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


When does the restatement say you have to warn the patient?


If you do not have to warn the patients, who do you warn?


What is the learned intermediary rule?


Why were the courts reticent to intrude in the physician-patient relationship?


What about in informed consent cases?


How are drug warnings different?


What are the key issues in the learned intermediary defense?


What are the elements of the plaintiff's case and who is it against?


If the defense succeeds, does this mean the doc was negligent?


When is there a duty to provide information to the patient?


How does the nature of the label change when it is aimed at the patient?


NOTES AND QUESTIONS


1.	Medical devices.  


Why might the learned intermediary rule differ for medical devices?


Does the type of device affect your answer?


How are pacemakers different from electric hospital beds?


2.	Exceptions


What is the mass immunization exception to the learned intermediary rule?


Is this really an exception?


Can be delegated to the CDC?


Edwards v. Basel Pharmaceuticals, 933 P.2d 298 (Okla. 1997)


Certified question to the OK supreme court from the federal court.


What caused plaintiff's death?


What was the doc told?


What was the patient told?


Does OK use an FDA compliance defense?


Why does the learned intermediary defense fail in this case?


Perez v. Wyeth Laboratories Inc., 734 A.2d 1245 (N.J. 1999)


This case is about whether direct to consumer advertising changes the learned intermediary rule.


How was Norplant advertised?


Should this change the game?


What are the difficulties in consumer warnings?


Is the doc still in the loop?


What are the conflicting pressures?


What is the cost issue?


Does the learned intermediary rule really reflect modern medical care?


3.	Other Sources of Information


In re Factor VIII or IX Concentrate Blood Products Litigation, 25 F. Supp. 2d 837 (N.D. Ill. 1998)


Who has to warn?


When does the Deadly Diet Book doctrine come into play?


NHF said they were protected by the 1st amendment


Are they?


How does the court distinguish this from a classic 1st amendment case?


What are the issues?


Are you persuaded?


NOTES AND QUESTIONS


2.	Liability for negligence in generating therapeutic information.


Is the blood bank association any different?


What about medical societies that publish practice guidelines?


Medical expert systems?


C.	Measuring the Adequacy of Warnings


1.	Warning Health Professionals


Felix v. Hoffmann-LaRoche, Inc., 540 So. 2d 102 (Fla. 1989)


Was the doc warned?


Who usually decides whether a warning is adequate?


What happened here?


Is this appropriate?


What are arguments a plaintiff might make that even a clear label is not good enough?


Is this really about the label at all?


Did the doc denying knowing?


Is this really an SJ on causation - is the question what the label says or what the doc knew??


NOTES AND QUESTIONS


1.	Measuring adequacy.  


What if they get something that was warned about, but would have been scared by warning of something worse?


Which element of the case fails?


What are the problems in warning docs?


Bernhardt v. Pfizer, Inc., 2000 WL 1738645 (S.D.N.Y. 2000)


Plaintiff wants to enjoin drug company to send warnings to patients about the drug


Why?


Who does the court say has this duty?


2.	Warning Patients


Hahn v. Sterling Drug, Inc., 805 F.2d 1480 (11th Cir. 1986)


What is the parents' claim?


What was the biggest problem with the labeling?


Why might the manufacturer still refuse the change the label?


Ramirez v. Plough, Inc., 863 P.2d 167 (Cal. 1993)


What was the problem?


Why did plaintiff say there was an inadequate warning?


Warning in English, plaintiff only read Spanish


Where did the court look for guidance?


What are the tradeoffs in multilingual warnings?


Should advertising in Spanish change the rules?


What if the claim is based on the ads?
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