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Dear Clients:
More so than ever before, in the world at large and the healthcare industry in particular, knowledge is
power. In this issue of Pro Te: Solutio, available exclusively to Butler Snow Pharmaceutical, Medical
Device, and Healthcare Industry clients, we’d like to offer insights that can enrich your base of knowledge
and add to your ability to see and assess risks early in the game.
In the healthcare industry, mass tort litigation is an ever-present possibility. So what’s new? In his book,
Mass Torts in a World of Settlement, Professor Richard A. Nagareda of Vanderbilt University gets “on the
ground” with real-world issues confronting lawyers and litigants. An interview with Nagareda in this issue
explains his premise on making peace in mass torts and how innovative attorneys are creating value for
their clients.
Also in this issue, what happens during the premarketing phase of a new drug can have long lasting
implications. Find out how to help alleviate concern and mitigate exposure with a summary of the FDA’s
Guidance for Industry: Premarketing Risk Assessment.
Just as important as knowing what data is crucial for submitting a New Drug Application, is understanding the rules of disclosure surrounding payments to physicians –– especially when they may be changing
to include medical device manufacturers. Learn more about current and proposed legislation as well as
industry recommendations.
At Butler Snow, our relationship with our clients extends across evolving issues, geography, and time. We
value that relationship and wish to provide you with a diversity of resources and information, including
those found in Pro Te: Solutio. We welcome your input and reactions to this publication. Please contact
us by phone or email, and let us know what other topics might be of interest to you. Our ultimate goal is
to make a difference for those dedicated to making a difference in the lives of others.

Christy D. Jones
Co-Chair — Litigation

Charles F. Johnson
Co-Chair —
Business and Corporate Healthcare
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Sharing Solutions
It’s human nature to share problems. But how often is someone
willing to share solutions? Butler Snow wants to do just that ––
provide scenarios and the solutions that turned a client’s anxiety
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into relief and even triumph. That’s why we created this magazine,
Pro Te: Solutio, which explores how real-life legal problems have
been successfully solved.
That’s also why we at Butler Snow redesigned and expanded our
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unique health-oriented industry group, now comprised of two
major sections that handle business and litigation. The Pharmaceutical, Medical Device, and Healthcare Industry Group has more
than 50 multi-disciplinary attorneys who provide creative solutions for the complex issues of the healthcare industry. This group
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includes product liability and commercial litigators; corporate,
commercial, and transaction attorneys; labor and employment
attorneys; intellectual property attorneys; and those experienced
in government investigations.
Pro Te: Solutio is a quarterly magazine available only to the
clients of Butler Snow. While not a substitute for focused legal
advice, through this medium, we share with you our viewpoints
on approaches to issues you may face. If you have questions or
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comments about its articles, you’re invited to contact group cochairs Christy Jones and Charles Johnson, or any of the attorneys
listed on the last page of this publication.
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An Interview with Professor Richard A. Nagareda of Vanderbilt University Law School
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Professor Richard A. Nagareda is director of the Cecil D. Branstetter Litigation and Dispute Resolu-

tion Program at Vanderbilt University Law School in Nashville, Tennessee, and is an authority on mass tort litigation. Last year he released a new book, Mass Torts in a World of Settlement (Univ. of Chicago Press), that has been a
conversation-starter in the mass tort world. v Five years ago, Professor Nagareda taught me the rules of evidence.
He has won Vanderbilt’s Hartman Award for teaching in the upper-level curriculum and currently

holds the Tarkington Chair in Teaching Excellence. He has put his pedagogical skill to work in Mass Torts in a World
of Settlement, proposing and defending a new way of looking at the mass tort world. Professor Nagareda offers a
unique perspective as a scholar because prior to entering the “ivory tower” he practiced with the Department of
Justice and with a private firm in Washington, D.C. He has described his book as “on the ground” in that it deals
with real world issues being confronted by lawyers and litigants in the here and now of mass torts. v He graciously lent his time
to answer some questions about his book, his scholarship, and his observations on today’s mass tort climate.
Ben Scott: One of the major themes of your

litigation.” Can you give a brief summary

game will consist of some effort to resolve

book is your argument that “a conception

of what you mean by that and why you see

the litigation in whole, or at least in sub-

of mass torts primarily as a litigation prob-

it as a problem that needs to be solved?

stantial part, by moving claims out of the

lem obscures the reality that litigation op-

Prof. Nagareda: Whenever plaintiffs in

tort system and into some form of private

erates as the prelude to administration”

mass tort litigation can make a credible

administrative compensation regime. The

and that sometimes we “pound the square

threat to prevail at trial, everyone under-

basic move here is the same one that tort

peg of mass torts into the round hole of

stands what the endgame will be. The end-

law made in the early twentieth century in
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the area of workers’ compensation. We can

behind reality here. Rather, it’s legal doc-

one were left to slog through the tort sys-

label the vehicle for this move however we

trine that’s lagging behind what sophisti-

tem for years. That being so, manufacturers

want — as a class action settlement, as a

cated lawyers understand we need to do.

should regard this form of “litigation” not

reorganization plan in bankruptcy, or as a

My book isn’t like many that one sees

so much as litigation in the courtroom

series of private contracts with the major

coming out of the academy these days. It

sense but, rather, as another form of business transaction. The consequence is that

“Whenever plaintiffs in mass tort litigation can
make a credible threat to prevail at trial, everyone
understands what the endgame will be. The endgame
will consist of some effort to resolve the litigation
in whole, or at least in substantial part, by moving
claims out of the tort system and into some form of
private administrative compensation regime.”

folks on the business side of things shouldn’t
just give over the management of the matter to the folks “in legal.” War is too important to be left to generals. So, too, one
might say that mass tort litigation is too
important to be left to litigators.
Scott: What are the practical, real-world
benefits that manufacturers and their counsel can gain from taking a wider view of
mass torts as an administrative challenge

plaintiffs’ law firms involved. But the end-

proceeds from a core respect for and ap-

rather than simply high-volume litigation?

game will involve shifting from tort to ad-

preciation of what real lawyers actually do

Nagareda: The benefit is to understand

ministration. One of the core arguments in

in the real world. It’s the lawyers in mass

that making peace means creating value.

my book is that the law of mass torts hasn’t

torts who are forward-looking and innova-

For manufacturers, this value lies primarily

caught up with this reality. Rather, it re-

tive, not the law.

in the gains from removing the overhang

mains nostalgic for a past world that doesn’t

Scott: What do you find to be the areas in

on the firm’s share price and the inhibition

exist — one in which each individual

which manufacturers seem to be slow to

of its markets for capital associated with

claimant is entitled to her proverbial “day

accept or adapt to mass tort, not simply as

ongoing mass tort litigation. To unlock

in court” and to all the autonomy in the

a new type of litigation, but as a new type

that value, manufacturers and their coun-

resolution of her individual claim that

of legal challenge altogether?

sel need to see the full range of options on

comes with that stylized ideal. When the

Nagareda: Making peace in mass tort liti-

the table — everything from contract-

endgame of mass torts is a form of mass

gation means putting together a complex

based approaches (as in the recent Vioxx

administration, notions of individual au-

business transaction — a deal that may well

deal) to prepackaged reorganizations in

tonomy drawn from a bygone era hinder
our thinking more than they help. One
can’t develop sensible solutions to any

“Making peace in mass tort litigation means putting

problem without first recognizing, in an

together a complex business transaction — a deal

unsentimental way, what the nature of the

that may well be worth just as much to the defendant

problem is in the first place.
Scott: What do you find to be the areas in

manufacturer as any merger or leveraged buyout.”

which lawyers are mired in the past and
slow to catch up to and be open to a new

be worth just as much to the defendant

bankruptcy (as in much of asbestos litiga-

conception of mass tort? Particularly as to

manufacturer as any merger or leveraged

tion today). Law school, in a way, inhibits

defense counsel?

buyout. Making peace means creating value

this sort of cross-cutting vision by convey-

Nagareda: Interestingly enough, it’s not

— of bringing into being resources that

ing the impression that contracts, civil pro-

the lawyers on either side who are lagging

would not otherwise be available if every-

cedure, professional responsibility, and

bankruptcy are completely distinct things.

unique features of the mass tort landscape

That’s the central question, regardless of

As many mass tort lawyers today under-

is that it is often the lawyers who are on the

the particular means selected to make that

stand, the reality is that these are much

cutting edge of breaking new ground rather

substitution. The core argument at the end

more overlapping and contiguous things.

than judges or other governmental forces.

of my book is that, once one recognizes

And the tough choice for lawyers and their

Can you expound upon that a bit and why

that the basic move here is from tort to ad-

clients today is often which category to

it is important?

ministration, our thinking should open up

emphasize in order to deal with what kind

Nagareda: Once one understands peace-

to consideration of the role that public ad-

of mass tort problem.

making in mass torts as a kind of business

ministrative bodies might play in legitimiz-

Scott: What are your thoughts with regard

deal-making, then it becomes clear that the

ing the deal. The approach sketched in my

to “bellwether cases,” both as to whether
they are a legitimate part of the mass tort
resolution process and whether that means
that traditional litigation expertise will
likely always remain an important piece of
mass tort representation?
Nagareda: This is an important and quite
desirable development, even in the short
period since I finished writing my book.

