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The Need for Corporate Food and Drug Safety Whistleblower Protections
For decades, food and drug companies have attempted to cover up threats to the pubic posed by unsafe food and drugs. The pioneer whistleblower in this area is Dr. Jeffrey Wigand, a tobacco company “insider,” who learned first hand about the industry’s efforts to manipulate the science of smoking and health, the companies’ disregard for public health and safety, and relentless drive to place profits and sales over health concerns and the truth.  For his efforts, Dr. Wigand lost his job and nearly his life.  The definitive study on the need for corporate whistleblower rights in this area was done by the Administrative Conference of the United States in 1986, which found:  

“Where congress has judged it necessary to regulate an industry so as to ensure the safety of its workplace, products, services, or the environment, it is also appropriate that enforcement of the regulatory scheme be strengthened by providing whistleblower protection for the industry's employees who wish to report statutory violations. Consequently, Congress should consider expanding whistleblower protection to workers in industries who may currently lack such protection.” (See ADMINISTRATIVE CONFERENCE OF THE UNITED STATES 1 CFR Ch. III Federal Protection of Private Sector Health and Safety Whistleblowers 1987 52 FR 7879-01)  

Additionally, the Conference discussed areas of law where gaps in whistleblower protection exist:  “These include the aviation and aeronautics industries, vessel construction and operation, and manufacturing and production of food, drugs, medical devices or consumer products generally. Because of the health and safety concerns present in these regulated industries, Congress may wish to consider granting these workers whistleblower protection conforming to the legislation recommended below.  While some of the industry “gaps” noted by the conference have since been filled, food and drug safety enforcement has not.  

The following examples demonstrate the need for strong whistleblower rights in the food and drug industries:  

I. DRUG INDSUTRY WHISTLEBLOWERS NEED PROTECTION TO CHALLENGE THE LEGITIMACY OF SAFETY REVIEWS AND OTHER ACADEMIC LITERATURE THAT ARE PRESENTED BY COMPANIES AS OBJECTIVE  

Whistleblower Aubrey Blumsohn’s story began in 2002, when he was contracted by Proctor & Gamble (P&G) to study the effectiveness of Actonel by determining how the drug prevented bone fractures and its relation to change in bone resorption, the rate at which bone is removed. P&G hoped to prove that Actonel was more effective than its leading competitor, Merck’s Fosamax, in strengthening bones and preventing fractures in post-menopausal women. As a senior faculty member at the University of Sheffield in the United Kingdom with research experience in skeletal disease, Blumsohn was fully qualified to evaluate Actonel’s effectiveness.  From the onset of the study, Blumsohn was consistently denied access to P&G’s “randomization codes” which are crucial in interpreting the data accrued in Blumsohn’s study of Actonel. In order to avoid data manipulation by corporate drug companies, researchers are supposed to be granted access to full data sets in order to reach informed conclusions. Despite Blumsohn’s refusal to draw conclusions from incomplete data sets, P&G began publishing articles and market reports under Blumsohn’s name without his consent or approval, declaring the effectiveness of Actonel, and going as far to claim the drug’s equivalence to Fosamax. From that point forward, Blumsohn has fought P&G for the release of the full data set, repeatedly demanding the removal of his name in the studies.
For more information on the unethical practice of industry employees ghost-writing articles that appear in medical journals under researchers’ names, see:  Merck Wrote Drug Studies for Doctors, New York Times, April 16, 2008.

II. SARBANES-OXLEY IS INADEQUATE TO PROTECT PUBLIC HEALTH AND SAFETY BECAUSE DISCLOSURES ARE PROTECTED ONLY IF THEY SPECIFICALLY CHALLENGE A VIOLATION OF SECURITIES LAWS 

· A private employee of an affiliate of a leading drug and medical device corporation was recently fired after refusing to implement quality assurance measures that were out of compliance with FDA rules and regulations.  The employee also disclosed the company’s failure to report to the FDA changes that were made to an FDA-approved medical device that would functionally alter the device.  The employee’s disclosures—while adverse to FDA compliance and which pose a threat to patients’ lives—are not protected under Sarbanes-Oxley (SOX).  No attorneys wanted to take this employee’s case because of the narrow scope of protection under SOX.  Another co-worker who supported the whistleblower and was aware of the company’s FDA violations was fired shortly thereafter.  SOX encourages and protects private employees who disclose information that threatens the pocketbooks of shareholders, but there is no law that encourages and protects private employees to disclose information that threatens the health and safety of our families.  

