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What is the drug and the injury?


What is plaintiff's theory?


What is the three part test for negligence per se?


Did Astra have a duty to file the reports?


Had there been other reactions?


What is the class of persons argument?


What is Astra's defense?


What are the problems with dumb attorney defense?


When does the dumb attorney defense cut more ice?


What does Astra say is the problem with the causation element?


What did the witnesses say?


What did they infer?


What was the reporting failure in Toole v. Richardson-Merrell?


NOTES AND QUESTIONS - 


Does the FDCA support an implied private right of actions for third parties?


Does using the FDA approved label for drugs, with no hidden info, preempt tort claims?


What does Comment e allow?


How can plaintiff defeat this?


Why can’t you just tell all?


How is FDA compliance different from preemption?


Why doesn't the FDA disavow judicial second guessing?


IV.	Blending Administrative and Judicial Regulation


Why does Professor Rabin like the tort system?


What options does the FDCA provide for compensating injured persons?


Why is Professor Rabin's role really dependant on the FDA?


Medtronic v. Lohr


What is the device?


What Class is it?


How was it approved?


Does this mean no review at all?


What are Plaintiff’s Claims?


Type of Preemption?


What are the types of preemption?


Which type is at issue here?


Did the court find that plaintiff’s claims were preempted?


Why?


Justice Breyer


What was Justice Breyer’s Approach?


Would he have reached a different result in this case?


What did he leave open?


Post Medtronic


What questions does Medtronic leave open?


What might you counsel a client?


Based on the notes, is the court hostile to preemption?


Buckman


What is the device?


Was it approved the first time?


What did the manufacturer do to get it approved?


What was the approved use?


How was it really used?


How did this lead to plaintiff’s claims?


Private Enforcement


What laws do allow private enforcement?


Why does the government use these?


Why not use this for the FDA?


What was the court’s ruling?


How was the analysis similar to an explicit preemption analysis?


