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In the last issue of this publication, I wrote a rather sharp 

criticism of the tort system. I opined that the tort system had 

“deteriorated significantly since I was admitted to practice 

35 years ago.” I said, among other things, that “the [tort liti-

gation] system should not exist primarily to enrich lawyers, 

redistribute wealth, or achieve by litigation what is not being 

done by legislation or proper regulation.”

I was pleased by the number of comments I received about 

that column, showing that many busy lawyers and executives 

read our publication. Even knowing that many readers share 

my pro-business, economic, and job-creation bias, it is none-

theless gratifying to find bright people in rabid agreement 

with the views I expressed. Perhaps the most notable com-

ment came from the CEO of a Fortune 100 industrial com-

pany that is one of the biggest employers in its region. He 

said, “When my neighbor who is a plaintiff’s attorney has a 

much bigger house than I do, and a fleet of luxury cars that 

I could not afford, it tells me something about the litigation 

system.” Enough said.

* * *

Continuing again to use this column to flag areas where it 

seems that the litigation system is failing us, as lawyers and 

as a nation, my target now is e-discovery. The burdens being 

time for america to Have clear and fair e-discovery rules
placed on defendants by overly broad e-discovery demands 

are excessive and unfair. State and federal courts have not 

yet adopted uniform and fair rules, by decision or rulemak-

ing. E-discovery too often has become an extortion tool, 

whereby a plaintiff with a case of questionable merit and lim-

ited damages can impose huge discovery costs on a corpo-

rate defendant—costs that are disproportionate to the size of 

the case and generally not recoverable even if the defendant 

prevails in the action.

Consider this all too typical scenario: A person is injured 

while conspicuously misusing a consumer product or vehicle. 

The injured person fortunately makes a full recovery after 

surgery but brings a product liability claim seeking recovery 

for medical expenses, lost wages, a surgical scar, and pain 

and suffering—and, of course, his counsel throws in a claim 

for punitive damages. All things considered in the venue 

where it is filed, absent something highly unusual, the hypo-

thetical injury would have a jury verdict potential of less than 

$150,000, and many lawyers would consider and accept a 

settlement of much less.

Immediately after the complaint is served and before an 

answer or motion to dismiss is filed, the plaintiff sends a let-

ter notifying the corporation that it must put a “litigation hold” 

on all emails and stored data relating to every aspect of the 

continued on page 39
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B y  T h o m a s  E .  F e n n e l l  a n d  W.  K e l l y  S t e w a r t

I t ’ s  F r i d a y 

afternoon. It's been a long 

week—a very long week! But things have finally 

calmed down. It's going to be a great weekend. 

Then you get the call. 

A reporter asks for your comments about newly discovered purported defects in your company’s 

products manufactured overseas. The reporter claims that the products violate state and federal regula-

tions, create potential toxic exposures, and pose related health risks to product users in the U.S. and abroad. 

The story will be posted on the paper’s web site later today and run in tomorrow’s hard-copy edition. 

So much for that relaxing weekend.

Your instincts tell you this could be bad. They're right. The fallout from these allegations and the related adverse public-

ity may well include expensive and risky class-action lawsuits, aggressive U.S. and foreign government investigations and 

actions, adverse state attorney general and state regulatory actions, and business injury claims by vendors and others—not 

to mention the risks of monetary damages, penalties, fines, and onerous injunctive relief. Protecting your company from these 

potential consequences will require careful planning and prompt and coordinated action. While every case differs, and there 

certainly is no one approach applicable in all circumstances, many of the issues and steps that may need to be considered 

in any significant product crisis involving foreign-made products are discussed below.

ASSEMBLInG THE TEAM 
Your first order of business should be to put in place a command structure that can quickly identify and respond 

to expected threats and do so in a coordinated manner consistent with an overarching and well-thought-out 

strategy. Think war and war room. The central body of your command structure should be a relatively 

small Steering Committee, the size and composition of which will turn, in part, on your assess-

ment of the potential magnitude of the crisis. Keep in mind that denial is frequently an 

initial reaction to these situations, so the tendency is to underestimate the threat. 

How you structure the Steering Committee and the various 

teams reporting to it—and the quality of those 

you choose to 
5
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populate them—will likely determine your success or failure. 

The Steering Committee must have real power and author-

ity. Participation of one or two key company executives, even 

the CEO (in truly serious cases), will be helpful. The Steering 

Committee must include those who, by reason of their con-

stituencies and objectives, will bring different points of view 

to the table: for example, a senior QA/QC executive or engi-

neer; key marketing, public relations, and operating execu-

tives; the general counsel; a lobbyist; a PR consultant; and, 

of course, high-quality lead counsel. How and by whom final 

decisions are made must be clear, and those involved must 

understand that once the Steering Committee makes a deci-

sion, all must follow the course set.

The Steering Committee must delegate authority to various 

teams that can focus on specific threats and issues, e.g., a 

fact investigation team, a U.S. regulatory response team, a 

congressional response team, an insurance coverage team, 

a foreign government relations team, a state attorneys gen-

eral team, and U.S. and foreign litigation teams. Choose your 

best people, delegate wisely, and establish clear lines of 

communication and responsibility. The demands on each of 

the teams will be different, so choose the members of each 

team carefully, matching individual strengths to the expected 

tasks of the team to which they are assigned.

THE FACT InVESTIGATIOn
“What actually happened here?” is the first question that must 

be answered—and fast. Thus, one of the first teams needed 

is a fact investigation team. The team should be dogged, 

aggressive, and unrelenting in obtaining facts, while sensitive 

enough to political issues to know the proper channels to be 

used and when to raise issues with the Steering Committee. 

When investigating facts in foreign countries, time and lan-

guage differences may pose challenges, of course. But the 

team also must be aware of cultural and legal differences that 

can affect the ability to obtain complete and objective infor-

mation, as well as worker protection laws in certain countries 

that may impede employee interviews. For all of these reasons, 

the fact investigation team must carefully plan its “attack,” 

identifying potential contingencies and preemptive actions.

For example, to conduct face-to-face interviews, U.S. team 

members must secure necessary visas and other appropriate 

travel documents, which can take longer than anticipated. For 

effective interviews, relevant documents should be reviewed 

in advance so as to prompt more complete responses and 

test the accuracy of the information obtained.1 Yet obtaining 

relevant documents overseas and transporting copies to the 

U.S. may implicate thorny data privacy laws not applicable in 

the U.S. or prompt punitive action by a foreign government.

The fact investigation must be designed and conducted to 

obtain information to: (1) respond to any resulting govern-

ment investigation and/or litigation, (2) prepare necessary 

regulatory and government notices, (3) prepare necessary 

corporate and securities disclosures (e.g., SEC Form 8-K 

and similar filings) and any other required regulatory public 

disclosures, and (4) otherwise address the public, company 

executives and employees, the company’s business partners, 

and financial markets. For example, where the product is 

covered by the Consumer Product Safety Act and Consumer 

Product Safety Commission (“CPSC”), the company must 

“immediately” report to the CPSC if it obtains information 

that “reasonably supports,” among other things, the conclu-

sion that a product fails to meet applicable product safety 

rules or contains a defect that could create a “substantial 

product hazard” or “creates an unreasonable risk of serious 

injury or death.”2 While federal regulations offer some guid-

ance as to what “immediately” may mean in that situation,3 

there is much controversy surrounding its interpretation. 

In any event, the deadlines will likely seem too short, given 

the  complexity of the situation. Moreover, claims of reporting 

violations (and the imposition of fines for late or nonreport-

ing) are common and have been used in later litigation and 

by the media to enhance claims or cast the company in a 

bad light. Other countries where the product was sold may 

likewise have similar reporting, disclosure, or regulatory over-

sight requirements.

DATA AnD PRODUCT PRESERVATIOn
U.S. litigators know that one of the first issues to address when 

a company reasonably anticipates litigation is the preserva-

tion and collection of relevant data and tangible items.4 This 

obligation applies even when the data or product exists only 

in another country.5 Preserving (and collecting) data and 

items in other countries pose unique challenges. For example, 

moving data or products in and out of various countries, even 

when the title is in the company’s name, may be problematic 

due to data privacy or other host-country laws. Even taking 

actions merely to preserve certain types of data can trigger 
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laws not necessarily familiar to U.S. litigators. All potentially 

applicable laws must be considered, and preservation and 

collection actions undertaken, with those laws in mind.

In U.S. litigation, the company must preserve data and tangi-

ble items—even in the possession of a third party—when that 

information is “in the possession, custody or control” of the 

company. For purposes of control, however, it does not mat-

ter that the data or product may be located abroad. Carrying 

out the company’s obligation to preserve information often 

can be dicey with respect to foreign third parties, given that 

such requests may be met with little cooperation by foreign 

companies and by certain foreign governments. Obtaining 

and reviewing vendor contracts may be necessary, among 

other things, in determining whether the company has “con-

trol” over data or products in the hands of foreign third par-

ties. Despite the obvious difficulties, reasonable efforts to 

preserve relevant data or items are imperative.

U.S. GOVERnMEnT InVESTIGATIOnS AnD LITIGATIOn
numerous federal, state, and local entities may become 

involved when the safety of a foreign-made product is at 

issue. The company could face multiple civil and  criminal 

investigations—and simultaneous data and testimony 

demands. Whether it is an “invitation” by a U.S. congressional 

committee for the CEO to testify and provide documents, a 

request from a congressional investigative staff to interview 

a plant manager, or a formal document and data demand 

from a state  attorney general, the company will likely receive 

urgent,  competing demands for documents, data, interviews, 

and testimony. Working with each requesting party must be 

closely coordinated to ensure accurate, timely, and consis-

tent responses. Inaccurate or inconsistent responses may 

prove more harmful than any damages resulting from the 

alleged product defect, particularly since communication—

and, in some cases, coordination—among these various enti-

ties is common.

Purported class actions and individual and shareholder law-

suits also often follow product recalls or claimed product 

defects. The number and nature of the cases will depend on 

various factors, including the extent to which health issues 

or injuries have been reported, the extent of adverse public-

ity, whether government entities allege regulatory violations, 

and the company’s perceived performance in handling alle-

gations with respect to the product. Lawsuits may assert 

claims ranging from the typical strict liability and negligence 

 allegations to less typical but “trendy” theories, such as pub-

lic nuisance.

given the interrelationships of the multiple investigations 

and litigation, it is important to develop an overall strategy to 

coordinate their successful resolution. For example, promptly 

resolving a government or regulatory investigation may or 

may not help ease the litigation threat or even be in the com-

pany’s best interest. With respect to litigation, it is important to 

consider its different potential directions and inevitable evolu-

tions when making overall strategy calls, including the timing 

of any trials or resolution. For these reasons, the company will 

be better served if one highly experienced law firm develops 

and coordinates overall strategy to minimize legal exposure, 

adverse government actions, and negative public relations.

Key litigation decisions must be made early on. For example, 

a federal forum may be more beneficial than a state forum—

mandating that any issues under the Class Action Fairness 

Act or other removal options be immediately addressed. 

The company must also quickly analyze whether certain 

defenses, such as jurisdiction, are viable; if so, it must act 

to preserve and adequately develop them. In addition, the 

company must use all effective case-management tools and 

strategies, including appropriately bifurcated discovery and 

targeted motion practice.

Another question that must be answered is whether it is in 

the company’s best interest to seek coordination of pretrial 

proceedings under federal multidistrict litigation (“MDL”) 

laws and rules or state-law equivalents, as there are risks 

and benefits to MDL coordination. For example, in many 

cases, MDL treatment results in the filing of additional law-

suits because plaintiff’s counsel frequently believe that a 

global settlement will eventually occur, with relatively little or 

no work required by them. Moreover, where lawsuits proceed 

separately, appropriate strategy decisions can capitalize 

on the differential progress of various of the active lawsuits, 

including targeted motion practice. MDLs, on the other hand, 

may save a defendant significant litigation expense because 

there typically is less repetitive discovery, along with consis-

tent discovery and pretrial rulings that are applicable to all 

federal cases. Federal MDL proceedings may be informally 

coordinated with or serve as guidance for any applicable 

state MDL counterparts or individual state cases. The MDL 



8

forum and judge, of course, are significant factors in measur-

ing the benefits or disadvantages of MDL treatment, and typi-

cally they are not determinable in advance of action by the 

Judicial Panel on Multidistrict Litigation.

FOREIGn GOVERnMEnT InVESTIGATIOnS AnD LITIGATIOn
Depending on the geographic distribution of the product, 

the company may face government investigations and litiga-

tion in one or more other countries. Early in the process, the 

company will likely need to respond to data demands and 

requests for information from involved foreign governments. 

You must develop a country-specific litigation strategy that 

complements the U.S. litigation and public-relations strate-

gies. Where a single firm has offices in the countries affected, 

a cohesive response is usually easier to achieve.

Another potential issue to consider is the impact on the com-

pany’s import/export licenses and other international trade 

requirements. Having a foreign country shut down the com-

pany’s operations within its borders or quarantine products 

because of an alleged product safety issue is entirely pos-

sible. U.S. due process procedures may not be available, and 

creative thinking and alternative approaches to minimize or 

prevent these problems may be required. 

In many countries, criminal actions against the company—

and even its individual officers—are possible for the sale or 

distribution of allegedly unsafe products or related activities. 

Learn what potential criminal laws are implicated, consult 

with experienced practitioners in the applicable countries, 

and coordinate the defense of the criminal charges with U.S. 

investigations, U.S. litigation, and the overall government and 

public-relations strategies.

