Grand jury indicts peddlers of herbal cancer therapies
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Executives of a Southern California company that marketed an herbal pill as a treatment for prostate cancer were indicted yesterday on charges that they secretly laced the product with prescription drugs. 

From May 30, 2000, to May 29, 2003, Sophie Chen, her brother, John, and their associate Allan Wang, founders of BotanicLab in Brea, conspired to illegally manufacture, market and sell adulterated pills that they touted as cancer therapies, according to the indictment handed up by a grand jury in Orange County. 

By labeling the pills as herbs and failing to disclose the alleged addition of the prescription substances, the company avoided the radar of the U.S. Food and Drug Administration, which requires strict and lengthy testing of anything marketed as a drug. At a price of about $110 for a bottle of 60 pills, financial analysts have conservatively estimated the company brought in $1.2 million annually. 

The product proved a huge success. But the success turned sour in February 2002 when BotanicLab voluntarily removed the product, PC-SPES, from the market after tests by the California Department of Health Services confirmed the presence of several prescription drugs, including the blood thinner warfarin and a highly addictive antidepressant, alprazolam, which is known by the trade name Xanax. 

The Chens and Wang face as many as 20 years in prison if convicted on all six felonies and seven misdemeanors. 

John Chen, the chief executive of the now-defunct BontanicLab, said he and his colleagues at the company did nothing wrong and blamed contamination problems on material shipped from China. 

Paul Meco, a 66-year-old Oceanside engineer, filed a personal injury lawsuit against BotanicLab when he discovered the PC-SPES he took was laced with potentially dangerous prescription drugs. 

The indictment is "long overdue," Meco said. "This company has hurt so many people." 

But the company has found supporters among thousands of cancer patients desperate for a cure, who claim they found it in the pills. And two California legislators are pushing a bill that would authorize PC-SPES to return to market if it's free of contaminants. 

Through BotanicLab, the Chens and Wang promoted the pills as a special formula of traditional herbs, including Chinese licorice and sang-qui ginseng, that provided miraculous relief to people with advanced prostate cancer. 

Researcher Sophia Chen, who was said to have developed the concoction in the early 1990s, dubbed the pills PC for prostate cancer and SPES for the Latin word for hope. 

Renowned oncologists from across the country lined up to vouch for the drug's success on their patients. Men whose blood was shown to contain high level PSAs, markers for the presence of prostate cancer, saw those numbers plummet after a regimen of PC-SPES, the doctors said. 

But from the beginning, there were skeptics. Meco and other patients, who saw initial success but not lasting results, chipped in to have batches of the pills tested. 

The results, which came in July 2001, showed that the batches of pills contained DES, a synthetic female hormone used in treating late-stage prostate cancer. Other lots produced in 2001 that coincided with the rising PSA levels did not contain DES in any measurable level. 

The men released the results of the tests on the Internet, a move that helped spark investigations by state and federal regulators. 

The indictment alleges that besides PC-SPES, BotanicLab pills for arthritis, breast cancer and other maladies were also contaminated. 

"This is the most extraordinary case . . . this group of people has the chutzpah to think they can take the herbal exemption to bypass the FDA efficacy testing and then pick out the two or three biggest elderly markets," said Robert Fellmeth, director of the Center for Public Interest Law at the University of San Diego. 

Fellmeth, a former prosecutor, is a long-time public interest lawyer who has served as a consultant in some of the civil cases against BotanicLab. He credited the Orange County District Attorney's Office with doing something that federal authorities and the state attorney general should have seized upon years ago. 

"This makes ephedra look like pixie dust," he said, refering to the herbal weight loss product that has been the subject of congressional hearings and numerous regulatory and legislative efforts to have it banned. 
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