· A second example involves Mark Livingston, who was hired by Wyeth Pharmaceuticals in August 2000 as Manager, Training and Continuous Improvement, at Wyeth’s Sanford (North Carolina) Vaccine Site. Livingston was promoted to Associate Director of Training and Continuous Improvement in April 2001. Shortly after he was hired, Wyeth entered into a Consent Decree with the Justice Department and the Food and Drug Administration (FDA) on October 3, 2000 to settle ongoing violations of Good Manufacturing Practices (GMP).  Livingston’s principle job responsibility was to improve compliance with the GMP Training System at Wyeth Sanford and to assure that adequate training measures were in place for the safe and compliant manufacture of pediatric vaccines, particularly the new infant vaccine, Prevnar. In effect, Livingston was hired by Wyeth to ensure Prevnar’s safety. Prevnar is one of several early childhood vaccines recommended for every newborn infant by physician organizations, the Centers for Disease Control, and the United States government.  

In the course of his tenure at Wyeth, Livingston made repeated complaints relating to lack of compliance with regulatory GMP. He complained that the company did not compliantly train new employees in critical manufacturing and quality assurance positions fast enough in the years 1999-2002 to keep pace with production and sales goals of Prevnar.  According to Livingston, Wyeth repeatedly announced both internally and publicly, that failure to meet Consent Decree and Good Manufacturing Practices (GMP) mandates would negatively impact the company's future. But, Wyeth didn’t act on its public warnings. Instead, Wyeth Sanford management kept the production pipeline flowing despite the lack of compliance, therefore materially misrepresenting the true state of operating and financial performance in this fastest growing division of the Wyeth enterprise. Livingston spent two years sounding the alarm that those mandates were not being met and that this posed a threat not only to the financial health of the company, but to the safety of the infant consumers of the drug.  Mr. Livingston was fired in December, 2002 for blowing the whistle on noncompliant training system practices. Shortly thereafter, he filed a whistleblower complaint under the whistleblower provisions of the Sarbanes-Oxley Act.  Livingston recently lost his appeal in the 4th Circuit, which held that his disclosures were not protected under the Sarbanes-Oxley because they were not directly related to financial losses.
III. INADEQUATE PROTECTIONS FOR FOOD SAFETY PROFESSIONALS THREATEN THE SAFETY OF THE FOOD WE EAT
Kit Foshee served as Corporate Quality Assurance Manager for Beef Products, Inc. (BPI).  BPI is the country’s leading producer of lean boneless beef. Foshee alleged a pattern of fraud by the company against the US Department of Agriculture and BPI’s customers.  BPI’s customers include private ground beef suppliers like the fast food industry and government-sponsored suppliers, like the school lunch program. Over the course of his ten years of employment with BPI, Foshee has witnessed the misrepresentation of microbial data to USDA and false claims made to customers indicating that the incorporation of BPI’s beef into their own ground beef would eliminate deadly pathogens, such as E. coli O157:H7. These claims, unfounded in science, are a serious threat to the food supply.  Foshee believes that his longstanding position at BPI was terminated because of his refusal to make false claims about the antimicrobial properties of BPI’s beef products. Foshee further believes his former boss has made efforts to interfere with his ability to secure a job in the meat industry.

