Chapter 3


Edison Pharmaceutical Co. v. FDA 600 F.2d 831 (D.C. Cir. 1979) - 198


Remember the difference between substantial evidence as an adlaw term of art and substantial evidence as the standard for FDA review of whether a drug should be approved.


Why did the FDA reject the application?


Why didn't the defendant do these tests?


What did a panel of the court do originally?


Why didn't the court just reverse the agency?


What did the ALJ decide?


Putting aside the requirement for specific types of tests, was the FDA satisfied with the data that had been submitted?


What did Edison substitute for traditional studies?


Based on the expanded record after remand, what did the court decide?


Smithkline Corp. v. Food & Drug Administration 587 F.2d 1107 (D.C. Cir. 1978) - 201


What is the drug and what was it being used for?


Is this a drug with other, perhaps less legal uses?


Check out: http://amphetamines.com


What is the effect of the combination of products?


Why did the FDA refuse the NDA in 1971?


What did the company do?


Did the FDA approve the NDA?


What group of patients did the FDA say the drug was tested in?


Why might they have been nervous?


How long since they last took the drug?


What was the form of the FDA order?


Did the company get to rebut or present more info?


What did the court find wrong with the FDA order?


What did it order?


Does the FDA have to have an hearing


What do you think was going on at the agency?


Note 6 - 210 - How did FDAMA change the “substantial evidence" standard for FDA approval?


Does the FDA have to use the new standard or can it keep the old one?


Note 7 - 210 - What law imposed user fees and what are they used for?


E.R. Squibb & Sons, Inc. v. Bowen 870 F.2d 678 (D.C. Cir. 1989) - 211


What was in these combination drugs?


What was the purpose of the combination?


Why did the FDA decide to decertify these drugs after they had been on the market for years?


What was the efficacy issue?


The hard issue - how is it that the manufacturer claimed that the antifungal drug was not a drug at all?


How was this same argument used in Pets Smellfree (N1)?


Why did the FDA say that it was still a drug?


Did the court go with the agency?


What is the issue with using Ritalin to treat kids?


What are the risk/benefit questions for the FDA?


What happens when the FDA guesses wrong?


What is worse - approve a dangerous drug or not approve a safe one?


How does politics affect this balancing?


Why might a company not want to spend the money to get the drug approved for other uses?


What other problems does a company have if it sells dangerous drugs?


Serono Laboratories, Inc. v. Shalala 158 F.3d 1313 (D.C. Cir. 1998) - 219


Key issue from this case: Do generic drugs have to be chemically exactly the same, with the same labeling, as the patented drug whose approval data they depend on?


Do not worry about the details of the case, only why this question must be answered the way it is.


Zeneca, Inc. v. Shalala 213 F.3d 161 (4th Cir. 2000) - 224


Same issue as Serono


Why did Zeneca bring the case?


Why do we want generic drugs?


Why not limit patent rights on drugs?


China just announced that it will start making a second AIDS drug that is patented in the US, but whose patent is not recognized in China.


What are the implications?


Should AIDS patients in the US be able to import that drug?





