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HDA Approyved Deyices

Dalkon Shield IUD
Artificial Heart Valves
Pacemakers

Pedicle Screws

Silicone Breast Implants

Hip Implants
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Dalkon Shleld IUD and

Two (A.H. Robbins and Dow Corning) of the 6 manufacturers
of FDA approved devices went bankrupt because of mass
tort liability.
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Artificial Heart Valves, Pacemakers,
- Pedicle owsSyand =i Implan

Four of the 6 manufacturers of approved devices incurred
$$$3$$ liabilities.
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The FDA 1s Your Best Friend

The Courtroom 1s Your Worst Nightmare
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Welcome 1o My World

Injured Plaintiffs
Judges
Juries

Evidence

Standard of Proof
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FDA

State Courts

Federal

Advisory Committees
and FDA Staff

Elected Appointed

(partisan or
non-
partisan)

Appointed for Life
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Judicial Selection in the States
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bias against cut-of-state residents

Despite the name. Texaco |s a New
York City corporation whereas
Pennzodl is based in Heuston where
the trial was held. The $11 billion
award in favor of Pennzoil immedi-
ately bankrupted Texaco, It seems
uniikely that a Heaston judge and jury
would have acted similarly had New
York-based Texaco sued Pennaoil for

Judges have significant control over trials even with-
out using their highest power. Judges interpret the
law, instruct juries, rule on objections and mations,

and limit lawyers to certain theories,

asimilartort. In fact at trial, Penevenil’s

lawyers made New York vs. Texas

maeres & key issue, repeatedly arguing that whatever the case
I New York, in Texas a handshak d ip

sealed contract. Texaco repeatedly tried to move the trial 1o
New York, and whenever they were abile to do so (usually for
short periods of time) they received rulings in their favor,
The Pennzoll case is outstanding because of the size of the
award but in other respects it Is characteristic. (On the Penrzoil
¥ Tixaco trial, see O and Honor by T. . Petzinger)

What about Juries? The theary articulated above focuses on
Judicial incentives or characteristics. Judges decide only a
minority of tort cases direcily (Le.. in ponjury trials) and
oocasionally decide cases by ove: g juries. In the
Fenrzoil v. Texaco case, many people thought the judge
would overrule the jury’s outrageous verdict and were
shocked when he let the ruling. and the transfer of
resources from the out-of-state defendant to the in-state
plaintiff. stand. OQur thesis does not requise, however, that
elected judges make blatantly biased rulings or that they
aften interfere in jury decisions. Judges have significant
control aver the trial outcorne even without making use of
their highest powers, Judges must interpret the law for
Juries, instruct the jurles, allow or disallow objections, rule
on motions and countermaotions, lmit or ot limit the
lawyers to certain theories of liability and damages, and so
forth. Our thesis requires only that, compared with cther
Judges, judges elected in a partisan electoral systemn make
marginal changes in rulings that tend In the direction of
supporting larger awards.

EVIDENCE

THE ELECTORAL HYPOTHESIS 1S INTRIGUING, AND RICHARD
Neely's statement provides some support for the hypoth-
esis, but perhaps Neely's actions while on the bench were

Judges in nonpartisan elections and in states that elect
their judges in partisan elections. (In 2 nonpartisan elec-
toral systemn judges are not allowed to run under the affil-
iation of any political party. In a partisan electoral system
Judges are identified by political party) Table | summarizes
the different types of judicial selection mechanisms for
state courts

Pantisan Elections the Key We found few differences between
awards in states that appoint their judges and awards in
states that eect their judges on nonpartisan ballots. The dif-
ferences between these states and those that use partisan
elections, however, were shocking, Table 2 compares awards

Table 1

Judicial Selection in the United States

Recuiarion [ vowme 2. no.2

Alabama, Arkansas, lllinois, Mississippi New York, North
= Carolina, Pennsylvania, Tennessee, Texas, West Virginia

Table 1
Judicial Selection in the United States

Partisan Elections
Alabama, Arkansas, lllinois, Mississippi, New York, Morth
Carolina, Pennsylvania, Tennessee, Texas, West Virginia

Elected on Nonpartisan Ballot

Georgia, ldaho, Kentucky, Louisiana, Michigan, Minnesota,
Montana, Nevada, North Dakota, Ohio, Oregon,
Washington, Wisconsin

