Medical Device Safety Act
Myths V. Facts
Congress has introduced the Medical Device Safety Act (H.R. 1346/S. 540) to restore the rights of patients injured by faulty medical devices to seek justice in the state court system.  In 2008, the Supreme Court ruled in Riegel v. Medtronic that manufacturers of faulty medical devices enjoy complete immunity from liability for devices approved under the Food and Drug Administration’s (FDA) premarket approval process.  The Medical Device Safety Act restores the right to seek justice afforded to device patients for decades. 
Myth:  The Food and Drug Administration approves medical devices after performing rigorous testing on the devices to ensure the device is safe and effective.

Fact:  The FDA does not perform any testing on medical devices.  It relies on the manufacturer to provide full and accurate data relating to the studies the manufacturer has undertaken on a device.  The FDA then reviews the data provided by the manufacturer to make the decision to either approve a device, or not.  The FDA relies on industry to provide all of the scientific data available.  See http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/PremarketApprovalPMA/default.htm for the FDA’s description of their review process. 

The bottom line is FDA premarket approval of a medical device is only an in-depth review of industry-provided data, and does not mean the FDA is performing independent testing on the safety and effectiveness of the devices. 
Myth:  The Medical Device Safety Act would create 50 different FDAs, allowing individual state courts and juries to undermine FDA approval and authority.
Fact:  The Medical Device Safety Act does not take away any oversight authority of the FDA.  Juries do not approve medical devices.  The justice system only serves as an added check on manufacturers to encourage them to make their devices safe, and fully disclose all the risks associated with using a device.  
Myth:  Once a medical device or prescription drug is approved by the FDA it is safe for consumers.  

Fact:  FDA approval is an on-going process.  Once a medical device or prescription drug is approved by the FDA, the manufacturer is required to continually research and update the FDA on the safety and efficacy of the product.  In March 2009, the Supreme Court affirmed it is the manufacturers’ responsibility to accurately disclose side-effects and risks in the Wyeth v. Levine ruling, a decision that reaffirmed that it is a drug company’s responsibility to warn patients of known risks.   

Myth: The MDSA would stifle innovation, keeping life-saving devices out of reach of patients that need them.  
Fact: Innovation should not supplement the safety of medical devices.  While medical devices do provide life-saving technologies to patients, there are often many medical device alternative choices available on the market.   For example, the Sprint Fidelis defibrillator lead by Medtronic was never tested on humans before being marketed to the public.  Later this device had to be recalled after several deaths and hundreds of complaints were reported to the FDA.  There are alternative defibrillator leads on the market that could have offered a safer alternative for patients.  The rush to market and profit from a device should not come before patient safety.   
Myth:  Medical device manufacturers have enjoyed immunity from liability since the Medical Device Amendments were passed and Riegel v. Medtronic just reaffirmed this long-standing practice.   
Fact:  Courts have been ruling for decades against finding preemption for medical device manufacturers in common law tort claims, including a case against Medtronic in Goodlin v. Medtronic, Inc. (1999), Kennedy v. Collagen Corp. (1995), and Oja v. Howmedica, Inc. (1994).  These are just a couple of the many cases finding no preemption of state tort claims.  

Myth:   Juries should not be deciding the safety of medical devices; medical device safety should be left up to the expert scientists at the FDA.  Juries often make inconsistent decisions or may be influenced by emotion more than science. 
Fact:  State trials have played an invaluable role in supplementing an under-funded, under-staffed FDA.  The courts have served the public interest by flushing out corporate documents, compensating injured patients, and giving manufacturers an incentive to ensure product safety and exercise due care in production and labeling. 
