The declaration completely preempts state and local law, rendering moot any legislation or case law that conflicts with it.51

Once an entity receives protection from a PREP Act declaration, it has virtually no civil liability.62 Furthermore, the definition of covered losses is all-encompassing—death,63 physical injury,64 emotional distress,65 fear of physical injury or emotional distress “including any need for medical monitoring,”66 and property damage or business interruption.67 In short, the PREP Act blocks every doctrinal avenue for recovery in tort.

To reach a courtroom, a plaintiff would have to show either (1) that a defendant disobeyed the declaration, or (2) that a defendant engaged in willful misconduct. A defendant disobeys a declaration only when straying beyond its parameters. For example, if a doctor administers the covered countermeasure to someone outside the geographic, demographic, or other descriptive limits of the declaration—say, to someone in Albany when the declaration only covers New York City—then the doctor “loses” immunity.68 If a defendant did not follow the declaration’s parameters, however, then it never had immunity to begin with, so this provision concedes little ground to plaintiffs.

Of course, defendants retain immunity for sheer incompetence—for example, if they inject a countermeasure into the wrong muscle and accidentally cause paralysis. The immunity is also severable, so that one defendant’s misconduct does not infect other potential defendants. If a Minnesota hospital administers a countermeasure authorized for use only in Florida, the manufacturers and distributors of that countermeasure would remain immune from suit.69

Defendants further benefit from two powerful obstacles that plaintiffs would have to overcome to prove breach of a declaration. First, there is a rebuttable presumption that “any administration or use [of a covered countermeasure] during the effective period of the emergency declaration . . . shall have been” proper.70 Second, defendants can invoke a “reasonable belief” defense, absolving them of liability if they “reasonably could have believed” that they were complying with the declaration.71 This defense powerfully augments the rebuttable presumption requirement.

If a defendant stays within the parameters of the declaration (or is “reasonably” close), then “the sole exception to the[ir] immunity from suit and liability . . . shall be for an exclusive Federal cause of action . . . for death or serious physical injury proximately caused by willful misconduct.”72

The legislation makes the already formidable willful misconduct standard even tougher to meet in five respects: First, “the term ‘willful misconduct’ shall . . . denote an act or omission that is taken (i) intentionally to achieve a wrongful purpose; (ii) knowingly without legal or factual justification; and (iii) in disregard of a known or obvious risk that is so great as to make it highly probable that the harm will outweigh the benefit.”73 It is unlikely that any defendant would meet these exacting culpability requirements, which set a much higher bar than negligence or recklessness would have.74

Second, the plaintiff would have to prove by “clear and convincing” evidence, a considerably higher threshold than the “preponderance of the evidence” standard that typically governs civil proceedings.75 Furthermore, as the immunity is severable, proving willful misconduct by one defendant would not strip other defendants of their liability protection. Finally, even a plaintiff who could prove willful misconduct would only recover for physical injury,76 and not for noneconomic harm.

Third, the PREP Act leaps beyond the learned intermediary doctrine to completely remove any meaningful cause of action for inadequate warning. It is a sufficient defense against failure-to-warn variations of willful misconduct claims for a defendant simply to have notified “the Secretary, or a State or local health authority” of any “serious physical injury or death from the administration or use of a covered countermeasure that is material to the plaintiff’s alleged loss within 7 days of the actual discovery of such information . . . .”77 Some version of this provision is necessary because these drugs cannot be fully tested for safety and efficacy in humans and will therefore have unpredictable and potentially disastrous side effects. Furthermore, in an epidemiological emergency, informed consent could well be an unaffordable luxury.78 The question is whether informing the government should be necessary or sufficient. In the chaos of a bioterror attack or pandemic, perhaps notifying health authorities is the most effective way to warn the public, though the seven-day window seems excessively lax. The statute should instead require that the company report this information as soon as practicable, with seven days as the outermost limit.

Fourth, there is an implicit and robust regulatory compliance defense. If the action that the plaintiff alleges as willful misconduct is regulated by the Public Health Service Act79 (of which the PREP Act is a part) or by the federal Food, Drug, and Cosmetic Act,80 then the plaintiff cannot state a claim for willful misconduct unless the Secretary of HHS or the U.S. Attorney General has initiated an “enforcement action”81 over the alleged misconduct. The enforcement action must further be ongoing or have concluded by sanctioning the defendant with a severe “covered remedy.”82

Finally, the Secretary can—and probably must—make it even harder for plaintiffs to file suit by narrowing the definition of acts that would constitute willful misconduct. After consulting with the Attorney General, the Secretary “shall promulgate regulations . . . that further restrict the scope of actions or omissions by a covered person that may qualify as ‘willful misconduct.’”83 It seems odd to require the Secretary to issue regulations raising the bar for tort any higher, but the drafters used “shall” instead of “may,” mandating new restrictive regulations if a chink should appear in the statutory armor.

4. Plaintiffs who reach the tort system face additional hurdles and sharply limited recovery

Plaintiffs who reach the tort system would face a heightened pleading standard 84 and rigorous requirements for submitting proof of injury with the pleading,85 and would be unable to conduct discovery until after the court rules on a defendant’s motion to dismiss (and, if the defendant so moves, until after an interlocutory appeal to the D.C. Circuit).86 These cases, then, would be risky for an attorney using the contingency-fee financing model. Given the expense of a trial that may require extensive expert testimony, and the PREP Act’s mandatory and rigorous enforcement of Rule 11 sanctions,87 many plaintiffs would experience difficulty obtaining counsel. Indeed, Senator Orrin Hatch’s original Bioshield II proposal sought to address this concern, encouraging attorney involvement by providing for awards of attorney fees “calculated on a reasonable amount of work performed on behalf of the plaintiff,” and allowing attorneys to recover fees even when their clients lose.88 The enacted legislation, however, defaulted to SEPPA’s denial of attorney fees and costs.89

If a plaintiff obtains counsel, makes it past the procedural barriers, and wins on the merits, the PREP Act would limit her recovery in two ways. First, the collateral source rule would not apply. A “collateral source benefit,” further, is broadly defined as any public or private benefit provided “as a result of the injury or wrongful death.”90 As with the September 11 Victim Compensation Fund (9/11 Fund), the plaintiff would face offsets for such commonplace investments as life insurance and health insurance, dramatically diminishing the attraction of tort for plaintiffs even in the rare case when it is an option. 

Second, while the Act allows noneconomic damages in tort, any recovery must be “directly proportional to the percentage of responsibility of a defendant for the harm to the plaintiff.”91 For example, if the manufacturer of a covered countermeasure engaged in willful misconduct but a jury attributed ninety percent of the plaintiff’s injury to an incompetent doctor, the plaintiff would recover only the ten percent of his noneconomic damages attributable to the drug company (the doctor being immune from suit). This provision is intuitively equitable but further limits the scheme’s deterrence and compensatory functions. 
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