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The pharmaceutical industry moves faster every day, as do the real-life legal 

issues facing it.  Since becoming the first publication of its kind in January 

2008, Pro Te: Solutio has provided scenarios, solutions, and successes to 

help you stay ahead of the curve. 

With this issue, we’ve taken that commitment to another level. Our new, 

modernized design was created to help you focus faster on the topics most 

important to you. Complementing it will be a new, easier-to use, mobile-

friendly butlersnow.com.

Why the changes?  At Butler Snow, we think change is not only good, but 

long overdue in the practice of law. 

For decades, the very companies that built their successes by not 

accepting the status quo became dependent on law firms whose practices 

remained virtually unchanged. Butler Snow is rising above those outdated 

approaches with more determination than ever. We’re building teams 

with more industry-specific experience united around your goals. We’re 

expanding our offices and equipping them with more ways to collaborate. 

And our innovative fee structures will continue to protect your bottom line, 

not our billable hours. 

That’s why Butler Snow can say that we’ve let go of law outdated, so you 

can experience Law Elevated. 

In this issue, we offer insights on four timely topics: avoiding the tide of 

lawsuits brought by foreign nationals seeking jackpot verdicts in the U.S., 

federal teams dedicated to uncovering fraud in the healthcare industry, 
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diversity in clinical trials.
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British jurist Lord Alfred Denning famously remarked that, “[a]s a moth is drawn to the 

light, so is a litigant drawn to the United States.”1  Because remedies and procedures 

available in U.S. courts are generally more attractive to plaintiffs than those available in 

other countries, foreign litigants frequently file suit in the U.S. with dreams of “striking 

it rich” with “jackpot verdicts.” Thus, on many occasions, foreign nationals claiming to 

have been harmed by drugs or medical devices have chosen to bring suit against the 

manufacturers and/or their parent companies in the U.S., rather in their own country.

        Suppose, for example, that “Alice,” “Simon,” “Maria,” and “Patrick,” are 

citizens and residents of foreign countries who all file suit in the U.S., claiming 

to have sustained injuries from a drug manufactured in the U.S. by “Acme,” but 

that was prescribed and ingested in their own respective countries, where they all 

received subsequent medical treatment.  Alice, a Canadian, would prefer to file 

suit in the U.S., because she cannot recover punitive damages under Canadian 

law.  Simon, a United Kingdom (U.K.) resident, would prefer to file suit in the U.S. 

because of more favorable remedies and because he is having difficulty finding 

legal counsel in the U.K., where the prevailing party is entitled to attorney’s fees. 
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Maria, a resident of Mexico, would prefer to file suit in the U.S., 

because there is no right to a jury trial in Mexico, the Mexican 

court process is slower, and the right to discovery is more 

limited.  Finally, Patrick, a resident of New Zealand, would 

prefer to pursue his claims in the U.S., because he cannot 

even file a lawsuit for compensatory damages in his home 

country; instead, New Zealand has a statutory administrative 

no-fault compensation system, which allows compensation 

to the injured parties without finding fault or negligence and 

reduces the legal process to a matter of weeks. 

 The U.S. court has jurisdiction over all of these lawsuits, 

because Acme, a U.S. company, manufactured the drug in the 

U.S. and made other similar decisions in the U.S.  Ironically, 

traditional maneuvering to obtain a “home field advantage” 

is completely thrown out the window, as none of the parties 

wants the case to be tried in his/her/its own countries.  Would 

the U.S. court, even though it has jurisdiction, grant a request 

by Acme to dismiss the lawsuits and require these plaintiffs to 

pursue remedies in their own countries?  Quite probably.  

 Apprehensive of serving as the “courtroom to the 

world for adjudication of essentially foreign disputes with 

only nominal connections to the United States,”2 American 

courts have frequently relied on the doctrine of forum non 

conveniens to weed out lawsuits that ought to be pursued in 

another country.  Under this doctrine, a trial judge generally 

retains the discretion to dismiss a lawsuit in the event that:  

(a) an alternative forum is available and adequate; and (b) 

the alternative forum is more convenient, after considering 

both private and public interests.  In Gulf Oil v. Corp. v. Gilbert,3 

the Supreme Court identified the following public interest 

considerations:   

 Administrative difficulties follow for courts 

when litigation is piled up in congested centers 

instead of being handled at its origin. Jury duty 

is a burden that ought not to be imposed upon 

the people of a community which has no relation 

to the litigation. In cases which touch the affairs 

of many persons, there is reason for holding 

the trial in their view and reach rather than in 

remote parts of the country where they can learn 

of it by report only. There is a local interest in 

having localized controversies decided at home. 

There is an appropriateness, too, in having the 

trial of a diversity case in a forum that is at home 

with the state law that must govern the case, 

rather than having a court in some other forum 

untangle problems in conflict of laws, and in law 

foreign to itself.

 Generally recognized private interests include “(1) 

the relative ease of access to sources of proof; (2) availability of 

compulsory process for attendance 

of unwilling and the cost of obtaining 

attendance of willing witnesses; (3) 

possibility of view of premises, if view 

would be appropriate to the action; and 

(4) all other practical problems that make 

trial of a case easy, expeditious and inexpensive.”4

Piper Aircraft Co. v. Reyno

 The Supreme Court’s decision in Piper Aircraft Co. v. 

Reyno5 in 1981 is the seminal case applying the forum non 

conveniens doctrine to a lawsuit brought by a foreign national.  

The plaintiffs in that case, representatives of estates of 

Scottish citizens who died in an airplane crash in Scotland, 

brought suit in the U.S. against the U.S. manufacturers of 

the aircraft and propeller.  The district court concluded that 

the case should be dismissed for forum non conveniens.  The 

Court of Appeals reversed, finding that a case should not be 

dismissed for forum non conveniens if the substantive law that 

would be applied in the alternative forum is less favorable.  

Because the plaintiffs could pursue strict liability through tort 

claims in the U.S., but not in Scotland, the Court of Appeals 

concluded that the plaintiffs were entitled to have their claims 

resolved in their chosen forum. 

