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THE WHITE HOUSE
WASHINGTON

June 30, 1998

MEMORANDUM PRODUCT LIABILITY WORKING GROUP
FROM: ah Rosen

RE: roduct Liability Legislation Letter

Enclosed please find an incoming letter to the President from House Democratic Leader
Gephardt concerning product liability legislation, along with a draft reply. Please send
comments or clearance to Sarah Rosen in Room 235 or at ext. 65386 or by email, no later
than close of business on Monday, July 6, 1998. Thank you.
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Michael Deich, OMB
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DRAFT

Richard A. Gephardt RAF r

Democratic Leader

House of Representatives '

Congress of the United States .
Washington, DC 20515

Dear Representative Gephardt: [CHECK APPROPRIATE ADDRESS AND SALUTATION)]

Thank you for your letter expressing your concern about the product liability legislation.
As you know, since I was Governor of Arkansas, I have repeatedly said that I would support
“limited but meaningful” product liability reform legislation. I believe we can protect consumers’
access to the courts while simultaneously protecting them from the costs of excessive litigation.

After I vetoed the “Common Sense Product Liability Reform Act of 1996," Senator
Rockefeller asked me to help him determine what legislation would meet that test.
Understandably, he wanted to know, before he advanced another bill, whether I would be willing
to sign the bill if it arrived on my desk. We set a very high bar. Eventually, Senator Rockefeller
proposed a bill that I believe met that bar and the principles that I set out in my veto statement. 1
told Senator Rockefeller that I would sign that bill, which Senator Rockefeller introduced in the
Senate last October.

This spring, Senator Gorton asked us to consider a long list of additional changes to the
Rockefeller draft that he characterized as “technical”. We reviewed the list and agreed to those
changes that were purely technical and helpful. Otherwise, we made no further policy
concessions on product liability. The bar remained high. The product liability legislation that is
being advanced in the Senate embodies the agreement with Senator Rockefeller as modified by
the Gorton technical changes.

As Democratic Leader of the House, you know how important it is to deal fairly and
constructively with your colleagues, despite sometimes violent disagreement on policy. Senator
Rockefeller and I began this process far apart on the substance, buit we made a commitment to
one another and, through a cooperative process, we have come to en agreement on limited, but
meaningful product liability reform legislation. I will honor my commitment to Senator
Rockefeller as he has honored his commitment to me. If the bill is presented to me in precisely
the form to which T have agreed, I will sign it. However, if it is modified, as a result of
deliberations in the Congress, we will reassess it anew. If we find the changes to be harmfiil, I
will not hesitate to veto the legislation again.

Sincerely,

William Jefferson Clinton
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Congress of the Tnited Htates
‘' jsouse of Wepreventatives
Oifice of the Demosratic Leader

Wahington, RC 205150837

June 24, 1998

The Honorable William Jefferson Clinton
The White House
Washington, DC 20500

Dear Mr. President,

I write to express my deep concemn about what I understand to be en agreement between
your Administration and Senators Gorton and Rockefieller on product liability legislation. 1 think
it would be a grave mistake at this time to mave forward with such an sffort that would
unnecessarily federalize our tort Jaw system at the expense of the health and safety of consumers,

2 ‘While proponeats of the Gorton/Rockefeller legislation have described it as “narrower”
than the so-called “Common Sense Product Liability Reform Act of 1996 that you wiscly !
vetoed, it would get a precedent— through ity one-way preemption of state law, cap on punitive
damages, tougher burden of proof for injured parties and statuts of repose— for rolling back the
rights of injured consumers, absent the support of empirical evidence. The fact is that the
incidence of non-ashestos product liability lawsuits has actually gone down in the past years. In
addition, our robust economy is a clear indication that businesses ave thriving and are not overly
burdened by existing law. We should not allow the sensationalized myth of runaway juries lead
us down the dangerous path of compromising the faimess of our civil justice system which
allows the poorest and most disenfranchised of our society to bring a claim in court when they
have been hnrmed by defective products.

As I communicated to you in my letter of Septermber 9, 1997 on ‘which I was joined by
over 100 members of the Democratic Caucus, I again urge you to stand firm on Four veto of the
1956 product liability reform legislation and oppose any rencwed effatts to weaken the rights of
injured consumers. I urge you to opposs the Gorton/Rockefeller legislation.

Sincercly,

Richard A. Gephardt
Democsatic Leader

cc: Vice President Al Gore
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To regulate interstate commerce by enhancing
the fairness of product liability law,
ensuring the safety of products,
and for other purposes.

IN THE SENATE OF THE UNITED STATES

____ (legislative day, ), 1997

Mr. Breaux (for himself, , . . -) introduced the following bill; which was
referred to the Committee on Commerce.

A BILL

To regulate interstate commerce by enhancing the fairness of product liability law, and

ensuring the safety of products, and for other purposes.

Be it enacted by the Senate and House of Representatives of the United States of America in

C ohgress assembled,
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SEC. 1. SHORT TITLE AND FINDINGS.
(a) SHORT TITLE -- This Act may be cited as thé "Product Safety and Liability
Fairness Act of 1997".
(b) FINDINGS -- The Congress finds the following:

(1) For too long, the Congress has engaged in a contentious debate over federal
product liability legislation without making significant progress in addressing the
legitimate concems of all sides to the debate;

(2) As the Congress has always been presented with only the two extreme
posittons of the proponents and opponents of federal product liability legislation, it is time
for a true common sense middle ground;

(3) While the opponents of federal product liability legislation contend that
there is no need for any reform at all, there is real concern among businesses and others
about the effect of the product liability system that Congress should examine;

(4) While the proponents of federal product liability legislation speak forcefully
about the problem of frivolous lawsuits and slow and costly litigation, the bills supported
by the proponents often fail to address these issues while instead placing restrictions and
limitations on legitimate claims;

(5) While no persons with legitimate claims should be denied redress and their
constitutional rights to a trial by jury, and while the product liability system does and must
continue to provide valuable deterrence to the manufacture and sale of dangerous or

defective products, there is no role in our legal system for frivolous lawsuits;
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(6) The several states and their courts can and must continue to be the primary

architects and regulators of the tort system, with only infrequent and limited intervention

by the federal government;

(7) If the Congress is to intervene in this traditional province of the states, it

should do so only to address real issues while balancing the interests of all sides to the

debate;

(8) Federal legislation that seeks to limit frivolous lawsuits and which

encourages alternative and less costly forms of dispute resolution fits this narrow role for

the federal government to take in the area of product liability law.

SEC. 2. TABLE OF CONTENTS.

Sec.
Sec.
Sec.
Sec.
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Sec.
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Sec.
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102.
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The table of contents of this Act is as follows:

TABLE OF CONTENTS

Short title and findings.
Table of contents.
Definitions.

Applicability; preemption.
Jurisdiction of Federal courts.
Effective date.

TITLE I -- DETERRENCE OF FRIVOLOUS PRODUCT
LIABILITY ACTIONS

Requirement of an affidavit.

Sanctions for frivolous suits.

Amendments to Federal Rules of Civil Procedure and Evidence
Special rules of procedure applicable in courts of the states.

TITLE II--OFFERS OF JUDGMENT AND ALTERNATIVE DISPUTE
RESOLUTION PROCEDURES

Offers of judgment.
Alternative dispute resolution procedures.
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TITLE UI -- UNIFORM PROCEDURES AND STANDARDS FOR
PUNITIVE DAMAGES

Sec. 301. Uniform standards for punitive damages.
Sec. 302. Determining amount of punitive damages.

