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D MEDICAL DEVICE

Protections for
Manufacturers
and Sellers

The intent of this article is to note recent reform pro-

posals at the federal level. It will then examine some

existing statutes at the state level. Derivative from the

specific state statutes, the article then examines consti-

tutional challenges to such reforms. Finally,
there will be a brief discussion on practical
implications for manufacturers and sellers
of drugs and medical devices of tort reform
and efforts to defeat such reforms.

Recent Federal Tort Reform Proposals
The Help Efficient, Accessible, Low-Cost,
Timely Health Care (HEALTH) Act of 2005,
HRS5, was introduced into the House of
Representatives on July 21, 2005. The bill,
which passed the House on July 28, 2005,
was described as “a bill to improve patient
access to health care services and provide
improved medical care by reducing the
excessive burden the liability system places
on the healthcare delivery system.”
Although sounding like a measure
addressing medical malpractice claims,
Section 7 of the proposed bill prohibits a
punitive damage award in a product lia-
bility suit against a manufacturer, distrib-
utor, or supplier of a medical product that
has been approved by the Food and Drug

Administration (FDA) or that is gener-
ally recognized among qualified experts
as safe and effective pursuant to the condi-
tions established by the FDA. As an excep-
tion to this prohibition, punitive damages
would still be available if the finder of fact
determines by clear and convincing evi-
dence that: 1) the product is “substan-
tially out of compliance with applicable
labeling or packaging regulations”; 2) the
product is one where there has knowingly
been “misrepresented or withheld from the
FDA required information that is material
and causally related to the harm suffered
by the claimant”; or 3) “an illegal pay-
ment is made to an FDA official to secure
approval.” The bill also prohibits product
liability suits against a medical care pro-
vider who prescribes or dispenses such a
medical product approved by the FDA.
The scope of the prohibition of punitive
damages is as against “a manufacturer, dis-
tributor or supplier of a medical product.”
The proposed provision reads as follows:
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(c) No Punitive Damages for Products

That Comply With FDA Standards.

(1) In General—

(A) Nopunitive damages may be awarded
against the manufacturer or distribu-
tor of a medical product, or a supplier
of any component or raw material
of such medical product, based on a
claim that such product caused the
claimant’s harm where—

(i) (I) such medical product
was subject to premar-
ket approval, clearance,
or licensure by the Food
and Drug Administration
with respect to the safety
of the formulation or per-
formance of the aspect
of such medical product
which caused the claim-
ant’sharm or the adequacy
of the packaging or label-
ing of such medical prod-
uct; and
such medical product was
so approved, cleared, or
licensed; or
such medical product is gener-
ally recognized among quali-
fied experts as safe and effective
pursuant to conditions estab-
lished by the Food and Drug
Administration and applicable
Food and Drug Administration
regulations, including with-
out limitation those related to
packaging and labeling, unless
the Food and Drug Adminis-
tration has determined that
such medical product was
not manufactured or distrib-
uted in substantial compliance
with applicable Food and Drug
Administration statutes and
regulations.

The bill has been referred to the Senate

Committee on the Judiciary, as of July 29,

2005. No action has yet been taken.

This follows the February 10, 2005, intro-
duction of the Senate version of the HEALTH
Act 0f2005. Although defining its purpose,
inlanguage similar to that of the House ver-
sion, as being “to improve patient access to
health care services and provide improved
medical care by reducing the excessive bur-
den the liability system places on the health

(I1)

(ii)

care delivery system,” the Senate version
of the bill does not provide for protection
against punitive damages for “the manu-
facturer or distributor of a medical prod-
uct.” The protection from punitive damage
awards only pertains to “a health care pro-
vider” who prescribes or dispenses a drug
or device approved by the FDA. This bill
provides further protections to health care
providers by noting that they “shall not be
named as a party to product liability lawsuit
invoking such drug or device,” and “shall
not be liable to a claimant in a class action
lawsuit against the manufacturer, distrib-
utor, or product seller of such drug and
device.” This bill uses the terms “drug” and
“device” as having the meanings given such
terms in Sections 201(g)(1) and 201(h) of
the Federal Food Drugand Cosmetic Act (21
U.S.C. 321). However, the Senate version of
the bill, currently in the Judiciary Commit-
tee, does not extend the protection against
punitive damages to the manufacturers and
distributors of such products.