“Bellwether trials played a huge role in enabling
the settling lawyers in the Vioxx litigation to get
a much more accurate handle on the viability of claims
in that subject area. As a result, the defense ‘team’
for any mass tort certainly has to include genuine
trial lawyers. It’s just that the team also has to include
business-side people and deal-making lawyers.”

Bellwether trials played a huge role in enabling the settling lawyers in the Vioxx liti-

people setting the agenda are the people

book offers manufacturers a quid pro quo:

gation to get a much more accurate handle

designing the deal. And those people are

You can get real closure and real peace, but

on the viability of claims in that subject

lawyers, not judges. The judges are situated

you need to acknowledge that what’s going

area. As a result, the defense “team” for any

in a much more reactive role. Still, I should

on isn’t purely a private deal. Changing the

mass tort certainly has to include genuine

underscore that many judges today have a

compensation rules for people prospective-

trial lawyers. It’s just that the team also has

much richer understanding of the real

ly has a public dimension and accordingly

to include business-side people and deal-

world of mass tort litigation than they did

should involve public institutions — not, I

making lawyers.

even a decade ago. My book is part of that

might add, to dictate solutions but, in-

Scott: What attributes would you counsel

effort, but the main movers here have

stead, to lend the force of law to sensible

drug and device manufacturers to seek in

clearly been lawyers, not academics.

compromises crafted by private lawyers.

their mass tort counsel?

Scott: You don’t stop at describing the

All of this is in keeping with receptiveness

Nagareda: The most important attribute is

unique world of mass tort, you propose a

in this country today to notions of genuine

the ability to see the full range of options

real-world solution of an administrative

collaboration between the private and pub-

available. Don’t hire a litigator who contin-

structure to govern resolution of mass tort

lic sectors. Government cannot and should

ues to think that contracts, professional

claim rather than the ill-fit model of indi-

not try to solve every problem. But there is

responsibility, class actions, and bankrupt-

vidual litigation. Can you briefly state the

a role for government to enable and facili-

cy are completely separate bodies of law.

nature of your solution and why it may be

tate privately-crafted solutions.

Hire someone who starts from the premise

appealing to manufacturers?

that the really innovative legal work today

Nagareda: The hard question with which

in mass tort litigation is being done in the

the law of mass torts continues to struggle

uncharted areas betwixt and between these

is this: How can the law legitimately sub-

traditional categories.

stitute a private compensation system for

Scott: You’ve said before that one of the

claimants’ preexisting right to sue in tort?

Interview by Ben Scott

In-House Counsel and the
Internal Investigation:
What Have You Got To Lose?

A

As a contemporary in-house counsel, you probably provide more than just legal advice to your client. You wear

multiple hats; in fact, you’ve got a whole closet full. Sometimes you’re a legal advisor, sometimes a business counselor, sometimes a management consultant. Therein lies the problem when it is time to launch an internal investigation triggered by an
employee complaint, a product concern, or threatened litigation. We think we know the basics: Communications between
attorneys and their clients are privileged, and work prepared in anticipation of litigation is protected. Well, not so fast.

You’d better check to make sure you’re wearing the right hat before you launch your
investigation because you (and your client)
have a lot to lose if you grab the wrong one.
In fact, where the objectivity and independence of the investigation are crucial (e.g.,
where the results may be provided to a regulatory body), it may be wise to pass the hat
to outside counsel.
A strong grasp on the basics of each potentially applicable privilege is essential in navigating the murky waters that often surround
internal investigations. The attorney-client
privilege, the work-product doctrine, and
self-critical evaluation privilege may provide
6
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protection, but each has strict requirements
and can be inadvertently waived. Understanding the implications of waiver and
knowing what you can do to more carefully
preserve these privileges may save your job
— and your company’s reputation.
The Attorney-Client Privilege
Generally, communications between clients and their attorneys are privileged. One
of the requirements for the privilege to apply, however, is that the client must have
sought legal advice, service, or assistance, as
opposed to mere business advice. Accordingly, the attorney-client privilege does not

protect against discovery of business advice
or underlying facts merely because those
facts have been communicated to an attorney.1 Thus, while it has long been established
that a corporation may assert the attorneyclient privilege to protect its communications with counsel,2 if a communication
sought to be protected by the privilege
contains both legal and business advice, the
privilege only applies to the legal opinions
or advice. A close call may not fall in your
favor. The burden will be on you, the party
asserting the privilege, to demonstrate how
each document satisfies all the elements of
the privilege.3

Pro Te: Solutio
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While it has long been established that a corporation may assert the
attorney-client privilege to protect its communications with counsel, if a
communication sought to be protected by the privilege contains both legal
and business advice, the privilege only applies to the legal opinions or advice.
Waiver of the attorney-client privilege
may occur when there is a breach of confidentiality, whether inadvertent or intentional.4 Accordingly, the presence of a third
party during a legal consultation will waive
the privilege unless that party’s presence was
necessary to assist the attorney in rendering
legal services.5 Similarly, intentional disclosure of attorney-client communications to a
third party lacking a common legal interest
will result in a waiver of the attorney-client
privilege.6 Moreover, some courts have held
that even if confidential work product is
produced to a potential adversary under a
confidentiality agreement, confidentiality
has been voluntarily breached.7 Even disclosure of privileged information directly to a
client’s independent auditor, accountant, or
tax analyst may destroy confidentiality.8
Simply put, the prevailing view is that once
a client waives the privilege to one party, the
privilege is waived to all.9
Selective Waiver
Some courts, however, have recognized
that a client may “selectively” waive the
privilege under certain circumstances, most
notably when disclosing to governmental
entities. Unfortunately, “the case law addressing the issue of limited waiver [is] in a
state of ‘hopeless confusion.’”10
8
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In one of the earliest reported decisions to
address the issue, Diversified Indus., Inc., v.
Meredith, the Eighth Circuit established the
selective waiver doctrine, which provides
that a party may disclose attorney-client
privileged information to governmental
agencies conducting an investigation without waiving the attorney-client privilege to

Waiver of the
attorney-client
privilege may occur
when there is a breach
of confidentiality,
whether inadvertent
or intentional.
other parties (i.e. later litigants).11 The
Eighth Circuit reasoned that selective waiver
is necessary because it encourages “corporations to employ independent outside counsel to investigate and advise them in order to
protect stockholders, potential stockholders, and customers.”12
After enjoying initial acceptance, the Diversified decision has since been routinely
criticized and eventually rejected by a majority of jurisdictions that have addressed
the issue. The District of Columbia, First,

Third, and Sixth Circuits have completely
rejected the idea that the attorney-client
privilege is not waived by virtue of the selective waiver doctrine by production to the
government, even if the government and
the company enter into a confidentiality
agreement.13 The Federal, Second and
Fourth Circuits have rejected the selective
waiver doctrine but have not addressed it in
a context in which the company and government entered into a confidentiality
agreement.14 Indeed, “every other circuit to
consider the matter has rejected the Eighth
Circuit’s [selective waiver] approach.”15
Thus, in the context of an intentional or
voluntary waiver of attorney-client privilege,
counsel should assume that “when the client
voluntarily discloses a confidential communication, the waiver will extend not only to the
disclosed communication, but also to whatever additional communications must be provided to the third party in order to give that
party a fair chance to meet the advantages
gained by the privilege holder through the
disclosure.”16 Accordingly, courts refer to the
waiver as extending to the subject matter of
the disclosed communication. A client may
not selectively waive only those communications that are favorable and then resist disclosure of the remaining portions of related
correspondence that may be unfavorable.17

