Medical Devices and Comment K: A defense worth fighting for.
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For years, defense lawyers have relied upon comment K to §402A of the Restatement (Second) of Torts as a defense to claims that prescription drugs were defectively designed.  The comment’s application in cases alleging injury due to a defective drug is generally well understood.    In some states, it provides  blanket immunity against design defect claims; while in other states, defendants must demonstrate that the drug in question is worthy of protection under comment K.

It has generally been assumed that comment K would apply to medical devices in the same manner as it applies to prescription drugs.  Courts across the country have extended their rules on comment K for prescription drugs to prescription medical devices.  For example, Pennsylvania bars design defect claims for both prescription drugs and medical devices. In Oklahoma, comment K is an affirmative defense in both drug and medical devices on a case-by-case basis. Many of the cases extending comment K from drugs to medical devices have done so without significant analysis leaving an opening which the plaintiffs’ bar is beginning to exploit.


Plaintiffs have begun to argue that medical devices should be treated less favorably than drugs.  They base their arguments on differences between regulations governing approval for medical devices and those for drugs.  Before a prescription drug can be sold, the manufacturer must convince the FDA that the drug is safe and effective.  That is not necessarily true for medical devices.  While certain Class III devices require premarket approval which includes a demonstration of safety and efficacy, most medical devices require only pre-market clearance under the 510(k) process, which requires that the manufacturer demonstrate that the device is substantially equivalent to a previously cleared device.

A recent case from Missouri (but applying Texas law),   Anastasi v. Wright Medical Technology, Inc., 2014 WL 1672010 (E.D. Mo. April 28, 2014), provides an example of this newer argument.  In Anastasi¸ the plaintiff argued that comment K is an affirmative defense requiring that the defendant prove that the benefit of its product outweighs its risks and that the product is incapable of being made safer.  The plaintiff argued the FDA’s approval process for drugs excuses the defendant from its burden of proof and, thus, comment K applies categorically to prescription drugs.  The approval process for medical devices, however, is quite different.  For most medical devices, including the one in question, the manufacturer need not demonstrate the device was safe and effective, but only that it is the substantial equivalent to an existing approved device.  Accordingly, the plaintiff argued, comment K did not apply categorically to bar a design defect claim for a medical device.
At first glance, Comment K seems to offer some support for this argument as it appears to require a balancing of risks and benefits: “The seller of such products … is not to be held to strict liability … merely because he has undertaken to supply the public with an apparently useful and desirable product, attended with a known but apparently reasonable risk.”  Restatement (Second) of Torts § 402A, comment K (1965).  Moreover, the cases applying comment K categorically to prescription drugs tend to rely heavily on the notion of deference to the FDA’s balancing of risk and benefit for new drugs.  E.g., Grundberg v. Upjohn Co., 813 P.2d 89, 96-98 (Utah 1991)(holding that comment K applied categorically to prescription drugs in part because of the FDA’s extensive screening of new drugs).
Relying on a version of this argument, the Anastasi court declined to dismiss a claim that a hip implant was defectively designed holding instead that, under Texas law, the applicability of comment K to medical devices was to be determined on a case-by-case basis.  Anastasi, supra, at *8.  This holding is significant because, as the court noted and the plaintiff conceded, Texas applies comment K categorically to prescription drugs.  Plaintiffs have made similar arguments in other cases; although not quite as successfully.  E.g., Breen v. Synthes-Stratec, Inc., 947 A.2d 383, 389 (Conn. App. 2008)(rejecting argument that the application of comment K to medical devices depends upon the extent of FDA regulation).
Reliance on the regulatory differences between drugs and medical devices for comment K purposes is misplaced.  Comment K provides a categorical exemption for products that require a prescription because they are fundamentally different from other products.  Unique among all other products, prescription drugs and devices are not available for purchase by the general public.  They are available only by prescription.  In no other area of American commerce do we require a private party’s permission to purchase a product for personal use.  Why such restrictions?  Because, alone among all other products, it is known and understood that risks are associated with all prescription products (drugs and devices) and only a licensed healthcare provider should be advising a consumer (patient) on whether, for them, the benefits outweigh the risks. 
It is this factor that is at the core of comment K’s rationale.  As the California Supreme Court noted in Brown v. Superior Court, 751 P.2d 470 (Cal. 1988):
But there is an important distinction between prescription drugs and other products such as construction machinery, a lawnmower, or perfume, the producers of which were held strictly liable. In the latter cases, the product is used to make work easier or to provide pleasure, while in the former it may be necessary to alleviate pain and suffering or to sustain life. Moreover, unlike other important medical products (wheelchairs, for example), harm to some users from prescription drugs is unavoidable.  (Id. at 478-79)(internal citations omitted)
Thus, the Brown court reasoned that public policy favors the development and marketing of prescription drugs.   This policy is advanced by limiting liability for this class of products.  Id.  Other courts have relied on similar reasoning.  E.g., Grundberg, 813 P.2d at 96 (“Despite inherent risks, and in contrast to any other product, society has determined that prescription medications provide a unique benefit and so should be available to physicians with appropriate warnings and guidance as to use.”)(emphasis in original).  Applying this reasoning, California courts have applied comment K categorically to prescription medical devices.  Hufft v. Horowitz, 4 Cal.App.4th 8, 18-19 (1992).

Moreover, emphasizing the regulatory differences between drugs and medical devices misses the point of courts’ deference to the FDA’s approval process in comment K jurisprudence.  It is not that the FDA’s processes are particularly worthy.  Rather, the point is that the FDA is a better forum than courts for determining whether and under which circumstances medical products will be sold in the United States.  In part, courts have recognized that it is better for there to be a single arbiter of the safety and efficacy of medical products, which have both great risks and great benefits, than to have the safety and efficacy of these products determined piecemeal and inconsistently by courts across the country.  And, in particular, courts have found that the FDA is better suited than courts to determine whether a given product should be sold.  Unlike a court, the FDA is not limited by rules of evidence, by the time limits inherent in trial or by the need to deal with the situation of a specific plaintiff who will inherently be one of those harmed by the product rather than one of those who benefited.  Grundberg, 813 P.2d at 98 

That the FDA has chosen to use a particular process to allow a new drug or device to be marketed reflects the FDA’s determination that the process utilized adequately balances safety and efficacy concerns.  The FDA, as it has often done, can change the process by which particular categories of new devices are approved to provide for greater or lesser review as necessary to protect the public. And, that a manufacturer wants 510(k) clearance for a new device does not mean that the FDA has to grant it.  In the end, pointing to the differences between how the FDA approves different products is really quibbling about how the FDA does its job.  It does not raise a question as to whether it is the FDA’s job at all – which is a large part of the basis for comment K.

In order for defendants to realize the advantages of comment K’s protections, it is critical to educate courts regarding the reasoning behind comment K. If plaintiffs succeed in convincing courts that the protection is available only to products that have undergone the full FDA approval process, manufacturers of medical devices will be denied a valuable defense to which they are entitled.
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