PUBLIC RELATIOnS
Message management is critical. While “no comment” may 

have been the typical response years ago, it is almost never 

the best approach today. With nearly instantaneous publica-

tion of news and events via the internet, Twitter, Facebook, 

blogs, and the like, the importance of getting ahead of 

adverse publicity with the company’s story cannot be over-

emphasized. Widespread negative publicity increases the 

likelihood of lawsuits and government investigations. 

In addition to facing media inquiries, the company may find 

itself under extreme pressure to respond to the federal 

government, state attorneys general, and federal, state, and 

local agencies—all demanding “immediate” answers and 

data in the form of civil investigative demands and otherwise. 

Tremendous pressure will also exist from business partners, 

distributors, and retailers, many of whom will be facing pres-

sure themselves to respond to the media or consumers or 

to take action regarding the products. Although U.S. congres-

sional and state attorney general investigations and hearings 

can sometimes be considered politically motivated grand-

standing, they nonetheless certainly could have legal and 

public-relations ramifications.

In short, communicating with the media and the govern-

ment—both accurately and timely—is a high priority. How-

ever, never sacrifice accuracy for speed. Despite pressure to 

say something to help resolve the situation, special care must 

be taken to limit responses to what is known to be factually 

accurate, together with appropriate indications of concern 

for and attention to safety. Communications in such situa-

tions will be closely examined. If later shown to be inaccurate, 

they will be used to cast the company in negative terms and 

deployed against the company in litigation or investigations.

The company’s customers—obviously a key constituency—

will also press for responses. They will understandably want 

to know the scope of the alleged problem and how the com-

pany is dealing with it. They also may demand redress for the 

time and expense they incur in responding to a problem they 

view as yours. The company must develop and execute a 

plan to address likely customer issues and concerns.

Another important group requiring attention is the company’s 

employees. It is important that employee morale remain high 

and that employees understand that the company is doing 

not only what is right for the company, but what is right for 

those who use their company’s products.

Consequently, an overall communications plan must be 

developed in conjunction with the company’s corporate  

public-affairs department and outside consultants. Such a 

plan should anticipate media, government, and public inqui-

ries, and it should dovetail with the company’s overall strat-

egy to resolve the crisis. It should also be designed not only 

to minimize damage to the company’s reputation but to pre-

serve applicable privileges.
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PRIVILEGES AnD COnFIDEnTIALITy
In the heat of the crisis, obtaining accurate information may 

be your primary concern. But preserving the confidential-

ity of information and any applicable privileges is critical. 

Statements to Congress, the CPSC or other U.S. government 

agencies, or foreign governments likely will not be privileged 

or confidential. Other statements may be. While the company, 

of course, needs to communicate both internally and exter-

nally about the issues, care must be taken to ensure that 

inaccurate and damaging statements are not made inad-

vertently. This applies to all employees, including executives. 

Many understand that what is said to the media/public is not 

privileged, but sometimes less care is given to what is said 

to U.S. and foreign government officials or staff members, 

investigators, insurers, or employees. Communications with 

and among these groups must be planned and coordinated 

to ensure that privileged and confidential information is not 

divulged or that any potential risk of waiver is minimized.

It also is generally safest to assume that almost everything 

written or said by company personnel will be discoverable in 

subsequent litigation. Everyone should understand the conse-

quences of misplaced, inaccurate, or careless language in all 

communications, including emails. Product issues should not 

be the subject of offhand comments or callous or  sarcastic 

emails or other communications. Personnel need to be 

reminded that what they write or email may become alleged 

“admissions” in the eyes of plaintiff’s counsel, making them wit-

nesses in the litigation and potentially harming the company. 

It is likely that various U.S. and foreign government entities will 

request the production of confidential information. The com-

pany may find itself balancing the need to provide necessary 

information with the need to preserve the confidentiality of 

that same information. Doing so can be extraordinarily diffi-

cult, particularly when a foreign government, with the power 

to adversely affect or effectively freeze the company’s for-

eign business operations, demands information that will not 

be privileged or confidential once disclosed. For business 

reasons or otherwise, trade-offs sometimes must be made, 

but they must be debated thoroughly and the consequences 

fully understood. Care must be taken to obtain appropriate 

and enforceable confidentiality agreements, where possible, 

before production is made.

Communications with the company’s in-house counsel in for-

eign countries also need to be considered. no one-size-fits-

all rule applies regarding what is protectable privilege-wise 

in foreign countries. Foreign countries’ privileges are not 

necessarily identical to U.S. privileges, and they are certainly 

not all consistent with each other. Last year, for example, the 

European Court of Justice held that communications between 

company management and in-house lawyers are not pro-

tected from disclosure or discovery in the context of investi-

gations by the European Commission.6 How far that ruling will 

ultimately extend may not be certain, but it clearly warrants 

stringent consideration when communicating about foreign-

made product defects with foreign-based in-house counsel.

InSURAnCE
The company should promptly take steps to maxi mize  

its insurance coverage, identifying potentially applicable 

insurance policies and making appropriate and timely noti-

fications. You will want to quickly understand the relevant 

terms of any potentially available company policies offer-

ing coverage for product recalls, product liability, errors and 

omissions, and/or directors and officers.

As soon as possible, the company should analyze what may 

or may not be covered and under what circumstances. For 

example, some losses must be documented in certain ways 

under certain types of policies. Investigation costs may or 

may not be covered, depending on the actual or stated pur-

poses of the investigation and whether they were incurred in 

connection with actual or anticipated government investiga-

tions or product liability or shareholder derivative litigation. 

Coverage may be affected by offers of indemnification the 

company makes to downstream business partners. Insurance 

could also affect selection of outside counsel and the struc-

ture of defense costs.

A communications plan with the company’s insurers should 

be established early in the crisis. Whether coverage is clear 

or not, insurers may demand facts and other data relating to 

the company’s products and actions. How that is handled by 

the company can affect ongoing litigation and the compa-

ny’s potential exposure. Tying in insurers early may assist in 

maximizing coverage, or at least in anticipating the insurers’ 

positions, which may affect decisions about structuring the 

company’s defenses.

continued on page 42
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THE FDA FOOD SAFETy MODERnIzATIOn ACT: 
ExPAnDInG THE GOVERnMEnT’S ABILITy TO 
PREVEnT, DETECT, AnD RESPOnD TO FOODBORnE 
ILLnESS OUTBREAkS In THE UnITED STATES

On January 4, 2011, President Obama signed into law the 

FDA Food Safety Modernization Act (“FSMA”). This law is 

the first significant overhaul of the Federal Food, Drug, and 

Cosmetic Act (“FFDCA”), which Congress passed in 1938. 

The FSMA concentrates on three major goals for the nation’s 

food safety program. The first goal is preventing the occur-

rence of national food hazards. The second goal is improving 

the detection of foodborne illness outbreaks and the gov-

ernment’s response to such outbreaks when they do occur. 

The final goal is strengthening food safety requirements for 

imported foods. In order to effectuate these goals, the FSMA 

places new requirements on, and grants new authority to, 

the Department of Health and Human Services (“HHS”) and 

the Food and Drug Administration (“FDA”). The legislation 

does not address the safety of food items regulated by the 

Department of Agriculture (“USDA”), such as meat, poultry, or 

processed eggs, which are subject to even more rigorous 

inspection and oversight than foods regulated by the FDA. 

The FSMA had a tumultuous trip through Congress before it 

was passed. The legislation originated in the Senate, which 

initiated the food safety bill in its current form in november 

2010. The Senate-originated bill, however, included fee provi-

sions that violated the Origination Clause in the United States 

Constitution. To overcome this constitutional roadblock, the 

House attached the Senate’s version of the food safety legis-

lation to an omnibus appropriations bill. The Senate, however, 

refused to take up the omnibus bill, stalling the food safety 

legislation for weeks. Determined to pass the legislation, on 

December 19, 2010, the Senate amended a House shell bill 

to add the language of the Senate’s food safety bill and sent 

the bill back to the House. The House voted to accept the 

changes to the House shell bill on December 21, 2010, finally 

clearing the bill for the White House. 

Although the FSMA has now been signed into law, the legis-

lation’s efficacy is still uncertain. The Congressional Budget 

Office estimates that enforcement of the FSMA would 

require $1.4 billion annually, yet the FSMA does not include 

the required funding. given the current budgetary issues, it 

is uncertain whether this Congress will allocate the funding 

necessary to implement the new law fully.

TITLE OnE: PREVEnTInG THE OCCURREnCE OF nATIOnAL  
FOOD HAzARDS
Title One of the FSMA significantly expands the power of 

the government to establish preventive controls for national 

food safety. Perhaps the most significant preventive control 

provided in the legislation is the hazard analysis and control 

program. Under this program, owners, operators, or agents 

in charge of food facilities that manufacture, process, pack-

age, and handle food, such as factories and warehouses, are 

required to: (1) evaluate the hazards in their operations; (2) 

implement and monitor effective measures to prevent con-

tamination; (3) reanalyze the hazards when necessary; and 

(4) have a plan in place to take corrective action if preventive 

controls have not been properly implemented or are found 

to be ineffective. Title One describes such hazards as “bio-

logical, chemical, physical, and radiological hazards, natural 

toxins, pesticides, drug residues, decomposition, parasites, 

allergens, and unapproved food and color additives,” as well 

as those hazards “that occur naturally, or may be unintention-

ally introduced,” and those “that may be intentionally intro-

duced, including by acts of terrorism.” 

B y  J o h n  W.  E d w a r d s  I I  a n d  L a u r a  E .  M o r r i s
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A hazard analysis and control program can be a formidable 

undertaking. For example, the FDA’s Hazard Analysis Critical 

Control Points Program for Seafood (“Seafood HACCP”) con-

sists of more than 350 pages of detailed requirements and 

needed a substantial “mid-course correction.”1

The requirements introduced by the hazard analysis and con-

trol program do not apply to numerous entities. For example, 

the following entities are exempt from the program: 

• Farms 

• Restaurants

• Other retail food establishments 

• nonprofit food establishments in which food is prepared 

for or served directly to the consumer

• Fishing vessels

• Entities that are determined to be “very small business[es]”

• Facilities that have average annual sales of less than 

$500,000

• Facilities that are required to comply with the Seafood 

HACCP, the Juice HACCP, and/or the government’s stan-

dards for Thermally Processed Low-Acid Foods Packaged 

in Hermetically Sealed Containers

Title One places numerous requirements on HHS in an effort 

to prevent national food safety problems. For example, Title 

One requires the Secretary of HHS, in coordination with the 

Secretary of Agriculture, to review and evaluate relevant 

health data and other relevant information to determine the 

most significant foodborne contaminants. On the basis of this 

review and evaluation, the Secretary of HHS must issue con-

taminant-specific and science-based guidance documents 

prescribing action levels or regulations, when appropriate, to 

reduce the risk of serious illness or death, prevent food adul-

teration, or prevent the spread of communicable disease. 

In response to the produce-related outbreaks that have 

occurred in recent years, Title One also requires the 

Secretary of HHS, in coordination with the Secretary 

of Agriculture and in consultation with the Secretary of 

Homeland Security, to publish a notice of proposed rule-

making setting minimum science-based standards for the 

produce industry. Intended to facilitate the safe production 

and harvesting of certain fruits and vegetables, these stan-

dards have been established for specific mixes or categories 

of foods comprising raw agricultural commodities and have 

been determined by the Secretary to minimize the risk of 

serious adverse health consequences or death.

The new legislation also requires the Secretary of HHS, 

in consultation with the Secretary of Education, to estab-

lish guidelines to be used on a voluntary basis to man-

age the risk of food allergies and anaphylaxis in schools 

and early-childhood education programs. The guidelines 

would address: (1) parental obligations to notify schools 

or early-childhood education programs of children’s food 

allergies or risks of anaphylaxis; (2) food allergy educa-

tion and management training of personnel in schools and  

early-childhood education programs; and (3) other elements 

that the Secretary determines necessary for the manage-

ment of food allergies and anaphylaxis in schools and early-

childhood education programs.

Title One further requires the Secretary of HHS to promulgate 

regulations to protect against the intentional adulteration 

of food. In doing so, the Secretary of HHS, in coordination 

with the Secretary of Homeland Security and in consultation 

with the Secretary of Agriculture, must conduct a vulnerabil-

ity assessment of the food system; consider the uncertain-

ties, risks, costs, and benefits associated with guarding food 

against intentional adulteration at vulnerable points; and 

determine the types of science-based mitigation strategies 

that are necessary to protect against adulteration. The regu-

lations must establish appropriate mitigation strategies to 

protect food in the supply chain at specific vulnerable points 

and specify when implementation is required. 

Finally, the new legislation requires the Secretary of HHS 

and the Secretary of Agriculture, in coordination with the 

Secretary of Homeland Security, to prepare a national 

Agriculture and Food Defense Strategy. In general, the 

national Agriculture and Food Defense Strategy must include 

a description of the process to be used by the various 

departments to achieve the following goals: (1) enhancement 

of the agriculture and food system; (2) improvement of the 

system’s detection capabilities; (3) assurance of an efficient 

response to agriculture and food emergencies; and (4) secu-

rity of agriculture and food production after an agriculture or 

food emergency. The national Agriculture and Food Defense 

Strategy must be made available to the relevant committees 

of Congress and to the public via the web sites maintained 

by HHS and the USDA.
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Title One also gives the Secretary of HHS critical enforce-

ment tools to prevent national food safety problems. First, 

the new legislation delineates a procedure by which the 

Secretary of HHS can gain access to records relating to an 

article of food that the Secretary reasonably believes will 

have serious adverse health consequences for humans or 

animals. Second, Title One provides the Secretary of HHS 

with the power to suspend the registration of a food facility 

if the Secretary determines that the facility packs, receives, 

or holds food that has a reasonable probability of having 

adverse health consequences for humans or animals and the 

facility was responsible for, and knew or should have known 

of, the potential hazard. Such a suspension would prohibit the 

facility from introducing food into interstate or intrastate com-

merce in the United States and from importing food into, or 

exporting food from, the United States. Finally, under the new 

legislation, the Secretary of HHS can assess and collect fees 

related to food facility reinspection, food recalls, the Voluntary 

Qualified Importer Program, and importer reinspection.