Work-Product Doctrine
The work-product doctrine “is distinct
from and broader than the attorney-client
privilege.”18 The work-product doctrine protects from discovery materials prepared in
anticipation of litigation.19 In a majority of
jurisdictions, the privilege can apply where
litigation is not imminent, “as long as the
primary motivating purpose behind the creation of the document was to aid in possible
future litigation.”20 Protection extends to
documents and tangible things, including a
lawyer’s research, analysis of legal theories,
mental impressions, notes, and memoranda
of witness statements.21
Most courts have recognized that internal
corporate investigations are conducted in
anticipation of litigation and thus enjoy
work-product protection. The Supreme Court
in Upjohn Co. v. U.S., while not expressly
stating so, assumed that counsel’s notes of
an internal investigation as to possibly illegal foreign payments were in anticipation of
litigation.22 The Upjohn opinion supports
treating internal investigations of corporate
misconduct as having been done in anticipation of litigation, even when no action
had as yet been filed or threatened.
Documents prepared for business reasons,
as opposed to anticipation of litigation, are
not entitled to protection. Accordingly, in
U.S. v. Gulf Oil Corp. the court held that
documents concerning a declaratory judgment action and prepared by counsel at the
request of the company’s accountants were
not work product.23 The court reasoned that
the documents were not created to assist in
litigation but rather “for the business purpose of compiling financial statements
which would satisfy the requirements of the
federal securities laws” and thus were not
entitled to the privilege.
Moreover, disclosure to the government
or regulatory agencies such as the FDA
may waive privileges related to the subject
of the investigation. Waiver of work-product protection, however, generally is not
construed as broadly as waiver of attorneyclient privilege.24
When evaluating the scope of work-product protection, or the implications of waiver,

courts draw sharp distinction between “fact”
work product and “opinion” work product.
So-called “fact” work product, the “written
or oral information transmitted to the attorney and recorded as conveyed by the client,”25 may be obtained upon a showing of
substantial need and inability to otherwise
obtain without material hardship.26 However, absent waiver, a party may not obtain
the “opinion” work product of his adversary;
i.e., “any material reflecting the attorney’s
mental impressions, opinions, conclusions,
judgments, or legal theories.”27
Furthermore, many of the reasons for disallowing selective waiver in the attorneyclient privilege context also apply to the
work-product doctrine.28 Applying this logic to circumstances in which a corporation
had disclosed work product to a governmental entity pursuant to a confidentiality
agreement, the courts have held that the disclosure was still a waiver of work-product
immunity.29 Similarly, courts have routinely
rejected the argument that governmental
entities merely investigating potential wrongdoing are not “adverse” for purposes of
waiver.30
In contrast to waiver of the attorney-client privilege, the waiver of work-product
immunity will generally be limited to the
materials actually disclosed.31 The case law
related to waiver, particularly in the context
of governmental investigations is rapidly
evolving with conflicting cases throughout
the nation. However, a number of district
courts have held that a broader or subject
matter waiver of work-product immunity
occurs when:
[I]t would be inconsistent with the
purposes of the work product privilege to limit the waiver to the actual documents disclosed […for
example,] when the facts relevant
to a narrow issue are in dispute and
have been disclosed in such a way
that it would be unfair to deny the
other party access to other facts relevant to the same subject matter.32
As noted by one court, for instance, complete subject matter waiver of work product
has been found where a party deliberately

disclosed work product in order to gain a
“tactical advantage.”33
Applying similar reasoning, other courts
have found subject-matter waiver only if
“facts relevant to a particular, narrow subject
matter have been disclosed in circumstances
in which it would be unfair to deny the
other party an opportunity to discover other
relevant facts with respect to that subject
matter.”34 Similarly, in cases when the party
making the disclosure uses the disclosed

Most courts have
recognized that
internal corporate
investigations are
conducted in anticipation of litigation
and thus enjoy workproduct protection.
matter to its advantage in some way, then
the opposing party should have the option
of using other documents dealing with the
same subject matter that may cast a different
light on the issue.35
Self-Critical Analysis Privilege
Less frequently, corporations seek protection by claiming a self-critical evaluation
privilege. The self-critical analysis privilege
is a relatively recent common law development, finding its origins approximately
thirty years ago in a case involving medical
peer review procedures.36 Although enjoying initial acceptance and limited expansion, currently the self-critical analysis
privilege is not widely accepted and is not
uniformly applied.
The development of this privilege has primarily remained at the federal level. Although some state courts recognize the
self-critical analysis privilege, the majority
have either refused to recognize the privilege
or have not addressed the issue.37 While
there remain a number of federal district
courts which at least recognize the possible
existence of the doctrine, today there are
only a few circuits which have embraced the
Pro Te: Solutio
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chilling the flow of information.42 Instead,
the court suggested that the work-product
doctrine “applies the appropriate framework.”43
Whether asserting the privilege pursuant
to statute or the common law privilege of
self-critical evaluation, those documents
which are prepared primarily for the purposes of in-house evaluation and compliance with regulatory programs stand the
best chance of attaining privileged status.
Any attempt by a corporation to characterize the fruits of an investigation as being
motivated primarily by anything other than
the anticipation of litigation, however, could
have a negative impact on the ability to assert the work-product privilege, which is the
broader and more established privilege.44

Even disclosure of privileged information directly
to a client’s independent auditor, accountant, or
tax analyst may destroy confidentiality.
self-critical analysis privilege. The Ninth
Circuit is among the minority which has
continued to recognize the privilege and in
Dowling v. American Hawaii Cruises, Inc.,
articulated the most often cited criteria that
must be established by the party seeking
protection.38 First, the information must result from a critical self-analysis undertaken
by the party seeking protection; second, the
public must have a strong interest in preserving the free flow of information respecting the subject matter; third, the information
must be of the type that the free flow would
cease if the privilege is not recognized. Lastly, any document produced as a result of the
self-critical analysis must be produced in the
expectation of confidentiality, and it must
actually have been kept confidential.39
Even within those limited courts which
recognize the privilege, these criteria are
strictly applied, and the scope has been consistently narrowed.40 For example, examin10
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ing the first prong of this four part test, one
district court has explained that “the touchstone of self-critical analysis is that it is an
‘in house’ review undertaken primarily, if
not exclusively, for the purpose of internal

If outside counsel is
retained, a well-drafted
engagement letter
should clearly identify
the purpose of seeking
legal advice relating to
potential litigation.
quality control.”41 The same court explained
that where documents had also been prepared in order to defend a lawsuit and perhaps to “marshal evidence to present to the
media in an effort to ease any public concern,” the privilege was wholly inapplicable
because there was no meaningful risk of

Minimizing Risk
As the duties of in-house counsel expand,
the risk associated with their sometimes
amorphous role grows. Reducing any ambiguity greatly enhances the potential for
preserving privileges. Investigations conducted purely by in-house counsel increase the
risk of inadvertent waiver. In the case of
potentially serious allegations or where objectivity is crucial, outside counsel working
closely with corporate counsel may be the
wisest choice. If outside counsel is retained,
a well-drafted engagement letter should
clearly identify the purpose of seeking legal
advice relating to potential litigation. To
further earmark investigations as privileged
— and certainly in cases where outside
counsel is not involved — the board or
high-ranking management should formally
request legal advice from in-house counsel.
Regardless, both in-house and outside
counsel should separate legal advice from
business advice wherever feasible. Attorneyclient communications should be clearly
labeled, and confidential exchanges should
be labeled as such.
Although the investigation may incorporate an internal team made up of non-lawyers, the team should be clearly identified
and include only those necessary to complete a thorough investigation. All responsibilities and communications should be

channeled through counsel. Furthermore,
written communications and email should
be minimized with strict instructions regarding distribution. Information gathered
from or by third-parties for investigatory
purposes should be gathered at the request of
counsel. Drafts should be kept at a minimum
and should be clearly labeled. Inadvertent
mistakes made early in the investigation,
though innocent, may not be able to be undone. Taking these basic steps at the initiation of an investigation will go far in laying
the groundwork for a successful assertion of
privilege in the future.
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Risk Management
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“We’ve been served” are words that no
one wants to hear, especially when it concerns a new product. There are steps, however, that can be taken prior to launch that
may help alleviate some concern and mitigate some exposure. The United States
Department of Health and Human Services,
Food and Drug Administration, and Center
for Drug Evaluation and Research (collectively referred to as “FDA”) published in
March 2005 a Guidance for Industry: Premarketing Risk Assessment
Assessment. In it, FDA sets
out several nonbinding recommendations

for assessing risks associated with new medicines. Although adherence is not required, it
generally is quite helpful to be able to show
a jury that you followed the practices recommended by FDA prior to submitting
your New Drug Application (“NDA”).

