today are filled using generics—89 percent. As China gains market share in generics, it will garner a larger cut of the money Medicare spends on generic drugs for people covered by the program.9 Public policies should reward domestic manufacturing. Lower corporate taxes, regulatory reform, and trade deals that level the playing field for domestic companies can bring jobs back home.
In 2016, Congress passed the 21st Century Cures Act to accelerate new drug discovery, development, and delivery of innovative treatments and cures.10 But we must not forget about the vast majority of prescriptions that are filled with generics. There are no television commercials and multibillion-dollar advertising campaigns for these drugs because they have become commodities. Yet they can save our lives.
Generic drugs have saved consumers and taxpayers $1.46 trillion in the decade from 2006 to 2015, according to the Association for Accessible Medicines, formerly the Generic Pharmaceutical Association.11 A small fraction of the savings to Medicare could be allocated to provide incentives for domestic manufacturing of high priority generic drugs and their active ingredients. By bringing manufacturing home, the United States can reclaim a minimum capacity to make essential medicines that millions of Americans need every day.
6. ENSURE THE US MILITARY DOES NOT DEPEND ON CHINA FOR ESSENTIAL MEDICINES
The US military should not depend on China for its medicine. The United States spends billions on nuclear submarines and fighter jets but depends on a country that is an adversary to make medicines for the men and women who operate them. While it is difficult to completely turn the clock back on globalization, it is not too late to identify the most critical vulnerabilities and remove them.
Federal government procurement requirements should be changed to encourage American manufacturing, not to rubber-stamp offshoring to a country that seeks to dominate the United States economically and militarily. Decisions must be made now to assure domestic supply in the future. Otherwise, in the hands of an adversary, essential drugs can be used as a strategic weapon.
7. STRENGTHEN, DON'T WEAKEN GOVERNMENT OVERSIGHT OF DRUG MANUFACTURERS
Some manufacturers are not as diligent as they should be in making safe and effective medicines. FDA oversight should be strengthened, not weakened. A repeat of a heparin-like disaster is unacceptable, where a vital but underfunded government agency had to clean up, at public expense, the consequences of people taking calculated risks that resulted in calamity.
8. DON'T CEDE US REGULATORY OVERSIGHT OF DRUG MANUFACTURING TO CHINA
The Chinese government bristles at FDA inspections. During the height of the tensions surrounding the heparin tragedy, an official at the Chinese embassy in Washington said inspection agreements should be reciprocal, the New York Times reported.12 “Will the US government accept the Chinese FDA to set up in the United States?” the official was quoted as saying. China was hardly prepared to do so. In the prior year, as we learned in a previous chapter, the first head of the Chinese FDA was executed by his own government for taking bribes in return for approving new drugs. Chinese officials admitted that their regulatory system was at a very early stage.
China is moving quickly to improve regulatory oversight of its domestic manufacturing. If past intentions are indicative of future action, the Chinese government will eventually pressure the US government to recognize inspections of manufacturing facilities in China conducted by China's counterpart to the FDA, similar to how the FDA recently recognized European regulatory authorities’ inspections.13 The United States should not cede its regulatory oversight of drug making in China to the Chinese government.
9. INCREASE FDA TESTING OF MEDICINES
The FDA tests only a small fraction of prescription drugs, over-the-counter products, and active ingredients. Its test results are hard to find and interpret. The agency should be given the resources to expand independent testing and be more transparent about its findings to doctors, hospitals, pharmacists, and the public. Here's why.
When the FDA banned twenty-nine drug products made at the Zhejiang Hisun manufacturing plant because of numerous complaints from American healthcare professionals about the lack of full potency and suspicious particles, the agency was compelled to exempt fourteen products from the ban because of concern about a shortage. Some of the exempted products are used to make medicines to fight cancer. Hospitals that buy these products, and patients who receive them, were unaware of this predicament. Manufacturers who sell finished drugs using banned but exempted products don't tell their hospital customers. That needs to change. “Trust us” doesn't work.
10. LUCK IS NOT A STRATEGY: IDENTIFY PROBLEM PRODUCTS RAPIDLY
The global alert and investigation into the toxic blood thinner heparin was triggered by doctors and nurses at St. Louis Children's Hospital who were concerned about their patients’ serious reactions. They contacted federal authorities who began the investigation that identified China as the source of contamination. The year before, the FDA had received reports showing a spike in heparin-related events, but outsiders had to prompt the FDA to protect the public from a bad drug. The FDA has a treasure trove of information about problem drugs, but it is not easily searchable.
Millions of reports from doctors, nurses, pharmacists, manufacturers, and the public can be turned into usable information to rapidly identify patterns showing a potentially lethal product. The FDA requires financial and human resources to create and sustain this kind of analytical capability. More than that, it needs freedom from pharmaceutical industry influence to do what is right for patients and their doctors. We may not be so lucky next time if a toxic drug is undetected for months or even years.