From a completely different perspective
is a Bill, HR3970, which was introduced in
the House on October 6, 2005, to provide
liability protections for certain pandem-
ics and countermeasures. The Bioterror
and Pandemic Preparedness Protection
Act was introduced “to amend the federal
judicial code to establish an exclusive fed-
eral cause of action for all claims related to
a qualified pandemic or epidemic product
or a security countermeasure.” The bill
would restrict all causes of action for such
claims against a manufacturer, distribu-
tor, or health care provider, limiting the
sole and exclusive action as one against
the United States. Section 4101 of Chap-
ter 181 creates an “exclusive federal cause
of action for all claims for lost property,
personal injury, bodily injury, including
mental anguish, or death arising out of,
or related to, or resulting from the design,
development, clinical testing and investi-
gation, manufacture, labeling, distribu-
tion, sale, purchase, donation, dispensing,
administration, or use of a qualified pan-
demic or epidemic product...” The excep-
tion to this immunity would be if, as to a
manufacturer, distributor, administrator,
or health care provider, the Attorney Gen-
eral makes a determination, and finds by
clear and convincing evidence, that such
intended party “intentionally or with will-

ful disregard” violated a provision of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.) or the Public Health Ser-
vice Act. The party wishing to prosecute
such an action may petition the Attorney
General for such an investigation, but the
decision to investigate is within the exclu-
sive discretion of the Attorney General
and shall not be subject to judicial review.

The statutory scheme

is designed to encourage
the resolution of claims.

HR 3970 has been referred to the House
Committees on the Judiciary and Energy
and Commerce.

Similar to the HEALTH Act 2005, the
Patients First Act of 2005 was introduced in
the Senate on July 27, 2005. This bill is pred-
icated upon Congress’ finding that “our
current civil justice system is adversely
affecting patient access to health care
sources, better patient care, and cost-effi-
cient health care, in that the current health
care liability system is a costly and inef-
fective mechanism for resolving claims
of health care liability and compensat-
ing injured patients, and is a deterrent to
the sharing of information among health
care professionals which impedes efforts
to improve patient safety and quality of
care.” The statutory scheme is designed to
encourage the resolution of claims. It also
provides in any health care lawsuit the
“amount of noneconomic damages recov-
ered may be as much as $250,000, regard-
less of the number of parties against whom
the action is brought or the number of sepa-
rate claims or actions brought with respect
to the same occurrence.”

While the language of the proposed stat-
ute would suggest that it is only designed
to address medical malpractice claims,
pursuant to Section 109 (D)(7), the term
“health care lawsuit” means “any health
care liability claim concerning the provi-
sion of health care goods or services affect-
ing interstate commerce, or any health care
liability action concerning the provision
of health care goods or services affecting
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interstate commerce, brought in a State or
Federal court or pursuant to an alternative
dispute resolution system, against a health
care provider, a health care organization,
or the manufacturer, distributor, supplier,
marketer, promoter, or seller of a medical
product, regardless of the theory of liability

on which the claim is based...” (Empha-
sis added.) For the purposes of this stat-

Thére ére laws that
provide benefit, but

not absolute immunity,
for compliance with
FDA regulations.

ute, a “medical product” means a drug or
device intended for humans, and the terms
“drug” and “device” have the “meanings
given such terms in sections 201(g)(1) and
201(h) of the Federal Food, Drug and Cos-
metic Act (21 U.S.C. 321), respectively,
including any component or raw material
used therein....”

For the purposes of this proposed stat-
ute, which has been referred to the Com-
mitte on Finance, the terms “health care
lawsuit,” “health care liability action,” and
“health care liability claim” are all treated
the same, and include claims, civil actions,
or demands brought against “the manufac-
turer, distributor, supplier, marketer, pro-
moter or seller of a medical product.”