TI-TLE IV -- STATUTE OF LIMITATIONS
Sec. 401. Uniform statute of limitations.
TITLE V -- USEFUL SAFE LIFE
Sec. 501 Statute of Repose beyond useful safe life. /
TITLE VI -- CLASS ACTIONS
Sec. 601. Notification requirement of class action certification or settlement.

TITLE VII -- STUDY OF PRODUCT LIABILITY SYSTEM

Sec. 701. Study of Product Liability System

SEC. 3. DEFINITIONS.

As used in this Act, the term--

(1)  "capital good" means any product, or any component of any such

product, w'hich is. of a character subject to allowance for depreciation under the Internal
Revenue Code of 1986, and which was--

{A) used in a trade or a business;

(B) held for the production of income; or,

(C) sold or donated to a governmental or private entity for the production of

goods, for training, for demonstration, or for other similar purposes.
(2) "claimant” means any person who brings a civil action subject to this Act,

and any person on whose behalf such an action is brought; if such an action is brought
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through or on behalf of an estate, the term includes the claimant's decedent, or if it is
brought through or-on behaif of a minor or incompetent, the term includes the claimant's
parent or guardian; .

3) "defendant” means a person against whom a claimant brings a civil
action subject to this Act;

) "economic loss" means any pecuniary loss resulting from harm
(including but not limited to medical expense loss, work loss, replacement services loss,
loss due to death, burial costs, and loss of business or employment opportunities), to the
extent recovery for such loss is allowed under applicable State law;

(5) "harm" means any injury to a person, including illness, disease, or death
resulting from that injury, and including injury consisting of economic or pecuniary
loss;

(6) "manufacturer” means--

(A)  any person who is engaged in a business to produce, create,
mal;e, or construct any product (or component part of a product) and who
designs or formulates the product {or component part of the product) or has
engaged another person to design or formulate the product (or component part of
the product);

(B)  aproduct seller, but only with respect to those aspects of a
product (or component part of a product) which are created or affected when,
before placing the product in the stream of commerce, the product seller

produces, creates, makes, or constructs and designs or formulates, or has
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engéged another person to design or formulate, an aspect of a product (or
component part of a product} made by another; or

(C)  any product seller not described in subparagraph (B) which holds
itself out as a manufacturer to the user of a product;

N "noneconomic loss" means subjective, nonmonetary loss resulting from
harm, including but not limited to pain, suffering, inconvenience, mental suffering,
emotional distress, loss of society and companionship, loss of co;'lsortium, injury to
reputation, and humiliation; the term does not include econﬁmic loss;

(8) "person” means any individual, corporation, company, association, firm,
partnership, society, joint stock company, o;' any other entity (including any
governmental entity),

-’(9) ~ "product” means any object, substance, mixture, or raw material in a
gaseous, liquid, or solid state--

(A)  which is capable of delivery itself or as an assembled whole, in a
mixed or combir‘i;d state; or as a component part or ingredient;

(B)  whitch is produced for introduction into trade or commerce;

(C)  which has intrinsic economic value; and

(D)  which is intended for sale or lease to persons for commercial or
personal use; the term cipes not include human tissue, blood and blood products,
or organs unless specifically recognized as a product pursuant to State law;

(10)  "product seller” means a person who, in the course of a business

conducted for that purpose, sells, distributes, leases, prepares, blends, packages, labels,
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or otherwise is involved in placing a product in the stream of commerce, or who installs,
repairs, or maintains the harm-causing aspect of a product; the term does not include--

(A) aseller or lessor of real properfy;

(B) aprovider of professional services in any case in which the sale
or use of a product is incidental to the transaction and the essence of the
transaction is the furnishing of judgment, skill or services; or

(C)  any person who --

(1) acts in only a financial capacity with respect to the sale of

a product; and

(ii) leases a product under a lease arrangement in which the
selection, possession, maintenance, and operation of the product are
controlled by a person other than the lessor.

(11) "State" means any State of the United States, the District of Columbia,
Pueﬁo Rico, the Northern Mariana Islands, the Virgin Islands, Guam, American Samoa,
and any other territory or possession of the United States, or any political sub-division
thereof.

(12) "time of delivery” means the time when a product is delivered to its first
purchaser or lessee who was not involved in the business of manufacturing or selling
such product or using it as a component part of another product to be sold.

(13)  "useful safe life" means the period beginning at the time of delivery of
the product and extending for the time during which the product would normally be

likely to perform in a safe manner."
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SEC. 4. APPLICABILITY; PREEMPTION.

(a)  APPLICABILITY TO PRODUCT LIABILITY ACTIONS. - This Act applies to
any civil actio_n brought against a manufacturer or product seller for harm caused by a
product.

(b)  SCOPE OF PREEMPTION - This Act supersedes any State law regarding
recovery for harm caused by a product only to the extent that this Act establishes a rule of
law applicable to any such recovery and that is inconsistent with State law. Any issue
arising under this Act that is not governed by any su_ch rule of law shall be governed by
applicable State or Federal law.

(c) EFFECT ON OTHER LAW - Nothing in this Act shall be construed to -

(1) waive or affect any defense of sovereign immunity asserted by any State
under any provision of law;

(2) waive or affect any defense of sovereign immunity asserted by the
United States,

(3) affect any provision of chapter 97 of title 28, United States Code;

(4)  preempt State choice-of-law rules with respect to claims brought by a
foreign nation or a citizen of a foreign nation;

(5) affect the right of any court to transfer venue or to apply the law of a
foreign nation or to dismiss a claim of a foreign nation or of a citizen of a foreign nation

on the ground of inconvenient forum; or
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(6)  supersede any statutory or common law, including an action to abate a
nuisance, that authorizes a State or person to institute an action for civil damage;s or
civil penalties, cleanup costs, injunctions, restitution, cost recovery, punitive damages,
or any other form of relief resulting from contamination or pollution of the environment
(as defined in section 101(8) of the Cpmprehensive Environmental Response,
Compensation, and Liability Act of 1980; 42 U.S.C. 9601(8)), or the threat of such
contamination or pollution.

(N affect any provision of chapter 2 of title 45, United States Code; ( F&L A )

SEC. 5. JURISDICTION OF FEDERAL COURTS.
This Act shall not establish jurisdiction in the district courts of the United States
pursuant to section 1331 or 1337 of title 28, United States Code.
SEC. 6. EFFECTIVE DATE.
This Act shall take effect on the date of its enactment and shall apply to civil actions
commenced on or after such date, including any action in which the harm or the conduct

which caused the harm occurred before the effect date of this Act.

TITLE I - DETERRENCE OF FRIVOLOUS PRODUCT LIABILITY

ACTIONS.
SEC. 101. REQUIREMENT OF AN AFFIDAVIT.
(a) SUBMISSION OF AN AFFIDAVIT WITH COMPLAINT.-- In any civil action
subject to this Act, the claimant's complaint shall be accompanied by an affidavit signed by

the attorney of record for the claimant, or if unrepresented, by the claimant.