Appointed

Alaska, Arizona, California, Colorado, Connecticut,
Delaware, Florida, Hawaii, Indiana, lowa, Kansas, Maine,
Maryland, Massachusetts, Missouri, Nebraska,

New Hampshire, New Jersey, New Mexico, Oklahoma,
Rhode Island, South Carolina, South Dakota, Utah,
Vermont, Virginia, Wyoming

Source: A. Taharrek and E, Melland, "Court Politics: The Polltical Econorny of Tert Awards, "
Joumnal of Law and Eeonomics XLIL {1999): 157,

The Pharma, Biotech and Device Colloquium June 2005

—a

Lave Scholer



Judge Richard Neely

Froem the Judge's Mouth Elected judges, just like ather politi-
cians, have an incentive to shift costs from in- state to cut-
of-state residents {l.e.. from in-state plaintiffs to out-of-staze
defendams) because only in-state residents are potential
woters. Some evidence that judges might act that way Is pro-
vided by Richard Neely, a retired West Virginia Supreme
Court judge. who in his book The Product Liability Mess was
unusually frank about his judicial incentives and actions:

As long as | am allowed 10 redistribute wealth from out-
of-state companies to injured In-state plaintiffs, |
shall continue to do sa. Nat only is my sleep enhanced
when | give someone’s else money away, but o is my
ol security, because the in-siate paintiffs, their fam-
ilies, and their friends will reelect me. (p. 4)

And, Neely continues, "it should be obvious that the in-
state local plaintidl, his witnesses, and his friends. can all vote
fior the judge, while the out-of-state defendant can't even be
relied upon Lo send a campaign donation” (p. 62)

Neely's second quote provides another reason o expect

"Not only is my sleep enhanced when | give someone
else’s money away, but so is my job security, because
the in-state plaintiffs, their families, and their

friends will reelect me.” —Judge Richard Neely

that tort awards will be exported in states that elect their
Judges, Elected judges, again just like cther politicians. must
raise significant amounts of campalgn funds. Importantly,
the random assignment of judges to cases means that the
myost consistent contributors 1o judicial campaigns are trial
lawyers. At any glven moment some trial lawyers are work.
ing for the plainti the defense. In general, how-
ever, all trial lawyers are interested in larger awards: larger
awards mean Jarger fees, whether one works for the plain-
tiff or the defense. Consider two judges, bath of whom rule
in the plaintifl’s favor equally often but one of whom tends

tions. Although business organizations, as the
‘Chamber of Commerce, can lobby an behalf of large cor-
porations in an effort 1 elect more restrained judges. their
efforts suffer from 2 free-rider problem. No corporate
plaintiff knows for certain where or when he will be sued,
& which judge will preside over the relevant case,
ugh contributing to all elections might on aver-
age produce more ined judges, indivi fi
have little incentive 1o contribute and instead [ree ride
the contributions of cthers. (Contributions w a judge
reelection chest. which occur after a trial has begun, are
heavily manitored and are unlikely to be anywhere near as
effective as contributions made much earlier in the
precess.) Trial lawyers by contrast know that they will
have repeated dealings with most judges on the bench. In
short, the marginal benefit of a contribution is much high-
er for 2 trial lawyer than for an out-of-state corporation,
The evidence on contributions ks consistent with the the-
ory that trial lawyers are an elected judge’s primary contrib-
utors. Trial lawyers are by far the maost impaortant contribu-

by the Florida Bar Association, for
exammiphe, estimated that at least 80
percent of all campalgn conributions
to Florida judges are made by lawyers.

The campaign contribution the-
ory implies that awards should be
higher in states that have a partisan
Judicial election system. To reach the
conclision that awards against aut-
of-state defendants will be especial-
Ly high we need the supplementary
hypaothesis that local defendants
[voters) will discipline judges who raise in-state awards.
In-state dants may be able ter the campaigs
contributions of trial lawyers threugh their votes, but no.
such counter is available to out-of-state defendants.