TITLE TWO: IMPROVInG THE DETECTIOn OF FOODBORnE 
ILLnESS OUTBREAkS AnD THE RESPOnSE TO SUCH 
OUTBREAkS
Title Two of the FSMA significantly expands the power of the 

government to detect and respond to foodborne illness out-

breaks. First, the legislation increases the FDA’s inspection 

capabilities by requiring the number of inspections to be 

determined according to the level of risk posed by the facil-

ity. For example, Title Two requires the FDA to inspect domes-

tic high-risk facilities at least once within the five-year period 

following the enactment of the law and at least every three 

years thereafter. In contrast, for domestic non-high-risk facili-

ties, an inspection must be conducted at least once within 

the seven-year period following the enactment of the law and 

at least every five years thereafter. For foreign facilities, twice 

the number of inspections conducted during the previous 

year must be conducted each year for five years, beginning 

in 2011. Inspections of at least 600 foreign facilities must be 

conducted within the year following the enactment of the law. 

Whether a domestic facility is determined to be high-risk 

under Title Two will depend on a number of factors, includ-

ing but not limited to: (1) the known safety risks of the food 

manufactured, processed, packed, or held in the facility; 

(2) the compliance history at the facility; (3) the rigor and 

effectiveness of the facility’s hazard analysis and risk-based 

preventive controls; (4) whether the food at the facility meets 

the criteria for a priority inspection under § 801(h)(1) of the 

FFDCA; (5) whether the food and/or the facility has received 

certification under § 801(q) and/or § 806 of the FFDCA; and 

(6) any other criteria deemed necessary and appropriate by 

the Secretary of HHS.

Title Two specifically addresses the need for coordinated 

and integrated laboratory methods to detect contami-

nants around the country. The new legislation requires the 

Secretary of HHS to establish a program for the testing of 

food by accredited laboratories, as well as a publicly avail-

able registry of accredited laboratories and accreditation 

bodies recognized by the Secretary. Also, as a condition of 

recognition or accreditation, recognized accredited bod-

ies are required to report to the Secretary any changes that 

might affect accreditation. 

In addition, the Secretary of Homeland Security, in conjunc-

tion with the Secretary of HHS, the Secretary of Agriculture, 

the Secretary of Commerce, and the Administrator of the 

Environmental Protection Agency, is required to establish and 

maintain an agreement whereby registered laboratories can 

decide on common laboratory methods in order to reduce 

the time required to detect and respond to foodborne illness 

outbreaks; facilitate the sharing of knowledge and informa-

tion related to health and agriculture; and identify means by 

which the laboratories can work cooperatively. 

Under Title Two, the Secretary of HHS is also tasked with 

improving the tracking of food as it flows through the supply 

chain. As a consequence, the legislation requires HHS to estab-

lish pilot projects to explore and evaluate methods to rapidly 

and effectively identify recipients of food, in order to prevent or 

mitigate a foodborne illness outbreak and to address credible 

threats of adverse health consequences or death as a result of 

the adulteration or misbranding of such food.

The pilot projects must reflect the diversity of the food sup-

ply and include at least three different types of foods that 

have been the subject of significant outbreaks during the five 

years preceding the enactment of the law. The pilot projects 

must be selected in order to develop and demonstrate meth-

ods for the rapid and effective tracing of food in a manner 

that is practicable for facilities of various sizes; develop and 

demonstrate technologies that enhance the tracking and 
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tracing of food; and assist in the promulgation of additional 

recordkeeping requirements for high-risk foods. In addition, 

the Secretary of HHS, in consultation with the Secretary of 

Agriculture, is required to establish a product-tracing system 

within the FDA in order to effectively and rapidly track and 

trace food that is in the United States or offered for import 

into the United States.

Title Two provides for states, localities, and tribes to work with 

the federal government in a coordinated fashion to prevent 

and respond to foodborne illness outbreaks; recommenda-

tions include training, grant programs, and the creation of 

resource centers. The law also requires foodborne illness 

surveillance systems to be established nationwide by the 

Secretary of HHS, acting through the Centers for Disease 

Control and Prevention, in order to improve the collection, 

analysis, reporting, and usefulness of data on foodborne ill-

ness. The Secretary of HHS must:

• Coordinate federal, state, and local foodborne illness sur-

veillance systems.

• Facilitate the sharing of surveillance information among 

governmental agencies.

• Develop improved epidemiological tools for obtaining 

quality exposure data and microbiological methods for 

classifying cases.

• Improve the current capability to attribute a foodborne ill-

ness outbreak to a specific food.

• Publish current reports and findings from, and allow timely 

public access to, the surveillance systems.

• Facilitate scientific research by academic institutions.

• Integrate surveillance systems and data with other biosur-

veillance and public-health situational-awareness data. 

Title Two gives the FDA mandatory recall authority for the first 

time. This recall authority allows the FDA to order a facility 

to stop distributing an article of food that has been adul-

terated or misbranded, threatening serious adverse health 

consequences, if the facility has refused to recall the prod-

uct voluntarily and has had the opportunity for an expe-

dited informal hearing. Once a food recall is in effect, the 

law requires the Secretary of HHS to publish a press release 

regarding the food recall in order to inform consumers and 

retailers. The press release shall, at the minimum, identify the 

food, the risk associated with the food, and similar foods that 

are not affected by the recall. Prior law, which allowed the 

FDA only to negotiate with businesses for voluntary recalls, 

sometimes impeded the expedited removal of contaminated 

food from the market.

TITLE THREE: STREnGTHEnInG FOOD SAFETy REqUIREMEnTS 
FOR IMPORTED FOODS
Title Three significantly enhances the FDA’s ability to oversee 

the millions of food products imported into the United States 

each year. Under Title Three, importers must verify, and 

sometimes even certify, the safety of food from their sup-

pliers to ensure that the food meets the applicable require-

ments of the legislation. Verification activities may include 

monitoring records for shipment, lot-by-lot certification of 

compliance, annual on-site inspections, checking the hazard 

analysis and risk-based preventive control plan of the foreign 

supplier, and periodically testing and sampling shipments.

Title Three emphasizes the importance of direct collabo-

ration with foreign governments to assess the safety of 

imported foods. First, the new legislation gives the U.S. gov-

ernment the power to aid foreign governments in improving 

their food safety programs. This aid is through government-

to-government support and U.S. recognition of bodies that 

accredit third-party auditors of foreign food facilities. Second, 

Title Three gives the Secretary of HHS the ability to enter into 

arrangements and agreements with foreign governments to 

facilitate the inspection of registered foreign facilities, facto-

ries, warehouses, and other establishments. However, if U.S. 

inspectors or other individuals designated by the Secretary 

of HHS are refused the right to inspect such a foreign facil-

ity, the FSMA requires food from that foreign facility to be 

refused admission into the United States.

MISCELLAnEOUS PROVISIOnS In THE FSMA
numerous provisions in the FSMA advance goals other than 

those described in the preceding three sections. For exam-

ple, the FSMA contains a food safety whistleblower provision, 

which prohibits discrimination against and discharge of an 

employee who identifies, reports, or refuses to participate in 

a violation of the above regulations by an entity involved in 

the manufacturing, processing, packing, transporting, distri-

bution, reception, holding, or importation of food. While such 

provisions are intended to enhance compliance, they can 

lead to retaliatory reporting by disgruntled employees and 

hamper employment relations.
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The FSMA exempts small businesses and agricultural pro-

ducers from much of the new regulatory scheme. For exam-

ple, “very small businesses” and “small businesses”—to 

be defined by HHS in subsequent regulations—either will 

be exempt from many of the new requirements or will not 

have to begin complying with a number of the new regula-

tions until one to two years after promulgation. In addition, 

for a number of provisions, the Secretary of HHS is required 

to issue a guide to help small entities comply with the new 

requirements.

Similarly, farms and other establishments that sell food 

directly to consumers, such as roadside stands, farmers’ mar-

kets, and participants in community-supported agricultural 

programs, are granted certain exemptions and flexibilities 

under the FSMA. For example, as a result of what is known 

as the Tester-Hagan Amendment, farms that make at least 

half of their profits from direct-to-consumer sales and earn 

$500,000 a year or less (adjusted for inflation) are exempt 

from most of the new regulations by the FSMA. The Secretary 

of HHS, however, has the ability to revoke these exemptions if 

the farm or small business is involved in an outbreak.

Some farms are also exempt from the recordkeeping require-

ments intended to help the government trace food as it flows 

through the supply chain. Food packaged and produced on 

a farm has only minimal recordkeeping requirements if “the 

packaging of the food maintains the integrity of the product 

and prevents subsequent contamination or adulteration” and 

if the labeling of the product includes complete business-

contact information for the farm. If a farm sells food directly 

to a consumer, it does not have to maintain any records. If 

a farm sells food directly to a grocery store, the store must 

maintain records documenting that farm. In this context, “sale 

of food” occurs when “food is produced on a farm” and “sale 

is made by the owner, operator, or agent in charge.”

COnCLUSIOn
The FSMA contemplates great strides in preventing, detect-

ing, and responding to potential foodborne illness outbreaks 

in the United States. The legislation significantly expands the 

powers of the U.S. government to regulate the food indus-

try, allowing the FDA to create new food safety standards, 

issue mandatory food recalls, and impose severe penalties 

on those entities that fail to comply with the new regulations. 

The FSMA also significantly enhances the FDA’s ability to 

oversee the millions of food products coming into the United 

States from other countries each year.

In addition, the FSMA imposes substantial new financial bur-

dens and regulatory uncertainties on larger food producers 

while vaguely referring to new requirements and standards 

that will not be defined until the FDA issues the regulations 

required under the new law. Therefore, producers may not 

know the true extent of their responsibilities and costs under 

the new law until the regulations are finally promulgated—a 

matter of months or even years. Moreover, timely implemen-

tation and enforcement depend upon whether Congress 

provides the funding necessary to achieve the ambitious 

programs envisioned by the FSMA. n
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1 For more information on the Seafood HACCP, see the following web site 
maintained by the FDA: http://www.fda.gov/Food/FoodSafety/HazardAnalysis 
CriticalControlPointsHACCP/SeafoodHACCP/default.htm (web site last visited 
May 20, 2011).
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daubert  scrutiny of exPert evidence in class certification Proceedings
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Expert testimony is increasingly being presented during 

class-certification proceedings. As courts have consid-

ered expert testimony in determining whether the require-

ments for certifying a class have been met, questions have 

arisen about the appropriate standard of review for that 

expert  testimony. The United States Supreme Court has 

never explicitly addressed the appropriate level of review 

for expert testimony presented in connection with class- 

certification proceedings. Lower courts have focused on 

the U.S. Supreme Court decision that generally governs the 

admissibility of expert evidence, the seminal decision in 

Daubert v. Merrell Dow Pharmaceuticals, Inc.1

In connection with class-certification proceedings, the 

Supreme Court previously stated that the district court may 

not consider a “preliminary inquiry into the merits” in decid-

ing whether to certify a class.2 In Daubert, the Supreme 

Court emphasized that courts must look beneath the surface 

of expert opinions, closely examine the expert’s methodolo-

gies, and exclude testimony that is irrelevant or unreliable.3 

The Daubert decision, however, did not address the appro-

priate level of scrutiny of expert testimony presented in 

 connection with class-certification proceedings, and some 

have argued that Daubert applies only to the use of expert 

testimony at trial.

More courts have begun to apply Daubert—at least in some 

form—to expert testimony offered in support of class certifi-

cation, and the most recent decisions generally lean toward 

a higher level of scrutiny of expert testimony. Under one 

approach, courts do not subject the expert testimony to a full 

Daubert inquiry at the class-certification stage but instead 

conduct a limited review. As the decisions emerging from 

circuit courts over the last few years demonstrate, however, 

the current tendency is to apply higher levels of scrutiny to 

expert testimony at the class-certification stage. given that 
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the decision whether or not to certify a class can often be 

case-determinative, this trend toward increased scrutiny of 

expert testimony at the class-certification stage has impor-

tant ramifications for practitioners.