(b) CONTENTS OF THE AFFIDAVIT.-- The affidavit shall: .
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(1)  certify that the affiant conducted a reasonable inquiry into the
circumstances averred in the claim for relief as they pertain to each defendant, and
(2) attest that the éfﬁant has a sound reason to believe that the circumstances
as averred in the claim for relief are confirmed by the inquiry referred to in (1) and are
in all respects supportable by facts which the affiant reasonably believes to be true and
provable at trial.
SEC. 102. SANCTIONS FOR FRIVOLOUS SUITS.

If a claimant submits in bad faith, or fails to submit, an affidavit pursuant to section 101
of this title, the court, upon motion made within the time for responsive pleadings, may SHALL
impose upon the claimant an appropriate sanction which may include an order to pay to the
other party or parties the amount of reasonable expenses, including reasonable attorney's
fees, incurred up to the time of the disposition of the motion.

SEC. 103. AMENDMENTS TO FEDERAL RULES OF CIVIL PROCEDURE AND
EVIDENCE.

(a) MANDATORY SANCTIONS UNDER FRCP 11.- Rule 11 of the Federal Rules
of Civil Procedure (28 U.S.C. App.) is amended by adding at the end of subsection (c) --

"If in an action subject to [-H:; L’]J:illeging harm caused by a product, the court finds a
violation of subsection (b), sanctions shall be mandatory.”

L, 7 Rode I/

(b) PLEADINGS WITH PARTICULARITY UNDER FRCP 9. - Rule 9 of the

Federal Rule of Civil Procedure (28 U.S.C. App.) is amended by adding --

(1) Punitive Damages. The basis for claims of punitive damages in any complaint

alleging harm caused by a product [as defined at | shall be stated with
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particularity and shall include such supporting particulars as are within the pleader's

knowledge.

(c) EVIDENCE OF INTOXICATION OR IMPAIRMENT OF DRUGS -- Rule 403
of the Federal Rules of Evidence (28 U.S.C. ) is amended by designating the existing

paragraph "(a)" and adding --

1k b
“(b) Evidence that a claimant was under the influence of drugs or alcohol at the time of
resu ~mee! 5..(7)‘/-‘:* to E .
the injury shall be admissible in all actions\éﬂeg'mg'hamrcaumvamduct;*fasdeﬁned

L SO

SEC. 104. SPECIAL RULES OF PROCEDURE APPLICABLE IN THE
COURTS OF THE STATES.

For all actions subject to this Act brought in courts other than the courts of the United
States, the following rules shall apply:

(a) MANDATORY SANCTIONS - If a court, upon motion or its own accord, finds
that a party to an action subject to this Act has put forth a pleading, motion, petition or
claim that was --

(1) made for any improper purpose, such as to harass or to cause unnecessary delay or
needless increase in costs;

(2) not warranted by existing law or by a nonfrivolous argument for the extension,
modification, or reversal of existing law or the establishment of new law; or

(3) lacking evidentiary sn.llpport and unlikely to have evidentiary support after reasonable

opportunity for further investigation or discovery,
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the court shall impose sanctions sufficient to deter repetition of such conduct or
comparable conduct by others similarly situated.

(b)  PLEADING CLAIMS FOR PUNITIVE DAMAGES WITH
PARTICULARITY. - The basis for claims of punitive damages in any complaint alleging
harm caused by a product [as defined at ] shall be stated with particularity and
shall include such supporting particulars as are within the pleader's knowledge.

(c) EVIDENCE OF INTOXICATION OR IMPAIRMENT OF DRUGS -- Evidence

thn G

that a claimant was under the influence-6f drugs or alcohol at the time of the injury shall be
r)-“'""d ,_,':-)"“f to E —_j

v admissible in all actions alteging-harnreansed-byaproduct;,fasdefimed-at +:

TITLE II - OFFERS OF JUDGMENT AND ALTERNATIVE DISPUTE

RESOLUTION PROCEDURES
SEC. 201. OFFERS OF JUDGMENT.

(a) CLAIMANT'S OFFER OF JUDGMENT. - Any claimant may, at any time after
the filing of a complaint subject to this Act, serve an offer of judgment to be entered
against a defendant for a specific dollar amount as complete satisfaction of the claim.

(b) DEFENDANT'S OFFER. - A defendant may serve an offer to allow judgment to

be entered against that defendant for a specific dollar amount as complete satisfaction of

the claim, within-sixty-days-afterservice of the ctaimant's-complaint-orwithin the time

—permittéd pursuant to State law for a responsive pleading, whichever 1s longer, except that =™

_if such-pleading includes a motion to dismiss in accordance with applicable’law; the——

..defendant - may servé Such offer within 10 days after tHe Totirt’s determination-regarding.-...

-such.motion——.
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(c) EXTENSION OF RESPONSE PERIOD. - In any case in which an offer of
judgment is served pursuant to subsection (a) or (b), the court may, upon motion by the
offeree made prior to the expiration of the applicable period for response, enter an order
extending such period. Any such order shall contain a schedule for discovery of evidence
material to the issue of the appropriate amount of relief, and shall not extend such peri‘od
for more than sixty days. Any such motion shall be accompanied by a supporting affidavit
of the moving party setting forth the reasons why such extension is necessary to promote
the interests of justice and stating that the information likely to be discovered is material
and is not, after reasonable inquiry, otherwise available to the moving party.

(d) . DEFENDANT'S PENALTY FOR REJECTION OF OFFER. - If a defendant, as
offeree, does not serve on a claimant a written notification of acceptance of an offer of
judgment served by a claimant in accordance with subsection (a) within the time permitted
pursuant to State law for a responsivé pleading or, if such pleading includes a motion to
dismiss in accordance with applicable law, within thirty days after the court's denial of
such motion, and a final judgment, including all compensatory, punitive, exemplary or
othgr damages, is entered in such action in an amount greater than the specific doilar
amount of such offer of judgment, the court shall modify the judgment against that
defendant by including in the judgment an additional amount not to exceed the lesser of
$50,000 or the difference between the offer and the judgment.

(e) CLAIMANT'S PENALTY FOR REJECTION OF OFFER. - If the claimant, as
offeree, does not serve on the defendant a written notice of acceptance of an offer of

judgment served by a defendant in accordance with subsection (b) within thirty days after
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such service and a final judgment is entered in such action in an amount less than the |
specific dollar amount of such offer of judgment, the court shall reduce the amount of the
final judgment in such action by the lesser of $50,000 or the difference between the offer
and the judgment, minus a reasonable attorney's fee. If the claimant is not the prevailing
party in such action, the claimant's refusal to accept an offer of judgment shall not result in
the payment of any penalty under this subsection.

(£ EVIDENCE OF OFFER. - An offer not accepted shall be deemed withdrawn
and evidence thereof is not admissible except in a proceeding to determine attorney’s fees

and costs.

202. ALTERNATIVE DISPUTE RESOLUTION PROCEDURES.

(a) SERVIQE OF OFFER. - A claimant or a defendant in a product liability action

may, not later than $0 days, after the service of --
(D the initial complaint; or
(2) thg applicable deadline for a responsive pleading;

whichever is later| serve upon an adverse party an offer to proceed pursuant to any
voluntary, nonbindinf_{ alternative dispute resolutton procedure established or recognized
under the law of the $tate in which the product lability action is brought or under the rules

of the court in which kuch action is maintained.

(b) WRITTEN NOTICE OF ACCEPTANCE OR REJECTION. - Except as

provided in subsectiin (c), not later than 10 days after the service of an offer to proceed
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under subsection (a), an offeree shal /ﬁlc a written notice of acceptance or rejection of the

offer.

