Bradley v. Weinberger 483 F.2d 410 (1st Cir. 1973)  - 313


Who are the plaintiff's?


How do they have standing?


This is a classic adlaw case:


What is the disagreement between experts?


Does the FDA have to acknowledge that there are disagreements?


Does the FDA have an adequate record?


Why did the court say that this was a case for agency deference rather than de novo construction of the statute?


Notes - 316


Why does the FDA not allow disagreements to be noted on drug labels?


Why did the manufacturer of Cytotec (n. 4) send out warning letters to tell docs not to use the drug on pregnant women?


Was this an appropriate warning?


Is the drug approved for the warned against use?


Why does the FDA require products with CFC propelleants to be include ozone layer warnings?


How would you argue that this is not authorized under the statute?


Patient Labeling


Why special rules for birth control pills (OCA - oral contraceptive agents)?


PMA v. FDA, 484 F. Supp 1179, aff. 643 F2d 106 (1980) - 318


What does the FDA want to do that plaintiffs oppose?


Does the court find that this is within the FDA's statutory authority?


Does this effectively act as a regulation on the practice of medicine?


Why doesn't this violate the state's police power to regulate practice of medicine?


Why are the docs concerned about not controlling the information the patients are given?


Is this a legitimate fear?


What about public access to the PDR?


What are the physicians' two constitutional claims and why does the court reject them?


What if the FDA required Retin-A (an acne drug that causes fetal malformations) users to be told that if they become pregnant, they should have an abortion?


What about state conscience laws that protect docs who are opposed to abortions?


Why is this unlikely to happen?


Henley v. FDA, 77 F 3rd 616 (2nd Cir 1996) - 324


Just another agency expertise case


Plaintiff complains that FDA is removing the cancer warning from estrogens


FDA says no evidence that they cause cancer


Court says it is within the agency expertise


Notes - 326


Should the FDA mandate PPIs for all drugs?


What are the factors that must be considered in OTC labeling to decide whether the drug should be OTC?


What are the warnings on tampons?


Yarrow v. Sterling Drug, 263 F. Supp. 159 (DSD 1967)


What is drug detailing?


What special problems does it pose for FDA supervision?


(We will see this later in the tort cases)


What are the rules for distributing enduring materials?


How might these new rules have made the Fen-Fen problem worse?


US v. American College of Physicians - 337


This is a tax case.  Do not worry about the tax issues.


What is the promotion v. education distinction?


Notes - 339


Why do journal editors face conflicts of interest because of drug ads?


What about conflicts for scientists?


Can these be managed?


What should we do?


Why are broadcast ads more problematic than print ads?


What does the FDA require when companies want to use broadcast media to advertise Rx drugs to the general public?


How does the Internet change all this?





