When FDA Failed… Civil Justice System Prevailed



Civil Justice System Forced Removal Of FDA Approved Tampons Linked TSS

International Playtex, Inc. voluntarily removed from the market tampons linked to toxic shock syndrome (TSS) after a federal court jury awarded compensatory damages to the family of Betty O'Gilvie in 1985. O’Gilvie died from TSS after using Playtex super-absorbent tampons.  While Playtex had complied with FDA regulations concerning the product's warning labels, the jury found FDA requirements only set minimum standards and mere compliance with those standards here had been inadequate under the circumstances.
  

Civil Justice System Proved That Defibrillator Manufacturer Knew Of Danger 6 Months Before Taking Action

A state court proceeding forced Guidant Corporation to release internal documents indicating that company executives knew of potentially deadly problems with their defibrillators six months before sharing those concerns with the public.  The documents included a slide-presentation dated October 20, 2004 which warned that up to 55 Guidant defibrillators could short circuit by November, 2005.  Despite the internal warnings Guidant did not notify the public and recall devices until June 17, 2005.  The New York Times estimates that more than seven people have died because of faulty Guidant defibrillators.

Civil Justice System Helped Get Dangerous Breast Implants Off The Market

In a 2005 article published in the University of Texas Law Review, Edward T. Schroeder wrote that, “the breast implant lawsuits demonstrate how litigation can stimulate regulation.” Schroeder noted that while federal law gave the FDA authority to regulate silicone implants since 1976, the agency did not require safety studies by manufacturers of implants until 1992.  Internal documents from silicone implant maker Dow Corning revealed that the company had known about health risks associated with their products for years, yet went ahead and developed “a new, less sturdy implant because it was concerned about losing market share.”  In 1994, scientific research, which was “prompted by the litigation,” inspired an FDA ban on silicone breast implants.
  

Civil Justice System Pushed FDA To Mandate Labels Warning Mixture Of Tylenol And Alcohol

On October 22, 1994 a jury in Fairfax County, VA awarded $8.8 million to a 39 year-old man who suffered liver failure after combining Tylenol (acetaminophen) with alcohol.  That same day, the FDA announced that it would mandate warning labels detailing the adverse effects that could result from the mixture of the drug with alcohol.  While the risk of mixing acetaminophen with alcohol was apparent as far back as the late 1970’s, the FDA neglected to act until the verdict was returned.

Civil Justice System Forced Withdrawal Of Dangerous FDA Approved Contraceptive Device

The Dalkon Shield was an implanted contraceptive device with a flawed design that caused bacteria to become trapped in the patient’s uterus.  Complications arising from Dalkon Shield use included pelvic infections, infertility and, 20 recorded deaths.  Internal documents, made public during pre-trial discovery hearings, suggested that A.H. Robins Inc. manufactured and marketed the Dalkon Shield despite evidence that their product was unsafe.  Lawsuits pushed A.H. Robins to urge doctors to remove the device and compensate injured women.  The FDA removed the Dalkon Shield form the market in 1974.

� O'Gilvie v. International Playtex, Inc., 609 F. Supp. 817 (D. Kan. 1985), rev'd, 821 F.2d 1438 (10th Cir. 1987)


� � HYPERLINK "http://www.nytimes.com/2006/01/20/business/20device.html?pagewanted=print" ��New York Times�, 1/20/05; New York Times, 6/18/05


� University of Texas Law Review, 2/1/05; Newsday, 2/11/92


�  Washington Post, 10/23/1993


� Tetuan v. A.H. Robins Co., 738 P.2d 1210 (Kan. 1987); � HYPERLINK "http://www.zinkle.com/p/articles/mi_m0815/is_n204_v21/ai_18349380" ��Health Facts�, 5/1996