An Example: Pennzoil v. Texaco [n December 1985 a Texas
jury awarded the Pennzoil Corparation maore than $10 bil
lion dallars in damages ($7.53 billion In compensatory
damages and §3 billion in punitive damages}—at the time
the largest jury award in history. The Pennzoil case pro-
vides an extreme example of the combéned effects of cam-

to be Inth g of awards, Ded
plaintill"s lawyers will both prefer that the more generous
Jjudge be elected because generous judges increase the
demand for both plaintiff and defense lawy s who
grant large awards will find fund-raising ea n their
mare "stingy” colleagues will. Thus, even If every judge
appliesth ideration wi for polit-
cal [actors, we can expect that over time generous judges will
be selected for in states with an dected judiciary.

The Money Tesil Unlike other participants, trial lawyers
engage in repeated interactions with the same judges and
50 have the most incentive to make campaign contriby

RBrouLaTion

paign o . tax exporting. and judicial elections.
Far example, when Texaco lawyers complained about
Large c: i Pennzoil nEys o
Judges ruling in their case, the lead Pennzoil attcrney
replied that no impropriety was invelved because he had
[ buted money to almoast every judge. The Texas court
of appeals agreed with the reasoning of Pennzoil's attor-
ney, noting: "[Lis not surprising that attorneys are the prin-
cipal source of contributions in a judicial election.... A
candidate for the bench who relles solely on contributions
from nonlawyers must reconcile himself to staging a cam-
paign on something less than a shoestring, If a judge can-
netsit on a case in which a contributing lawyer Is involved

BB vossrsno 2

"Not only is my sleep enhanced when | give someone
else’s money away, but so is my job security, because
the in-state plaintiffs, their families, and their

friends will reelect me.” —Judge Richard Neely
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A Jury ofi Your: Peexs

FDA
Scientifically educated
Chosen by merit

Make decisions based upon known
data and reasonable forecast

Your colleagues

Courtroom

Scientifically ignorant
Chosen by lot

Decisions infected with
retrospective bias

Injured plaintiff “colleagues”
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J uries Do Not Understand

Association 1s not cause.

The plural of anecdote 1s not data.

=
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“In a world of cause and effect,
3 3 1¢ alwe . 2

Dr. Marcia Angell, former Editor In Chief of
the New England Journal of Medicine

Juries will not accept chance.

Human nature wants to find a cause.
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Evidence available to Plaintiffs:

Adverse Event Reports
Labeling
Advertising

Marketing
Sales and Profits

Email
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The Pirate and the Hook

Hammers, Ladders, the Garden of Eden
and

Black Box Warnings

nolerms, B
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A society obsessed with avoidance of risk
embraces the fiction that risk and uncertainty can

be controlled by WARNINGS.

: |

It should have been 1in a Black Box.
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Jury Charge re FDA

SPECIAL INSTRUCTION NO. 1

COMPLIANCE WITH GOVERNMENT RULES AND REGULATIONS

[ Request by Flainiil T T Request by Defendant T [ Request by

COMPLIANCE WITH GOVERNMENT RULES AND REGULATIONS

COMPLIANCE WITH GOVERNMENT RULES AND REGUI

Compliance with rules, regulations, or directives as to warnings, such as those issued by the

Compli with rules, lations, or directives as to warnings, such ag
FDA, is not sufficient to i ize a fi or supplier of a drug from lj i B ach . i f T
manufactuer o suple knows o, o s resson o know of sreterangersnl— F DA, 18 110t sufficient to immunize a manufacturer or supplier of a drug from liability. When the

warning, its duty to wam may not be fulfilled.

However, evidence that a if

e et manufacturer or supplier knows of, or has reason to know of, greater dangers not included in the

regulations or directives with respect 1o its products may be considered in deter)

facturer acted bly and with due care.

warning, its duty to wam may not be fulfilled,

-
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Take home message:

e Compliance with law 1s minimum standard.

» Juries may overrule FDA and hold you to a higher standard.
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Get the picture?

The Courtroom 1s not friendly.
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108 LEGAL ASPECTS OF MOMATERIALS
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CONCLUSION

We have intros
lates b

uced a few basic isues an the subject of
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Prophylaxis

* Do not resist strong warnings suggested by FDA. Strong
warnings are your best friend.

* Do not write e-mails you wouldn’t want to see on the front page
of the New York Times.

* Prominently include in all DTC advertising the message that all
drugs and devices have risks as well as benefits.
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