Chapter 7:  Informational Defects


Feldman v. Lederle Laboratories 479 A.2d 374 (N.J. 1984)


What is the drug?


What is the complication?


What was the drug given for in this case?


Why are we not suing the doc?


When were the first reports of the problem?


Why patients were they reported in?


Why do these patients have more severe problems with the drug?


When did defendant ask the FDA to allow changing the label?


When did the FDA propose a change?


What type of defect is this?


Could the defendant have added warnings without FDA approval?


Is this still true?


Why is it critical to this case?


Carlin v. Superior Court (Upjohn Co.)


Why does the court say that failure to warn in strict liability differs markedly from failure to warn in the negligence context?


Why have this different standard for strict liability?


Why is this a problem with FDA labeling requirements?


How does the court allow FDA action to be used as a defense in a strict liability labeling case?


What if the FDA does not allow the warning?


Restatement (Third) of the Law of Torts: Products Liability § 6 (American Law Inst. 1998):


What defense does comment g provide?


NOTES AND QUESTIONS


When does a risk become knowable?


What is defensive labeling?


How does it fit with rational prescribing?


What are the costs of warnings?


Vassallo v. Baxter Healthcare Corp.


Where does the information presented in this case come from?


How reliable is such information?


What did the defendants know the risks posed by migration of silicone?


What was the form of silicone that migrated?


Why make the capsules thin enough to leak and rupture?


What toxicity tests were done?


What did the PIDS warn about in 1976?


What did plaintiff allege to support her failure to warn case?


How broad was the duty to warn in MA before this case?


How did the court change the law in MA?


NOTES AND QUESTIONS


What is the Post-sale duty to warn?


When does a knowable risk become significant?


If the risk of contracting polio in the wild is the same as from the vaccine, why vaccinate?


Is this case really about alternatives?


What if there was no alternative to the live vaccine?


What do we do about Allergic reactions?


What is a substantial number?


2.	Unintended Uses


Proctor v. Davis


What is the drug?


What is the form?


Where did defendant inject it?


Why did this cause a problem?


Was it approved for this use?


Did the manufacturer encourage the use in any way?


What was the warning that Upjohn proposed in 1980?


What did the FDA say?


Did the court allow this evidence to be admitted?


How did Davis administer the drug the first time?


What is the major risk for periocular injections that Dr. Davis knew about?


Why was Davis not worried about this?


What did he do on Nov 7, 1983?


What is the real warning issue?


What should Upjohn have told physicians?


What did they warn against?


How is this warning different?


Would the warning have affected Davis?


Why or why not?


Did he know about the danger? (see dissent)


Did he keep using it after blinding plaintiff?


Was this told to the jury?


Why should the danger have been obvious?


What was the big problem?


What did the court reduce the punitive damages to?


Was there necessarily really any injury?


What was happening to the plaintiff's vision?


NOTES AND QUESTIONS


1.	The relevance of FDA labeling decisions.


What did the FDA say about warnings related to intrathecal use of Depo-medrol?


Why not allow warnings about unapproved uses?


Should you have to warn about overdoses?


What is Unforeseeable misuse?