1. Introduction
Risk management involves essentially two
processes: risk assessment and risk minimization. Management of risk is an evolving
function that continues throughout the lifecycle of the product but, naturally, should

be initiated during development. It begins
with evaluating the new medicine’s risk/
benefit ratio. Once risks and benefits are
separately identified, tools may be designed
to lower the risks and preserve, or even elevate, the benefits. After implementing those
tools, the sponsor must determine whether
they are effective. In other words, the first
step should be repeated: re-evaluate the risk/
benefit ratio to determine any improvement. Finally, based on the follow-up evaluation, the sponsor should adjust the tools as
appropriate (and, again, evaluate the ratio).

Management of risk is an evolving function that continues throughout the
lifecycle of the product but, naturally, should be initiated during development.
It begins with evaluating the new medicine’s risk/benefit ratio.
12
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While this process should be conducted
prior to marketing the medicine in order to
secure an acceptable risk/benefit ratio, it
should continue after approval. New safety
concerns always appear after approval —
when larger and more diverse populations
are exposed for longer periods of time. As
such, the ratio may change, which in turn,
may require the implementation of new risk
management tools. Risk assessment and
minimization is a never-ending process.
Sponsors are required by FDA’s regulations to assess risk and attempt to minimize
it during development and after approval.
FDA pointed out in the Guidance, however,
that these regulations “establish requirements for routine risk assessment and risk
minimization.”1 Perhaps due in part to
recent withdrawals, FDA noted that the
Guidance’s recommendations focus on the
non-routine — the unusual type of risk or
the unusual level of risk.

11. Risk Assessment
So, what is meant by “risk assessment,”
and how is it accomplished? In a nutshell,
“assessment” means “identification.” The
sponsor must identify the nature of the risk
associated with the medicine. What is the
frequency of the risk? How often does the
risk occur? When does it occur? In which
populations does it occur? Additionally,
part of the nature of the risk is its severity. Is
it life-threatening, or will its effects be felt
for life? Again, although this process must
continue throughout the product’s lifecycle,
an adequate premarketing assessment is crucial for at least two reasons: First, FDA
requires it prior to approval. Second, a jury

requires it prior to a defense verdict.
Deciding whether a risk assessment is
“adequate” — specifically during Phase 3
studies — depends on the amount of information gathered, how the information is
presented and analyzed, and the nature of
the information. Adequate risk assessment
is a matter of quantity and quality. Quantity
is the number of patients studied. Quality is
the design of the clinical trials to include
appropriate (broad, diverse) patient populations, consideration of the appropriate
reactions in the populations, and reasonable
analysis of the results.

111. Gathering the Information
Before an assessment begins, there must
be something to assess. Information must
be generated. But, as FDA notes, “[p]roviding detailed guidance on what constitutes
an adequate safety database for all products
is impossible.”2 In other words, the specific
drug will dictate the necessary contents of
the safety database. Prior to approval, FDA
considers known risks and unanswered
questions versus demonstrated benefits.
Thus, in addition to gathering information
about efficacy, it behooves sponsors to design clinical trials so as to maximize the
amount of safety information. For instance,
if preclinical data suggests a potential problem, a trial should be designed to target that
problem. Or, if related drugs already on the
market have generated suspicious post-market safety information, a trial to address
those suspicions should be designed. FDA
addresses four main areas to guide sponsors
with respect to developing an adequate
safety database.

a. population size matters
New safety concerns always arise after
approval because the medicine generally is
used by more people, for longer periods of
time, with different medical histories, and
with different concomitant drug use. Even
the largest clinical trial simply cannot mimic
real world use. However, the larger the preapproval database and the more comprehensive the information in that database,
the better. Certain factors might dictate
when additional efforts should be made:
• The therapy is novel
• The effects of the proposed medicine
are already safely available
• The proposed population is especially
vulnerable
• The proposed duration of use is
long-term
Generally, smaller safety databases may be
appropriate when the disease being treated
is life-threatening and there is no adequate
alternative. In such situations, it is more acceptable to have less certainty concerning
safety because the disease itself is so serious.
The converse is true as well: Use larger databases for not-so-serious illnesses. Additionally, safety signals gathered from preclinical
data also may warrant a larger trial. If concerns are raised and no in-house consensus
formed, FDA suggests discussing the matter
with the appropriate review division.
Although FDA does not offer much guidance with respect to the appropriate size of
the safety database for new medicines developed for acute use, the agency specifically
recommends 1,500 patients for products

Deciding whether a risk assessment is “adequate” — specifically during
Phase 3 studies — depends on the amount of information gathered, how the
information is presented and analyzed, and the nature of the information.
Adequate risk assessment is a matter of quantity and quality.
14
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Sponsors also must ensure that they test the medicine in a sufficiently diverse,
yet adequately representative, population. The safety database, to the extent feasible
and ethical, should mimic real-world use. A wide population spectrum allows for
safety information to be developed from individuals like the elderly, those with
concomitant disease states, or persons ingesting concomitant drugs.
intended for use six months or longer (cumulative or continuous treatment). Three to
six hundred should be exposed for six months,
and at least one hundred should be exposed
for a year. In addition to exposure time, sponsors should design trials to include different
dosing regimens, including doses above the
amount sought for marketing.
As always, certain signals may exist that
should prompt sponsors to propose larger
trials. These may include: indications that
the medicine is associated with adverse
events that develop later or that increase in
frequency or severity; serious adverse events
may have been observed in earlier trials; an
adequate alternative may exist; the overall
benefit achieved from the medicine is small;
or the condition sought to be treated has a
high rate of mortality or morbidity. A larger
database may be necessary to distinguish between the baseline rate and that seen with
the medicine. Larger databases likewise may
be appropriate when the intended population is healthy (i.e., vaccines).
b. design matters
Once the sponsor determines the size of
the safety database, several other considerations come into play. Oftentimes, the total
database is comprised of multiple clinical
trials. In such situations, it is imperative to
coordinate terminology (so that investigators from each trial describe the same events
similarly and the statistical rates of adverse
events are not masked by differing lingo)
and methods of assessment (so that investigators from each trial actually record similar events).

Sponsors also must ensure that they test
the medicine in a sufficiently diverse, yet adequately representative, population. The
safety database, to the extent feasible and
ethical, should mimic real-world use. A
wide population spectrum allows for safety
information to be developed from individuals like the elderly, those with concomitant
disease states, or persons ingesting concomitant drugs. In fact, clinical trials could be
designed to specifically target interactions
that may occur with expected concomitant
drug use or expected concomitant disease
states or even common concomitant dietary
supplements.
There may also be instances when sponsors should consider designing trials to
generate comparative safety information. In
other words, it may be advantageous to
compare the new medicine to an active control. For instance, if the class of drugs is such
that a high rate of adverse events is expected,
then a direct comparison may demonstrate
that the new drug does not have a higher
rate than the class. There may be certain scenarios where it is unethical to use a placebo
instead of a comparator. And, of course,
where the sponsor intends to claim better
safety or efficacy, the sponsor should have
the data from a direct comparison to back
up that claim.
Finally, Phase 3 trials should incorporate
differing dosing regimens. This is especially
true when Phase 2 trials have not established
a dose level. Data gathered from differing
dose responses may be quite helpful in
establishing both safety and efficacy or in
demonstrating that exceeding the recom-

mended dose raises the risk without raising
the benefit. FDA recommends that sponsors meet with the review division at the
completion of Phase 2 to discuss studying
dose levels.