(c) EXTENSION. - The couft may, upon motion by an offeree made prior to the
expiration of the 10-day period spegified in subsection (b), extend the period for filling a
written notice under such subsectioh for a period of not more than 60 days after the date of

expiration of the period specified ig subsection (b). Discovery may be permitted during

such period.

TITLE III - UNIFORM PROCEDURES AND STANDARDS FOR

PUNITIVE DAMAGES.

.301. UNIFORM STANDARDS FOR AWARD OF PUNITIVE DAMAGES.

Punitive damages may be awarded in any civil action s'ubject to this Act to any claimant

who establishes by clear and convincing evidence that the harm suffered by the claimant
es5 resrov S

was the result of conduct manifesting a manufacturer's or product seller's reckless, willful

or wanton misconduct, or conscious, flagrant indifference to the safety of those persons

SEC.

fa‘m i
'f{ .fhn
s Lo
i

who might be harmed by the product. A failure to exercise reasonable care in choosing
among alternative product designs, formulations, instructions, or warnings is not of itself

such conduct.
302. DETERMINING AMOUNT OF PUNITIVE DAMAGES .--

In determining the amount of punitive damages, the trier of fact shall, unless deemed
significantly prejudicial by the court, consider all of the following facts --

(1) the financial condition of the manufacturer or product seller;
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pie 4 (2) the severity of the harm caused by the conduct of the manufacturer or

product seller;

(3) the duration of the conduct or any concealment of it by the manufacturer or

preim
product seller;
o {(4) the profitability of the conduct to the manufacturer or product sel[e?;
s ' (5) the number of products sold by the manufacturer or product seller of the kind
causing the harm complained of by the claimant;
k4 £ * (6) awards of punitive or exemplary damages to persons similarly situated to the
claimant; (¢ /Ufuaff ﬁ,n.'skw-.:f )
7 o (N i:rospective awards of compensatory damages to persons simtlarly situated to
the claimant; { 7wl #o [2yf < e ae e wx’)
o £ (8) any criminal penalties imposed on the manufacturer or product seller as a
result of the conduct complained of by the claimant; and
pre (9) the amount of any civil fines assessed against the defendaﬁt as a result of the
‘conduct complained of by the claimant.
TITLE IV - STATUTE OF LIMITATIONS
P SEC. 401 ) UNIFORM STATUTE OF LIMITATIONS
’7/\} (a) IN GENERAL -- Except as provided in paragraph (b), a product liability action may

be filed not later than 2 years after the date on which the claimant discovered
or, in the exercise of reasonable care, should have discovered --
(1) the harm that is the subject of the action; and

(2) the cause of the harm.
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(b) EXCEPTION -- A person with a legal disability (as determined under applicable
law) may file a product liability action not later than 2 years after the date on

which the person ceases to have a legal disability.

TITLE V - USEFUL SAFE LIFE OF PRODUCTS
SEC. 501 STATUTE OF REPOSE BEYOND USEFUL SAFE LIFE
(a) IN GENERAL.--Except as provided in Subsection (a)(2), in any civil action
subject to this Act against a product manufacturer or seller for harm caused by a product
that is a capital good, such defendant shail not be liable for damages if the defendant
proves by a preponderance of the evidence that the harm was caused by use of the product
after its useful safe life.
(1) In'determining the useful safe life of the product, the trier of fact shall
consider, among other things, the following:
(A) the number of years the product has been in use and the frequency of
product use;
(B) the average age of similar or like products still in similar uses;
(C) the normal practices of the product user, similar product users, and
the product manufacturer or seller with respect to the circumstances,
frequency, and purposes of the use of the product;
(D) any representations, instructions, or warnings made by the product
manufacturer or seller concerning the proper use of the product or the
expected useful safe life of the product; and

(E) any modification or alteration of the product by a user or third party.
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(2) A product manufacturer or seller may be liable for damages caused by a
product used beyond its useful safe life if:
(A) the product manufacturer or seller expressly or impliedly warranted
that the product may be utilized safely for a longer period; or
(B} the product manufacturer or seller intentionally misrepresented facts
about the product, or fraudulently concealed information about the
product, and such conduct was a substantial cause of the claimant's
damages.
(b) PRESUMPTION REGARDING USEFUL SAFE LIFE.--If the harm was caused more than
twenty (20) years after the time of delivery, a presumption arises that the harm was caused by use
of the product after its useful safe life. This presumption may be rebutted by a preponderance of

evidence.

TITLE VI - CLASS ACTIONS

SEC. 601 NOTIFICATION REQUIREMENT OF CLASS ACTION CERTIFICATION

! i} ;
LA,
OR SETTLEMENT. /CO‘M/ Lot
(a) IN GENERAL. -- Part V of title 28, United States s /)’\L'é'fh Coneaeri
A6 .
Code, is amended by inserting after chapter 113 the following new chapter: foneopan Foae?

"CHAPTER 114 - CLASS ACTIONS

"Sec.

"1711. Notification of class action certifications and settlements.

"§ 1711. Notification of class action certifications and settlements

(a) For purposes of this section, the term-
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(1) "class" means a group of similarly situated individuals, defined by a class certification
order, that ;:ompﬁse a party in a class action lawsuit;

(2) "class action” means a lawsuit filed pursuant to n.;le 23 of the Federal Rules of Civil
Procedure or similar State rules of procedure authorizing a lawsuit to be brought by 1 or more
representative individuals on behalf of a class;

(3) "class certification order” means an order issued by a court approving the treatment of
a lawsuit as a class action;

(4) "class member” means a person that falls within the definition of the class;

(5) "class counsel" means the attorneys representing the class in a class action;

(6) "electronic legal databases" means computer services available to subscribers
containing text of judicial opinions and other legal materials, such as LEXIS OR WESTLAW;

(7) "official court repqrter" means a publicly available compilation of published judicial
opinions;

(8) "plaintiff class action” means a class action in which the plaintiff is a class; and

(9) "proposed settlement” means a settlement aércement between the parties in a class
action that is subject to court approval before it becomes binding on the parties.

(b) This section shall not apply except to product liability cases. This section shall apply to -

(1) all product liability plaintiff class actions filed in Federal court; and

(2) all product liability plaintiff class actions filed in State court in which -

(A) aﬁy class member resides outside the State in which the action is filed; and
{B) the transaction or occurrence that gave rise to the lawsuit occurred in more

than one State.
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(c) No later than 10 days after a proposed settlement in a class action is ﬁlem ATp ey
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counsel shall serve the State attomey general of each State in which a class member resides and
the Department of Justice as if they were parties in the class action with -
(1) a copy of the complaint and any materials filed with the complaint and any amended
complaints;
(2) notice of any future scheduled judicial hearing in the class action;
(3) any proposed or final notification to class members of -
(A) their rights to request éxclusion from the class action; and
(B) a proposed settlement of a class action;
(4) any proposed or final class action settlement;
(5) any settlement or other agreement contemporaneously fnade between class counsel
and counsel for the defendants;
(6) any final judgment or notice of dismissal,;
(7 (A)  if feasible the names of class members who reside in each State attorney
general's respective State and their estimated proportionate claim to the entire settlement; or
(B) - if not feasible, a reasonable estimate of the number of class members
residing in each attorney general's State and their estimated proportionate ¢laim to the entire
settlement; and |