 On appeal, the Supreme Court reversed and 

reinstated the district court’s dismissal of the lawsuit.  In doing 

so, the Court set a very low bar for considering 

whether a remedy is available and adequate in 

a foreign country.  The Court found that a forum 

is available merely if the defendant may be served 

with process within that jurisdiction.6  The Court 

suggested that an alternative forum is inadequate 

only in “rare circumstances . . . where the remedy offered 

by other forum is clearly unsatisfactory,” such as where the 

alternative forum would not permit litigation of the subject 

matter.7  The Court noted that, were the Court of Appeals’ 

high standard accepted, “American courts, which are already 

extremely attractive to foreign plaintiffs, would become even 

more attractive,” and “[t]he flow of litigation into the United 

States would increase and further congest already crowded 

courts.”8

 The Supreme Court found that the district court 

acted within its discretion in determining that it would be 

more convenient to litigate the case in Scotland, taking into 

consideration the private and public interests.  The Court 

noted that the “the private interests point in both directions”—

although important witnesses and evidence were located 

in Scotland, important evidence about the aircraft’s design, 

manufacture and testing were located in the U.S.9 The Court 

agreed with the district court, however, that the defendants 

faced challenges because certain key witnesses would not 

be subject to U.S. compulsory process and because the 
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defendants would not be able to implead potential third-party 

defendants in the U.S., thus increasing the risk of piecemeal 

litigation10. Turning to the public considerations, the Supreme 

Court recognized that “Scotland has a very strong interest in 

this litigation,” given that the accident took place in Scotland 

and all of the decedents were Scottish citizens.11  Although the 

plaintiffs argued that the U.S. had a strong interest in deterring 

its companies from manufacturing defective products, the 

Court concluded that “[t]he American interest in this accident 

is simply not sufficient to justify the enormous commitment of 

judicial time and resources that would inevitably be required 

if the case were to be tried here.”12   

Sufficiency of Alternative Forums

 On numerous occasions after Piper Aircraft, American 

courts have dismissed pharmaceutical products and medical 

device lawsuits filed by foreign nationals.  Courts have very 

rarely, if at all, determined that the foreign plaintiff’s own 

country did not provide an available and adequate forum.  

Courts typically have found a foreign forum to be available 

based on the defendant’s stipulation that it would accept 

service of process and be subject to jurisdiction in that 

country.  Given the low bar set in Piper Aircraft, courts have 

rarely found that a foreign court did not offer an adequate 

remedy.  As noted by one court, “American courts should be 

wary of branding other nations’ judicial forums as deficient 

in the substance or procedures that their laws contain,” 

because “[s]uch denunciations . . . run counter to principles 

of international comity and could retard efforts to reform 

foreign tribunals.”13 

 For instance, even though punitive damages are not 

available as a remedy in Canada and many other countries, 

courts have repeatedly determined that the unavailability 

of certain claims and remedies, “[e]ven where the award 

would be drastically reduced in an alternate forum,” does 

not render the foreign forum inadequate.14 In fact, courts 

have found that countries, such as New Zealand, that have 

enacted an administrative no-fault accident compensation 

scheme, afford an appropriate remedy, even though they do 

not permit litigation.15  

 Many courts have also refused to deem a foreign 

forum inadequate merely because discovery procedures are 

less generous than in the U.S.,16 or because there is no right 

to a trial by jury in the foreign forum.17 Courts have generally 

not afforded much credence to any practical challenges faced 

by plaintiffs in pursuing remedies in a foreign forum.  For 

instance, in In re Vioxx Litig.,18 the New Jersey court rejected 

the plaintiffs’ argument that the U.K. offered an inadequate 

forum due to the “English system” of attorney’s fees recovery 

and other financial challenges of bringing mass tort litigation 

in that country.  Courts have even found that a forum is 

adequate in countries with systems “well below international 

standards for law or human rights.”19

Balancing Private and Public Interests

 Upon recognizing that a foreign forum is both 

available and adequate, courts on many occasions have 

determined that the balancing of public and private interests 

weighs in favor of requiring foreign plaintiffs to pursue drug or 

medical device products liability claims in their own countries.  

In most of these cases, the consideration of private interest 

factors has been a relatively close call.  Resolution of the case 

in the foreign forum is often more convenient if much of the 

discovery must take place in that country.  This is particularly 
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A Pennsylvania federal court similarly found as follows: 

Questions as to the safety of drugs marketed 

in a foreign country are properly the concern 

of that country; the courts of the United States 

are ill-equipped to set a standard of product 

safety for drugs sold in other countries. . . . 

The United States should not impose its own 

view of the safety, warning, and duty of care 

required of drugs sold in the United States upon 

a foreign country when those same drugs are 

sold in that country. . . . [I]t is manifestly unfair 

to the defendant, as well as an inappropriate 

usurpation of a foreign court’s proper authority 

to decide a matter of local interest, for a court in 

this country to set a higher standard of care than 

is required by the government of the country in 

which the product is sold and used.24

 Otherwise, there is a danger that a U.S. court would 

impose on the defendant a higher standard of care than 

is required in the country where the product was sold.25  

Moreover, U.S. courts are reluctant to apply unique and 

unfamiliar foreign law and to burden U.S. courts and juries.26

 A decision by a New York federal district court in In 

re: Fosamax Products Liab. Litig.,27 offers an insightful example 

of how courts have typically balanced public and private 

considerations in drug and medical device products liability 

actions.  The British plaintiff in that case sought to pursue 

a products liability claim in a U.S. MDL against several 

pharmaceutical companies.  The plaintiff’s claims involved 

drugs that were prescribed, marketed, sold, and ingested 

in the U.K., where she also received medical treatment.  The 

court found that the plaintiff’s choice of forum deserved “little 

deference” given that she has “no apparent connection to the 

United States” other than her legal counsel.28  After finding 

that the U.K. was an adequate alternative forum, the court 

turned to the private and public considerations.            

 The court found that private factors weighed in favor 

of the case being litigated in the U.K.29  The court noted that 

the “overwhelming majority of evidence regarding injury, 

causation, and damages is located there,” and that the 

plaintiff’s physicians were not subject to U.S. compulsory 

process.30  Although many of the defendants’ materials were 

located in the U.S., the court noted that these materials would 

already be available to the foreign plaintiff through the U.S. 