1v. Special Considerations
Specific concerns can help tailor the type
of assessment strategies sponsors should
employ, the type of data that should be
sought. For instance, if the product has an
unusually long half-life, trials with differing
doses may generate helpful information. If
an expected adverse event is not likely to be
reported by the patients, the investigators
may need instructions to pay special attention to certain facts or to make certain
inquiries of the patients. Sponsors may wish
to retain patient samples (blood, tissue)
from Phase 3 for later examination if signals warrant.
Data from trials also can be used to assess
medication errors — errors caused by similar names or similar packaging. Errors may
occur from the presentation of the product
(i.e., if the medicine should be diluted prior
to use but is presented in a form capable of
direct ingestion prior to dilution). Analysis
of medication errors and their causes should
be assessed and addressed in the premarket
stage. Sponsors are encouraged to use experts,
direct observation during trials, interviews
of consumers and pharmacists, and focus
groups to determine how best to minimize
these risks.
Although FDA makes few specific acrossthe-board recommendations in this Guidance, the agency specifically sets out a list of
Pro Te: Solutio
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FDA presents several recommendations to sponsors concerning steps
that should be taken to make an adequate premarketing risk assessment and how
to present that assessment in the NDA. Abiding by FDA’s recommendations or creating
a thorough audit trail otherwise generally will be helpful in not only obtaining
an approval letter but also in obtaining a defense verdict.
certain adverse events that should be assessed
in NDAs for small molecule drugs: QTc
prolongation, liver toxicity, nephrotoxicity,
bone marrow toxicity, drug interactions,
polymorphic metabolism.3 Most of these
adverse events arose in a constellation of
withdrawn drugs. Sponsors and FDA alike
suffer when withdrawal becomes a reality, so
if analysis of specific adverse events can lessen the likelihood of a withdrawal, it should
be performed.

v. Presenting the Information
Most Phase 3 studies are directed towards
efficacy. FDA’s point with this Guidance,
however, is that safety should not be relegated to a back seat. In one sense, sponsors
should place a big net under their Phase 3
trials to catch all of the safety data available.
One way to ensure accurate identification of
safety signals is to ensure that investigators
describe and code adverse events consistently. Throughout Phase 3, sponsors should use
one dictionary and one coding convention.
Additionally, sponsors should perform audits prior to analysis of the safety database to
determine the extent of any variability with
respect to coding. Acknowledging that
product development may be years in duration, subsequent versions of dictionaries
and coding conventions should be avoided
as much as possible. However, the same
version should be used for analysis and for
proposed labeling.
FDA recommends that sponsors prospectively develop definitions and group expected adverse event terms. All such definitions
and groupings, of course, must be adequate16
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ly explained in the NDA so that the reviewers clearly understand the information.
Sponsors also should avoid characterizing
syndromes and withdrawals from trials with
single terms. Further explanation is required. Was the withdrawal due to a safety
concern or simply because the patient
moved from the area? Sponsors should take
adequate follow-up measures to ascertain
specific information.
Temporal associations must be critically
considered as well and accurately reported.
This includes the time between exposure
and the adverse event but also involves the
total duration of the adverse event itself.
Analyzing changes in both over time (i.e.,
long-term intermittent use leads to shorter
duration of AE) is crucial to a full understanding of the total safety profile. Study of
concomitant drug use also should be considered temporally. Does a concomitant
drug decrease the length of time between
exposure and AE? Or does a concomitant therapy increase the actual length of
the AE?
The use of pooled data can be problematic as well when sponsors consider how to
report the information gleaned from pooled
trials. For instance, if a single trial detected a
serious adverse event but the total pooled
analysis lessened the risk below statistical
significance, is it proper to ignore the single
trial? It depends. Sometimes, pooled analysis protects against too much weight being
given to chance happenings. At the same
time, if the single trial is superior in design
or if it considered a distinct population, it
may be worthwhile for the sponsor to

separately report the findings. Factors to
consider when deciding whether to pool
data include any differences in duration or
dose and distinct differences in population groups. FDA specifically recommends
“[w]hen there is clinical heterogeneity
among trials with regard to the safety outcome of interest […], sponsors should
present risk information that details the
range of results observed in the individual
studies, rather than producing a summary
value from a pooled analysis.”4

v1. Conclusion
FDA presents several recommendations
to sponsors concerning steps that should be
taken to make an adequate premarketing
risk assessment and how to present that assessment in the NDA. Abiding by FDA’s
recommendations or creating a thorough
audit trail otherwise generally will be helpful in not only obtaining an approval letter
but also in obtaining a defense verdict.
1

Guidance, at 4. (Emphasis in original.)

2

Guidance, at 5.

3

Guidance, at 16.

4

Guidance, at 22.
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WHAT STATES HAVE STATUTORY LIMITATIONS ON DAMAGES
IN PERSONAL INJURY OR WRONGFUL DEATH ACTIONS?
The following states have placed limits on either non-economic damages,
the total amount recoverable against a healthcare provider or institution, or
punitive damages in personal injury or wrongful death actions:
Alaska: Alaska Stat. §09.55.549 (2007) limits total non-economic damages based
on wrongful death or personal injury to $250,000. If the damages include loss of
consortium, the total recoverable damages are $400,000.
Arkansas: Ark. Code Ann. §16-55-208 (2007): In calculating the punitive damages, plaintiff may receive no more than the greater of $250,000 or three times
the amount of compensatory damages, not to exceed $1 million (adjusted for
inflation).

Maine: Me. Rev. Stat. Ann. tit. 18-A, §2-804 (1997) caps non-economic damages
for wrongful death at $150,000, and punitive damages are limited to $75,000.
Maryland: Md. Code Ann., Cts. & Jud. Proc. §11-108 (1997) limits non-economic
damages for any personal injury cause of action for medical malpractice to
$710,000 (increasing by $15,000 every October 1). The statute applies to wrongful death cases as well as personal injury, with the total damages recovered by all
beneficiaries limited to 150% of the cap.
Massachusetts: Mass. Gen. Laws Ch. 231, §60H (2007) limits punitive damages to
$500,000 except for certain situations including permanent bodily loss or
impairment or substantial disfigurement.

California: Ca. Civ. Code §3333.2 (2007) limits non-economic damages to
$250,000. This cap has been interpreted to extend to past and future noneconomic damages reduced to a lump sum. Salgado v. County of Los Angeles, 967
P.2d 585 (1998).

Michigan: Mich. Com. Laws §600.1483 (2007) caps non-economic damages
recoverable in a medical malpractice action at $280,000 for all the plaintiffs unless
a specific situation is present (brain or spinal injury, permanent cognitive
impairment, etc.).

Colorado: Colo. Rev. St. §13-64-302 (2007) limits all damages against healthcare
providers to $1 million and non-economic damages to $250,000.

Mississippi: Miss. Code Ann. §11-1-60 (2007) limits any non-economic damages
received in a suit filed after September 1, 2004, to $1 million; any suit filed before
September 1, 2004, will have non-economic damages limited to $500,000. Miss.
Code Ann. §11-1-65 (2007) caps punitive damages on a sliding-scale method,
with the cap decreasing as defendant’s net worth decreases.

Florida: Fla. St. §766.207 (2007) limits non-economic damages to $250,000.
Georgia: Ga. Code Ann. §51-12-5.1 (2007) limits punitive damages to $250,000
except in cases where the defendant acted intentionally or under the influence
of drugs or alcohol, and here no limitations on punitive damages exist. Under
§51-13-1, non-economic damages are limited to $350,000 per medical provider
or a single medical facility; if there is more than one medical facility, the total
damages against multiple facilities may not exceed $700,000.
Hawaii: Haw. Rev. Stat. §663-8.7 (2007) caps pain and suffering damages
at $375,000.
Idaho: Idaho Code Ann. §6-1603 (2007) places a maximum $250,000 limitation
on non-economic damages (adjusted for inflation). Under §6-1604, punitive
damages are limited to the greater of $250,000 or three times the amount of
compensatory damages awarded.
Indiana: Ind. Code §34-18-14-3 (2007) limits the total recovery of damages in
wrongful death actions to $1.25 million and the total portion of damages
recoverable from a healthcare provider to $250,000 if the act of malpractice
occurs after June 30, 1999. Under Ind. Code §34-51-3-4 (2007), the plaintiff
may recover maximum punitive damages of the greater of three times the amount
of compensatory damages or $50,000.
Kansas: Kan. Stat. Ann. §60-3701 (2007) limits exemplary and punitive damages
to the lesser of $5 million or defendant’s highest gross annual income as calculated
in the previous five years.
Louisiana: La. Rev. Stat. Ann. §40:1299.42 (2007) placed a statutory limitation on
all medical damages recoverable for physical injury or wrongful death to $500,000.
But see Arrington v. Galen-Med, Inc., 970 So.2d 540 (La. Ct. App. 2007) (constitutional challenge pending).

