Notes - 253 - continued


What problems would it create if the Congress prevented the FDA from using outside reviewers?


What if Congress passed an ethics code that prevented anyone with a personal or financial stake in the drug industry from participating in outside review panels?


C.	Postmarket Surveillance Systems


What is postmarket surveillance?


Thinking back to the clinical trial process, why is it not surprising that many drug turn out to have significant side-effects that are not picked up in the clinical trial system?


What would have to be done in clinical trials to find more problems before marketing?


What is the downside of trying to find out everything during the clinical trials?


What is an “adverse drug experience?”


What must manufacturers do if they are aware of an adverse drug experience?


What about less serious events?


How often must reports be submitted?


What are the purposes of these reports?


How are the reporting requirements for devices different from drugs and why?


Nelson v. American Home Prods. Corp. 92 F. Supp. 2d 954 (W.D. Mo. 2000) - 257


What type of action is this?


What happened to plaintiff?


What is his evidence problem?


How is he attempting to use to establish this?


What does the judge rule about the probative value of these documents?


What policy is driving the judge's decision?


Do you agree with this policy?  


Does reporting really depend on good will?


United States v. Laerdal Mfg. Corp. 853 F. Supp. 1219 (D. Or. 1994) - 258


What type of proceeding is this?


What are they being enjoined form doing?


What is the value of this order by the court?


What happened?


What happened to the patient?


Why does defendant claim that it did not have to comply with the law?


What does the court think of this reason for complying?


How is this like child-abuse reporting laws?


What would happen if the court adopted defendant's view?
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When the appeals court affirmed this decision, what did it point to as evidence that the company was going to continue to be bad actor?


Where do manufacturers get the information about adverse drug reactions?


What is the problem with this system?


How could the class take advantage of the system to get an risk on the label and drive the manufacturer crazy?


How can failing to properly report problems become a securities law problem?


Why is potentially more serious than FDA violation?


How would you counsel a client about this problem?


What are the special problems of the elderly?


Barbara A. Noah, Adverse Drug Reactions: Harnessing Experiential Data to Promote Patient Welfare - 261


What problems does Prof. Noah point out?


What is making the problem of undetected problems more serious?


Propose a Phase IV post-market clinical trial process to address this problem


What are the products liability issues that accompany this problem?


Weight Loss Drugs


What is fen-fen?


Is this an FDA approved combination drug?


How do patients get the combination?


What does this cause?


Why were physicians unlikely to report this problems?


What did the drug maker know that was withheld from the FDA?


What impact would this have on labeling and physician notification?


Liver Toxicity Problems


The main function of the liver is to get rid of potential poisons in the body.  This includes many drugs.  This makes the liver a very common indicator of drug toxicity.  Liver function tests can serve an early warning function, but if the liver is permanently damaged, the patient will die without a liver transplant.


How could Duract be used safely?


Could docs be trusted to do this?


No


What did the manufacturer choose to do?


Why?


Drug Interactions


Why are these very hard to detect during clinical trials?


Why are they hard to detect even after the drug is on the market?


What do you have to know to detect them?


Who has the best information on this?


What do our authors suggest as solutions to the post-market problem?


How is drug post-market surveillance done differently from FAA investigations?


Is this a fair comparison?  Think about fen-fen


Forsham v. Califano 442 F. Supp. 203 (D.D.C. 1977) - 269


Why did the FDA suspend sales of phenformin?


 What is the statutory authority?


Why wasn't the order signed by the FDA commissioner?


What was in the record about the risks of the drug?


What do plaintiff's claim is wrong with the action?


Why is this a long shot under adlaw jurisprudence?
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Defendant argues that this process is an unconstitutional taking without a hearing


What is your argument for the agency?


Why would a manufacturer voluntarily withdraw a product?


What tools does the FDA have to encourage such voluntary action?


Is this a fairer process than the formal emergency withdrawal of the NDA?


Why might a “sentinel system” generate more reports than a passive reporting system?


Postapproval Study Requirements - 274


Does the FDA have the authority to require these?


How does it get drug manufacturers to agree to do them?


Why don't manufacturers sue?


What do they do instead?


Why doesn't the FDA enjoin them?