{8) any written judicial opinion relating to the materials described under paragraphs (3)

through (6).
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(d) A hearing to congider final approval of a proposed settlement may not be held earlier than
120 days after the date on which the State attorneys general and the Department of Justice are
served notice under subsection (c).
(e) Any court with jurisdiction over a plaintiff class action shall require that-
(1) any written notice provided to the class through the mail or publication in printed
media contain a short summary written in plain, easily understood language, describing -
(A) the subject matter of the class action;
(B) the legal consequences of joining the class action;
(C) if the notice is informing class members of a proposed settlement agreement -
(i) the benefits that will accrue to the class due to the settlement;
(ii) the rights that class members will lose or waive through the settlement;
(iii) obligations that will be imposed on the defendants by the settlement
(iv) a good fgith estimate of the dollar amount of any attorney's fee if possible;
and
(v) an explanation of how any attorney's fee will be calculated any funded; and
(D) any other material maiter; and
(2) any notice provided through television or radio to inform the class of its rights to be excluded
from a class action or a proposed settlement shall, in plain, easily understood language -
\/ (A) descn'be’ the individuals that may potentially become class members in the class

action; and
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(B) explain that the failure of individuals falling within the definition of the class to
exercise their right to be excluded from a class action will result in the individual's inclusion in
the class action.

(f) Compliance with this section shall not immunize any party from any legal action under
Federal or State law, including actions for malpractice or fraud.

(g)(1) A class member may refuse to compiy with and may choose not to be bound by a
settlement agreement or consent decree in a class action lawsuit if the class member resides in a
Stﬁte where the State attorney general has not been provided notice and matenals under
subsection (c). The rights created by this subsection shall apply only to class members or any
person acting on their behalf, and shall not be construed to limit any other nights affecting a class
member's participation in the settlement.

(2) Nothing in this chapter shall be construed to impose any obligations, duties, or
responsibilities upon State attorneys general or the attorney general of the United States.

(b) TECHNICAL AND CONFORMING AMENDMENT. -

The Table of chapters for part V of title 28, United States Code, is amended by inserting after the

item relating to chapter 113 the following;

114, Cla55 ACLIDNS .ouivseecmerrcenseveasrierssrersssnneressnsossssmessssmesssasnnsasnssrsssnesess sesassasons 1711."

TITLE VII - STUDY OF PRODUCT LIABILITY SYSTEM
SEC. 701 STUDY OF THE PRODUCT LIABILITY SYSTEM

(a) STUDY BY THE ATTORNEY GENERAL -- The Attorney General of the

United States shall, in consultation with the courts of the several states and the attormeys
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general of the states, complete a study of the product liability system in the state and
federal courts. Such study shall focus on --
(D The relative caseload in the courts of product liability claims;
(2) The size and frequency 6f awards of punitive damages in products
liability cases and the need for further reform in that area;
3) Whether damage awards differ according to location of litigation and the
impact of any such finding on the filing and resolution of product liability claims;
(4) Whether damage awards in product liability cases for economic and
non-economic losses differ according to the sex, race or ethnicity of the claimant;
(5) The cost and availability of liability insurance and the impact of the
product liability system on that cost and availability;
(6)  The effects of this Act on the resolution of product liability claims.
{b) REPORT TO CONGRESS -- The Attorney General shall report to Congress on

the findings of this study within 24 months of the date of enactment.

223492/ProdSubH/May 28, 1997
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105TH CONGRESS
1ST SESSION S. 648

To establish legal standards and procedures for product liability litigation,
and for other purposes.

IN THE SENATE OF THE UNITED STATES

APRIL 24, 1997

Mr. GorTonN (for himself, Mr. ASHCROFT, Mr. McCAIN, and Mr. LOTT) intro-
duced the following bill; which was read twice and referred to the Com-
mittee on Commerce, Science, and Transportation

A BILL

To establish legal standards and procedures for product
liability litigation, and for other purposes.
1 Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE AND TABLE OF CONTENTS.
(a) SHORT TITLE.—This Act may be cited as the
“Product Liability Reform Act of 1997".

(b) TABLE OF CONTENTS.—The table of contents is

~ N L B L N

as follows:

Sec. 1. Short title and table of eontents.
See. 2. Findings and purposes.

TITLE I—PRODUCT LIABILITY REFORM

See. 101. Definitions.
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Sec. 102,
See. 103.
See. 104.
Sec. 105.
See. 106.
See. 107.
See. 108.
See. 109.
See. 110,

Sec. 201.
See. 202,
Sec. 203.
See. 204.
Sec. 205.
Sec. 206.

TITLE

See. 301
See. 302
See. 303

SEC. 2.

2

Applicability; preemption.

Liability rules applicable to product sellers, renters, and lessors.
Defense based on claimant’s use of intoxicating aleohol or drugs.
Misuse or alteration.

Uniform time limitations on liability.

Alternative dispute resolution procedures.

Uniform standards for award of punitive damages.

Liability for certain claims relating to death.

Several liability for noneconomie loss.

TITLE II-—-BIOMATERIALS ACCESS ASSURANCE

Short title.

Findings.

Definitions.

General requirements; applicability; preemption,

Liability of biomaterials suppliers.

Procedures for dismissal of civil actions against biomaterials suppli-
ers.

IN—LIMITATIONS ON APPLICABILITY; EFFECTIVE DATE

. Effect of court of appeals decisions.
. Federal eause of action precluded.
. Effective date,

FINDINGS AND PURPOSES.

(a) FINDINGS.—The Congress finds that—

(1) our Nation is overly litigious, the civil jus-

tice system is overcrowded, sluggish, and excessively

costly and the costs of lawsuits, both direct and indi-

rect, are inflicting serious and unnecessary injury on

the national economy;

(2) excessive, unpredictable, and often arbitrary

damage awards and unfair allocations of liability

have a direct and undesirable effect on interstate

commerce by increasing the cost and decreasing the

availlability of goods and services;

(3) the rules of law governing product liability

actions, damage awards, and allocations of habihty
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have evolved inconsistently within and among the
States, resulting in a complex, contradictory, and
uncertain regime that is inequitable to both plain-
tiffs and defendants and unduly burdens interstate
commerce;

(4) as a result of excessive, unpredictable, and
often arbitrary damage awards and unfair alloca-
tions of hability, consumers have been adversely af-
fected through the withdrawal of products, prociuc-
ers, services, and service providers from the market-
place, and from excessive liability costs passed on to
them through higher prices;

(5) excessive, unpredictable, and often arbitrary
damage awards and unfair allocations of liability
jeopardize the financial well-being of many individ-
nals as well as entire industries, particularly the Na-
tion’s small businesses and adversely affects govern-
ment and taxpayers;

(6) the excessive costs of the civil justice system
undermine the ability of American companies to
compete internationally, and serve to decrease the
number of jobs and the amount of productive capital
in the national economys;

(7) the unpredictability of damage awards is in-

equitable to both plaintiffs and defendants and has

«S 648 IS
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4
added considerably to the high cost of Lability insur-

ance, making it difficult for producers, consumers,

volunteers, and nonprofit organizations to protect

themselves from liability with any degree of con-
fidence and at a reasonable cost;

(8) because of the national scope of the prob-
lems created by the defects in the civil justice sys-
tem, it is not possible for the States to enact laws
that fully and effectively respond to those problems;

(9) it is the constitutional role of the national
government to remove barriers to interstate com-
merce and to protect due process rights; and

(10) there is a need to restore rationality, cer-
tainty, and fairness to the civil justice system in
order to protect against excessive, arbitrary, and un-
certain damage awards and to reduce the volume,
costs, and delay of litigation.