Missouri: Mo. Rev. Stat. §538.210 (1988) provides a statutory limit, adjusted every
January 1, on a claimant’s recovery of non-economic damages in any medical
malpractice action.
Montana: Mont. Code Ann. §25-9-411 (2007) caps non-economic damages per
plaintiff at $250,000 based on a single incident of malpractice against one or
more healthcare providers. Mont. Code Ann. §27-1-220 (2007) limits punitive
damages to $10 million or 3% of the defendant’s net worth, whichever is less;
however, this limitation does not apply in class action lawsuits.
Nevada: Nev. Rev. Stat. §41A.035 (2007) caps non-economic damages at $350,000
in injury or wrongful death actions against a healthcare provider. Nev. Rev. Stat.
§42.005 (2007) limits exemplary and punitive damages to three times the amount
of recovered compensatory damages if those damages are greater than $100,000,
or if the compensatory damages are less than $100,000, the exemplary and punitive damages awarded is capped at $300,000.
New Jersey: N.J. Stat. Ann. §2A:15-5.14 (2007) limits the amount of punitive
damages recoverable to either five times the amount of awarded compensatory
damages or $350,000, whichever is greater.
New Mexico: N.M. Stat. §41-5-6 (2007) limits the aggregate recoverable amount
for all persons incident to injury or death as a result of malpractice to $600,000.
This amount, however, does not include punitive damages and medical care and
related benefits. An individual healthcare provider’s liability is limited to $200,000.
North Carolina: N.C. Gen. Stat. §1D-25 (2007) caps punitive damages at the
greater of $250,000 or three times the amount of compensatory damages.
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North Dakota: N.D. Cent. Code §32-42-02 (2007) places total limitations of
$500,000 on punitive damages awards in physical injury or wrongful death
actions against healthcare providers, regardless of the number of defendants or
causes of action. N.D. Cent. Code §26.1-14-11 (2007) places additional
limitations concerning insured parties: If the insured has coverage with a limit
of at least $500,000, then the insured is not liable for damages in excess of
these limits.
Ohio: Ohio Rev. Code Ann. §2323.43 (2008) limits non-economic damages to
the greater of $250,000 or three times the amount of economic loss. The
statute also places a total cap of $350,000 for each plaintiff or $500,000 for
each occurrence.
Oklahoma: Okla. Stat. §1-1708.1F (2007) caps non-economic damages in medical
malpractice actions, except wrongful death actions, to $300,000, regardless of the
number of defendants or number of actions brought.
Pennsylvania: 40 Pa. Stat. Ann. §1303.505 (2007) limits punitive damages against
a physician to 200% of compensatory damages, except in cases of intentional
misconduct.
South Carolina: S.C. Code Ann. §15-32-220 (2007) limits non-economic damages
to $350,000 per claimant for claims against a single healthcare provider. If the
claim is against multiple healthcare providers, non-economic damages are limited
to a total of $1,050,000.
South Dakota: S.D. Codified Laws §21-3-11 (2007) limits non-economic damages
in medical malpractice actions to $500,000.
Texas: Tex. Civ. Prac. & Rem. Code Ann. §74.301 (2007) limits non-economic
damages in medical malpractice claims against healthcare providers and institutions to a total of $250,000 per claimant, regardless of the number of
actions asserted or the number of healthcare providers/physicians named.
Tex. Civ. Prac. & Rem. §74.303 (2007) limits both economic and noneconomic damages, including exemplary damages, to a total $500,000,
adjusted for inflation, with the addition of any necessary medical or custodial
care costs in wrongful death actions. Tex. Civ. Prac. & Rem. Code Ann.
§41.008 (2007) limits exemplary damages to greater of: (1) two times the
amount of economic damages plus an amount equal to non-economic damages; or, (2) $200,000.
Utah: Utah Code Ann. §78-14-7.1 (2007) caps non-economic damages in medical
malpractice actions at $250,000.
Virginia: Va. Code Ann. §8.01-581.15 (2008) places a cap on all damages in
medical malpractice cases. For actions accruing before August 1, 1999, the cap is
$1 million; for actions accruing between August 1, 1999, and July 1, 2000, the
cap is $1.5 million; and for actions accruing after that date, the cap is increased
annually every July 1 by $50,000; for 2007, the increase is $75,000; and the final
increase will be $75,000 on July 1, 2008 (bringing the cap to $1.95 million).
West Virginia: W. Va. Code §55-7B-8 (1994) limits non-economic damages to
$1 million in a medical malpractice action brought against a healthcare provider.
Wisconsin: Wis. Stat. Ann. §893.55 (1997) limits non-economic damages in any
medical malpractice case, except wrongful death actions, from all healthcare
providers to $350,000, adjusted annually for inflation. Wis. Stat. Ann. §895.04
(1997) limits non-economic damages in wrongful death actions to $350,000 for
the death of an adult and $500,000 for the death of a minor.
18
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The following states have attempted to limit damages. In each case, the legislation
was struck down when the state supreme court found it to be unconstitutional:
Alabama: Ala. Code §6-5-547 (2007) provides an absolute limit to wrongful death
actions against a healthcare provider to $1 million. In Mutual Assurance, Inc.,
v. Schulte, 970 So.2d 292, 293 (Ala. 2007), however, the Supreme Court of
Alabama held this provision violated the right to a jury trial as provided in the
Alabama Constitution.
Illinois: Although 735 Ill. Comp. St. 5/2-1115.1 (1997) limited non-economic
damages, the Illinois Supreme Court held this provision arbitrary and not
rationally related to the legislative interest in reducing state-wide tort litigation
costs.1 The Court also found the damages limitation violated the separation of
powers doctrine by undercutting the judiciary’s responsibility to reduce excessive
judgments and by unduly expanding the remitter doctrine.2
New Hampshire: N.H. Rev. Stat. Ann. §507-C:7 (2007) placed a limit of $250,000
on non-economic damages; however, the Supreme Court of New Hampshire
held this limitation unconstitutional in Carson v. Maurer, 424 A.2d 825 (N.H.
1980). The court found the limitation violated equal protection guarantees
because it precluded only the most seriously injured victims of medical negligence
from receiving full damages for their injuries.
Oregon: Or. Rev. Stat. §31.710 (2007) was enacted to place a $500,000 monetary cap on non-economic damages recoverable under tort actions; however,
in Lakin v. Senco Products, Inc., 987 P.2d 463 (Or. 1999), the Supreme Court
of Oregon found this cap unconstitutional because it infringed on factual
issues left to the jury and thus violated the right to a trial by jury as guaranteed
by the Oregon Constitution.
Washington: Wash. Rev. Code Ann. §4.56.250 (1988) placed a limitation on noneconomic damages; however, in Sofie v. Fireboard Corp., 771 P.2d 711 (Wa. 1980),
the Supreme Court of Washington held that the statute was an unconstitutional
violation of the right to trial by jury.

The following states have placed no limitations on damages:
Arizona
Connecticut
Delaware
Iowa
Kentucky
Minnesota
Nebraska
New York
Tennessee
Vermont
Wyoming

1

Best v. Taylor Machine Works, 689 N.E.2d 1057 (Ill. 1997).

2

Id. at 1076-80.

Butler Snow summer associate Shannon Hoffert contributed to this piece.
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Transparency
ProPosed LegisLation requiring Physician Payment
discLosure for medicaL device manufacturers.

Y

You’ve just contracted with a prominent surgeon to develop and market a device that
he created to provide better care to his patients. Of course, your agreement provides that
your company will provide compensation to that surgeon for the years of toil he spent
refining his invention, whether through a lump sum payment or continuing royalty
payments. As a result of this transaction, does your company have any requirement to
publicize your arrangement with the surgeon? Not yet, but it may soon.
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Currently, four states and the District of
Columbia have laws requiring the disclosure of pharmaceutical company payments
to physicians.1 An additional seven states
proposed similar disclosure laws in 2007.2
Notably, none of the existing statutes require
medical device manufacturers to report payments to physicians. Although certain public interest groups claim “there is no basis for
this distinction,”3 those responsible for regulating the industry recognize that medical
device manufacturers are unique from pharmaceutical companies, in that they have
greater reliance on physician experience and
feedback to develop better treatments for
patients.4 Moreover, it is essential that physicians receive education and training because the effectiveness of a device often
depends on a physician’s skill in using it.
That is not to say that royalty payments,
consulting arrangements, paid education
and travel, or other gifts to physicians from
medical device manufacturers have gone
unnoticed by the government. The Federal
Government already uses a variety of criminal, civil, and administrative enforcement
mechanisms to discourage financial arrangements that distort physicians’ professional
judgment.
The Senate is currently considering adding another arrow to the government’s quiver. In September 2007, U.S. Senators Chuck
Grassley (R-IA) and Herb Kohl (D-WI) introduced legislation to require manufacturers of pharmaceutical drugs, devices, and
biologics to disclose the amount of money
they give to doctors through payments,
gifts, honoraria, travel, and other means.
On February 27, 2008, the Senate Special
Committee on Aging held a hearing with
the ominous title “Surgeons for Sale: Conflicts and Consultant Payments in the Medical Device Industry.” Representative Peter
DeFazio (D-OR) introduced a companion
bill in the House of Representatives on
March 13, 2008. The Subcommittee hopes
to see the legislation included in a Medicare
bill considered by the Senate this year.
This article briefly discusses the existing
enforcement statutes in this area and the
proposed legislation and industry recom20
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In addition to criminal
fines and possible jail
time, the statute provides
for exclusion for federal
healthcare programs

—

recognized as a “death
penalty” to most medical
device manufacturers.

mendations. As the proposed legislation is
still in its formative stages, both the Senate
and the House continue to encourage industry input.