CIRCUIT OVERVIEW
the First circuit. In In re New Motor Vehicles Canadian 

Export Antitrust Litig.,4 the First Circuit generally held that if 

plaintiffs rely on a novel or complex theory to meet Rule 23’s 

requirements, courts must conduct a “searching inquiry” into 

the factual merits of the theory.5 The First Circuit determined 

that the plaintiffs’ two-part theory of price manipulation was 

“both novel and complex” and not entirely supported by the 

testimony of the plaintiffs’ expert.6 In other words, certifica-

tion was dependent on the ability of the plaintiffs’ expert “to 

establish—whether through mathematical models or further 

data or other means—the key logical steps behind their 

theory.”7 Specifically, the Circuit held that “a more searching 

inquiry” by the district court into whether the plaintiffs could 

actually prove the key elements of their claims through com-

mon proof at trial was required.8 

The court in New Motor Vehicles declined to specify a pre-

cise standard of proof that plaintiffs would be required to 

satisfy at the class-certification stage. However, the court 

made clear that the district court’s analysis of expert testi-

mony should be sufficiently thorough to identify, at a prelimi-

nary stage in the litigation, cases where “there is no realistic 

means of proof.”9 

the second circuit. In re Initial Public Offering Sec. Litig.10 

was one of the key decisions ushering in a more rigor-

ous standard for expert testimony at the class-certification 

stage. In re IPO heightened the plaintiffs’ burden on a class- 

certification motion in that it was no longer sufficient for 

plaintiffs to obtain class certification merely on the basis of 

unsupported legal conclusions or plausible expert methodol-

ogies.11 The Second Circuit specifically stated that the plain-

tiffs’ burden of proving each of the Rule 23 requirements was 

not lessened by overlap between a Rule 23 requirement and 

a merits issue, and it acknowledged that a district court may 

have to resolve underlying expert disputes to make such a 

determination.12 However, In re IPO did indicate that district 

courts continue to have discretion to shape discovery and 

the extent of the hearing to ensure that class certification 

does not become a partial trial on the merits.13 

Given that the  
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the third circuit. In In re Hydrogen Peroxide Antitrust Litig.,14 

the Third Circuit issued a significant decision that further 

raised the standard for the evaluation of expert testimony 

at the class-certification stage. More specifically, the Third 

Circuit holding requires district courts to engage in “rigorous” 

analysis of evidence in determining whether Rule 23 require-

ments have been met.15 After the district court granted the 

plaintiffs’ motion for class certification, the defendants 

argued on appeal that the plaintiffs had failed to satisfy 

Rule 23(b)(3)’s requirement that common questions of law 

or fact predominate over any questions affecting individual-

ized issues. Both parties had submitted expert testimony on 

the question of commonality, but the district court failed to 

resolve the dispute between the experts on this issue. 

The Third Circuit discussed the intersection between Daubert 

and class certification, holding that “[w]eighing conflicting 

expert testimony at the certification stage is not only per-

missible; it may be integral to the rigorous analysis Rule 23 

demands.”16 The Third Circuit held that a district court’s ruling 

that expert testimony should not be excluded under Daubert 

does not automatically mean the testimony should be “uncrit-

ically accepted as establishing a Rule 23 requirement.”17 On 

the other hand, “a district court’s conclusion that an expert’s 

opinion is admissible does not necessarily dispose of the 

ultimate question—whether the district court is satisfied, by 

all the evidence and arguments including all relevant expert 

opinion, that the requirements of Rule 23 have been met.”18 

Accordingly, under In re Hydrogen Peroxide, where expert 

testimony is necessary for the class-certification determina-

tion, a district court must resolve disputes between compet-

ing experts, and neither credibility issues nor concern for 

addressing the merits of the case can impede the rigorous 

analysis required to resolve such disputes.19 

the Fourth circuit. In Gariety v. Grant Thornton, LLP,20 the 

Fourth Circuit reversed the district court’s certification order 

on the ground that it had not conducted a sufficiently rigor-

ous analysis of the underlying facts, holding that “while an 

evaluation of the merits to determine the strength of plain-

tiffs’ case is not part of a Rule 23 analysis, the factors spelled 

out in Rule 23 must be addressed through findings, even if 

they overlap with issues on the merits.”21 Although the Fourth 

Circuit did not squarely address the issue of the appropri-

ate level of inquiry into expert testimony at the certifica-

tion stage, Gariety suggests that it may endorse a relatively 

rigorous approach. Accordingly, district courts in the Fourth 

Circuit have engaged in Daubert analyses during class 

certification.22 

the Fifth circuit. In Regents of Univ. of Cal. v. Credit Suisse 

First Boston (USA), Inc.,23 the Fifth Circuit reversed the district 

court’s certification of the class of the former Enron share-

holders, moving toward an express authorization of the mer-

its inquiry at the class-certification stage and requiring the 

resolution of conflicting expert testimony.24 

the sixth circuit. In Rodney v. Northwest Airlines, Inc.,25 the 

district court did not simply accept the plaintiffs’ allega-

tions and expert methodologies on class impact and injury; 

it also considered the testimony of the defendants’ expert 

that injury and damages could not be proved on a class-

wide basis, ultimately denying the certification motion. The 

Sixth Circuit affirmed the denial of class certification, hold-

ing that “a court performing a ‘predominance’ inquiry under 

Rule 23(b)(3) may consider not only the evidence presented 

in the plaintiff’s case-in-chief but the defendant’s likely rebut-

tal evidence.”26 Although the Sixth Circuit has not clearly 

addressed the role of experts in class-certification proceed-

ings, it held that “courts [should] take care to inquire into the 

substance of the underlying claims” to determine the type of 

evidence that will be needed at trial, which suggests that dis-

trict courts must go beyond a cursory analysis and actually 

resolve conflicting expert testimony prior to certification.27 

the seventh circuit. In West v. Prudential Sec. Inc.,28 each 

side presented testimony by an established financial econo-

mist at the class-certification stage, and the district court held 

that the fact that both sides presented expert testimony was 

by itself enough to support class certification. Without spe-

cifically mentioning Daubert, the Seventh Circuit held that the 

district court’s approach was an impermissible “delegation of 

judicial power to the plaintiffs,” who could obtain certification 

simply by hiring an established expert.29 The court held:

A district judge may not duck hard questions by 

observing that each side has some support, or that 

considerations relevant to class certification also may 

affect the decision on the merits. Tough questions 

must be faced and squarely decided, if necessary by 

holding evidentiary hearings and choosing between 

competing perspectives.30
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inquiry authorized by Rule 23.”43 The Tenth Circuit held that 

although “the merits of a movant’s claims may not serve as 

the focal point of its class certification analysis[,] . . . this does 

not mean that a district court is categorically prohibited from 

considering any factor, in conjunction with its Rule 23 analysis, 

that touches upon the merits of a movant’s claims.”44 Under 

Vallario, a district court must ensure that “the requirements 

of Rule 23 are met . . . through findings,” even if such find-

ings “overlap with issues on the merits.”45 Indeed, the Tenth 

Circuit wrote that the phrase “no merits inquiry” should not be 

“talismanically” invoked to limit a district court’s inquiry into 

whether Rule 23’s requirements have been met.46 Overall, 

Vallario appears to stand for the proposition that the court 

may examine expert testimony to determine whether plaintiffs 

have satisfied Rule 23’s requirements for class certification.

the eleventh circuit. In Cooper v. Southern Co.,47 the plain-

tiffs alleged race discrimination based on Title VII and 

Section 1981 of the Civil Rights Act of 1866. The district court 

denied class certification due to the methodological defi-

ciencies of the plaintiffs’ expert, as the expert evidence could 

not demonstrate commonality. The Eleventh Circuit upheld 

the denial of class certification, stating:

[t]he district court did not exclude [plaintiffs’ expert’s] 

reports because she was unqualified or because the 

reports were based on a wholly unreliable methodol-

ogy; rather, the court accepted the reports’ conclu-

sions but determined that they still failed to establish 

that the named plaintiffs had claims in common with 

other class members . . . .48

The Eleventh Circuit did not specifically address the plaintiffs’ 

argument that the district court applied an overly rigorous 

standard in evaluating their statistical expert at the class- 

certification stage.

COnCLUSIOn
The appropriate level of scrutiny for expert testimony pre-

sented at the class-certification stage is likely to remain an 

important issue for practitioners and the courts. A majority of 

federal appellate courts have already established heightened 

standards for district courts to apply to expert testimony 

used in class-certification proceedings, emphasizing that dis-

trict courts must conduct a rigorous analysis when determin-

ing whether all the requirements of Rule 23 have been met.  

In American Honda Motor Co. v. Allen,31 the Seventh Circuit 

held that when an expert’s opinion is an essential element of 

class certification, the district court must definitively rule on 

any challenge to the expert’s qualification or submissions, 

possibly entailing a full Daubert analysis.32 Further, the  district 

court must also resolve any challenge to the reliability of infor-

mation provided by the expert if that information is  relevant 

to establishing any of the Rule 23 requirements for class 

certification.33 

the eighth circuit. Blades v. Monsanto Co.34 was a puta-

tive class action in which the plaintiffs claimed an alleged 

price-fixing conspiracy in violation of the Clayton Act and 

the Sherman Act. The plaintiffs sought to use expert testi-

mony to meet their burden for class certification. The Eighth 

Circuit affirmed the district court’s findings and held that 

district courts may be required to resolve expert disputes 

at the class-certification stage.35 The court also noted that 

“assumptions,” “presumptions,” and “conclusions” offered by 

the plaintiffs’ expert were insufficient to establish Rule 23 

requirements.36 

the ninth circuit. A few district courts in the ninth Circuit 

have recently addressed the issue of the admissibility of 

expert testimony at the class-certification stage. In Campion 

v. Old Republic Home Protection Co., Inc.,37 the court noted 

that the “ninth Circuit has not yet determined whether a 

full Daubert analysis is required at the class certification 

stage.”38 In that case, the court decided not to conduct a full 

Daubert analysis because the expert’s opinions were not crit-

ical to the court’s determination of the motion for class certi-

fication. In Hovenkotter v. Safeco Ins. Co. of Ill.,39 although the 

court noted that it “need not conduct a full Daubert analysis 

as to the admissibility for trial of the expert’s opinions” at the 

class-certification stage, it did hold that a court should con-

duct “a full and rigorous analysis of the admissibility of the 

expert’s opinions as they relate to class certification issues 

and leave for trial the admissibility of their opinions as they 

relate to the merits of the underlying claims.”40 Similarly, in 

Kennedy v. Jackson Nat. Life Ins. Co.,41 the court conducted a 

limited Daubert analysis of the expert’s testimony.

the tenth circuit. In Vallario v. Vandehey,42 the Tenth Circuit 

vacated a decision granting class certification and held that 

the district court abused its discretion by basing its class-

certification ruling on an “unduly constrained view of the 
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In light of this recent Circuit trend, it is likely that it will 

become increasingly common for the parties to consider 

filing Daubert motions at the class-certification stage. In 

addition, there will likely be more requests for related evi-

dentiary presentations. These developments can help ensure 

that class-certification decisions, which are often case- 

dispositive, are based on a sound, reliable foundation.

This article is a condensed and updated version of the arti-

cle that appeared in Class Action Litigation Report, 11 CLASS 

863 (Sept. 24, 2010). n
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Once a matter of almost exclusive state-law concern, puni-

tive damages awards have come under increasing constitu-

tional scrutiny in the last two decades. A series of United States 

Supreme Court decisions have fixed the procedures and set the 

substantive boundaries of punitive awards. It is now established 

that the Due Process Clause of the Fourteenth Amendment 

mandates meaningful judicial review of punitive damages ver-

dicts.1 An award of punitive damages is subject to a de novo 

standard of appellate review.2 Trial courts must adopt proce-

dures to ensure that punitive awards are not based on imper-

missible factors, such as evidence of harm to nonparties who 

are not before the court.3

And in a pair of decisions, BMW of North America, Inc. v. Gore, 

517 U.S. 559 (1996), and State Farm Mutual Auto. Ins. Co. v. 

Campbell, 538 U.S. 408 (2003), the Supreme Court held that 

due process forbids the imposition of “excessive” punitive 

damages, with the excessiveness of an award to be deter-

mined by the award’s ratio to the amount of compensatory 

damages, by a comparison to available civil and criminal 

penalties, and by an application of so-called reprehensibil-

ity factors.

As the Court noted in State Farm, the last of these, repre-

hensibility, is “the most important indicium” of assessing 

the excessiveness of an award. The Court identified five 

factors to guide lower courts and juries in determining 

the reprehensibility of a defendant’s conduct: (1) whether 

the harm caused was physical as opposed to merely 

economic; (2) whether the conduct showed an indiffer-

ence to or reckless disregard of the health or safety 

of others; (3) whether the target of the conduct was 

financially vulnerable; (4) whether the conduct involved 

repeated actions or was an isolated incident; and (5) 

whether the harm was the result of the defendant’s 

intentional misconduct.4

These five factors, however, were articulated in the 

context of cases involving economic torts. As a group, 

they provide a relatively poor framework for assist-

ing juries and courts in their task of assessing rep-

rehensibility in product liability cases, because many 

of them are present in every product liability action 
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and thus fail to distinguish among degrees of reprehensibil-

ity. Indeed, three of the five State Farm factors are present 

in almost every product liability case and thus provide no 

means of assessing relative reprehensibility:

•	Physical versus economic injury: Product liability cases 

almost always involve physical injury.

•	Financial vulnerability: Some courts have interpreted this 

factor not as Gore indicated—as pertaining to a defen-

dant’s targeting of a financially vulnerable plaintiff—but as 

referring to nothing more than the fact that the defendant 

has a greater net worth than the injured plaintiff or that the 

plaintiff’s injuries left him or her in a financially vulnerable 

position.5 Under this expansive (albeit incorrect) definition, 

this factor is present in nearly every product liability case, 

because the net worth of individual consumers is almost 

always smaller than that of product manufacturers.

•	repeated misconduct: To the extent courts construe this 

factor to refer to repeated sales, rather than to repeated 

acts of misconduct in designing or not redesigning a prod-

uct, this factor is also present in almost every product lia-

bility case because nearly all goods are mass-produced 

and mass-marketed.