A similar, but narrower, bill, Healthy
Mothers and Healthy Babies Access to Care
Act 0of 2005, was introduced into the Senate
on February 10, 2005. This bill was intended
“to improve women’s access to health care
services and provide improved medical care
by reducing the excessive burden the liabil-
ity system places on the delivery of obstet-
rical and gynecological services.” Using
definitions that are the same, and in fact
employ the same sections, as those from
the Patients First Act of 2005, section 6 of
this bill provides that punitive damages are
only available in a “health care lawsuit” if
“it is proven by clear and convincing evi-
dence that a person acted with malicious

46 = For The Defense = April 2006

intent to injure the claimant or that such
person deliberately failed to avoid unneces-
sary injury as such person knew the claim-
ant was substantially certain to suffer.”
In attempting to seek punitive damages,
“no demand for punitive damages shall be
included in a health care lawsuit as initially
filed.” A pleading, by way of an amended
pleading, may seek punitive damages “only
upon a motion by the claimant and after a
finding by the court, upon review of sup-
porting and opposing affidavits or after a
hearing, after weighing the evidence, that
the claimant has established by a substan-
tial probability that the claimant will prevail
on the claim for punitive damages.” Section
6, subsection (1) and (2).

This bill also provides that a health care
provider who prescribes or dispenses, pur-
suant to a prescription, a drug or device
approved by the FDA shall not be named
as a party to a product liability lawsuit
invoking such drug or device and shall not
be liable to a claim in a class action law-
suit against a manufacturer, distributor, or
product seller of such drug or device. The
bill has been referred to the Senate Judi-
ciary Committee.

Similarly, the Pregnancy and Trauma
Care Access Protection Act of 2005, intro-
duced in the Senate on February 10, 2005,
and currently in the Judiciary Committee,
caps non-economic damages, eliminates
joint and several liability, and restricts
punitive damages in claims involving preg-
nancy and trauma care. Its purpose is “to
improve access to health care services, and
the access of all individuals to emergency
and trauma care services, by reducing the
excessive burden the liability system places
on the delivery of such services.” The pro-
posed statute uses the same definitions as
previously discussed and precludes a health
care provider from being part of a product
liability action, a class action, or similar
proceedings. Further, this statute consid-
ers a “health care lawsuit,” a “health care
liability action,” and a “health careliability
claim” to include claims against manufac-
turers, distributors, suppliers, marketers,
promoters, or sellers of medical products
(which, again, by definition are drugs and
devices as defined by the FDA).

State Statutory Action
State legislation, specifically applicable to

drug and device litigation, can be catego-
rized in three ways. First, there is the statute
that, for all practical purposes, creates abso-
lute immunity for manufacturers’ and sell-
ers’ prescription medications, which is seen
in Michigan. Second, there are laws that
provide benefit, but not absolute immunity,
for compliance with FDA regulations. Fi-
nally, there are statutes that present a bene-
fitif there is compliance with state or federal
regulations, in general, but not specifically
referencing the Food, Drug and Cosmetic
Act (FDCA) or action by the FDA.

The most clearly defined tort reform
provision affording functional immunity
to the manufacturers and sellers of drugs,
but not medical devices, is that established
by Michigan in MCL §600.2946(5). This
provision provides:

(5) Tn a product liability action against

a manufacturer or seller, a prod-

uct that is a drug is not defective or
unreasonably dangerous, and the
manufacturer or seller is not liable,
if the drug was approved for safety
and efficacy by the United States food
and drug administration, and the
drugand its labeling were in compli-
ance with the United States food and
drugadministration’s approval at the
time the drug left the control of the
manufacturer or seller. However, this
subsection does not apply to a drug
that is sold in the United States after
the effective date of an order of the

United States food and drug admin-

istration to remove the drug from the
market or to withdraw its approval.

This subsection does not apply if

the defendant at any time before the
event that allegedly caused the injury
does any of the following:

(a) Intentionally withholds from
or misrepresents to the United
States food and drug adminis-
tration information concern-
ing the drug that is required to
be submitted under the federal
food, drug, and cosmetic act
and the drug would not have
been approved, or the United
States food and drug adminis-
tration would have withdrawn
approval for the drug if the
information were accurately
submitted.



(b) Makes an illegal payment to
an official or employee of the
United States food and drug
administration for the pur-
pose of securing or maintain-
ing approval of the drug.

Although Section 2946(5) does not per-
tain to medical devices, MCL 600.2946(1)
and (4) provide protection, although not
as clearly drawn. The statutory scheme, as
is the case with statutory schemes in some
other jurisdictions, affords presumptive
protection, but not immunity, when prod-
ucts, which by extension should include
medical devices, are in compliance within
existing governmental regulations and/or
then existing industry standards.