American medicine making is a vital part of the country's health security, economic prosperity, and national security. As manufacturing goes, so goes the workforce and the skills to innovate, build, and operate manufacturing plants. Reshoring can bolster employment and maintain a workforce with the skills necessary for a rapid buildup in production in anticipation of a public health emergency or national security event.
A long-time industry leader in pharmaceutical manufacturing who has witnessed the closure of many manufacturing plants asks, “Who's going to do this after my generation retires? We have to turn it around.”14 He is right, and he will have the last word. “We have to get back to making things here.”
Here are tips to find out where your medicines are made. Some companies consider the information proprietary while others will gladly tell you.
Companies build trust with their customers when they openly state where their products come from. It shows that the drug companies have confidence in where they are made. When companies don't tell, customers will naturally wonder why.
Here's what you can do to find out where your medicines are made. You may not always be successful, but it's worth a try.
CALL THE COMPANY LISTED ON THE DRUG PACKAGE
Look on the label of your medicine for the name of the manufacturer, distributor, or packager. The FDA requires companies to disclose this information. Some labels may tell you the country where the product is made. If the label on your product doesn't say, go online and find the company's customer service phone number and speak to a representative. Ask for the country of origin of the pills and the active ingredients because they are often different. Some pharmaceutical companies have nurses and pharmacists who answer questions, and if so, you might get more information by speaking to one of them.
If your prescription drug comes in an amber-colored bottle or another type of container without a company name on the label, ask your pharmacist for the name of the manufacturer, distributor, or packager, which is found on the drug package. If you go to a pharmacy to pick up a prescription, ask the pharmacist to show you the package and snap a picture with your smartphone or ask the pharmacist to photocopy the package for you.
GO TO DAILYMED
Go to the website DailyMed, which is an authoritative website maintained by the National Library of Medicine at the National Institutes of Health in Bethesda, Maryland. It is the official source of information printed on the labels of drug packaging. The FDA obtains the information from manufacturers and provides it to DailyMed.1
In the search box on DailyMed, type the name of your prescription drug. A list of the companies that make it will appear. You can click on each product, and many products will have pictures of the drug package with the name of the manufacturer, distributor, or packager. Call the company and ask where the finished drug and the active ingredient are made.
ONLINE WEBSITES
When we searched Drugs.com™ for a generic of the brand-name antidepressant Wellbutrin XL®, the brand-name product and the names of about a dozen generic companies that sell it appeared.2 You can look up each company to find out where its generic is made.
Be aware that online information isn't always accurate. The generic blood pressure medicine losartan potassium is listed for sale on Good Rx. The website says the generic is made by a US company, Pack Pharmaceuticals.3 In fact, a search on DailyMed for the label revealed that Zhejiang Huahai makes the drug and Pack distributes it.4
When we searched for an over-the-counter pain reliever, WellPatch® capsaicin patches, Amazon™ sells it, but the image of the package on the Amazon website doesn't say where it is made.5 A legal disclaimer on Amazon's web page says, “Actual product packaging and materials may contain more and different information than what is shown on our website.”6 We called Mentholatum™, in Orchard Park, New York, the company that sells the pain patch. A customer service representative told us the product is made in China because the ingredients are not available in the United States.7 DailyMed shows an image of the product with “Made in China” on the package.8
HOW TO REPORT SAFETY CONCERNS TO THE FDA
If you have a problem with a medicine, talk with your doctor. You can also tell the FDA. Report serious side effects such as new or worsening symptoms. If you notice a problem after switching to a drug made by a different company, or have problems with the quality of a drug, report it. Call the FDA toll-free line 1-800-332-1088 to find out how you can report, or go online at www.fda.gov/medwatch.
WHEN CO-PAYS AND DEDUCTIBLES DETERMINE THE MEDICINE YOU TAKE
You may not have a realistic choice when deciding whether to take a brand-name or generic drug because out-of-pocket costs can be very expensive, depending on your insurance plan. A woman we know who worked in the pharmaceutical industry told us she had been paying a forty-dollar co-pay for a brand-name drug, a price she could afford. When she became eligible for Medicare, the out-of-pocket cost for the brand-name drug jumped to $300, while the generic drug cost a couple of dollars. She switched to the generic because it was more affordable.
Whatever medicine you take, be assured that the US drug supply is among the safest in the world. Hundreds of thousands of people go to work every day to make medicines as high quality and safe as they can be. One of those dedicated people said that many in the industry remind each other that the products they make might be for their children, parents, or themselves. If you have questions or concerns, always talk to your healthcare provider before stopping or switching your medicines.
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