Reliance on these factors, at least as they have been inter-

preted by some of the courts, is tantamount to instructing the 

jury that three out of the five State Farm factors automati-

cally cut in favor of greater reprehensibility. What is called for 

instead are factors that meaningfully aid juries and courts in 

situating—within the context of a product liability action—a 

particular defendant’s conduct on a spectrum of conduct 

running from the least to the most reprehensible. Because 

the State Farm factors do not assist the jury in determin-

ing whether a defendant in a product liability case is “more 

blameworthy than others,” it is therefore appropriate and 

necessary to develop a list of factors that do.

A MEAnInGFUL ASSESSMEnT OF REPREHEnSIBILITy CALLS 
FOR PLACInG A DEFEnDAnT’S COnDUCT On A COnTInUUM  
OF BEHAVIOR
Punitive damages may be assessed only after a jury awards 

compensatory damages. Whether punitive damages are 

additionally appropriate (or, for that matter, constitutional) 

depends on whether the imposition of damages—in addi-

tion to damages that already make the plaintiff whole—is 

required either to punish that defendant or to deter such 

conduct in the future.6 This hinges primarily on how repre-

hensibly the defendant has acted: the more reprehensible its 

conduct, the greater the need for a more substantial finan-

cial penalty to punish and deter that conduct; the less rep-

rehensible, the lesser the need for a substantial penalty (or 

any penalty) to punish or deter. “Some wrongs,” the Supreme 

Court has explained, “are more blameworthy than others.”7 

Reprehensibility is therefore not a yes-or-no proposition, but 

rather a matter of degree.8 The factors must in turn function 

as a tool to help juries and courts place the defendant’s con-

duct along this spectrum of reprehensible behavior.

These factors need not be—and should not be—static across 

all torts, for what may be a helpful factor in assessing repre-

hensibility in an intentional or economic tort might be present 

in all product liability torts and thus of no value in assess-

ing the degree of a product liability defendant’s reprehensi-

bility. Relying solely on the State Farm factors will therefore 

deny juries and courts access to several helpful yardsticks 

for evaluating reprehensibility not mentioned in that case. In 

other words, there is a substantial downside to a “one size fits 

all” approach, and there is thus a real need to fashion factors 

useful in assessing degrees of reprehensibility in product lia-

bility actions. Importantly, at no point has the Court ever held 

that these five factors are the definitive five factors that must 

always be applied to assess reprehensibility for any and all 

purposes and in any and all cases. To the contrary, the Court 

in Gore observed that it is entirely legitimate for “the level of 

punitive damages” to vary for “different classes of cases.”9

THE FACTORS FOR ASSESSInG REPREHEnSIBILITy SHOULD 
LOOk TO A TyPICAL PRODUCT LIABILITy DEFEnDAnT’S 
COnDUCT
In determining the factors that will be most useful in assess-

ing the reprehensibility of a defendant’s conduct in a product 

liability case, the logical place to start is by selecting factors 

that evaluate the reprehensibility of a product liability defen-

dant’s conduct at each stage of the typical course of conduct 

for such a defendant. Usually, the defendant has designed a 

product that has subsequently injured others, including the 

plaintiff. Thus, there are two general categories of factors: 

(1) the defendant’s conduct in initially designing the prod-

uct; and (2) the defendant’s conduct in responding to any 

injuries in light of its knowledge or belief about whether its 

product caused those injuries. These two categories may be 

assessed using a number of individual factors:
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Product design. When designing a product, a defendant’s 

conduct may be viewed as more reprehensible, or less so, 

depending on the following factors:

Whether the defendant, in designing the product, attempted 

to comply with applicable government or industry safety 

standards. A defendant that takes the time to consult rel-

evant safety protocols—whether government or industry 

standards—and thereafter incorporates them into its prod-

uct design is acting in a responsible (and nonreprehensible) 

fashion that is not to be punished or deterred. Similarly, when 

a product is so novel or cutting-edge that appropriate safety 

standards do not yet exist, a designer that attempts to meet 

the standards that are most analogous will not be considered 

to have acted reprehensibly; indeed, taking the additional step 

of trying to comply with the most analogous safety standards 

for the new product is the very antithesis of punitive-damages-

worthy conduct. What is reprehensible is a defendant that, in 

the face of clearly applicable standards, elects to ignore them 

entirely. As one would expect, the law mirrors this logic. In 

many states, compliance with applicable standards is a com-

plete defense to punitive damages10 or cuts against a finding 

of liability.11 Even if not a bar, compliance or attempted compli-

ance is at a minimum almost universally viewed as weighing 

against the imposition of punitive damages.12

Whether the defendant engaged in safety testing. A defen-

dant that engages in product safety testing is acting cau-

tiously and not reprehensibly. What matters in this regard 

is the quantity and quality of safety testing, the resources 

devoted to it, and whether the testing is reasonable. Any 

awards conferred for product safety and use of the product 

by persons or entities charged with public safety are, by their 

very nature, pertinent to demonstrate the reasonableness 

and nonreprehensibility of the defendant’s testing protocols. 

(1) Whether the defendant, in designing the product, attempted to comply with 
applicable government or industry safety standards

(I) Factors pertaining to a defendant’s initial design decision
(2) Whether the defendant engaged in safety testing 

(3) Whether the defendant took steps to warn consumers about possible injuries

(4) Whether the defendant affirmatively concealed its knowledge of defects 
known to cause injury

(5) Whether the defendant erected a mechanism for receiving customer com-
plaints and monitoring product safety

(II) Factors pertaining to a defendant’s reaction to subsequent injuries(6) Whether and how the defendant investigated product-related injuries

(7) Whether the defendant voluntarily took measures to make its product safer

(8) Whether the defendant issued new or additional safety warnings

Conversely, a defendant that “rush[es] into production” with-

out pertinent testing or fails to test at all may warrant a puni-

tive damages award to punish or deter.13

Whether the defendant took steps to warn consumers about 

possible injury. A defendant that knows its product may 

cause injury is not acting as reprehensibly if it warns consum-

ers about that danger, as compared to a different defendant 

that, aware of the risk, does nothing to cure the defect and 

nothing to warn others of it. Most products are not designed 

to be completely injury-proof, and trying to make them so 

would often be unreasonable because it would rob them 

of their intended function and utility: a knife is a knife only 

if it has a cutting blade, and a bicycle is a bicycle despite 

its tendency to tip over when ridden. For such products, it 

is entirely plausible (and certainly not a basis for punitive 

damages) for a defendant to choose to warn against the risk 

rather than to ameliorate the so-called defect that causes the 

injury. Defendants that make this choice are acting responsi-

bly—not reprehensibly.14

Whether the defendant affirmatively concealed its knowl-

edge of defects known to cause injury. Having learned 

that its safety testing was defective or that its product has 

defects causing injury that can be either remedied or warned 

against, a defendant that conceals the evidence of such 

defects in order to make its product more marketable is 

engaged in far more reprehensible conduct than a defendant 

that is “upfront” with itself and with consumers by taking cor-

rective measures. To be sure, a defendant need not disclose 

every step of its design and testing process or every conclu-

sion it draws along the way. But defendants that learn of risks 

and actively try to suppress them and keep them secret are 

more likely to warrant punishment and need deterrence.15

continued on page 36
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Every tort defendant’s nightmare is a settlement that promptly spawns another lawsuit filed by a different plaintiff. 

But far more nightmarish is a settlement that leads not only to a second case, but to one seeking double dam-

ages, plus interest, with virtually no defense. Welcome to the world of Medicare Secondary Payer liability. 

Medicare originally paid for its beneficiaries’ necessary medical items and services, regardless of any private 

coverage apart from workers’ compensation.1 Over time, advances in medical technology yielded increasingly 

expensive benefits. Fearing that the program would swallow the national budget, Congress sought to rein it in by 

passing the Medicare Secondary Payer Act of 1980 (the “MSP”). 

The MSP converted Medicare from a first responder to a backstop. It bars Medicare from paying for any benefit 

where “payment has been made or can reasonably be expected to be made” by any “primary plan”—defined 

as “a group health plan or large group health plan, . . . a workmen’s compensation law or plan, an automobile 

MEDICARE  
AnD THE  
SETTLInG  
TORT  
DEFEnDAnT
B y  D a v i d  J .  B a i l e y ,  C a r o l  A .  H o g a n ,  J e f f r e y  A .  M a n d e l l ,  a n d  Ly n s e y  M .  B a r r o n





28

or liability insurance policy or plan (including a self-insured 

plan) or no fault insurance.”2 To ensure timely care and treat-

ment, the MSP permits “conditional payments” through the 

Centers for Medicare and Medicaid Services (“CMS”), with the 

“condition” being that CMS must seek reimbursement.3 The 

MSP facilitates that condition by giving the government sub-

rogation rights4 or an alternative double-damages remedy 

against any entity that would be responsible for payment, as 

well as “any entity that has received payment from a primary 

plan or from the proceeds of a primary plan’s payment to any 

entity” (e.g., a plaintiff or plaintiff’s counsel receiving settle-

ment or judgment payments).5 

If this were simply a matter of determining primacy among 

multiple layers of insurance, there would be little cause for 

concern. But what started as a largely noncontroversial effort 

to shield Medicare benefits with private insurance contracts 

has moved far beyond that. As the media reported huge tort 

settlements and verdicts in the 1980s and 1990s, the govern-

ment took notice. Seeking a share of those settlements and 

verdicts, the government argued in a series of cases that the 

term “self-insured” in the MSP’s definition of “primary plan” 

included settling product liability defendants that had not 

purchased outside insurance policies to protect themselves 

in the event of injuries due to product defects.6 

After a number of courts rejected that argument, Congress 

amended the MSP in 2003 to “clarify” that “[a]n entity that 

engages in a business, trade, or profession shall be deemed 

to have a self-insured plan if it carries its own risk (whether 

by a failure to obtain insurance, or otherwise) in whole or in 

part.”7 Congress further “clarified” that: 

[a] primary plan’s responsibility . . . may be dem-

onstrated by a judgment, a payment conditioned 

upon the recipient’s compromise, waiver, or release 

(whether or not there is a determination or admission 

of liability) of payment for items or services included 

in a claim against the primary plan or the primary 

plan’s insured, or by other means.8 

The 2003 amendments effectively eliminated tort defenses 

as a barrier to Medicare reimbursement. Once “responsibil-

ity” is “demonstrated” through a settlement with or a release 

given by a Medicare beneficiary, the only issues are when 

and how much the settling defendant must pay—or must 

ensure that the plaintiff and the plaintiff’s attorney pay to 

CMS. Emboldened by these “clarifications,” the government 

recently sued a number of plaintiffs’ lawyers and settling 

companies for more than $135 million in the aftermath of an 

Alabama toxic tort settlement.9 

When conditional payments equal or exceed the consider-

ation for a settlement, CMS may claim the entire settlement 

amount, even if the defendant settled on a cost-of-litigation 

basis and even if medical expenses represented only a small 

fraction of the total damages alleged. CMS refuses to recog-

nize any private effort to differentiate medical expenses from 

other alleged damages in a settlement agreement.10 Several 

courts have deferred to CMS’s view that “[t]he only situation 

in which Medicare recognizes allocations of liability pay-

ments to nonmedical losses is when payment is based on a 

court order on the merits of the case.”11 

Things got even worse in 2007, when Congress enacted 

Section 111 of the Medicare, Medicaid, and SCHIP Extension 

Act of 2007.12 Obscured and largely unpublicized at the 

time, that legislation mandated reports of settlements and 

bolstered what had been a toothless reporting regulation 

(42 C.F.R. § 411.25) with statutory fines of up to $1,000 per 

day for even inadvertent failure to report a settlement.13 In 

response, CMS has designed a complicated, internet-based 

reporting system that stands to increase reimbursement 

demands exponentially when it takes effect for “self-insureds” 

in January 2012.14

Logically (and fairly), CMS should pursue the plaintiff, not 

the defendant, for expenditures resulting from the injury 

alleged, as CMS’s regulations acknowledge.15 The MSP 

does not require that, however. Moreover, CMS has made 

it plain that only a beneficiary/plaintiff may contest prelimi-

nary and final CMS determinations of claims for reimburse-

ment.16 A settling defendant has no standing to participate 

in any way in CMS’s elaborate five-tier administrative hear-

ing process.17 If the plaintiff is insolvent or otherwise fails to 

pay what CMS demands, the defendant may be held liable 

for twice the amount of the claim at issue, even though the 

defendant has not admitted, and no court has adjudicated, 

that the defendant’s acts or omissions caused the plaintiff’s 

injuries, and even though the defendant has had no oppor-

tunity to challenge CMS’s calculation of the amount subject 
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to reimbursement. It seems inconceivable that such a system 

could pass constitutional muster. 

Because CMS is a federal agency, its actions obviously fall 

within the ambit of the Fifth Amendment. Equally clear is that 

a deprivation of money falls within the category of “prop-

erty” protected by the Due Process Clause.18 It follows that 

CMS cannot deprive any defendant of dollars demanded as 

Medicare reimbursement without affording due process. 