After Michigan’s statute, New Jersey’s
statute may be considered the strictest with
regard to drug and device product liability.
It creates a rebuttable presumption of non-
negligence for pharmaceutical companies
when they comply with FDA standards.
N.J. Stat. Ann §2a:58C-4 (1987), states in
pertinent part:

In any product liability action the man-

ufacturer or seller shall not be liable for

harm caused by a failure to warn if the
product contains an adequate warn-
ing or instruction or, in the case of dan-
gers a manufacturer or seller discovers
or reasonably should discover after the
product leaves its control, if the manu-
facturer or seller provides an adequate
warning or instruction. ... If the warning
or instruction given in connection with

a drug or device or food or food addi-

tive has been approved or prescribed by

the federal Food and Drug Administra-
tion under the “Federal Food, Drug, and

Cosmetic Act,” 52 Stat. 1040, 21 U.S.C.

§301 et seq., or the “Public Health Ser-

vice Act,” 58 Stat. 682, 42 U.S.C. §201

et seq., a rebuttable presumption shall

arise that the warning or instruction
is adequate. For purposes of this sec-
tion, the terms “drug,” “device,” “food,”
and “food additive” have the meanings
defined in the “Federal Food, Drug, and

Cosmetic Act.” (Emphasis added.)

While New Jersey’s statute gives drug
and device manufacturers and sellers a
fair amount of protection from liability as
long as the FDA approved the warning or
instruction on the drug, it stops short of
the protection that the Michigan law grants

drug and device products for governmen-
tal compliance. New Jersey still allows par-
ties injured by a drug or device to bring suit
against the manufacturer or seller for fail-
ure to warn even though the warning or
instruction was approved by the FDA. How-
ever, compliance with governmental stan-
dards creates a rebuttable presumption that
the drug or device company is not liable for
the harm caused by the drug or device.

New Jersey’s statute is similar to the
Michigan statute. The New Jersey Supreme
Court held that the rebuttable presump-
tion of non-negligence standard required
intentional action on the part of the drug
or device manufacturer or seller. Perez v.
Wyeth Labs, Inc., 161 N.J. 1, 734 A.2d 1245
(N.J. 1999). The court held that “absent
deliberate concealment or nondisclosure
of after-acquired knowledge of harmful
effects, compliance with FDA standards
should be virtually dispositive of such
claims.” Id. at 1259.

Ohio’s statute, as it applies to drug and
device cases, bars punitive damages against
a manufacturer of a drug or device and
labeled in compliance with FDA require-
ments. O.R.C. Ann. §2307.80(C), as effec-
tive April 7, 2005. The statute states in per-
tinent part:

(1) [I]f a claimant alleges in a product
liability claim that a drug or device
caused harm to the claimant, the
manufacturer of the drug or device
shall not be liable for punitive or
exemplary damages in connection
with that product liability claim if
the drug or device that allegedly
caused the harm satisfies either of
the following:

(a) Itwasmanufacturedandlabeled
inrelevant and material aspects
in accordance with the terms
of an approval or license issued
by the federal food and drug
administration under the “Fed-
eral Food, Drug, and Cosmetic
Act,” 52 Stat. 1040 (1938), 21
U.S.C. 301-392, as amended or
the “Public Health Service Act,”
58 Stat. 682 (1944), 42 U.S.C.
201-300cc-15, as amended. ..

(2) Division (C)(1) of this section does
not apply if the claimant establishes,
by a preponderance of the evidence,
that the manufacturer fraudulently

and in violation of applicable regu-
lations of the food and drug admin-
istration withheld from the food and
drug administration information
known to be material and relevant
to the harm that the claimant alleg-
edly suffered or misrepresented to
the food and drug administration
information of that type.

(3) For purposes of divisions (c) and (d)
of this section,

(a) “Drug” has the meaning given
to that term in the “Federal
Food, Drug, and Cosmetic Act,”
52 Stat. 1040, 1041 (1938), 21
U.S.C. 321(g)(1), as amended.

(b) “Device” has the meaning given
to that term in the “Federal
Food, Drug, and Cosmetic Act,”
52 Stat. 1040, 1041 (1938), 21
U.S.C. 321(h), as amended.

Rather than completely shielding drug
and device companies from liability as does
the Michigan law, the Ohio statute provides
assistance to the drug and device manufac-
turers and sellers by limiting the amount of
recoverable damages. As long as the drug
or device has been approved by the FDA,
an injured party cannot recover punitive
or exemplary damages from the manufac-
turer or seller.