MDL discovery process.31

 The court also found that public interest factors 

warranted dismissal.  The court noted that “[p]harmaceutical 

products liability cases involving an allegedly unsafe drug that 

was sold in a foreign country subject to its regulatory scheme, 

and then later ingested by plaintiff in that foreign country, 

are especially susceptible to forum non conveniens dismissal 

due to the foreign country’s strong interest in the matter.”32  

The court stated that “the foreign nation has an interest in 

protecting its citizens from alleged injuries caused by events 

occurring within its borders,” as well as “the foremost interest 

in defining the standard of conduct which pharmaceutical 

companies must follow in distributing products under its 

regulatory scheme.”33  Quoting Doe v. Hyland Therapeutics Div.,34 

the court stated:

The forum whose market consumes the product 

must make its own determination as to the levels 

of safety and care required. That forum has a 

distinctive interest in explicating the controlling 

standards of behavior, and in enforcing its 

regulatory scheme. The standards of conduct 

implemented, and the level of damages 
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true if important sources of evidence, such as healthcare 

providers and pharmacies, are located in the foreign country, 

and therefore, are immune from a U.S. court’s subpoena.  If 

a defendant wishes to pursue an indemnity action against 

a foreign third party, this would also weigh in favor of a 

dismissal so that litigation is not pursued piecemeal.20 

 Foreign plaintiffs often argue that it is more 

convenient to litigate in the U.S. because important 

documents and witnesses concerning the product at issue are 

located in the U.S.  Although courts have been sympathetic 

to this argument, many courts have noted that this is less 

of a concern because the evidence is generally within the 

defendant’s control.  Therefore, it would be expected that this 

evidence could be readily obtained by the plaintiff in a foreign 

court proceeding.  Moreover, “[i]n ongoing multidistrict 

litigation actions in which a U.S. pharmaceutical company 

has already produced voluminous amounts of documentary 

evidence, courts may accord the company’s location less 

weight in the private interest analysis.”21

 In drug and medical device product liability actions, 

public interest considerations typically tip the scales in favor 

of dismissal on forum non conveniens.  This is based largely on 

the fact that such products are usually marketed and sold 

subject to unique and comprehensive statutory and regulatory 

schemes in other countries.  As noted by the Sixth Circuit, 

“[w]hen a regulated industry, such as pharmaceuticals . 

. . is involved, the country where the injury occurs has a 

particularly strong interest in product liability litigation.”22 

A federal district court in Louisiana recently stressed the 

importance of deferring to a foreign sovereign government in 

such instances:

As one court noted, “[t]he forum whose 

market consumes” a regulated product has a 

“distinctive interest in explicating the controlling 

standards of behavior” related to that product.  

Doe v. Hyland Therapeutics Div., 807 F. Supp. 

1117, 1129 (S.D.N.Y. 1992).  Indeed, trying the 

plaintiffs’ claims in the United States would risk 

disrupting the judgments of foreign regulatory 

bodies by imposing an American jury’s view 

of the appropriate standards of safety and 

labeling on companies marketing and selling 

drugs in the plaintiffs’ respective home forums.  

See Vasquez, 325 F.3d at 674 (“If accepted, 

plaintiffs’ argument would curtail the rights of 

foreign governments to regulate their internal 

economics and threaten to engulf American 

courts with foreign claims.”)23

In drug and medical device products liability actions, public 
interest considerations typically tip the scales in favor of 
dismissal on forum non conveniens.



assessed, will reflect the unique balance struck 

between the benefit each market derives from 

the product’s use and the risks associated with 

that use; between the community’s particular 

need for the product and its desire to protect its 

citizens from what it deems unreasonable risk. 

The forum’s assessment will affect not merely 

the quality of the product, but also the price, 

quantity, and availability to its public. Such an 

assessment must remain the prerogative of the 

forum in which the product is used.35

 Although the court acknowledged that the U.S. had 

an interest in the defendants’ conduct given that they were 

U.S. companies, the court found that “[t]he presence of other 

similar actions further reduces the United States’ interest 

in this particular matter as they ‘ensure [] that appropriate 

standards of care are applied,’ and if the defendants are found 

liable, then they and others will be deterred from engaging in 

similarly inappropriate conduct in the future.”36

 In scores of other products liability cases involving 

pharmaceutical products or medical devices, courts across the 

country have dismissed claims brought by foreign nationals, 

finding that public interest and private considerations 

demonstrated that an alternative foreign forum was more 

suitable and convenient.37  These cases offer defendants 

valuable precedent in procuring the dismissal of such claims.  

Most courts have agreed to dismiss such claims based on 

certain conditions, such as:  (a) the defendant accepting 

service of process in the subsequent foreign suit; (b) the 

defendant not contesting that it is subject to jurisdiction in the 

foreign forum; and (c) tolling the applicable foreign statute of 

limitation during the time in which the matter was pending in 

the U.S.38  
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In the world of pharmaceutical litigation, the jury typically considers FDA approval 

on issues such as the manufacturer’s compliance with its duty of care, product 

defectiveness, and state of the art.i  The Restatement (Third) of Torts, Products 

Liability – adopted in many jurisdictions – states that “a product’s compliance 

with an applicable product safety statute or administrative regulation is properly 

considered in determining whether the product is defective.” By this standard, 

it is a significant, but not determining, factor. The state of Arkansas makes the 

distinction that compliance is “evidence” of non-defectiveness.

 However, in some states, FDA approval is the determining factor 

in a product liability case. In this article we’ll study the extent to which 

FDA approval, clearance, or compliance with government regulations 

affects the availability of compensatory and punitive damages. Though 

each statute is unique in its specific language, they generally fall into 

four groups:  (1) statutes containing a presumption against liability 

based on FDA approval; (2) statutes containing a presumption against 

liability based on compliance with governmental regulations; (3) statutes 

containing a bar to punitive damages based on FDA approval; and (4) 

statutes containing a bar to punitive damages based on compliance with 

governmental regulations.ii

P R O  T E  S O L U T I O

FDA COMPLIANCE

PRODUCT 
DEFENSE AND 

13
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PRESUMPTION AGAINST LIABILITY DUE TO FDA APPROVAL

Michigan: “In a product liability action against a manufacturer 

or seller, a product that is a drug is not defective or 

unreasonably dangerous, and the manufacturer or seller is 

not liable, if the drug was approved for safety and efficacy by 

the United States Food and Drug Administration, and the drug 

and its labeling were in compliance with the United States 

Food and Drug Administration’s approval at the time the drug 

left the control of the manufacturer or seller.”