IV. GOVERNMENT EMPLOYEES SHOULD BE THE ‘LAST LINE OF DEFENSE’ IN PROTECTING THE PUBLIC AGAINST SERIOUS HEALTH AND SAFETY PROBLEMS POSED BY DRUG INDUSTRY FRAUD; INSTEAD, THEY ARE THE ONLY LINE OF DEFENSE BECAUSE INDUSTRY EMPLOYEES HAVE NO PROTECTIONS

All of the below cases involved major occurrences of corporate fraud that posed a threat to the health and safety of U.S. citizens.  In each case, employees on the inside of the drug companies were the first to know of the harm being inflicted on the public.  But, without any protection for speaking out, employees chose to look the other way rather than commit professional suicide by speaking out.  The public deserves and demands numerous layers of protection when corporate malfeasance compromises the safety of our food supply and medications.

· When Dr. David Ross, one of the lead FDA medical reviewers for the antibiotic Ketek, raised concerns about the drug’s safety, his dissent was discouraged and muzzled at the FDA.  The agency approved an antibiotic, Ross said, “knowing that it could kill people from liver damage and that tens of millions of people would be exposed to it. The drug maker submitted fabricated data on the drug, knowing that Ketek is not better than other antibiotics, may not even work, and had been linked to liver disease and deaths. Earlier this year, the FDA withdrew its approval for using Ketek to treat acute bacterial sinusitis and acute chronic bronchitis. 

· As associate director for science and medicine at FDA’s Office of Drug Safety,              Dr. David Graham conducted an exhaustive study evaluating the impact of high doses of the painkiller Vioxx on the risk of heart attacks, and concluded that high doses of Vioxx sharply increased the risk.  Dr. Graham testified in late 2004 that he had been “pressured to change my conclusions and recommendations” by FDA senior management. One senior manager called his Vioxx study a “scientific rumor,” Dr. Graham said.   Dr. Graham estimated that, based on his and other studies, the FDA’s decision to ignore warning signs about Vioxx may have resulted in as many as 55,000 deaths.  Merck, Vioxx’s manufacturer, withdrew the drug from the market in late September 2004.

· As deputy director of the FDA’s division of Drug Risk Evaluation, Dr. Rosemary Johann-Liang recommended in February 2006 that the diabetes drug Avandia get a “black box” warning about possible heart problems related to the drug.  The FDA scientist was reprimanded by FDA managers and her FDA superiors not only failed to act on her recommendation, they shifted the supervision of the safety review of Avandia to her boss.  “They decided to act like the review never happened,” Dr. Johann-Liang told The New York Times.  The FDA asked for a black box warning only after being embarrassed on May 21, 2007 when an article in the New England Journal Medicine raised similar concerns about Avandia potentially increasing the risk of heart attacks in diabetic patients.

· In 2003, FDA scientist Dr. Andrew Mosholder raised concerns that a certain class of antidepressants could lead some children and teens to become suicidal.  He was not permitted to present his findings to an FDA advisory committee.  When the FDA hired other researchers at Columbia University to look at the same data, they came up with the same conclusions—a year later.   It was not until March 2004 that the FDA asked drug companies to include a black box warning about suicide risk for ten of these antidepressants. By the time the FDA acted, dozens of parents had reported that their children, while on these drugs, had killed themselves.

· A recent, exhaustive review by Sen. Charles Grassley (R-IA) in the case of FDA veterinarian Victoria Hampshire demonstrates the extreme efforts pharmaceutical giant Wyeth took to retaliate against Dr. Hampshire for raising concerns about the drug ProHeart6.  Wyeth Pharmaceuticals smeared Hampshire, who negatively reviewed one of Wyeth's animal care products, and that the FDA subsequently removed her from that product's review after she concluded that Wyeth's drug (ProHeart6) was killing hundreds of dogs. The case raises serious concerns about the backdoor influences drug companies wield over FDA management. Given their ability to retaliate against a government employee who challenged drug safety, there can be little doubt about the fate that would have awaited any company employees that spoke out.  See http://www.whistleblower.org/doc/2008/prg020608.pdf to review Sen. Grassley’s letter to the FDA.
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