Oregon’s product liability statute also
bars punitive damages in a case in which
a drug, but not a device, has labeling as
approved by the FDA, provided that mate-
rial information was not withheld or mis-
represented. O.R.S. §30.927 (1987). The
statute states:

(1) Where a drug allegedly caused the
plaintiff harm, the manufacturer of
the drug shall not be liable for puni-
tive damages if the drug product
alleged to have caused the harm:

(a) Was manufactured and labeled
inrelevantand material respects
in accordance with the terms of
an approval or license issued
by the federal Food and Drug
Administration under the Fed-
eral Food, Drug and Cosmetic
Actor the Public Health Service
Act; or

(b) Is generally recognized as safe
and effective pursuant to condi-
tions established by the federal
Food and Drug Administra-
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tion and applicable regulations,
including packaging and label-
ing regulations.

(2) Subsection (1) of this section does
not apply if the plaintiff proves, in
accordance with the standard of
proofset forth in ORS 30.925(1), that
the defendant, either before or after
making the drug available for public
use, knowing in violation of applica-
ble federal Food and Drug Admin-
istration regulations withheld from
or misrepresented to the agency or
prescribing physician information
known to be material and relevant
to the harm which the plaintiff alleg-
edly suffered.

(3) Nothing contained in this section
bars an award of punitive damages
where a manufacturer of a drug
intentionally fails to conduct a recall
required by a valid order of a federal
or state agency authorized by statute
to require such a recall.

(4) For the purposes of this section, the
term “drug” has the meaning given
to the term in section 1201(g)(1) of
the Federal Food, Drug and Cos-
metic Act, 21 U.S.C. 321(g)(1).

Asin Ohio, Oregon’s legislature squarely
addressed the issue of numerous and overly
excessive damage awards in favor of injured
parties and against drug manufacturers
and sellers. Rather than creating a law that
completely barred plaintiffs from all types
of recovery against drug companies, the
Oregon legislators limited the type of dam-
ages the plaintiffs could recover, exclud-
ing punitive damages if the drug had been

approved by the FDA. An important fea-
ture of this statute is an exception where
information is withheld that is material to
the harm allegedly caused. Oregon’s stat-
ute lays out the exception, explicitly includ-
ing fraud before and after FDA approval, as
grounds for being excluded from the ban
on punitive damages. This statute allows
consumers to bring suit against a drug
manufacturer or seller for harm caused by
adrug even though the drug was approved
by the FDA.

Utah’s pharmaceutical product liability
statute is similar to Ohio’s and Oregon’s in
that it prohibits the award of punitive dam-
ages if a drug, but not a device, causing
harm was premarket-approved by the FDA
or otherwise approved by the FDA. Utah
Code Ann. §78-18-2 (1989) reads:

(1) Punitive damages may not be
awarded if a drug causing the claim-
ant’s harm:

(a) received premarket approval or
licensure by the Federal Food
and Drug Administration un-
der the Federal Food, Drug and
Cosmetic Act, 21 U.S.C. Section
301 et seq. or the Public Health
Act, 42 U.S.C. Section 201 et
seq.;
is generally recognized as safe
and effective under conditions
established by the Federal Food
and Drug Administration and
applicable regulations, includ-
ing packaging and labeling
regulations.

(2) This limitation on liability for puni-
tive damages does not apply if it

(b)

Table I: Compliance with Federal or State Regulations

Statute

Effect

Ark. Code Ann. §16-116-105(a) |

Ga. Code Ann. §51-1-11(b)

* Mich. Comp. Laws Ann. §600.2946(4)  Admissi

Tenn. Code An. §29-28-104
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is shown by clear and convincing
evidence that the drug manufac-
turer knowingly withheld or mis-
represented information required
to be submitted to the Federal Food
and Drug Administration under its
regulations, which information was
material and relevant to the claim-
ant’s harm.

Utah’s legislature, like Ohio’s and Ore-
gon’s, did not extend the protection it
provides drug manufacturers and sellers
beyond eliminating punitive damages. By
limiting a plaintiff’s ability to recover huge
settlements from drug companies, the leg-
islature was assisting in the stabilization
of corporate liability and helping busi-
nesses in Utah avoid economic harm as a
result of runaway jury verdicts and frivo-
lous lawsuits.

Finally, there are a number of statutes
that provide beneficial presumptions when
a product is subject to regulatory compli-
ance, without specific reference to the FDA
or the FDCA. See Table I.