MCL § 600.2946(5)

New Jersey: “If the warning or instruction given in connection 

with a drug or device or food or food additive has been approved 

or prescribed by the Federal Food and Drug Administration under 

the [FDCA] or [Public Health Service Act] a rebuttable presumption 

shall arise that the warning or instruction is adequate.”

N.J.S.A. § 2A:58C-4.

Texas: “[T]here is a rebuttable presumption that the defendant 

or defendants, including a health care provider, manufacturer, 

distributor, and prescriber, are not liable with respect to the 

allegations involving failure to provide adequate warnings or 

information if:

(1) the warnings or information that accompanied the product 

in its distribution were those approved by the United States 

Food and Drug Administration for a product approved under 

the [FDCA] or [Public Health Service Act]; or

(2) the warnings provided were those stated in monographs 

developed by the United States Food and Drug Administration 

for pharmaceutical products that may be distributed without 

an approved new drug application.”

Tex. Civ. P. & Rem. § 82.007(a).

PRESUMPTION AGAINST LIABILITY DUE TO COMPLIANCE 

WITH GOVERNMENT REGULATIONS

Federal: Applies to vaccine warnings only, providing that 

“a vaccine shall be presumed to be accompanied by proper 

directions and warnings if the vaccine manufacturer shows 

that it complied in all material respects with all requirements 

under the [FDCA and the Vaccine Act] applicable to the vaccine 

and related to vaccine-related injury or death for which the 

civil action was brought.”  42 U.S.C. § 300aa-22(b)(2)

Colorado: “In any product liability action, it shall be rebuttably 

presumed that the product which caused the injury, death, or 

property damage was not defective and that the manufacturer 

or seller thereof was not negligent if the product:

. . . 

(b) Complied with, at the time of sale by the manufacturer, 

any applicable code, standard, or regulation adopted or 

promulgated by the United States or by this state, or by any 

agency of the United States or of this state.”

C.R.S.A. § 13-21-403(1).

Florida: The statute creates a rebuttable presumption that a 

product is not defective or unreasonably dangerous “if, at the 

time the specific unit of the product was sold . . .the aspect of 

the product that allegedly caused the harm:  

       a) complied with federal or state codes, statutes, rules, 

       regulations, or standards relevant to the event causing        

       the death or injury;

       b) the codes, . . . are designed to prevent the type of 

       harm that allegedly occurred; and

       c) compliance with the codes,  . . . is required as a 

       condition for selling or distributing the product.

       Fla. St. Ann. § 768.1256.  

Indiana: “[T]here is a rebuttable presumption that the product 

that caused the physical harm was not defective and that the 

manufacturer or seller of the product was not negligent if, 

before the sale by the manufacturer, the product:

. . . 

(2) complied with applicable codes, standards, regulations, or 

specifications established, adopted, promulgated, or approved 

by the United States or by Indiana, or by an agency of the 

United States or Indiana.”

IC § 34-20-5-1.

Kansas: “When the injury-causing aspect of the product was, 

at the time of manufacture, in compliance with legislative 

regulatory standards or administrative regulatory safety 

standards relating to design or performance, the product shall 

be deemed not defective by reason of design or performance, 

or, if the standard addressed warnings or instructions, the 

product shall be deemed not defective by reason of warnings 

or instructions, unless the claimant proves by a preponderance 

of the evidence that a reasonably prudent product seller could 

and would have taken additional precautions.”

Kan. Stat. Ann. § 60-3304.

North Dakota: “There is a rebuttable presumption that a product 

is free from any defect or defective condition if the plans, designs, 

warnings, or instructions for the product or the methods and 

techniques of manufacturing, inspecting, and testing the product 

were in conformity with government standards established for 

that industry or if no government standards exist then with 

applicable industry standards, which were in existence at the 

time the plans, designs, warnings, or instructions for the product 

or the methods and techniques of manufacturing, inspecting, 

and testing the product were adopted.”

N.D. Cent. Code, § 28-01.3-09

Tennessee: “Compliance by a manufacturer or seller with any 

federal or state statute or administrative regulation existing at 

the time a product was manufactured and prescribing standards 

for design, inspection, testing, manufacture, labeling, warning 

or instructions for use of a product, shall raise a rebuttable 

presumption that the product is not in an unreasonably 

dangerous condition in regard to matters covered by these 

standards.”

Tenn. Code Ann. § 29-28-104(a)

...in some states, FDA approval is the determining factor 
in a products liability case. 
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Texas: “There is a rebuttable presumption that the product 

manufacturer or seller is not liable for any injury to a claimant 

caused by some aspect of the formulation, labeling, or design 

of a product if the product manufacturer or seller establishes 

that the product’s formula, labeling, or design complied with 

mandatory safety standards or regulations adopted and 

promulgated by the federal government, or an agency of the 

federal government, that were applicable to the product at the 

time of manufacture and that governed the product risk that 

allegedly caused harm . . . [or] if the product manufacturer or 

seller establishes that the product was subject to pre-market 

licensing or approval by the federal government, or an agency 

of the federal government, that the manufacturer complied 

with all of the government’s or agency’s procedures and 

requirements with respect to pre-market licensing or approval, 

and that after full consideration of the product’s risks and 

benefits the product was approved or licensed for sale by the 

government or agency.”

Tex. Civ. P. & Rem. § 82.008.

Utah: “There is a rebuttable presumption that a product is 

free from any defect or defective condition where the alleged 

defect in the plans or designs for the product or the methods 

and techniques of manufacturing, inspecting and testing 

the product were in conformity with government standards 

established for that industry which were in existence at the 

time the plans or designs for the product or the methods 

and techniques of manufacturing, inspecting and testing the 

product were adopted.”