(b) PURPOSES.—Bésed upon the powers contained in
Article I, Section 8, Clause 3 and the Fourteenth Amend-
ment of the United States Constitution, the purposes of
this Act are to promote the free flow of goods and services
and to lessen burdens on interstate commerce and to up-
hold constitutionally protected due process rights by—

(1) estabhishing certain uniform legal principles

of product liability which provide a fair balance

*S5 648 IS
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among the interests of product users, manufactur-
ers, and product sellers;

(2) placing reasonable limits on damages over
and above the actual damages suffered by a claim-
ant;

(3) ensuring the fair allocation of liability in
civil actions;

(4) reducing the unacceptable costs and delays
of our civil justice system caused by excessive litiga-
tion which harm both plaintiffs and defendants; and

(5) establishing greater fairness, rationality,

and predictability in the civil justice system.

TITLE I—PRODUCT LIABILITY

REFORM

SEC. 101. DEFINITIONS.

For purposes of this title—

(1) ActuaL MALICE.—The term “actual mal-
ice” means specific intent to cause serioué physical
injury, illness, disease, death, or damage to property.

(2) CLAIMANT.—The term ‘“‘claimant’” means
any person who brings an action covered by this title
and any person on whose behalf such an action is
brought. If such an action is brought through or on
behalf of an estate, the term includes the claimant’s

decedent. If such an action is brought through or on
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behalf of a minor or incompetent, the term includes
the claimant’s legal guardian.

(3) CLEAR AND CONVINCING EVIDENCE.—The
term ‘“‘clear and convincing evidence’” is that meas-
ure or degree of proof that will produce in the mind
of the trier of fact a firm belief or conviction as to
the truth of the allegations sought to be established.
The level of proof required to satisfy such standard
is more than that required under preponderance of
the evidence, but less than that required for proof
beyond a-reasonable doubt.

(4) COMMERCIAL LOSS.—The term ‘“‘commercial
loss” means any loss or damage solely to a product
itself, loss relating to a dispute over its value, or
consequential economic loss, the recovery of which is
governed by the Uniform Commercial Code or analo-
gous State commercial or contract law.

(5) COMPENSATORY DAMAGES.—The term
“compensatory damages” means damages awarded
for economic and non-economic loss.

(6) Economic L0sSS.—The term ‘‘economic
loss” means any pecuniary loss resulting from harm
(including the loss of earnings or other benefits re-
lated to employment, medical expense loss, replace-

ment services loss, loss due to death, burial costs,

*S 648 IS
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and loss of business or employment opportunities) to

the extent recovery for such loss is allowed under ap-

plicable State law.

1cal

(7) HARM.—The term “harm” means any phys-

injury, illness, disease, or death or damage to

property caused by a product. The term does not n-

clude commercial loss.

(8) MANUFACTURER.—The term ‘‘manufac-

turer’ means—

*S 648 IS

(A) any person who is engaged in a busi-
ness to produce, create, make, or construct any
product (or component part of a product) and
who (i) designs or formulates the product (or
component part of the product), or (i1) has en-
gaged another person to design or formulate
the product (or component part of the product);

(B) a product seller, but only with respect
to those aspects of a product (or component
part of a product) which are created or affected
when, before placing the product in the stream
of commerce, the product seller produces, cre-
ates, makes or constructs and designs, or for-
mulates, or has engaged another person to de-

sign or formulate, an aspect of the product (or
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component part of the product) made by an-

other person; or

(C) any product seller not described in
subparagraph (B) which holds itself out as a
manufacturer to the user of the produect.

(9) NONECONOMIC LOSS.—The term “non-

economic loss” means subjective, nonmonetary loss

resulting from harm, including pamn, suffering, in-

convenience, mental suffering, emotional distress,

loss

of society and ecompanionship, loss of consor-

tium, Injury to reputation, and humiliation.

(10) PERSON.—The term ‘‘person’” means any

individual, corporation, eompany, association, firm,

partnership, society, joint stock company, or any

other entity (including any governmental entity).

*S 648 IS

(11) ProDUCT.—

(A) IN GENERAL.—The term ‘‘product”
means any object, substance, mixture, or raw
material in a gaseous, liquid, or solid state
which—

(1) is capable of delivery itself or as an
assembled whole, in a mixed or combined
state, or as a component part or ingredi-

ent;
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(1) 1s produced for introduction into
trade or commerce;

(iii) has intrinsic economic value; and

(1v) is intended for sale or lease to
persons for commercial or personal use.

(B) EXCLUSIONS.—The term does not in-
clude—

(1) tissue, organs, blood, and blood
products used for therapeutic or medical
purposes, except to the extent that such
tissue, organs, blood, and blood products
(or the provision thereof) are subject,
under applicable State law, to a standard
of liability other than negligence; or

(1) electricity, water delivered by a
utihity, natural gas, or steam.

(12) PRODUCT LIABILITY ACTION.—The term
“product liability action” means a civil action
brought on any theory for harm caused by a prod-
uct.

(13) PRODUCT SELLER.—

(A) IN GENERAL.-—The term “product sell-
er’’ means a person who in the course of a busi-

ness conducted for that purpose—

*S 648 IS
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I (1) sells, distributes, rents, leases, pre-
2 pares, blends, packages, labels, or other-
3 wise 18 Imvolved in placing a product in the
4 stream of commerce; or
5 (i1) installs, repairs, refurbishes, re-
6 conditions, or maintains the harm-causing
7 aspect of the product.
8 (B) EXCLUSION.—The term “product sell-
9 er’’ does not include—
10 (1) a seller or lessor of real property;
11 (i1} a provider of professional services
12 in any case in which the sale or use of a
13 product 1s incidental to the transaction and
14 the essence of the transaction is the fur-
15 nishing of judgment, skill, or services; or
16 (iil) any person who—
17 (I) acts in only a finanecial capac-
18 ity with respect to the sale of a prod-
19 uct; or
20 (II}) leases a product under a
21 lease arrangement in which the lessor
22 does not initially select the leased
23 product and does not during the lease
24 term ordinarily control the daily oper-
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ations and maintenance of the prod-
uct.

(14) PUNITIVE DAMAGES.—The term ‘‘punitive
damages” means damages awarded against any per-
son or entity to punish or deter such person or en-
tity, or others, from engaging in similar behavior in
the future.

(15) STATE.—The term “State’” means any
State of the United States, the District of Columbia,
Commonwealth of Puerto Rico, the Northern Mari-
ana Islands, the Virgin Islands, Guam, American
Samoa, and any other territory or possession of the
United States or any political subdivision of any of
the foregoing.

102. APPLICABILITY; PREEMPTION.
(a) PREEMPTION.—

(1) IN GENERAL.—This Act governs any prod-
uct lability action brought in any State or Federal
court on any theory for harm caused by a product.

(2) .ACTIONS EXCLUDED.—A civil action
brought for commercial loss shall be governed only
by applicable commercial or contract law.