Constitutional Challenges

The constitutionality of Michigan’s immu-
nity statute has been established. Origi-
nally, MCL 600.2946(5) was challenged at
the trial court level as violating the Michi-
gan Constitution by improperly delegating
legislative and/or judicial powers, violat-
ing due process, violating equal protection,
and denying access to the courts. Eventu-
ally, the appellate focus was narrowed to
the single issue of delegation of powers. The
Michigan Supreme Court has affirmed that
there is no improper delegation, and that

fuct is not in an unreasonably
d by these standards

factor fo th jury to consder

or unreasonably dangerous



Section 600.2946(5) is constitutional. Tay-
lor v. Smith Kline Beecham, 468 Mich. 1, 658
N.W.2d 127 (Mich. 2003).

A second challenge to MCL 2946(5)
claimed violation of the United States Con-
stitution, under Article VI, the Suprem-
acy Clause, access to courts, the Seventh
Amendment, and due process. As to
each challenge, the Sixth Circuit Court of
Appeals has held that there is no violation
of the U.S. Constitution and that Section
600.2946(5) is a constitutional exercise of
legislative authority. Garcia v Wyeth Ayerst
Laboratories, 385 F.3d 961 (6th Cir. 2004).

Generally, the challenges to MCL
600.2946(5) constitute traditional mech-
anisms by which constitutional challenges
are presented. The nature and scope of all
challenges is more extensive than is per-
mitted in this particular discussion. For
reference, and as applies to exemplar stat-

utes of potential significance to drug and
device manufacturers and sellers, Table II
presents an analysis of statutory schemes,
cases, constitutional challenges, and the
results of such challenges to various tort
reform provisions. The statutory schemes
set forth herein are not necessarily specific
to drugs and medical devices, nor product
liability. Instead, what is presented is a sur-
vey of some of the challenges and the results
of such challenges, to reforms, generally.

Throughout 2005, there were and con-
tinue to be constitutional challenges pre-
sented. These challenges have resulted in
determinations that statutes, not surpris-
ingly, both have and have not violated con-
stitutional protections.

For example, Reust v. Alaska Petroleum
Contrs., Inc., 127 P.3d 807 (Alaska 2005),
involved a constitutional challenge to Alas-
ka’s restriction on punitive damages. The

Table li: Constitutional Challenges to Select Tort Reform Statutes

Statute

Alabama
of proof is substantial evidence
in medical liability action)

Public At 897 onomic
damage caps, abolishment of
joint and several liability )

MCL §600.2946(4) (rebuttable
presumption of no liability
when comply with Fed or
state safety standards)

(inherentl

Ala. Code 1975 §6-5-549 (standard

Tex. Civ. Prac. & Rem. Code §82.004
fe product defense)

Tex. Civ. Prac. & Rem. Code §82.004
(inherently unsafe product defense)

Cackowski v. Wal-Ma
~ Inc., 767 So.2d 319 (s

Best v. Taylor Mach. Works,
179 11.2d 367, 228 IIl.
De. 636 (lll. 1997)

Mutual Ins. Co. of Americav. |
Royal Appliance Mfg. Co., 112
Fed. Appx. 386 (6th Cir. 2004

Burleson v. Liggett Group, Inc., 111
F. Supp. 2d 825 (N.D. Tex. 2000)

Perez v. Brown & Williamson
Tobacco Corp., 967 F. Supp
920 (S.D. Tex. 1997)

reform statute placed caps on actions against
employers to recover for unlawful employ-
ment practices and required those receiv-
ing a punitive damage award to deposit 50
percent of that award into the general fund
of the state. Alaska Stat. §09.17.020(j) and
(h). The court held that subsection (j) does
not violate substantive due process because
it was rational for the legislature to expect
that fewer punitive damage claims would
be filed and that more would be settled if
the potential payoff is capped or reduced
by allocating half of any punitive damage
awards to the state. Furthermore, subsec-
tion (j) does not constitute an unconstitu-
tional taking because punitive damages are
not a protected property right. The court
held that subsection (h) does not violate
equal protection because the plaintiff’s
interests in unlimited damages are merely
economic, and therefore, the state’s objec-

Constitutional Challenge

on (Ala. and U.S. Const)

n of Powers,
n against “special legislation”

\wers Mich. Const.)

ion (Tex. and U.S. Const.)

law or open courts

isions of Tex. Const.
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tives need only be “legitimate”—not “com-
pelling”—to justify the state’s action. The
court held that the legislature’s stated goals
underlying the damages caps were “plainly
legitimate.”