The Supreme Court “consistently has held that some form of 

hearing is required before an individual is finally deprived of 

a property interest.”19 “The constitutional right to be heard 

is a basic aspect of the duty of government to follow a fair 

process of decisionmaking when it acts to deprive a person 

of his possessions.”20 Although the opportunity to be heard 

in defense does not always have to precede deprivation, it 

generally should, absent “‘extraordinary situations,’” which 

should only rarely arise in connection with MSP demands.21 

Regardless of timing, the opportunity to be heard “must pro-

vide a real test[,]” “‘aimed at establishing the validity, or at 

least the probable validity, of the underlying claim’” on which 

the deprivation is to be founded.22 

In holding in Goldberg v. Kelly, 397 U.S. 254 (1970), that due 

process requires a pre-termination hearing before the gov-

ernment can suspend welfare payments to an eligible recipi-

ent, the Court dismissed arguments similar to those CMS 

likely would assert—that “governmental interests in conserv-

ing fiscal and administrative resources” outweigh competing 

property interests.23 The Court explained that “‘[w]hile the 

problem of additional expense must be kept in mind, it does 

not justify denying a hearing meeting the ordinary standards 

of due process.’”24 “The fundamental requisite of due pro-

cess of law is the opportunity to be heard. The hearing must 

be at a meaningful time and in a meaningful manner.”25 As 

a result, “[i]n almost every setting where important decisions 

turn on questions of fact, due process requires an opportu-

nity to confront and cross-examine adverse witnesses.”26 

Goldberg does not stand alone. Just to highlight two more 

examples among many, the Court also has held that due pro-

cess requires the state to conduct a hearing before enacting 

a wage garnishment27 or before the sheriff seizes personal 

property.28 If, as Goldberg holds, recipients of benefits pro-

vided under government largesse have a property interest in 

the continuation of their benefit payments sufficient to trigger 

due process requirements, it must be the case that a hear-

ing is required when the government seeks to take property 

already in a person’s lawful possession. And if, as the other 

examples show, due process requires a hearing before the 

state imposes a temporary deprivation of personal prop-

erty where two private parties dispute who has the stronger 

interest, then surely the state cannot forgo such a hearing 

in a situation distinguished only by the substitution of the 

government for one of the private parties claiming rightful 

ownership. The only hearing provided in a double-damages 

action arguably falls far short of constitutional requirements 

because the defendant cannot raise a defense; thus, the 

proceedings assure a settling defendant neither a mean-

ingful “opportunity to speak up in his own defense”29 nor a 

meaningful opportunity “to confront and cross-examine” the 

persons whose knowledge underlies and determines the 

amount at issue.30 

If CMS were to exercise its subrogation rights and litigate the 

plaintiff’s claim, it would have to make a prima facie case, 

against which the defendant could defend itself and as to 

which it could reach a definitive compromise. Subrogation 

also would permit an equitable apportionment that would 

recognize the plaintiff’s other elements of damage and scale 

down the defendant’s potential Medicare liability accord-

ingly.31 But the MSP allows the government to sit out the origi-

nal litigation and then to sweep in after settlement to take 

money from the defendant, armed with a presumption of 

liability—on the thin basis that the defendant chose to settle 

with the plaintiff—yet provides no process for the rebuttal of 

that presumption. That is fundamentally unfair. 

ADDRESSInG AnD MInIMIzInG RISkS
In short, there is good reason to question the MSP’s consti-

tutionality insofar as it would impose liability upon a settling 

defendant that admits no fault.32 That said, standing, ripe-

ness, and sovereign-immunity principles may very well pre-

vent a defendant from mounting a constitutional attack until 

CMS files suit and the defendant faces the risk of liability 

head-on. This makes due process arguments something of 

a last-ditch defense. To address and hopefully minimize the 

risks upfront, there are a number of measures to consider. 

assess the plaintiff’s Medicare status at the outset if it is 

not obvious. Ask opposing counsel about this at the first 
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preliminary case management or Federal Rule of Civil 

Procedure 26(f) conference. To avoid wasting valuable inter-

rogatories or document requests limited by local rules, it may 

be advisable to cover Medicare disclosures in case manage-

ment orders or “Lone Pine” questionnaires. Otherwise, consult 

CMS’s MSP Mandatory Reporting gHP User guide33 to deter-

mine the data that will satisfy CMS’s reporting requirements 

for settlements and adverse judgments. gather that and 

any Medicare-related correspondence through discovery 

requests, and follow up in depositions. While opposing coun-

sel may object to items aimed at Section 111 reporting and 

potential MSP liability, at least one reported decision permits 

discovery along these lines.34 

think twice before trying to discover facts that might induce 

cMs to waive its claim. Such facts may include, for example, 

the adequacy of the plaintiff’s financial resources to meet 

the plaintiff’s normal needs, any undue hardship the plaintiff 

might experience if required to reimburse Medicare for con-

ditional payments, whether the plaintiff’s ordinary monthly 

expenses equaled or exceeded the plaintiff’s monthly income 

from all sources, and other considerations suggesting that 

reimbursement would not comport with equity and good con-

science. This may prove counterproductive. For example, in 

Roland v. Sebelius, answers to one defendant’s interrogato-

ries on such matters were introduced by CMS in administra-

tive proceedings, resulting in denial of a requested waiver.35

consider that defensive terms in settlement agreements 

may offer only incomplete protection against potential 

MsP liability. Some plaintiffs’ counsel may resist including 

MSP provisions altogether. Others may insist on prompt dis-

bursement of settlement funds before final resolution of CMS 

claims, leaving the defendant open to the risk of the plaintiff’s 

future inability to pay those claims upon demand. Because 

CMS will give at most preliminary estimates of its claims 

before a settlement is reached (and then only to the plain-

tiff or the plaintiff’s attorney), the defendant may be forced 

to evaluate a settlement on the basis of substantially incom-

plete information.36 When drafting a settlement agreement, 

consider representations as to Medicare benefits received 

or the lack thereof, requirements to report or determine ini-

tial and final claims (a potentially time-consuming process), 

commitments by both the plaintiff and the plaintiff’s counsel 

to pay reimbursement claims when due, related indemnity 

and hold-harmless clauses, cooperation clauses, hold-back 

requirements for future medical expenses, waivers of any 

rights of action for double damages, and explicit references 

to Medicare in releases and covenants not to sue. Although 

forms developed for these matters often refer to “Medicare 

liens,” that terminology has been held to be inaccurate and 

could pose difficulties.37 

specify each defendant’s contribution separately. If multiple 

defendants are covered by the same settlement agreement, 

specify each defendant’s contribution separately to preempt 

any argument that the total settlement amount determines a 

defendant’s individual obligation. It may be best to require a 

separate release/settlement document for each defendant. 

Aggregate lump-sum settlements in mass tort cases pose 

particular problems. Some have proposed carving out 

Medicare beneficiaries and treating them separately.38 

Plaintiffs’ lawyers may balk at this approach, because it has 

the potential to create conflicts between their Medicare and 

non-Medicare clients that could require separate counsel 

(with a resulting requirement to share contingent fees). It may 

be possible to negotiate separate terms for the Medicare-

eligible group only after all plaintiffs have accepted and 

undertaken a neutral allocation proceeding. To avoid trig-

gering a premature reporting obligation, a mass tort settle-

ment should not take effect until the lump sum is allocated 

and each plaintiff has agreed to the allocation by signing a 

release accepting the allocated sum as settlement consid-

eration.39 Conditions precedent expressed in preliminary 

agreements with plaintiffs’ counsel should make that delayed 

effect explicit. 

Some courts have held that CMS cannot lay claim to 

amounts clearly due to settling parties who are not Medicare 

beneficiaries or to damages clearly meant to compensate 

for something besides medical expenses.40 These hold-

ings have prompted efforts to define away the problem by 

specifying the medical component as a mere fraction of the 

total settlement proceeds. As noted above, CMS takes a dim 

view of contractual allocations and has persuaded judges to 

sweep aside a number of these attempts. Still, a few courts 

have sympathized with such efforts, especially regard-

ing future medical expenses, because CMS steadfastly has 

refused to devise procedures for advance review of future 

“set-asides” outside the workers’ compensation context, mak-

ing it very difficult to determine whether honestly estimated 
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hold-backs will satisfy subsequent CMS demands.41 In some 

cases, settling parties have obtained court orders purport-

ing both to determine the amount due to Medicare and to 

absolve the parties from any further MSP liability upon pay-

ment of the specified sum, despite the fact that CMS did not 

take part in the proceedings. 

A recent Eleventh Circuit decision adds fuel to the fire. In 

Bradley v. Sebelius, the parties settled a wrongful death 

claim before any suit was filed.42 After CMS demanded pay-

ment of medical expenses in full, which would have left the 

claimants with little to divide among themselves, the claim-

ants petitioned a probate court to apportion the settlement. 

Although notified, CMS declined to participate.43 The pro-

bate court reduced the medical-expense component to a 

mere $787.50.44 When CMS refused to accept the probate 

court’s apportionment, the claimants’ representative paid 

the full claim and sued the Secretary of HHS for a refund, 

which the district court denied.45 On appeal, the Eleventh 

Circuit reversed that ruling. Reasoning that CMS’s position 

“would have a chilling effect on settlement” that would force 

tort claims to trial, it reinstated the probate-court decision.46 

This suggests that courts’ patience with the MSP’s procedural 

deficiencies may be wearing thin. 

Interpleader is an obvious answer for defendants faced with 

conflicting demands by plaintiffs and CMS. Unfortunately, 

the government routinely removes state interpleader actions 

and, wherever sued, typically asserts sovereign immunity as 

an argument for dismissal.47 Yet the government sometimes 

proves willing to participate in the interpleader action.48 

Accordingly, interpleader may be worthwhile in an appropri-

ate case. 

When the time comes to cut a settlement check, should 

Medicare be named as a payee? Plaintiffs may fear this will tie 

up funds unnecessarily and indefinitely, but defendants natu-

rally will prefer it, because it would ensure CMS reimbursement 

and eliminate the risk of a double-damages action. In Wall v. 

Leavitt, a federal magistrate considered naming Medicare as a 

payee to be a “practical necessity” even though the MSP does 

not expressly require that.49 In Tomlinson v. Landers, however, 

a different magistrate rejected an argument to that effect and 

held that disagreement over how to make out the settlement 

check showed that the parties’ minds had never met on settle-

ment.50 And in Zaleppa v. Seiwell, a Pennsylvania judge found 

that adding Medicare as payee on a check issued to pay a 

judgment violated state law.51

All of this illustrates that there’s no fail-safe answer to MSP 

liability. In some cases, the inability to address MSP con-

cerns with any finality may prevent the parties from settling.52 

Practice standards are still evolving. The steady flow of new 

decisions in this area may suggest better ways to address 

this serious problem, and Congress may yet weigh in.53  

Stay tuned. n
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Unclaimed or leftover funds at the resolution of class-action cases are common. In some cases, members of the class 

cannot be located or identified. In others, class members may be unable or unwilling to claim their shares of a settle-

ment or judgment. And in some instances, courts can order that no distribution be made to class members because 

their shares are so small that the cost of notice and disbursement exceeds the value of the claims. Whatever the rea-

son, these unclaimed funds, particularly in consumer class actions, have increasingly become the target for cy pres 

awards, or charitable contributions, in federal court.1

As the number of these awards rises, opponents and proponents alike have weighed in on the propriety of 

such distributions. Opponents note that recipients of cy pres awards typically have little connection 

to the issues in the case and are merely being used as a tool by the plaintiffs’ bar to drive up 

attorneys’ fees. Still others claim that cy pres awards are replacing coupon settlements 

as a result of the Class Action Fairness Act of 2005, or “CAFA.” CAFA, among 

other things, requires that in class-action settlements where coupons are 

awarded, attorneys’ fees be based only on those coupons the 

class redeems, rather than the total dollar value of the 

agreement. Even if a  significant portion of the class 

fails to redeem coupons, cy pres distribu-

tions can be incorporated into a settle-

ment in order to drive up the value of the 

agreement upon which fees are based. 

Proponents, on the other hand, often coun-

ter that cy pres awards are a practical alter-

native to allowing the leftover money simply to 

revert to the defendant(s), which chips away at 

whatever deterrent effect such lawsuits have.

Regardless, this trend has not gone unnoticed 

at the state level. In just the last few years, several 

states have passed laws either requiring or allowing 

residual funds from class-action settlements or judg-

ments (or both) to go to charities, legal aid providers, 

or other nonprofit organizations. Ultimately, what happens 

to leftover class-action funds will depend on whether the par-

ties are in state or federal court—and if in state court, which one. 

By detailing those state laws that direct cy pres distribution of residual 

class-action funds, this article seeks to show why unwary parties in those 

jurisdictions could, in some instances, lose the right to reclaim those funds or, at 

a minimum, forgo any say in where those funds are directed. In either event, such laws 

can affect the ability and willingness of parties to settle class-action cases.

Cy PRES : A BRIEF BACkGROUnD
The term cy pres comes from the French phrase “cy-près comme possible,” meaning “as near as 

possible.” The doctrine was rooted in the law of trusts, such that when the terms of the trust resulted 

in its dissolution due to impossibility, changed circumstances, or the like, courts attempted to give 

effect to the intent of the trust by putting the funds to the next best use.2 Therefore, cy pres was a way 
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to deal with bequests that could no longer be made—such 

as a donation to something that no longer exists. 

Cy pres was, for the most part, restricted to the trusts context 

until class-action lawsuits became more prevalent in the lat-

ter part of the 20th century and the issue of what would hap-

pen to leftover or unclaimed class funds became the subject 

of debate and commentary.3 This money was traditionally just 

returned to the defendant(s).4 Other alternatives for how to 

dispose of unclaimed funds included distributing that money 

to those class members who did make a claim or allowing 

the money to escheat to the state.5 Criticism of these various 

approaches, however, led to the use of cy pres in the class-

action context. In recent years, the leftover or earmarked 

class funds have often been directed to charities or nonprofit 

organizations—unlike early cy pres class-action settlements, 

which typically directed leftover money to a different set of 

consumers or individuals.

