Chapter 6:  Production Failures


A.	Manufacturing Defects


Why are manufacturing defect cases so hard to defend?


Reiter v. Zimmer Inc., 897 F. Supp. 154 (S.D.N.Y. 1995)


Bone Cement Case


Don't get confused about the NDA - bone cement was originally regulated as a drug because it was a chemical, then a device after the MDA, subject to PMA.


Think about what it means if bone cement, which is used to glue artificial joints such as knees and hips in place gets hard before the surgeon can get the joint exactly right, or does not get hard enough to hold the joint before the surgeon has to close up the patient.


What was wrong with this batch?


What are some of the things that could have gone wrong?


How did the defendants excuse this?


Where did the plaintiff's expert look for manufacturing standards?


Why did defendants reference them?


Defendant argues that plaintiff's is preempted because this would be an additional state law requirement.


Does the court buy this?


Rogers v. Johnson & Johnson Products, Inc.


Simple plaster cast case


All plaster gets hot as it sets - the chemical reaction between the plaster and water is exothermic (gives off heat).


How is the doc supposed to protect the patient from this heat?


What happened here?  


Did the plaintiff notice what was going on?  


Do you think the doc acted correctly?


Why do you think the plaintiff is suing the plaster manufacturer rather than the doc?


Why does the plaintiff defend the doc?


What does the defendant say about the docs' care?


Does plaintiff know what the defect is?


What sort of case is this?


What was defendant's grounds for summary judgment?


Was it granted?


What did the PA SC rule?


NOTES AND QUESTIONS


What is the Restatement 3rd standard for defect?


What happened in the Sulzer hip cases?


What do you have to do to get the hip back out?


What would you do if you had one and it was still working?


3.	Circumstantial evidence of product defect


What if the device has been tossed before plaintiff realizes it might have been defective?


Why is this not a problem for design cases?


Why might a circumstantial manufacturing defect case rarely succeed against sellers of pharmaceutical products?


B.	Design Defects


1.	Risk-Utility Balancing


Ezagui v. Dow Chemical Corp.


Classic risk balancing case


What did defendant do to make it easier to immunize children?


What problem did this cause?


What was the risk balancing?


Why is it hard for us to put ourselves in the position of a parent or a juror in the 1960s?


PROBLEM #10.  Combination Vaccines


Our author asks: What if combined vaccines did cause 1/10,000 cases of autism, but single vaccines on 6 month intervals did not?


What are we balancing?


Do you have any doubt what the jury would decide?


NOTES AND QUESTIONS


Note 4


Why do contraceptives pose special risk balancing problems?


What are the risks that are being balanced?


Risk of pregnancy and complications?


Risk of complications such as stroke from the drug?


Do contraceptive uses see themselves as healthy persons not facing risks, or as persons who are being saved from grave risks and thus willing to accept the risk of complications?


6.	Causes of patient variability - what if the risk is to only a small fraction of patients, but you cannot identify them up front?


Williams v. Ciba-Geigy Corp.


What was the plaintiff's legal claim?


What did the court reject it?


What does the Restatement (Third) of the Law of Torts: Products Liability § 6 (American Law Inst. 1998) use as a standard for a drug being not reasonably safe?:


So, does this mean that it is malpractice to prescribe such a drug if there are adequate warnings?


Should such a drug even be marketed?


How would you argue that FDA approval conclusively rebuts this?


What defenses does Comment f provide?


Tobin v. Astra Pharmaceutical Products, Inc.


What is the problem with twins?


How does this affect fertility treatment?


Why was she given magnesium sulphate and Ritodrine?


What was the effect of the ritodrine?


Was this unusual?


Was the dose changed?


What happened on March 16th?


What happened on March 17th?


What disease had she developed?


How were the kids?


What was the ultimate outcome?


What was the claim against defendant?


What did the jury award?


Are there know cardiac complications of ritodrine?


What triggered plaintiff's heart problems?


What is the causation theory?


Plaintiff claims there is no evidence ritodrine works.


How does defendant counter?


Why does the plaintiff get to litigate the FDA's finding that ritodrine is effective?


Where there problems with the studies relied on by the FDA?


NOTES AND QUESTIONS


Is this the right role for the court?


Should it be allowed to let the jury decide an FDA approved drug should not be marketed?


Should courts be allowed to deny the public drugs that the FDA has approved?


What if you want that drug?


What are the risks and benefits?


Should the woman be allowed to decide, if this is the only agent available?


Getting FDA documents and info - FOIA is better than discovery


Usually cannot get depositions of officials in tort cases - adlaw doctrine, like executive privilege.


8.	Prescription vs. OTC products and the debate over the consumer expectations test.  


How does the consumer expectations test differ from the risk utility test?


How does risk benefit undermine strict liability?


Look at the latex glove case - benefits are great and there were not good substitutes at the time


Same with DES


How do you establish consumer expectations versus risk benefit?


What if the consumer is wrong?  Whose problem should that be?


2.	Biomaterials Suppliers


In re TMJ Implants Products Liability Litigation, 97 F.3d 1050 (8th Cir. 1996)


What is the TMJ and why does it matter, or does it?


Big regulatory hole - no regulation of surgical procedures at all, only informed consent and medical malpractice, and those are pretty blunt tools


CAB story


Internal mammary artery story


Radial Keritomies and the antitrust lawsuit


What is the device?


What is a biomaterial?


What was the biomaterial in this case?


What company manufactured it?


Why is Dupont in this case?


How much money did Dupont make on each implant?


Did Dupont have any control over this product?


What did Dupont make the hospital sign?


What should Dupont have required to make its point and to protect itself?


Who should have Dupont made sign it?


Why not Vitek?


Could it have even stopped Vitek from getting the raw materials?


Did the FDA approve the implants?


What did Dupont do in 1989?


Why are plaintiffs' suing Dupont?


What is their theory?


Classic component part liability


What is the test for component part liability?


The court misses another issue: what if the part is defective, but the risk was not foreseeable to the part manufacturer?  Say Amp makes simple switches for electric current.  Manufacturer puts one of these in a commercial meat grinder, and when it fails an employee is ground.


What if the component was improperly chosen?


Why not hold Dupont liable?


Why can't there not be an alternative design for Teflon?


How does the dissent distinguish this from the classic component part case?


Would it have mattered if the material was readily available from distributors?


What did Dupont and other biomaterials makes do when they started being sued for every product made of silicone?


What was the larger impact of this embargo?


What did Congress pass?


Why did Clinton sign this tort reform bill?


Bulk supplier doctrine - I would not bet on it in the long run without tort reform.


C.	Fear of Malfunction


Willett v. Baxter International, Inc. 929 F.2d 1094 (5th Cir. 1991) (LA)


What is the claimed manufacturing defect?


Why does the court say just showing a defect is not enough?


Would this case have been different if the valve had failed?


Bowling v. Pfizer, Inc., 922 F. Supp. 1261 (S.D. Ohio 1996), aff’d mem., 103 F.3d 128 (6th Cir. 1996)


Background info: artificial valves do not last forever, and replacing a valve has about 1%-2% risk of death


What is the failure rate of these valves?


Based on the risks, should they be replaced?


There was evidence of a manufacturing problem, which means that valves that fail are classic manufacturing defect cases - does it matter than the increased risk over the normal rate of failure is very low?


What are patients with intact valves claiming for?


Is this a fair claim?


How can the lawyers affect this claim?


What does the settlement provide?
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