In contrast, in Ferdon v. Wis. Patients
Comp. Fund, 2005 W1 125 (Wis. 2005) the
plaintiff challenged the constitutionality of
Wisc. Stat. §§655.017 and 893.55(4)(d) as

Thé court held that
the legislature’s stated

goals underlying the
damages caps were
“plainly legitimate.”

violative of the equal protection guarantees
of the Wisconsin Constitution. In holding the
statutes unconstitutional, the courtapplied a
rational basis level of scrutiny and found that
the legislature’s goals of adequately compen-
sating malpractice victims, limiting malprac-
tice premiums, and keeping the defendant’s
assessment level at a low rate were not ratio-
nally related to the cap, as the cap punished
the most severely injured victims, and the
facts did not support the assumption that a
cap on non-economic damages achieved any
of the other stated goals. The Ferdon holding

was followed in Kaul v. St. Mary’s Hosp.-Oza-
ukee, 704 N.W.2d 423 (Wis. Ct. App. 2005)
later that year.

Practical Implications

Nothing may be more practically signif-
icant to statutory reforms than action to
repeal the protections currently afforded
manufacturers and sellers of drugs and
devices. Currently, there are at least four
separate bills pending before the Michi-
gan Legislature seeking, at the very least, to
repeal or modify MCL 600.2946(5). Intro-
duced in the Michigan House of Repre-
sentatives over the past few months were
House Bill 4773, House Bill 4811, House Bill
5071, and House Bill 5139.

In Oregon, there is a similar effort cur-
rently pending in the form of House Bill No.
2743, introduced March 2, 2005, with the
proposed intent of repealing O.R.S. 30.927.
Replacing the prior limitations on puni-
tive damages would be provisions that pro-
vide protection to health practitioners and
pharmacists with respect to the prescrip-
tion and sale of FDA approved drugs.

It is difficult to come by “hard” data
regarding the effect of tort reform on expo-
sure tolitigation in particular. Although one
could credit reduced filings to an adverse
environment for a claimant to prosecute
an action, this phenomenon may mean
nothing more than the absence of any via-
ble claims. Thus, to evaluate the impact
of tort reform, one needs to look at pat-
terns rather than cases filed. There is no
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doubt that the number of cases involving
diet drugs and Vioxx filed within the State
of Michigan, subsequent to the passage of
MCL 600.2946(5), was but a fraction of
those filed in states of comparable popu-
lation. However, tort reform did not neces-
sarily stop claimants from bringing cases.
Tort reform statutes, often, merely changed
the venue in which an action was filed.

Tort reform did not stop the active solic-
itation of possible plaintiffs. Radio, news-
paper, Internet, and television ads were
still run. Lawyers found clients and cli-
ents found lawyers. The difference is that
the actions were prosecuted in state courts
with favorable joinder rules, such as Geor-
gia, or in state courts of the domicile of the
target defendant. Cases that could have
been filed in Michigan, were filed elsewhere
as a result of forum shopping, applica-
tion of aggressive use of joinder rules, and
favorable diversity determinations.

Many statutes, as we have discussed,
do not directly impact the prosecution
of claims against drug and device man-
ufacturers and distributors. Such provi-
sions, however, may preclude the naming
of a non-diverse medical care provider
as a party and interfere with any plan to
name such a party solely for the purpose of
defeating federal diversity jurisdiction for
product liability claims that would other-
wise be removable to the appropriate fed-
eral district court.

Conclusion

Tort reform continues to be of great inter-
est to drug and device manufacturers and
sellers. Historic efforts have been incon-
sistent regarding a manufacturer’s or sell-
er’s ability to obtain statutory relief from
potential claims.

Currently, two primary efforts are under-
way. First, there are renewed efforts at the
federal level to create statutory reform with,
at least, partial protection afforded drug
and device companies. Such efforts, how-
ever, are often unique and specific to indi-
vidualized types of claims. Second, and
more broadly, state statutes are in place in
certain jurisdictions. Such reforms may
apply to the entire range of claims against a
manufacturer or seller of drugs or devices,
or may simply affect the extent to which
there is exposure to non-economic dam-
ages and/or punitive damages. FD