ExISTInG STATE STATUTES AnD RULES GOVERnInG 
DISBURSEMEnT OF RESIDUAL CLASS-ACTIOn FUnDS
not surprisingly, where there are state rules or statutes gov-

erning cy pres disbursement of residual class-action funds, 

virtually all contain an express provision that cy pres does 

not apply to a judgment against a public agency or pub-

lic employee. Moreover, most states with such statutes or 

rules permit the settling parties to allow for the reversion of 

unclaimed class-action money to the defendant, and most 

seem to direct at least a portion of any residue to legal ser-

vices organizations for the indigent.6 There is wide variation, 

however, in terms of whether the cy pres statutes are manda-

tory, the default, or merely suggested.

At the less restrictive end are Massachusetts and Tennessee, 

whose cy pres laws govern both class-action settlements 

and judgments.7 In both states, courts “may provide for 

the disbursement of residual funds,” and the laws are clear 

that judgments and settlements are not required to pro-

vide for residual funds. In almost superfluous language, the 

Tennessee statute states: “A distribution of residual funds to 

a program or fund which serves the pro bono legal needs 

of Tennesseans including, but not limited to, the Tennessee 

Voluntary Fund for Indigent Civil Representation is permis-

sible but not required.” And, even after a judgment is entered 

or a settlement approved, either party may move, or the 

court may act sua sponte, to arrange for residual funds. 

Although cy pres distributions are equally discretionary in 

Massachusetts, any residuals must be directed either to a 

charity or foundation “which support[s] projects that will ben-

efit the class or similarly situated persons consistent with the 

objectives and purposes of the underlying causes of action 

on which relief was based” or to the state’s IOLTA Committee 

for indigent representation.8 

 

Unl ike the laws of  Massachuset ts  and Tennessee, 

Washington’s cy pres law distinguishes between settlements 

and judgments.9 That is, even though cy pres is the default, 

settling parties may contract around cy pres distributions. 

However, if the class wins a judgment, residual funds must 

be distributed according to the statute. In that latter situation, 

of the remaining funds, at least 25 percent must go to the 

Legal Foundation of Washington to support access-to-justice 

programs for indigent clients, and the balance may be dis-

tributed “to any other entity for purposes that have a direct 

or indirect relationship to the objectives of the underlying 

litigation or otherwise promote the substantive or procedural 

interests of members of the certified class.”

South Dakota is the only state where cy pres distribution 

applies solely to class-action settlements.10 There, resid-

ual funds must be distributed to the “Commission on Equal 

Access to Our Courts,” and the courts, upon finding “good 

cause” to do so, may designate up to 50 percent of any 

residual amount to a charity. It should be noted, however, that 

the settling parties, pending court approval, can agree that 

any unclaimed funds revert to the defendant.

At the more aggressive end of the spectrum are north 

Carolina, California, and Illinois. The cy pres statutes of north 

Carolina and California are almost identical and apply to 

both class-action settlements and judgments.11 Both con-

tain a statement of legislative intent, which seeks to ensure 

that unpaid class funds are used “to further the purposes of 

the underlying causes of action, or to promote justice for all 

[citizens of the state].” 12 Courts in both states must deter-

mine the amount payable to all class members if all are 

actually paid what they are entitled to under the settlement 

or judgment, and they must set a date by which the parties 

are to report how much was actually paid. In north Carolina, 

the court must direct the defendant(s) to divide any residual 

balance between the “Indigent Person’s Attorney Fund” and 

the north Carolina Bar “for the provision of civil legal services 
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for indigents.” In California, interest on the fund begins to 

accrue from the date of judgment and must be directed 

toward: (i) a charity that supports projects that benefit either 

the class or “similarly situated persons”; (ii) an organization 

that “promote[s] the law consistent with the objectives and 

purposes of the underlying cause of action”; (iii) a child- 

advocacy program; or (iv) a legal services organization for 

the indigent. If the class action is a multistate or national 

case brought under California law, the residual must be dis-

tributed to “provide substantial or commensurate benefit 

to California consumers.” notably absent from the statutes 

of both north Carolina and California is any language sug-

gesting that parties may recommend, or that the court may 

approve, a  settlement or judgment that would include a 

reversion to the defendant(s) of any unpaid funds. 

At least one California court has noted that if such an option 

is expressly provided for in a settlement agreement and 

subsequently approved by a court, it must not conflict with 

the statute.13 In In re Microsoft, the settlement agreement 

specified that one-third of any unclaimed remainder was to 

be retained by the defendant, with the remaining two-thirds 

to be issued as vouchers enabling low-income schools to 

obtain Microsoft products. Although the cy pres distribu-

tion to the schools did not fall within the strict confines of 

Cal. Code Civ. Proc. § 384(b), the California Court of Appeals 

found that the provision was legal because the cy pres stat-

ute’s purpose is “to prevent a subsequent reversion of resi-

due to a defendant when that reversion was not a part of the 

settlement terms that were previously scrutinized during the 

approval process.”14 

Similar to those of north Carolina and California, Illinois’s cy 

pres statute is mandatory.15 The primary difference is the 

end to which the residual funds must be directed. Under the 

Illinois law, if money remains in a common fund after judg-

ment for the class, the money must be distributed to a non-

profit that “has a principal purpose of promoting or providing 

services that would be eligible for funding under the Illinois 

Equal Justice Act.” 16 If money remains in a settlement fund, 

the court has discretion to distribute for “good cause” up to 

half the money to another charity that serves the public good.

COnCLUSIOn
The irony of cy pres distributions in the settlement context 

cannot be overstated. As one scholar recently noted, the 

primary goal of cy pres distributions is to guarantee that even 

if few injured parties claim a share of the settlement, the 

defendant will be adequately punished.17 But in the case of a 

class-action settlement, the settling defendant has not been 

found liable, has not admitted liability, and may in fact be 

settling for reasons wholly unrelated to its liability. Plaintiffs’ 

attorneys, on the other hand, have strong motivation to seek 

or provide for cy pres distribution because it is often difficult 

or costly to identify class members, prove their claims, and 

distribute the settlement.18 In these instances, and absent cy 

pres, the size of the fund (and, more important, the resulting 

attorneys’ fees) can be significantly smaller. As a result, there 

may be a push, heavily supported by the plaintiffs’ bar, to 

expand cy pres laws into other states. 

nevertheless, whether state cy pres rules and statutes 

will significantly affect the class-action resolution process 

remains to be seen. CAFA ostensibly expanded federal juris-

diction over class actions,19 and federal courts authorize cy 

pres distributions with some frequency where there are resid-

ual or undistributed class-action funds.20 Because of this 

increased access to federal courthouses, some commen-

tators have speculated that state cy pres rules or statutes 

governing the distribution of unclaimed class-action funds 

will have minimal impact on settlements and judgments 

in state court.21 And, to date, there have been few cases in 

these states interpreting these laws (although most of those 

statutes are fairly recent enactments). In any event, parties 

facing putative class actions in any of the seven states that 

currently have cy pres class-action statutes or rules on the 

books must understand and be prepared to address what 

will happen with residual or unclaimed class-action funds. n
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2 See id. at 625.

3 See id. at 624.

4 See id. at 631.

5 See id.

6 The practice of handing residual money over to legal services organizations 
for the indigent is so prevalent that these organizations have come to rely on cy 
pres distributions to finance their work. Adam Liptak, Sidebar, “Doling Out Other 
People’s Money,” N.Y. Times, nov. 26, 2007. note that this approach stands in con-
trast to the view that, to the extent possible, residual funds should be used only to 
“effectuate . . . the interests of silent class members.” Six Mexican Workers v. Ariz. 
Citrus Growers, 904 F.2d 1301, 1309 (9th Cir. 1990); see also 5 Jerold S. Solovy et 
al., Moore’s Federal Practice – Civil ¶ 23.171 (2011). In considering nonstatutory cy 
pres in a federal class action, the ninth Circuit concluded that cy pres is designed 
to provide the “next best” alternative to compensating injured class members 
and thus is not appropriate when the proposed distribution is unrelated to the 
interests of silent class members. Six Mexican Workers, 904 F.2d at 1308–09. The 
court proposed escheat (to the state) as an alternative, if no appropriate charity 
could be identified. Id. at 1309.

7 Tenn. Code Ann. § 23.08; Mass. Civ. Proc. 23(e).

8 This provision was added in 2008 at the recommendation of the  Massachusetts 
IOLTA Committee. Id. Reporter’s notes (2008). 

9 Wash. Civ. R. 23(f).

10 S.D. Codified Laws § 16-2-57 (2008).

11 Cal. Code Civ. Proc. § 384; n.C. gen. Stat. § 1-267.10 (2009).

12 Both also contain language indicating that the use of residual funds in this 
manner “is in the public interest, is a proper use of the funds, and is consistent 
with essential public and governmental purposes.” Id.

13 See In re Microsoft I-V Cases, 135 Cal. App. 4th 706 (2006).

14 Id. at 721.

15 735 Ill. Comp. Stat. 5/2-807 (2009).

16 The Illinois Equal Justice Act, 30 Ill. Comp. Stat. 765/1 et seq., established a 
system for distributing money to organizations that provide for civil defense for 
the indigent.

17 See Redish et al., supra note 1, at 638.

18 Id. at 640–41.

19 Pub. L. no. 109-2. CAFA extends federal jurisdiction to cases where the ag-
gregate claims of the class exceed $5 million and in which “(A) any member of 
a class of plaintiffs is a citizen of a State different from any defendant; (B) any 
member of a class of plaintiffs is a foreign state or a citizen or subject of a foreign 
state and any defendant is a citizen of a State; or (C) any member of a class of 
plaintiffs is a citizen of a State and any defendant is a foreign state or a citizen or 
subject of a foreign state.” 28 U.S.C. § 1332(d)(2).

20 See Redish et al., supra note 1, at 620 (noting that, among the range of alterna-
tives for dispensing of unclaimed funds in federal court, cy pres relief is the one 
most often granted).

21 See Sam Yospe, “Cy Pres Distributions in Class Action Settlements,” 2009 
Colum. Bus. L. Rev. 1014, 1059 n.154 (2009).

reaction to subsequent injuries. When a manufacturer-

defendant’s product causes injuries after its sale to con-

sumers, another useful gauge of its reprehensibility is the 

defendant’s reaction. Its reaction is, of necessity, dependent 

on its knowledge or belief about the cause of the injuries. 

If, for example, people are harmed only when the product is 

used criminally (e.g., a gun) or misused (e.g., a folding table 

as a toboggan), the defendant is not acting reprehensibly in 

concluding that its product is not the cause of the injuries. 

Additional factors to evaluate reprehensibility in a product 

liability case should include:

Whether the defendant has erected a mechanism for receiv-

ing customer complaints and monitoring product safety. A 

defendant that has set up a system for accepting customer 

complaints and for monitoring reported injuries is more likely 

to be aware when injuries can be traced to a common defect 

and is less likely to be willfully blind to the knowledge that 

a product defect is the cause of injuries. Such a system 

enables a defendant to react more quickly. It is the type of 

behavior to be encouraged (not punished or deterred), and 

it consequently cuts against an award of punitive damages.

Whether and how the defendant has investigated product-

related injuries. A defendant that knows of repeated product-

related injuries and, in the face of such information, makes 

the conscious decision not to investigate the cause of those 

injuries (through further product testing or otherwise) acts 

more reprehensibly than a defendant that attempts to ascer-

tain whether its product is defective and has played any role 

in those injuries. A defendant’s failure to conduct extensive 

testing immediately after the first product-related injury is 

unlikely to be of any significance, for the justification and 

need for testing will likely not be apparent at first and may 

grow (or dissipate) over time. The jury’s role here is to assess 

whether the testing that was done was appropriate given the 

surrounding circumstances, which tie directly to whether that 

reaction was more understandable (and hence less repre-

hensible) or more callous (and hence more reprehensible).16 

Along the same lines, a defendant’s cooperation with any 

outside investigations indicates a willingness and desire to 

ascertain any defects and is to be encouraged, thus weigh-

ing against a finding of greater reprehensibility.

one size doesn’t Fit aLL
continued from page 25
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Whether the defendant voluntarily took measures to make 

its product safer. A defendant that voluntarily takes action to 

make its product safer—even if it is not certain whether its 

product is unsafe in the first place—is acting far less repre-

hensibly than a defendant that, in the face of certain knowl-

edge of its product’s flaws, does nothing.17 Voluntary action, 

even at the urging of government or industry groups, is to 

be encouraged, not punished or deterred.18 Moreover, the 

more certain the defendant’s knowledge and the more grave 

the potential injury, the more reprehensible the defendant is 

for inaction and the more responsible it is for action, which 

can vary from offers to repair to wholesale product recall, 

depending upon the certainty and severity of the injuries.

Whether the defendant issued new or additional safety 

warnings. Where repair or recall of a product is infeasible 

(because redesign would negate the product’s intended 

purpose or functionality), unwarranted (because the risk of 

injury is remote and its severity minor), or even unnecessary 

(because injuries stem from misuse rather than a product 

defect), a defendant has the ability to issue new or additional 

warnings. Doing so weighs against a finding of reprehensibil-

ity, while failing to take this action can potentially be more 

reprehensible—particularly in the face of knowledge that the 

product is in fact defective and coupled with the defendant’s 

failure to try to make the product safer.

