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Mr. Bush’s Broken Government continued . . .  


Until catastrophes such as those with Vioxx, E. coli and Salmonella occur, most Americans have a far too complacent attitude toward regulation of food and drugs that can literally maim and kill.  Today’s edition will hopefully instill a bit of distrust in all who read it.  

U.S. Food and Drug Administration (FDA) Failure to Ensure Drug Safety:  The Vioxx debacle is probably the highest profile failure of the FDA, although there have been many.  The agency held off taking action to recall the drug despite “clear and convincing evidence that the drug posed a threat to thousands of heart patients.”  The drug was finally withdrawn from the market in September of 2004 only after “it became evident that the drug increased risk of cardiovascular events and may have caused tens of thousands of heart attacks.”  

The FDA is responsible for guaranteeing the “safety, efficacy and security of human and veterinary drugs, biological products, medical devices, as well as America’s food supply.”  But after the failure to act on the Vioxx drug, just how inadequate the agency was to deal with such incidents catapulted it into the public full face.  Testimony before Congress exposed the agency as “incapable of protecting Americans against another Vioxx.”  


In 2007, the National Academies, through its Institute of Medicine, issued a report placing the blame for the FDA’s problems on a “lack of clear regulatory authority, chronic under funding, organizational problems and a scarcity of post-approval data about drugs’ risks and benefits.”  


The FDC seems to have a slightly different idea on its reason for existence and responsibilities.  The Center for Public Integrity (the CPI) was advised by a spokeswoman for the FDA’s Center for Drug Evaluation and Research that “the agency’s job is to balance a drug’s benefits against the risks for the drug’s intended use.  The agency approves a drug only after determining that the benefits outweigh the risks for most people, most of the time.”  


The CPI found “more than a dozen drugs have been withdrawn from the U.S. market and around the world because of risks to patients.”  

As follow-up, President Bush did sign the Food and Drug Administration Amendments Act of 2007 which granted new power to the FDA “to issue mandatory label changes and require companies to do more studies on drug safety.”  


In 2008, a new electronic database system for monitoring medical product safety (the Sentinal Initiative) was implemented by the FDA which “strengthens its ability to monitor drug performance and could help prevent another Vioxx-like debacle.”  

Problems in Oversight of Food Safety:  Sometimes the sheer size of an agency’s purview seems to almost set it up for failure.  In 2007, the Government Accountability Office (the GAO) added regulation of food to its list of high risk programs demanding attention.  


At the root of failure in the regulation of food safety, according to the GAO, are factors that have long plagued the FDA – “inconsistent oversight, ineffective coordination and inefficient use of resources.”  


Until the pet food fiasco of 2007 and the E. coli/Salmonella outbreaks of 2008, the public was pretty much unaware that “federal agencies often do not have the authority to mandate food recalls.”  The GAO has identified the need for re-examination of the food safety effort and urged enactment of comprehensive legislation that would give the government more regulatory power.  


Late in his administration, President Bush did sign an additional $72 million appropriation in new money for food protection.  


As follow up, Congress was advised in July of 2008 by then associate commissioner of foods David Acheson that significant progress had been made to “strengthen the nation’s food safety and food defense systems across the entire distribution chain.”  


Despite the progress, in November of 2008, the GAO included food safety as one of the 13 “urgent issues critical and time sensitive” requiring “prioritized federal action by President Obama and the new Congress.”  

Agricultural Quarantine Inspection Stumbles:  As recent news stories revealed, we Americans are not so safe as believed when it comes to international passengers and cargo.  Checking passengers and cargo entering the U.S. to protect the country’s agriculture from pests and disease is the responsibility of the Agriculture Quarantine Inspection (AQI) program.  


As with many aspects of international passengers and cargo, the AQI program was moved from the U.S. Department of Agriculture when the Department of Homeland Security (DHS) was created.  


The General Accountability Office (GAO) found during its 2006 survey that “the majority of the program’s specialists believed the transfer had compromised the inspection mission; three-fifths said they were conducting fewer inspections and interceptions of prohibited agriculture items since joining the DHS.”  The GAO also detected concerns within the AQI that its work was “being overshadowed by counterterrorism activities,” resulting in an exodus of agricultural officers (a decrease of 17% between June 2003 and February 2006), and its operations being conducted with only two-thirds of the required personnel.  This in a program responsible for not only the “first line of defense for the $1 trillion U.S. agriculture industry,” but also for the industry’s health and the safety of American consumers.”  

As follow-up, under threat from congressional Democrats to move the inspectors back to the USDA’s original Animal and Plant Health Inspection Service, then DHS chief Michael Chertoff created a new position to oversee agricultural inspections.  Various reforms, including “increased staffing levels, more agriculture inspections and additional scientific equipment” have been implemented by a new executive director of Agriculture Programs and Trade Liaison at Customs and Border Protection, Vernon Foret. 

The reader’s comments or questions are always welcome.  E-mail me at doris@dorisbeaver.com.

Doris Beaver