Utah Code Ann. § 78B-6-703(2).

Wisconsin: “Evidence that the product, at the time of sale, 

complied in material respects with relevant standards, 

conditions, or specifications adopted or approved by a federal 

or state law or agency shall create a rebuttable presumption 

that the product is not defective.”

Wis. Stat. § 895-.047(3)(b)

PUNITIVE DAMAGES BAR DUE TO FDA APPROVAL

Arizona: Drug-specific:

“The manufacturer or seller of a drug is not liable for exemplary 

or punitive damages if the drug alleged to cause the harm 

either:

1. Was manufactured and labeled in relevant and material 

respects in accordance with the terms of an approval or license 

issued by the Federal Food and Drug Administration  under the 

Food, Drug and Cosmetic Act (21 United States Code section 

301, et seq.) or the Public Health Service Act (42 United States 

Code section 201, et seq.) or

2. Is generally recognized as safe and effective pursuant 

to conditions established by the Federal Food and Drug 

Administration  and applicable regulations, including packaging 

and labeling regulations.”

Ariz. Rev. Stat. § 12-701.

Generally:

“A manufacturer, service provider or seller is not liable for 

exemplary or punitive damages if any of the following applies:

1. The product alleged to have caused the harm was designed, 

manufactured, packaged, labeled, sold or represented in 

relevant and material respects according to the terms of an 

approval, conditional approval, clearance, license or similar 

determination of a government agency.

2. The product, activity or service complied with all statutes of 

this state or the United States or standards, rules, regulations, 

orders or other actions of a government agency pursuant to 

statutory authority that are relevant and material to the event 

16
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b. Administrative regulations existing at the time the product 

was produced that were adopted by an agency of the federal 

government which had responsibility to regulate the safety of 

the product or to establish safety standards for the product 

pursuant to a federal statute; or 

c. Premarket approval or certification by an agency of the 

federal government.”

N.D. Cent. Code, § 32-03.2-11(6)

Tennessee: “A manufacturer or seller, other than a manufacturer 

of a drug or device, shall not be liable for exemplary or punitive 

damages if:

(1) The product alleged to have caused the harm was  

designed, manufactured, packaged, labeled, sold, or represented 

in relevant and material respects in accordance with the terms of 

approval, license or similar determination of a government

agency; or

(2) The product was in compliance with a statute of the state 

or the United States, or a standard, rule, regulation, order, or 

other action of a government agency pursuant to statutory 

authority, when such statute or agency action is relevant to the 

event or risk allegedly causing the harm and the product was 

in compliance at the time the product left the control of the 

manufacturer or seller.”

Tenn. Code Ann. § 29-28-104(b)

iAs in, adhering to current industry standards.
iiThis article does not address the various statutory exceptions 

to these compliance defenses.  Some of these statutes contain 

exceptions if, for example, fraud has been committed by 

the FDA. In turn, some of those exceptions have been found 

preempted under  Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S. 

341 (2001).  For instance, in Lofton v. McNeil Consumer & Specialty 

Pharms., the Fifth Circuit held that a fraud on the FDA exception 

in the Texas statute was preempted by federal law.  672 F.3d 

372, 381 (5th Cir. 2012); see also Garcia v. Wyeth-Ayerst Labs., 

385 F.3d 961 (6th Cir. 2004) (same under Michigan statute); 

McDarby v. Merck, 401 N.J. Super. 10 (N.J. App. Div. 2008) (same  

under New Jersey statute).

By Susanna M. 
Moldovean

or risk allegedly causing the harm and the product, activity or 

service complied at the time the product left the control of the 

manufacturer or seller.”

Ariz. Rev. Stat. § 12-689.

New Jersey:  “Punitive damages shall not be awarded if 

a drug or device or food or food additive which caused the 

claimant’s harm was subject to premarket approval or 

licensure by the Federal Food and Drug Administration under 

the [FDCA] or [Public Health Service Act] and was approved 

or licensed; or is generally recognized as safe and effective 

pursuant to conditions established by the Federal Food and 

Drug Administration and applicable regulations, including 

packaging and labeling regulations.”

N.J.S.A. § 2A:58C-5

Ohio:  “[I]f a claimant alleges in a product liability claim that a 

drug or device caused harm to the claimant, the manufacturer 

of the drug or device shall not be liable for punitive or 

exemplary damages in connection with that product liability 

claim if the drug or device that allegedly caused the harm 

satisfies either of the following:

(a) It was manufactured and labeled in relevant and material 

respects in accordance with the terms of an approval or 

license issued by the Federal Food and Drug Administration  

under the [FDCA] or [Public Health Service Act]. 

(b) It was an over-the-counter drug marketed pursuant to 

federal regulations, was generally recognized as safe and 

effective and as not being misbranded pursuant to the 

applicable federal regulations, and satisfied in relevant and 

material respects each of the conditions contained in the 

applicable regulations and each of the conditions contained 

in an applicable monograph.”

Ohio Rev. Code Ann. § 2307.80(c)(1).

Oregon: “[T]he manufacturer of the drug shall not be liable 

for punitive damages if the drug product alleged to have 

caused the harm:

 

(a) Was manufactured and labeled in relevant and material 

respects in accordance with the terms of an approval or 

license issued by the Federal Food and Drug Administration 

under the [FDCA] or the Public Health Service Act; or 

(b) Is generally recognized as safe and effective pursuant 

to conditions established by the Federal Food and Drug 

Administration and applicable regulations, including 

packaging and labeling regulations.”

Or. R.S. § 30.927(a).

Utah: “Punitive damages may not be awarded if a drug 

causing the claimant’s harm:

(a) received premarket approval or licensure by the Federal 

Food and Drug Administration under the [FDCA] or [Public 

Health Service Act];

(b) is generally recognized as safe and effective under 

conditions established by the Federal Food and Drug 

Administration and applicable regulations, including 

packaging and labeling regulations.”