COnCLUSIOn
The U.S. Supreme Court’s project of constitutionalizing puni-

tive damages is not yet complete. There is a particular need 

to resolve the mismatch between the factors that have been 

identified for assessing reprehensibility in economic tort 

cases and the typical facts at issue in product liability cases. 

The work must begin in the lower courts. In states where 

juries have the first-line responsibility to ensure a reason-

able and nonexcessive punitive damages verdict, trial courts 

should take the first step of providing a suitable instruction 

that recasts the reprehensibility factors along the lines out-

lined above. If the jury returns a verdict that includes puni-

tive damages, both trial courts and appellate courts should 

review those verdicts in light of the manufacturer’s design 

and post-design conduct. And counsel must attempt to con-

vince these courts that they should not reflexively point to 

a set of factors never intended to be exclusive and that, in 

product liability cases at least, are a poor fit. n
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design, testing, and manufacture of the product; changes to 

the design; cases, claims, or complaints relating to the prod-

uct; advertising; sales data; profits; and on and on. And, of 

course, the company has a duty to preserve relevant evi-

dence even absent a notice letter. The company has thou-

sands of employees on its word processing and email 

systems, not to mention laptops, and like most companies, it 

has an auto-delete function that deletes all unsaved emails 

after 60 days. If the letter, which presages an overbroad 

request for production of documents, is observed literally, the 

company will have to spend thousands of dollars to alter its 

email system, search its servers, and share the documents, 

emails, back-up tapes, and, potentially, hard drives. If it does 

nothing, the company will predictably be faced with a costly 

sideshow in the litigation revolving around whether poten-

tially relevant materials were lost.

In this scenario, which is playing out daily across America in 

state and federal courts, defendant corporations should not 

have to act or take limited action at their own peril. While no 

one can doubt that discovery is a necessary part of our sys-

tem and that the litigation system must have effective ways 

to deal with miscreants who knowingly destroy clearly rele-

vant and discoverable information, it borders on the absurd 

and is patently unfair to expect a corporation to bear tens 

of thousands of dollars or more in e-discovery costs just 

because a plaintiff has filed a small and nonmeritorious case.

A company that has the best intentions of complying with its 

discovery obligations, and immediately consults with consci-

entious, competent in-house and outside counsel, can rarely 

find a clear answer about what it must do or need not do at 

this stage of the case. One can find in some reported deci-

sions rather draconian language to the effect that, when 

a lawsuit arises, all disposal of email relating to the subject 

of the suit must cease without regard to the amount in con-

troversy. Sanctions for failure to forecast a court’s ruling cor-

rectly can be severe, even case-dispositive. 

Other courts, more enlightened in my view, are embracing 

the concept of proportionality, i.e., the notion that fairness 

requires some balancing of the plaintiff’s right to reasonable 
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discovery with a defendant’s right not to have to bear dis-

covery burdens disproportionate to the subject and size of 

the case. Compare Pension Committee of the University of 

Montreal Pension Plan v. Banc of America Securities, LLC, 

no. 05 Civ. 9016, 2010 WL 184312 (S.D.n.Y. Jan. 15, 2010), with 

Rimkus Consulting Group, Inc. v. Cammarata, 2010 U.S. Dist. 

LEXIS 14573 (S.D. Tex. Feb. 19, 2010) (“Whether preservation or 

discovery conduct is acceptable in a case depends on what 

is reasonable, and that in turn depends on whether what was 

done—or not done—was proportional to that case and con-

sistent with clearly established applicable standards.”). 

Some plaintiffs, of course, want to impose or threaten to 

impose large, one-sided, nonrecoverable litigation costs on 

a defendant corporation. This cost creates pressure to settle, 

not for amounts related to the merits or the amount poten-

tially recoverable, but in order to avoid e-discovery costs. That 

is not right. It is the antithesis of the purpose of the discovery 

rules “to secure the just, speedy, and inexpensive determina-

tion of every action and proceeding.” Fed. R. Civ. P. 1.

The company’s dilemma is made even more difficult if the 

law is not clear in the venue where the case is pending or 

if cases are pending in multiple jurisdictions with different 

rules or decisional law. Even if the cases relate to different 

products or transactions, a company cannot easily use a par-

ticular e-discovery methodology for one case while taking a 

different approach in another case at roughly the same time.

A second scenario, which can be even more unfair and 

unsettling to a corporation, is when a government agency, a 

state attorney general, or the Department of Justice launches 

an investigation. The company may know nothing more than 

the general parameters of the inquiry, but predictably, the 

government’s view is that the targeted corporation must halt 

its normal document-retention program and save everything. 

Trying to use e-discovery burdens to force a company to 

make a deal to pay a penalty or fine is unconscionable.

E-discovery rules must be fair, proportionate, and uniform. 

Companies should know what they must do at the outset, 

there should be safe harbors—procedures whereby defen-

dants can get quick rulings on the scope of discovery obli-

gations—and, most important, there should be a mechanism 

whereby defendants can recover costs of excessive e-discov-

ery demands against the parties who seek to impose them.

Although it is often desirable to have the case law develop 

slowly, jurisdiction by jurisdiction, in the case of e-discovery 

this is not so. The present discord in the reported cases is 

untenable and unfair to litigants who operate, sell, or can be 

sued in multiple jurisdictions. Scores of conferences and CLE 

programs talk about this problem, scores of law firms and 

consultants offer their services to assist companies in han-

dling e-discovery responses, and scores of well-intentioned 

judges try to make thoughtful rulings. But too few creative 

legal minds in positions of authority are working on develop-

ing a sensible and fair set of uniform rules that litigants can 

safely observe in state and federal cases.

This seems to be the kind of issue that a committee of the 

American Bar Association’s Litigation Section would be ide-

ally suited to handle. The ABA can assemble a group that 

brings together state and federal expertise, represents a 

variety of perspectives, and can promulgate guidelines 

or standards that, if followed in good faith by a litigant with 

e-discovery issues, should create a presumption of propriety, 

i.e., a safe harbor. Congress will not act. The Supreme Court 

and federal rules committees are not likely to represent per-

spectives relating to smaller cases—and probably cannot 

act as quickly as an ABA group could. State courts and their 

rules committees are wrestling with these issues across the 

land, but they are not likely to have the bigger case perspec-

tives, nor will their efforts result in a uniform set of guidelines.

Until these issues can be clarified, litigants will spend too 

much time and money walking through this discovery mine-

field. And the onerous obligations and costs continue to 

make litigation in the U.S. the conspicuous aberration from 

litigation in Europe, Japan, and the rest of the world.

I have focused on this topic because, as I continually check 

what the litigators in our U.S. offices are working on for clients 

in every jurisdiction, our lawyers are forced to spend inordinate 

amounts of time on e-discovery issues for clients who only 

want to do what is right and to know what is required. Clients 

are rightly frustrated that the law is neither clear nor fair—and 

that e-discovery has become twisted into a tool of extortion by 

which litigants can try to impose costs and burdens to coerce 

settlements unrelated to the merits of the cases.

needless to say, Jones Day can deliver knowledgeable 

lawyers with experience handling e-discovery problems in 
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jurisdictions across the country. Our size and depth make it 

likely, when a client comes to us with this kind of issue, that 

the legal research has already been done. What I wish we 

could deliver, however, is certainty and rationality, but until 

the law becomes settled and balanced on these questions, 

frustration will remain.

* * *

Since the last issue of Practice Perspectives, Jones Day trial 

teams have achieved some notable victories. 

Jones Day is entering our third year defending R.J. Reynolds 

Tobacco Company in “Engle progeny” lawsuits across the 

State of Florida. There are more than 9,000 plaintiffs with 

Engle progeny cases pending in Florida, which are the result 

of the Florida Supreme Court’s decertification of the state-

wide Engle class action brought against Reynolds and other 

cigarette manufacturers by Florida residents and their sur-

vivors claiming smoking-related illnesses. If those individual 

plaintiffs are able to prove membership in the former class, 

they are able to rely in their individual trials on certain gen-

eralized findings of culpability made by the jury during the 

class-action trial. 

Since January 2011, Jones Day attorneys have represented 

Reynolds in eight Engle progeny cases that have been tried 

throughout Florida. On March 28, after two weeks of trial, the 

jury returned a complete defense verdict for Reynolds in the 

Oliva trial in Clay County, Florida. Oliva was the first progeny 

case tried in that jurisdiction, and Reynolds was the lead 

defendant. On April 4, Reynolds prevailed with a defense ver-

dict in the Weick case in Tampa, Florida, after 11 days of trial. 

The jury deliberated for approximately 30 minutes before 

finding in favor of Reynolds. The following week, on April 13, 

Reynolds was the only one of four defendants to receive a 

defense verdict from the jury in the Tullo trial in West Palm 

Beach, Florida. After 14 days of trial, the jury found that 

Reynolds was not at fault for causing the decedent’s injuries, 

even as it returned a plaintiff’s verdict against the other three 

defendants. Two of the other eight progeny cases tried so far 

this year by Jones Day have ended in mistrials. It has been 

a “One Firm” undertaking for the client, with trial teams led 

by attorneys from Jones Day’s offices in Atlanta, Chicago, 

Cleveland, Columbus, new York, San Diego, and Washington.

A team led by Rick McKnight, John goetz, and Sharyl 

Reisman obtained a defense verdict for Yamaha in a closely 

watched case in state court in Orange County, California. The 

case arose from the rollover of a Yamaha Rhino, an off-road, 

side-by-side vehicle. The jury found, after a three-month trial, 

that misuse caused the accident. Yamaha retained Jones 

Day in 2008 to lead the coordination of its defense in hun-

dreds of cases brought by a group of plaintiffs’ law firms 

across the country, including a federal multidistrict proceed-

ing, statewide coordinated proceedings in California and 

georgia, and cases in 35 other states. The program’s success 

and Yamaha’s aggressive defense of its innovative vehicle 

have been the subject of editorials in The Wall Street Journal 

and in various other publications covering off-road vehicles.

As ever, we thank you for being a reader of our publication, 

and we look forward to receiving your comments. n

Mickey PohL

Pittsburgh

+1.412.394.7900

pmpohl@jonesday.com
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THIRD-PARTy CLAIMS
The company may want to consider potential indemnifica-

tion or other claims against third parties. The success of 

such claims may depend on, for example, the contract terms, 

applicable law, the financial wherewithal of the third parties, 

foreign government attitudes about protecting that country’s 

businesses and employees, and the company’s desire to 

pursue such claims. Planning for potential claims should be 

addressed early in the process, as obtaining necessary evi-

dence and interviews may not be as effective—or even pos-

sible—after a lapse of time.

InTERnAL BUSInESS CHAnGES
The company also may need to address underlying issues 

related to the design or manufacture of the allegedly defec-

tive product, keeping in mind that the company’s actions 

might be admissible in subsequent litigation and, at a mini-

mum, are likely to be scrutinized heavily by regulators or 

other government entities, both in the U.S. and abroad. 

Company executives may be grilled by a U.S. congressional 

committee—not to mention the media and plaintiff’s coun-

sel—about whether they identified the cause of the alleged 

problem and whether and how they are fixing it. Such issues 

will be uppermost in the minds of politicians, investigators, 

reporters, and the public.

Whether making changes makes sense depends, of course, 

on the underlying problem. It also may be influenced by what 

is necessary to appease Congress or government regulators 

or to resolve pending litigation. What may make good busi-

ness sense in any country—and, indeed, what might be the 

“right thing” to do—must still be done in a manner that, if 

possible, minimizes subsequent adverse litigation decisions 

and publicity, takes into account privileges and confidential-

ity, and considers the impact of the changes on other rele-

vant issues. 

The situation becomes more problematic if the company’s 

foreign-made products must be recalled in the U.S. but are 

still being sold in other countries. not only must each of 

those countries’ health/safety/recall laws be addressed, but 

other potential actions, such as withdrawing the products 

from those markets, must be considered. Whether alternative 

avenues, e.g., informal recalls or withdrawals, are appropriate 

will depend on the relevant countries’ laws, regulations, and 

culture. Retaining a law firm with relevant experience and a 

broad international reach is vital.

COnCLUSIOn
You may lose your weekend, and many others. And the dif-

ficulty of the tasks you face may appear overwhelming. But 

if you approach the crisis with a coherent, well-developed, 

and well-executed strategy and organize and staff the effort 

wisely, not only can you help your client successfully navigate 

the crisis, but it can become a rewarding personal and pro-

fessional experience. n

thoMas e. FenneLL

Dallas

+1.214.969.5130

tefennell@jonesday.com

W. keLLy steWart

Dallas

+1.214.969.5134

kellystewart@jonesday.com

1 For a more detailed discussion of this issue, see J. Edwards and g. garrett, 
“Coordinating Investigations Between U.S. Companies and Their Subsidiaries or 
Suppliers Overseas,” Practice Perspectives: Product Liability & Tort Litigation (Fall 
2010).

2 15 U.S.C. § 2064(b).

3 See, e.g., 16 C.F.R. 1115.14(d).

4 See Pension Committee of the Univ. of Montreal Pension Plan v. Banc of Amer-
ica Sec., LLC, 685 F. Supp. 2d 456, 466 (S.D.n.Y. 2010).

5 See In re Flag Telecom Holdings, Ltd., 236 F.R.D. 177, 180 (S.D.n.Y. 2006).

6 See Akzo Nobel Chemicals Ltd v. European Commission, no. C-550/07 P (2010).
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