(b) RELATIONSHIP TO STATE Law.—This title su-

24 persedes State law only to the extent that State law ap-

25 plies to an issue covered by this title. Any issue that is

*S 648 IS
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12
not governed by this title, including any standard of liabil-

ity applicable to a manufacturer, shall be governed by oth-
erwise applicable State or Federal law.

(¢} EFFECT ON OTHER LAw.—Nothing in this Act
shall be construed to—

(1) waive or affect any defense of sovereign im-
munity asserted by any State under any law;

(2) supersede or alter any Federal law;

(3) waive or affect any defense of sovereign im-
munity asserted by the United States;

(4) affect the applicability of any provision of
chapter 97 of title 28, United States Code;

(5) preempt State choice-of-law rules with re-
spect to claims brought by a foreign nation or a citi-
zen of a foreign nation;

(6) affect the right of any court to transfer
venue or to apply the law of a foreign nation or to
dismiss a claim of a foreign nation or of a citizen
of a foreign nation on the ground of inconvenient
forum; or

(7) supersede or modify any statutory or com-
mon law, including any law providing for an action
to abate a nuisance, that authorizes a person to In-
stitute an action for civil damages or civil penalties,

cleanup costs, injunctions, restitution, cost recovery,

*S 648 IS
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punitive damages, or any other form of relief for re-

mediation of the environment (as defined In section

101(8) of the Comprehensive Environmental Re-

sponse, Compensation, and Liability Act of 1980 (42

U.S.C. 9601(8)).

(d) ACTIONS FOR NEGLIGENT ENTRUSTMENT.—A
civil action for negligent entrustment, or any action
brought under any theory of dramshop or third-party Li-
ability arising out of the sale or prowision of alcohol prod-
ucts to intoxicated persons or minors, shall not be subject
to the provisions of this Act but shall be subject to any
applicable State law.

SEC. 103. LIABILITY RULES APPLICABLE TO PRODUCT
SELLERS, RENTERS, AND LESSORS,

(a) GENERAL RULE.—

(1) IN GENERAL.—In any product liability ac-
tion, a product seller other than a manufacturer
shall be liable to a claimant only if the claimant es-
tablishes—

(A) that—

(1) the product that allegedly caused
the harm that is the subject of the com-
plaint was sold, rented, or leased by the

product seller;

«5 648 IS



N e s R - 7 e e S o R

N [\ ] [\ R £ (W] p— b p— — — p— p— p— — [
Uh BN (FS) b bt = \O o0 ~J [ Lh i Y W (] — <

*S 648 IS

14

(i) the produect seller failed to exer-
cise reasonable care with respect to the
product; and

(iii) the failure to exercise reasonable
care was a proximate cause of harm to the
claimant;

(B) that—

(1) the product seller made an express
warranty applicable to the product that al-
legedly caused the harm that is the subject
of the complaint, independent of any ex-
press warranty made by a manufacturer as
to the same product;

(11) the product failed to conform to
the warranty; and

(ii1) the failure of the product to con-
form to the warranty caused harm to the
claimant; or
(C) that—

(i) the product seller engaged in In-
tentional wrongdoing, as determined under
applicable State law; and

(1) such intentional wrongdoing was a
proximate cause of the harm that is the

subject of the complaint.
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(2) REASONABLE OPPORTUNITY FOR INSPEC-
TION.—For purposes of paragraph (1){(A)(ii), a
product seller shall not be considered to have failed
to exercise reasonable care with respect to a product
based upon an alleged failure to inspect the prod-
uct—

(A) if the failure occurred because there
was no reasonable opportunity to inspect the
product; or

(B) if the mspection, in the exercise of rea-
sonable care, would not have revealed the as-
pect of the product which allegedly caused the
claimant’s harm.

(b) SPECIAL RULE.—

(1) IN GENERAL.—A product seller shall be
deemed to be liable as a manufacturer of a product
for harm caused by the product if-—

(A) the manufacturer is not subject to
service of process under the laws of any State
in which the action may be brought; or

(B) the court determines that the claimant
would be unable to enforce a judgment against
the manufacturer.

(2) STATUTE OF LIMITATIONS.—For purposes

of this subsection only, the statute of limitations ap-
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plicable to claims asserting liability of a produect sell-

er as a manufacturer shall be tolled from the date
of the filing of a complaint against the manufacturer
to the date that judgment is entered against the
manufacturer.

(e¢) RENTED OR LEEASED PRODUCTS.—

(1) Notwithstanding any other provision of law,
any person engaged in the business of renting or
leasing a product (other than a person excluded
from the definition of product seller under section
101(13)(B)) shall be subject to liability in a produect
liability action under subsection (a), but any person
engaged in the business of renting or leasing a prod-
uct shall not be liable to a claimant for the tortious
act of another solely by reason of ownership of such
product.

(2) For purposes of paragraph (1), and for de-
termining the applicability of this title to any person
subject to paragraph (1), the term “product Lability
action’” means a civil action brought on any theory

for harm caused by a product or product use.

~
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1 SEC. 104. DEFENSE BASED ON CLAIMANT’S USE OF INTOXI-

2
3

CATING ALCOHOL OR DRUGS.

(a) GENERAL RULE.—In any product liability action,

4 it shall be a complete defense to such action if the defend-

5
6
7
8
9

10
11
12
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ant proves that—

(1) the claimant was intoxicated or was under
the influence of intoxicating aleohol or any drug
when the accident or other event which resulted in
such claimant’s harm oceurred; and

(2) the claimant, as a result of the influence of
the alcohol or drug, was more than 50 percent re-
sponsible for such accident or other event.

(b) CONSTRUCTION.—For purposes of subsection

(a)—

(1) the determination of whether a person was
intoxicated or was under the influence of intoxicat-
ing aleohol or any drug shall be made pursuant to
applicable State law; and

(2) the term “drug’” means any controlled sub-
stance as defined in the Controlled Substances Act
(21 U.S.C. 802(6)) that was not legally prescribed
for use by the claimant or that was taken by the
claimant other than in accordance with the terms of

a lawfully issued prescription.

SEC. 105. MISUSE OR ALTERATION.

(a) GENERAL RULE.—

«S 648 IS
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(1) IN GENERAL.—In a produet liability action,
the damages for which a defendant is otherwise lia-
ble under Federal or State law shall be reduced by
the percentage of responsibility for the claimant’s
harm attributable to misuse or alteration of a prod-
uct by any person if the defendant establishes that
such percentage of the claimant’s harm was proxi-
mately caused by a use or alteration of a product—

(A) in wiolation of, or contrary to, a de-
fendant’s express warnings or instructions if
the warnings or instructions are adequate as
determined pursuant to applicable State law; or

(B) involving a risk of harm which was
known or should have been known by the ordi-
nary person who uses or consumes the product
with the knowledge common to the class of per-
sons who used or would be reasonably antici-
pated to use the product.

(2) USE INTENDED BY A MANUFACTURER IS
NOT MISUSE OR ALTERATION.—For the purposes of
this Act, a use of a product that is intended by the
manufacturer of the product does not constitute a
misuse or alteration of the product.