Utah Code Ann. § 78B-8-203

PUNITIVE DAMAGES BAR DUE TO COMPLIANCE WITH 

GOVERNMENT REGULATION

North Dakota: “Exemplary damages may not be awarded 

against a manufacturer or seller if the product’s manufacture, 

design, formulation, inspection, testing, packaging, labeling, 

and warning complied with:

a. Federal statutes existing at the time the product was 

produced; 
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Names such as “Strike Force” and “HEAT” conjure up images of Special Forces or 

SWAT teams, but they are actually the names of dedicated teams of federal and 

state agents – dedicated to finding fraud in the health care industry.  The federal 

government’s fraud prevention tools include a joint Department of Justice (DOJ) and 

Department of Health and Human Services (HHS) Medicare Fraud Strike Force which 

is a multi-agency team of federal, state, and local investigators designed to fight 

Medicare fraud.1 The Federal Bureau of Investigation is the primary investigative 

agency when it comes to health care fraud and has jurisdiction over both the federal 

and private insurance programs. The FBI has partnered with agencies such as the 

HHS Office of Inspector General (OIG) and state and local agencies before, but their 

efforts were more specific to the needs of a particular investigation.  According to 

HHS, the Strike Force uses Medicare data analysis techniques and an increased 

focus on community policing to combat fraud.2  

Background

 The Medicare Fraud Strike Force was originally established in 2007 

in Miami – an area referred to as ground zero for health care fraud. The 

Miami model was so successful that the strike force expanded to more cities 

which include:3

HEALTH 
CARE 
STRIKE FORCE:
UNCOVERING FRAUD IN THE 
HEALTHCARE INDUSTRY
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• Baton Rouge, LA

• Brooklyn, NY

• Chicago, IL

• Dallas, TX

• Detroit, MI

• Houston, TX

• Los Angeles, CA

• Tampa Bay, FL

 Data analysis has been the driver of these 

investigations. The first task force was formed in Miami 

after computers detected an abnormally large number of 

claims for medical equipment, such as scooters.4  The Miami 

strike force targeted “home health care services” after the 

computer analysis showed one of every 15 Medicare dollars 

for home care nationwide was being spent in the Miami area.5   

According to a DOJ spokeswoman, the federal government is 

prioritizing cities with higher numbers of billing anomalies, 

showing a potential for illegal activity.6   

 Just a couple of months after the establishment of this 

first strike force, DOJ announced 38 people had been arrested.7  In 

this first wave, teams identified two primary schemes to defraud 

Medicare – infusion therapy8 and durable medical equipment 

suppliers.  Arrests and indictments were accompanied by seizures 

of assets.  With the announcement of these arrests and the 

formation of the first strike force, DOJ stated the force is able to 

identify potential fraud cases for investigation and prosecution 

quickly through real-time analysis of billing data from Medicare 

Program Safeguard Contractors and claims data extracted from 

the Health Care Information System.9  

 Medicare Program Safeguard Contractors have 

responsibility for detecting and deterring fraud and abuse 

in Medicare.  The Centers for Medicare & Medicaid Services 

(CMS) completed transfer of these responsibilities in 2006.10  

Program Safeguard Contractors are tasked with identifying 

potentially fraudulent providers and conducting investigations 

to determine the facts and magnitude of alleged fraud and 

abuse.11  According to the government, one of the reasons 

for delegating this responsibility to the private sector is to 

harness innovative and proactive data analysis. Program 

Safeguard Contractors are expected to cooperate with HHS-

OIG and other law enforcement agencies.  The incentive to 

proactively find anomalies in billings is great considering a 

Program Safeguard Contractor will receive more work from 

the government if it initiates successful investigations.

 Along with the formation of strike forces, the 

government is continuously improving upon its tools to 

analyze data more efficiently and rapidly.  In November 2007, 

for example, the FBI, IRS, and DOJ began to use a subpoena 

attachment that allowed for the production of financial 

information sought in electronic format to allow for quicker 

and easier analysis.12   Using more technology, the strike force 

can identify Medicare irregularities faster – completing in days 

what used to take months.  

 With the formation of the first strike force, DOJ 

reported that the strike force teams are led by a federal 

prosecutor supervised by both the Criminal Division’s Fraud 

Section in Washington and the local office of the United States 

Attorney.13  Each team has four to six agents, at least one 

 

In this first wave, teams identified two primary schemes 
to defraud Medicare – infusion therapy8 and durable 
medical equipment suppliers.
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agent from the FBI and HHS Office of Inspector General, as 

well as representatives of local law enforcement.14 

 In addition to the formation of strike forces, in May 

2009, HHS and DOJ created the Health Care Fraud Prevention 

and Enforcement Action Team (HEAT).15  HEAT’s mission 

according to the HHS website includes cracking down on 

people who abuse the system and highlighting best practices 

to be used by providers and organizations.  According to HHS, 

HEAT actions have led to a 75% increase in individuals charged 

with criminal health care fraud.  

Results

 The strike force has produced results with the targets 

and prosecutions all having similarities.  In recent years, the 

Medicare Fraud Strike Force charged close to 100 individuals 

each year nationwide according to the various news releases 

issued by DOJ.  These individuals include doctors, nurses, and 

health care company owners and executives who are charged 

for their alleged participation in Medicare fraud schemes 

involving hundreds of millions of dollars in false billing.  The 

charges typically include conspiracy to defraud Medicare, 

criminal false claims, violations of the anti-kickback statutes, 

money laundering, and aggravated identity theft.  The charges 

are based on a variety of alleged fraud schemes involving 

various medical treatments and services such as home 

health care, mental health services, psychotherapy, physical 

and occupational therapy, durable medical equipment, and 

ambulance services.  Most often, the services billed were not 

medically necessary and/or were not provided. 

