Medtronic, Inc. v. Lohr 518 U.S. 470 (1996) - 231


We will see this case again in the liability chapters


What is the MDA?


What are the three risk classes and the accompanying marketing restrictions for each class?


What does "reasonable assurance" that the device is safe and effective mean?


Have all Class III devices been proven safe and effective?


Distinguish 510(k) approval from PMA approval


What do you have to show to qualify for 510(k) status?


How much longer does PMA approval take the agency?


How about the device manufacturer?


Why did Congress create the 510(k) loophole?


Lake v. FDA 1989 WL 71554 (E.D. Pa. 1989)  - 232


What is the device?


What does the inventor say it does?


What did the FDA think of those claims?


Why does plaintiff think this attitude should disqualify the FDA from reviewing his device?


Has the FDA refused to review plaintiff's scientific evidence backing the claims?


Does the FDA have to review the evidence support claims it does not believe?


What was plaintiff's grounds for asking that the device be reclassified to class I?


If a device has never been tested, how do you know if it is dangerous?


What would be the result of adopting plaintiff's view?


What is the problem with doing a risk/benefit analysis for this device?


Skip - Lawrence S. Makow, Note, Medical Device Review at the Food and Drug Administration: Lessons from Magnetic Resonance Spectroscopy and Biliary Lithotripsy, 46 Stan. L. Rev. 709 (1994)


United States v. Snoring Relief Labs Inc. 210 F.3d 1081 (9th Cir. 2000) - 243


What is the device?


How is it different from existing devices with the same function?


Why does this difference complicate plaintiff's 510(k) argument?


What are the special risks of this device that are posed by the existing devices?


Does plaintiff get his 510(k) status?


Notes - 245


What is a PMN?


What does an PMN contain?


How is a home test kit for HIV different from a test kit for pregnancy?


Are there valid grounds for the FDA to consider public policy in approving home test kits?


What about home test kits to find out if your kid is on drugs?


What does it take to support a reclassification petition?


Assuming that the FDA has not developed a specific classification system for the type of device, how are new devices automatically classified if they do not qualify for 510(k)?


Why is this a problem for manufacturers?


What is the advantage of soft contacts over hard?


What is the product in this case?


What class is it in?


What is the estimated extra cost related to the classification?


What does the manufacturer want?


Why did the FDA change its initial recommendation that the devices be reclassified?


What is the plaintiff's argument for why the court should reject the agency's ruling?


What did the FDA think of the eyewitness testimony?


What did the court say about this?


Did the court grant plaintiff's petition to reclassify?


Ethicon, Inc. v. FDA 762 F. Supp. 382 (D.D.C. 1991) - 251


What is the product?


What action is the FDA taking?


How does this effect manufacturers?


What is plaintiff opposing this?


Does the court overrule the FDA?


Notes - 253


Why is it hard to do blind studies of devices?


What are the 5 policy reasons that authors reference for treating drugs and devices differently?