Existing Statutes Used by the Federal
Government to Penalize Financial
Arrangements between Medical Device Manufacturers and Physicians
		
The Office of Inspector General (OIG)
for the Department of Health and Human
Services (HHS) and the Department of Justice currently allocate substantial resources
to the investigation and prosecution of
medical device companies who engage in
illegal schemes disguised as consulting
arrangements. The False Claims Act (FCA),
the federal anti-kickback statute, and the
Civil Monetary Penalties (CMP) Law are
the primary enforcement mechanisms
through which the government addresses

what it deems to be illegal and unethical
industry-physician financial relationships.
Each has unique benefits to the government.
Under the FCA, the government may
obtain substantial penalties against a person
who knowingly submits or causes the submission of false or fraudulent claims to the
federal government.5 The federal anti-kickback statute makes it a criminal offense to
knowingly and willfully offer or pay remuneration to induce the referral of federal
healthcare program business. The statute
also criminalizes the knowing and willful
solicitation or receipt of remuneration in
exchange for such referrals.6 In addition to
criminal fines and possible jail time, the
statute provides for exclusion from federal
healthcare programs — recognized as a
“death penalty” to most medical device
manufacturers.7
Finally, the OIG may also pursue violations of the anti-kickback statute under a
provision of the CMP Law.8 The civil penalty is treble damages (three times the illegal
remuneration), a $50,000 fine per violation
(offer, payment, solicitation, or receipt of
remuneration), plus possible exclusion from
participation in federal healthcare programs.
Through the CMP, the OIG can pursue
heavy penalties for anti-kickback violations
that it proves with a simple preponderance
of the evidence, a standard much easier to
satisfy than the criminal standard of beyond
a reasonable doubt. Moreover, cases are tried
before an HHS administrative law judge,
and the rules of evidence are relaxed to permit the admission of hearsay.
In recent years, the government has used
each of the statutes listed above to address
alleged illegal remuneration to physicians
from medical device companies. For instance, in September 2007, Zimmer Inc.,
DePuy Orthopaedics Inc., Biomet Inc., and
Smith & Nephew Inc. entered into civil
settlement agreements with the government
collectively totaling $311 million to resolve
allegations that the companies provided illegal inducements to physicians in the form
of sham consulting agreements, lavish trips,
and other perks. To avoid criminal prosecution, the companies each also entered into

an eighteen-month Deferred Prosecution
Agreement (DPA) with the United States
Attorney’s Office.
In July 2006, Medtronic agreed to pay
$40 million to resolve allegations under the
FCA that Medtronic offered kickbacks to
spine surgeons to induce the doctors to
choose devices marketed by a subsidiary.
Medtronic also entered into a five-year Corporate Integrity Agreement (CIA) with the
OIG requiring the company to put into
place compliance systems as well as be subject to monitoring by an independent review organization.
In July 2007, Advance Neuromodulation
Systems Inc. paid $2.95 million in a CMP
settlement and entered into a three year CIA
with the OIG to resolve allegations that it
paid certain physicians $5,000 for every five
new patients tested with an ANS product
where the physicians provided no significant
clinical value to the company.
These recent enforcement actions demonstrate that the government is committed to
ferreting out physician payment schemes
that it thinks improperly influence medical
decision making. However, the OIG acknowledges that “it would be both inappropriate
and impractical to rely solely on government
enforcement to address an issue of this complexity.”9 Not surprisingly, the OIG backs
disclosure legislation as an additional tool to
reduce the risks raised by financial relationships between companies and physicians.

physician financial relationships to reporting
requirements will result in greater transparency and promote integrity. Senator Grassley believes the proposed legislation “fosters
accountability by empowering consumers
and other watchdogs.”

ment (payment or transfer of value includes any compensation, gift, honorarium, speaking fee, consulting fee, travel,
discount, cash rebate, or services); and
• the medical issue or condition that is
the basis for the transfer.

Original Legislation
The proposed legislation, S. 2029, as
originally introduced in September 2007,
requires manufacturers of drugs, devices,
or medical supplies to submit both quarterly electronic reports and an annual

This information would then be available
to the public though a website that is “easily
searchable, downloadable, and understandable.”10 Failure to comply with the statute
could result in civil money penalties ranging
from $10,000 to $100,000 for each act of

In introducing the proposed legislation,
the sponsoring senators recognized that
ethical relationships between surgeons and device
innovators are critical to the collective mission
of improving patient outcomes.

Proposed Physician Payment
Sunshine Act
In introducing the proposed legislation,
the sponsoring senators recognized that
ethical relationships between surgeons and
device innovators are critical to the collective mission of improving patient outcomes;
however, they also decried the sometime
corrosive influence financial incentives can
have on physicians. In the medical device
context, physicians are largely, if not solely,
responsible for selecting the appropriate
medical device — which often costs thousands of dollars — to be used on a patient.
Through the legislation, the Special Committee on Aging hopes that subjecting industry-

summary report to the Secretary of HHS
identifying any payment or transfer of
value over $25 to any physician or physician’s group including:
•
•
•
•

name of physician or entity;
value of payment;
date of payment;
a description of the nature of the pay-

noncompliance. The original bill applied
only to companies with annual gross revenues that exceed $100 million.
During the February hearings, the Special
Committee on Aging heard testimony from
representatives from OIG, The Association
for Ethics in Spine Surgery, Applied Medical
Resource Corporation, Styker Corporation,
Pro Te: Solutio
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Zimmer Holdings Inc., and Advanced
Medical Technology Association (“AdvaMed”). All parties recognized that that there
had been “excesses” in the past and endorsed
some form of disclosure legislation resulting
in greater transparency of physician-industry collaborations. Industry representatives
requested specific changes to help achieve
the appropriate balance between innovation and disclosure. In addition to the testimony at the hearings, many corporations
submitted written remarks and suggestions
for improvements to the proposed legislation. The primary requested revisions are
discussed below.
Expressly Preempt State
Reporting Requirements
Most parties agree that any federal disclosure legislation should expressly preempt
state reporting requirements to avoid multiple inconsistent collection and disclosure
systems. As previously noted, four states and
the District of Columbia already require
some form of disclosure reporting for pharmaceutical manufacturers. Proposed legislation is pending in other jurisdictions that
would require disclosure reporting for
device manufacturers as well. In the absence
of an express preemption provision, medical device manufacturers could be subject
to multiple reporting systems creating heavy
administrative costs. Moreover, multiple data
collections in varying formats could prove
confusing to consumers.
Last fall, Congress included an express
preemption provision in the portion of the
FDA Amendments Act requiring registration of drug and medical device clinical
trials into a central database. Like the clinical trials database, express preemption in
the Physician Payment Sunshine Act would
create a central repository for information
patients can easily access.
Allow Companies to Provide
Context for Payments
As defined in the original proposed legislation, payments to physicians can take
many forms ranging from royalties to paid
travel. If a physician is involved in the development of a product, she may receive large
22
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royalty payments from a medical device
manufacturer for her role in the creation of
the product. Similarly, a physician heavily
involved in a clinical trial may receive substantial compensation even though she is
paid at fair market value. To avoid the implication that any large payment to a physician
is suspect, medical device manufactures
should be afforded the opportunity to provide the proper context for any given payment. To further clarify the purpose of
certain payments, some manufacturers propose clearly separating out payments related
to clinical research.