 In addition to arrests and prosecutions following 

strike force action, HHS has suspended or taken other 

administrative action against more providers following a data-

driven analysis leading to credible allegations of fraud.  Under 

the Affordable Care Act, HHS has the authority to suspend 

payments to a provider when there is a “credible allegation of 

fraud” until the resolution of an investigation.16  

 In October 2012, $430 million worth of false billing 

charges were brought, which was comprised of more than 

$230 million in home health care fraud; more than $100 

million in mental health care fraud, and more than $49 million 

in ambulance transportation fraud; and millions more in other 

frauds.17  According to DOJ, more than 500 law enforcement 

agents from the FBI, HHS-OIG, multiple Medicaid Fraud 

Control Units, and other state and local law enforcement 

agencies participated in the takedown.18  

 According to a press release issued in December 2013, 

the Medicare Fraud Strike Force has charged more than 1,700 

defendants who have collectively billed the Medicare program 

for more than $5.5 billion.19  The federal government is also 

using tools authorized by the Affordable Care Act to fight fraud, 

as noted above, including increased data sharing across the 

government and expanded recovery efforts for overpayments 

and greater oversight of private insurance abuses.20  

 The largest case brought against a single physician to 

date is the case against Dr. Jacques Roy in Texas.21 He, along with 

his office manager and five owners of home health agencies, 

is accused of bilking Medicare and Medicaid of nearly $375 

million from 2006 through November 2011.22 In addition to the 

indictments, CMS suspended an additional 78 home health 

agencies associated with Roy based on credible allegations of 

fraud against them.23  The alleged fraud was discovered by data 

analysis – specifically, the fact that the association owned by 

Dr. Roy certified more Medicare beneficiaries for home health 

services and had more purported patients than any other 

medical practice in the United States during the above time 

period.  “Using sophisticated data analysis we can now target 

suspicious billing spikes,” said HHS Inspector General Daniel R. 

Levinson.  “In this case, our analysts discovered that in 2010, 

while 99 percent of physicians who certified patients for home 

health signed off on 104 or fewer people – Dr. Roy certified 

more than 5,000.”24  Trial is currently set for June 23, 2014.25

 According to the FBI’s report on Financial Crimes for 

2010-2011, Medicare and Medicaid are the most visible health 

care programs subject to fraud.26  The fact that people are 

now living longer will produce a greater demand for Medicare 

benefits.  As a result, utilization of long and short term care 

facilities such as skilled nursing, assisted living, and hospice 

services will expand in the future.27  Recently, the owner of 

a Miami health care company was sentenced to 235 months 

in prison for her participation in a $7 million health care 

fraud scheme following investigation by the FBI and HHS-OIG 

as part of the Medicare Fraud Strike Force.28  Dora Moreira 

was convicted by a jury of one count of conspiracy to commit 

health care fraud, one count of conspiracy to defraud the 

 

HEAT actions have led to a 75% increase in individuals 
charged with criminal health care fraud.    
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Medicare irregularities faster – completing in days 
what used to take months.  
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United States and receive and pay health care kickbacks, one 

count of payment of kickbacks in connection with a federal 

health care program, one count of conspiracy to commit 

money laundering, and five counts of money laundering.29   

 According to the government, Moreira billed Medicare 

for services not medically necessary and/or not provided.30  She 

paid kickbacks and bribes to patients, interacted with patient 

recruiters, and oversaw the submission of fraudulent claims.31

 The FBI continues to identify and analyze industry 

fraud trends through input from private and public health care 

program experts.  Present areas of concern include DME, hospital 

fraud, physician fraud, home health agencies, beneficiary-sharing, 

chiropractic, pain management, associated drug diversion, 

physical therapists, prescription drugs, multidisciplinary fraud, 

and identity theft which involves physician identifiers used to 

fraudulently bill government and private insurance programs.32

 As part of their national strategy, and not just the work 

of the strike force, the FBI cooperates with DOJ and various United 

States Attorneys’ Offices throughout the country to pursue 

offenders through parallel criminal and civil remedies.33  According 

to the FBI, these cases typically target large-scale medical 

providers, such as hospitals and corporations, which engage in 

criminal activity and commit fraud against the government.34  

Emphasis is placed on recovering the illegal proceeds of these 

schemes through seizure and forfeiture proceedings as well as 

substantial civil settlements.35  Upon successful conviction, the 

FBI provides information to various regulatory and state agencies 

to assist them in seeking to exclude convicted medical providers 

from further participation in the Medicare and Medicaid health 

care systems.36

 The FBI states that it has more than 500 agents and 

analysts using intelligence and data to uncover health care fraud 

schemes and collecting evidence through undercover operations 

 

Emphasis is placed on recovering the illegal proceeds of 
these schemes through seizure and forfeiture proceedings 
as well as substantial civil settlements.35 Upon successful 
conviction, the FBI provides information to various regulatory 
and state agencies to assist them in seeking to exclude 
convicted medical providers from further participation in 
the Medicare and Medicaid health care systems.36

and wiretaps.37  Following more 

strike force arrests, HHS-OIG 

Deputy Inspector General 

Cantrell stated: “the Office of 

Inspector General is committed to the strike force model and will 

continue to use advanced data analytics along with traditional 

investigative methods to root out those who steal from our 

Medicare program.”38  
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In August 2012, Pro Te: Solutio reported on the issue of diversity in clinical 

trials.1  That report focused on five key points:

(1) Because ethnic differences may be one factor in determining the risk-

benefit ratio of a drug therapy in a specific patient, these differences should be 

considered during drug development and, more specifically during clinical trials;  

(2) Failing to ensure diversity and the proper reporting of demographics 

in clinical trials may result in an inability to secure study funding from such 

sources as the National Institutes of Health (NIH) and may also result in the 

FDA’s refusal to accept the sponsor’s application for approval;

(3) The FDA has taken action, primarily through Guidances, to provide 

standardized methods of defining, collecting, and reporting race and ethnicity 

information in clinical trials in order to ensure consistency in demographic 

subset analyses, to compare results across studies, and to assess potential 

subgroup differences in safety and effectiveness;

(4)  Despite a near consensus that diversity in clinical trials is important, 

barriers to achieving adequate representation persist, despite the best efforts 

of sponsors; and

(5)  Although barriers persist, there are opportunities to improve diversity in 

clinical trials.  

DIVERSITY
IN CLINICAL TRIALS:

 BARRIERS PERSIST, 
 BUT SO DOES PROGRESS
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Although barriers persist, there are opportunities to 
improve diversity in clinical trials.   

The August 2012 Pro Te: Solutio report detailed a number 

of recommendations to increase diversity in clinical trials, 

including, but not limited to:  

• Design clinical trials that include healthcare needs specific to 

ethnically-diverse populations.

• Work with ethnically diverse physicians to recruit patients;

• Ensure clinical trials involve ethnically diverse investigators; 

and

• Develop and support community outreach programs.2              

This update focuses on important developments that have 

begun to break down these barriers.

Barriers Persist, But So Does Progress

 Since the August 2012, report there have been a 

number of steps taken by both private entities and the FDA to 

improve diversity in clinical trials.  For example, in June 2013, 

Pharmaceutical Research and Manufacturers of America 

(PhRMA) announced that it would partner with the National 

Minority Quality Forum (NMQF)3 and Microsoft to increase 

diversity in clinical trials.4  Noting the importance of achieving this 

goal, the Vice President of Scientific Affairs for PhRMA noted that  

“[p]romoting awareness and creating connectivity that can 

translate into enhanced participation in clinical trials by a diverse 

patient population is a priority for PhRMA and our member 

companies[.]”5 He further noted that “[t]his collaboration brings 

clinical research and healthcare closer to each other to prevent 

disparities in the evaluation and access to innovative medicines.”6  

 The partnership immediately created a process which 

could seize opportunities.  It included joint outreach efforts, such 

as those listed in the August 2012, report and agreed to create by 

Q4 2013 the National Clinical Trial Network (NCTN) online portal, 

which is “an interactive portal linking communities of patients, 

practicing physicians and researchers to increase participation 

and diversity in clinical trials[.]7 The goal of the NCTN portal is 

“to provide a permanent IT infrastructure enabling research 

investigators to quickly identify minority populations who share a 

medical need and, when appropriate facilitate their recruitment 

into clinical trials in a timely and cost-efficient manner.”8  This 

national database allows “clinical trial sponsors [to] locate 

patients by geographical and demographic characteristics who 

meet a unique study protocol while simultaneously identifying 

points of care and community resources that can assist with 

site locations, investigator and patient recruitment.”9 To say the 

least, a partnership comprised of such influential medical and 

technology organizations as PhRMA and Microsoft is a significant 

step taken by private entities to increase diversity in clinical trials.  

 There are other beacons of hope as well.  The Food 

and Drug Administration Safety and Innovation Act (FDASIA) of 

2012 required the FDA to study the availability of data on the 

participation of demographic subgroups (sex, age, race, and 

ethnicity) in the clinical trial data used to support applications 

for new drugs, biologics, and medical devices.10 In particular, the 

FDASIA required the FDA to report on:

(1) The extent to which subgroups participate in clinical trials.

(2) Whether reports of subgroup safety and effectiveness 

are reported to the FDA in a manner consistent with the FDA 

requirements and guidance.

(3) Whether and how safety and effectiveness data by subgroup 

is made public.11

 In August 2013, the FDA issued its report, and 

concluded that “the statutes, regulations, and polices currently 

in place generally give product sponsors a solid framework for 

providing data in their applications on the inclusion and analysis 

of demographic subgroups.”12  The FDA also concluded that 

 

To say the least, a partnership comprised of such 
influential medical and technology organizations as 
PhRMA and Microsoft is a significant step taken by 
private entities to increase diversity in clinical trials.
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sponsors were, in fact, describing demographic profiles of clinical 

trial participants and that FDA was sharing this information with the 

public in various ways.13  

 Despite the FDA’s conclusion that the current framework 

is “solid,” it did note areas of improvement.14  Perhaps the most 

important area needing improvement was stated as follows:  “Whites 

represented a high percentage of clinical trial study participants for 

biologic, drug, and medical device applications.  In many cases, other 

racial subgroups were underrepresented.”15 Fortunately, FDASIA 

also tasked the FDA with publishing and implementing an “action 

plan” within one year after the publication of its Report.16 The FDA 

established a docket in the Federal Register to allow for submission 

of comments to the FDA, which will be used to help develop the 

action plan.

Conclusion

 The combination of private partnerships and public/

government efforts to increase diversity in clinical trials 

represents a near universal recognition that this is a worthy 

goal and that there are still barriers to achieving the goal.  But, 

it also demonstrates a significant commitment to achieving the 

diversity needed to ensure the highest level of care for all patients.  

The forthcoming action plan should shed light on how the FDA 

believes these goals can be accomplished.   

       

1  Spicer, Adam J., No Missing Pieces:  The Importance of Diversity in Clinical 

Trials, Pro Te: Solutio, Vol: 5, Number: 3 (August 2012) at 3.

2 Id. at 4 – 5.  

3 NMQF is a Washington, DC–based not-for-profit, non-partisan, independent 

research and education organization dedicated to improving the quality of 

health care that is available for and provided to all populations.

4 National Minority Quality Forum (2013).  PhRMA Joins with National Minority 

Quality Forum and Microsoft to Address Diversity in Clinical Trials [Press 

Release].  Retrieved from http://www.nmqf.org/phrma-joins-with-national-

minority-quality-forum-and-microsoft-to-address-diversity-in-clinical-trials.

5 Id.

6 Id.

7 Id.

8 Id.

9 PRNewswire (2013).  National Minority Quality Forum Announces Addition of 

PhRMA to Collaboration to Increase Diversity in Clinical Trials [Press Release].  

Retrieved from http://www.prnewswire.com/news-releases/national-minority-

quality-forum-announces-addition-of-phrma-to-collaboration-to-increase-

diversity-in-clinical-trials-214644401.html.

10 Pub. L. 112-144, 126 Stat. 993 (2012).  

119 Id. at § 907.

12 10 FDA Report:  Collection, Analysis, and Availability of Demographic 

Subgroup Data for FDA-Approved Medical Products, August 2013, at 2.

13 11 Id.

14 12 FDA Report at 58.

15 13 Id. at 59.

16 14 Pub. L. 112-144, 126 Stat. 993 

(2012) at § 907.

By Adam J.  
Spicer

 

The combination of private partnerships and public/
government efforts to increase diversity in clinical trials 
represents a near universal recognition that this is a worthy 
goal and that there are still barriers to achieving the goal.  
But, it also demonstrates a significant commitment to 
achieving the diversity needed to ensure the highest level 
of care for all patients. 
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