Through the legislation,
the

Special Committee on

Aging hopes that subjecting
industry-physician financial
relationships to reporting
requirements will result in

Require Compliance by Physician-owned
Manufacturers, Distributors, and Group
Purchasing Organizations
Physician ownership of medical device
manufacturers and related businesses is a
growing trend in the medical device sector.
The OIG has closely scrutinized these relationships under the fraud and abuse laws
because of “the strong potential for improper inducements between and among physician investors, the entities, device vendors,
and device purchasers.”11 In addition to
OIG, AdvaMed also supports the inclusion
of these groups in the legislation, regardless
of whether such a company meets the revenue threshold originally included in the bill:
“Patients should be informed about the
practices of companies in which physicians
have both an equity ownership interest and
who are also major revenue generators for
the company.”12
Protect Proprietary Information through
Delayed Reporting
Consistent with the recently enacted clinical trials database, information about a company’s products under development through
a product development agreement or a clinical trial should be disclosed only after a product is approved or cleared by the FDA or the
clinical trial information is required to be
posted online. This addition would protect
proprietary information from competitors
and help further and reward innovation.
Cap the Amount of Potential Penalties
As AdvaMed points out, under the origi-

greater transparency and
promote integrity.

nal legislation, accounting errors made by a
manufacturer could quickly add up to millions of dollars in fines annually. Rather
than decrease the amount for any single violation, AdvaMed and others in the industry
recommended an annual cap on fines under
the statute.
Threshold for Compliance?
Controversy remains as to whether or not
smaller device manufacturers should be
exempt. The first iteration of the bill required
disclosures only by companies with more
than $100 million dollars in annual revenue.
At hearing, Chad F. Phipps, Senior Vice
President and General Counsel for Zimmer
Holdings Inc. made it clear that the legislation should provide for “transparency across
the board” by applying to all manufacturers

regardless of annual income. Senator Bob
Corker (R-TN) agreed, stating: “Being able
to abuse your way to a certain level and then
have to comply in a different way doesn’t
make a lot of sense.”13
In contrast, AdvaMed voiced the concern that smaller medical device companies
may lack the resources to meet the administrative requirements set forth in the bill.
Rather than the original $100 million dollars in annual revenue threshold, AdvaMed
advocates the exemption of companies that
make payments to physicians of less that
$250,000 annually.
Revised Legislation
All of the revisions noted, with the exception of the threshold for compliance, have
been included in the revised summary of S.
2029. Although the revisions are not included in the version of the bill available on
Thomas.gov, the summary can be viewed as
part of the Special Committee on Aging’s
May 13, 2008, press release.14 According to
the policy advisor with the Special Committee on Aging, although the senators will not
reintroduce the legislation with the revised
provisions, they will push for inclusion of
those revisions as the bill works it way
through the full Senate. In key part, the revised summary provides for:
• Reporting on an annual basis beginning
March 31, 2011;
• Annual caps on monetary penalties for
failure to report;
• Proper context for payments;
• Appeal and correction process;
• Delayed reporting for product development agreements and clinical trials;
• Express preemption of state reporting
requirements;
• Application to all manufacturers
regardless of annual revenue.
The following companies have written
Senator Grassley confirming their support
for the revised legislation and applauding
the increase in transparency: Eli Lilly and
Company; AstraZeneca Pharmaceuticals LP;
and Merck & Co. Inc. In addition, two key
trade organizations, PhRMA and AdvaMed

have endorsed the current version of the
proposed legislation. Eli Lilly and Company
hopes the legislation will be “an important step in building public trust in and
understanding of the relationships between pharmaceutical and device industries
and physicians.”15

New Hampshire, New York, Oregon, and Washington
in 2007. Although some are carried over into the 2008
legislative session for consideration, none have passed
to date. See National Conference on State Legislatures.
“2007 Prescription Drug State Legislation,” February 8,
2008. Available at <http://www.ncsl.org/programs/
health/drugbill07.htm>; National Conference on State
Legislatures. “2008 Prescription Drug State Legislation,”
May 28, 2008. Available at <http://www.ncsl.org/
programs/health/drugbill08.htm>.
3

Peter Lurie, Public Citizen’s Health Research Group, et al.
“Testimony on State Laws Requiring Disclosures of
Pharmaceutical Company Payments to Physicians
(HRG Publication #1817).” June 27, 2007. Available
at <http://www.citizen.org/publications/print_release.
cfm?ID=7531>.

4

For instance, Senator Kohl recognized that the financial
relationships between the medical device industry and
surgeons and physicians “can play an important role in
product innovation.” Opening Statement of Senator
Herb Kohl. Special Committee on Aging Hearing.
“Surgeons for Sale: Conflicts and Consultant Payments
in the Medical Device Industry.” February 27, 2008.

5

See 31 U.S.C. §§3729-3733.

6

See 28 U.S.C. §1320a-7b(b).

7

In his testimony before the Senate subcommittee,
Chad F. Phipps, Senior Counsel and Secretary of
Zimmer Holdings Inc., stated that forced withdrawal
from federal healthcare reimbursement is “in effect a
death penalty for a company such as ours.”

8

See 28 U.S.C. §1320a-7a(a)(7).

9

Written testimony of Gregory E. Demske, Assistant
Inspector General for Legal Affairs, Special Committee
on Aging Hearing. “Surgeons for Sale: Conflicts and
Consultant Payments in the Medical Device Industry.”
February 27, 2008.

Conclusion
To some extent, the transparency sought
by this legislation already exists. With the
OIG actively pursing enforcement actions
against pharmaceutical and medical device
manufacturers involving illegal financial
incentives for physicians, many companies
already voluntarily publish certain financial
gifts. For instance, Eli Lilly and Company
reports all educational grants and charitable
contributions.16 Similarly, AstraZeneca makes
public their medical education grants and
contributions to non-profit organizations.
Other companies, such as Zimmer Holdings
Inc., post the majority of information contemplated by the bill on its website pursuant
to the DPA. Finally, OIG is considering
requiring the disclosure requirements that
are currently part of the DPA to be included
in future CIAs with device and pharmaceutical companies.
Nevertheless, if the proposed bill is enacted
this fall, it will impose an additional administrative burden on the medical device industry. As reflected by the revisions included
in the summary of S. 2029, the Special Committee on Aging has, to date, been responsive to suggested changes from the industry
that minimize the administrative burden
while continuing to achieve the sought after
transparency. When the bill reaches the full
Senate, medical device companies and their
advocates should continue monitoring the
bill’s progress and offer constructive input
when needed to ensure the revisions discussed
in this article are included in the final bill.
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OIG Response to Request for Guidance Regarding
		 Certain Physician Investments in the Medical Device
		 Industry, October 6, 2006. Available at <http://oig.
		 hhs.gov/fraud/docs/alertsandbulletins/guidancemedical
		 device%20(2).pdf>.

12
Attachment to written testimony of Christopher L.
		 White, Executive Vice President, General Counsel
		 and Secretary of AdvaMed, Special Committee on
		 Aging Hearing. “Surgeons for Sale: Conflicts and
		 Consultant Payments in the Medical Device Industry.”
		 February 27, 2008.
13
Oral testimony from Special Committee on Aging
		 Hearing. “Surgeons for Sale: Conflicts and Consultant
		 Payments in the Medical Device Industry.” February
		 27, 2008. Available for download at <http://aging.
		 senate.gov/hearing_detail.cfm?id=293677&>.
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Available at <http://aging.senate.gov/hearing_detail.
		 cfm?id=297721&>.

15
Correspondence from John C. Lechleiter, Ph.D.,
		 President and CEO of Eli Lilly and Company to The
		 Honorable Charles Grassley, May 12, 2008. Available
		 at <http://aging.senate.gov/record.cfm?id=297721>.
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Maine, Minnesota, Vermont, West Virginia, and the
District of Columbia require disclosure of certain
pharmaceutical company payments to physicians. Me.
Rev. Stat. Ann. Tit, 22 §2698-A; Minn. Stat. Ann.
§151.47; Vt. Stat. Ann. Tit. 33 §2005; W. Va. Code.
ann. §5A-3C-13; D.C. Code Ann. §48-833.

2

Some version of disclosure law was proposed by the
legislature in Massachusetts, Mississippi, Nebraska,

S. 2029 §1128G(d)

11

<www.lillygrantoffice.com>.
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