(b) WORKPLACE INJURY.—Notwithstanding sub-

25 section (a), the damages for which a defendant is other-
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wise liable under State law shall not be reduced by the

percentage of responsibility for the claimant’s harm attrib-
utable to misuse or alteration of the product by the claim-
ant’s employer or any coemployee who is immune from
suit by the claimant pursuant to the State law applicable
to workplace injuries.
SEC. 106. UNIFORM TIME LIMITATIONS ON LIABILITY.
(a) STATUTE OF LIMITATIONS,.—
(1) IN GENERAL.—Except as provided in para-
graphs (2) and (3) and subsection (b), a product li-
ability action may be filed not later than 2 years
after the date on which the claimant discovered or,
in the exercise of reasonable care, should have dis-
covered—
(A) the harm that is the subject of the ac-
tion; and
(B) the cause of the harm.
(2) EXCEPTION.—A person with a legal disabil-
ity (as (ieternlined under applicable law) may file a
product liability action not later than 2 years after
the date on which the person ceases to have the legal
disability.
(3) EFFECT OF STAY OR INJUNCTION.—If the
commencement of a civil action that is subject to

this title is stayed or enjoined, the running of the

*S 648 IS



20

Pk

statute of hmitations under this section shall be sus-

2 pended until the end of the period that the stay or
3 injunction 1s in effect.
4 (b) STATUTE OF REPOSE.—
5 (1) IN GENERAL.—Subject to paragraphs (2)
6 and (3), no product hability action that is subject to
7 this Act concerning a product alleged to have caused
8 harm (other than toxic harm) may be filed after the
9 18-year period beginning at the time of delivery of
10 the product to the first purchaser or lessee.
11 (2) EXCEPTIONS.—
12 (A) A motor vehicle, vessel, aircraft, or
13 train, that 1s used primarily to transport pas-
14 sengers for hire, shall not be subject to this
15 subsection.
16 (B) Paragraph (1) does not bar a product
17 liability action against a defendant who made
18 an express warranty in writing as to the safety
19 or life expectancy of the specific product in-
20 volved which was longer than 18 years, but it
21 will apply at the expiration of that warranty.
22 (¢) TRANSITIONAL PROVISION RELATING TO EXTEN-

23 SION OF PERIOD FOR BRINGING CERTAIN ACTIONS.—If
24 any provision of subsection (a) or (b) shortens the period

25 during which a product liability action could be otherwise
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brought pursuant to another provision of law, the claimant

may, notwithstanding subsections (a) and (b), bring the

product hability action not later than 1 year after the date

of enactment of this Act.

SEC. 107. ALTERNATIVE DISPUTE RESOLUTION PROCE-
DURES.

(a} SERVICE OF OFFER.—A claimant or a defendant
in a product lability action may, not later than 60 days
after the service of—

(1) the initial complaint; or

(2) the applicable deadline for a responsive

pleading;

whichever 1s later, serve upon an adverse party an offer
to proceed pursuant to any voluntary, nonbinding alter-
native dispute resolution procedure established or recog-
nized under the law of the State in which the product Li-
ability action is brought or under the rules of the court
in which such action is maintained.

(b) WRITTEN NOTICE OF ACCEPTANCE OR REJEC-
TION.—Except as provided in subsection (¢), not later
than 10 days after the service of an offer to proceed under
subséction (a), an offeree shall file a written notice of ac-
ceptance or rejection of the offer.

(¢} EXTENSION.—The court may, upon motion by an

offeree made prior to the expiration of the 10-day period
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specified in subsection (b), extend the period for filling a

written notice under such subsection for a period of not

more than 60 days after the date of expiration of the pe-

riod specified in subsection (b). Discovery may be per-

mitted during such period.

SEC. 108. UNIFORM STANDARDS FOR AWARD OF PUNITIVE
DAMAGES.

(a) GENERAL RULE.—Punitive damages may, to the
extent permitted by applicable State law, be awarded
against a defendant if the claimant establishes by clear
and convincing evidence that conduct carried out by the
defendant with a conscious, flagrant indifference to the
rights or safety of others was the proximate cause of the
harm that is the subject of the action in any product liabii-
1ty action.

(b) LIMITATION ON AMOUNT.—

(1) IN GENERAL.—The amount of punitive
damages that may be awarded in an action desecribed
in subsection (a) may not exceed the greater of—

(A) 2 times the sum of the amount award-
ed to the claimant for economic loss and non-
economic loss; or

(B) $250,000.

(2) SpECIAL RULE.—Notwithstanding para-

graph (1), in any action described in subsection (a)

oS 648 IS



A= e = Y L L YS

[y
<

11
12
i3
14
15
16
17
18
19
20
21
22
23
24
25

23

against an individual whose net worth does not 'ex-
ceed $500,000 or against an owner of an unincor-
porated business, or any partnership, corporation,
association, unit of local government, or organization
which has fewer than 25 full-time employees, the pu-
nitive damagés shall not exceed the lesser of—

(A) 2 times the sum of the amount award-
ed to the claimant for economic loss and non-
economic loss; or

(B) $250,000.

For the purpose of determining the applicability of
this paragraph to a cofporation, the number of em-
ployees of a subsidiary or wholly-owned corporation
shall include all employees of a parent or sister cor-
poration.

(3) EXCEPTION FOR INSUFFICIENT AWARD IN
CASES OFF EGREGIOUS CONDUCT.—

(A) DETERMINATION BY COURT.—If the
court makes a determination, after considering
each of the factors in subparagraph (B), that
the application of paragraph (1) would result in
an award of punitive damages that is insuffi-
cient to punish the egregious conduct of the de-
fendant against whom the punitive damages are

to be awarded or to deter such conduct in the
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future, the court shall determine the additional
amount of punitive damages (referred to in this
paragraph as the “additional amount”) in ex-
cess of the amount determined in accordance
with paragraph (1) to be awarded against the
defendant in a separate proceeding in accord-
ance with this paragraph.

(B) FACTORS FOR CONSIDERATION.—In
any proceeding under paragraph (A), the court
shall consider—

(1) the extent to which the defendant
acted with actual malice;

(11) the lLikelihood that serious harm
would arise from the conduct of the de-
fendant,

(i11) the degree of the awareness of
the defendant of thaf likelihood;

(iv} the profitability of the misconduect
to the defendant;

(v) the duration of the misconduct
and any concurrent or subsequent conceal-
ment of the conduct by the defendant;

(vi) the attitude and conduct of the

defendant upon the discovery of the mis-
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conduct and whether the misconduct has
terminated;

(vi1) the financial condition of the de-
fendant; and

(viii) the cumulative deterrent effect
of other losses, damages, and punjshinent
suffered by the defendant as a result of the
misconduct, reducing the amount of puni-
tive damages on the basis of the economic
impact and severity of all measures to
which the defendant has been or may be
subjected, including—

(I) compensatory and punitive
damage awards to similarly situated
claimants;

(IT) the adverse economic effect
of stigma or loss of reputation;

(III) civil fines and eriminal and
administrative penalties; and

(IV) stop sale, cease and desist,
and other remedial or enforcement or-
ders.

(C) REQUIREMENTS FOR AWARDING ADDI-

TIONAL AMOUNT.—If the court awards an addi-

tional amount pursuant to this subsection, the
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court shall state its reasons for setting the

amount of the additional amount in findings of

fact and conclusions of law.

(D) PREEMPTION.—This section does not
create a cause of action for punmitive damages
and does not preempt or supersede any State or
Federal law to the extent that such law would
further limit the award of punitive damages.
Nothing in this subsection shall modify or re-
duce the ability of courts to order remittiturs.
-(4) APPLICATION BY COURT.—This subsection

shall be applied by the court and application of this
subsection shali not be disclosed to the jury. Nothing
in this subsection shall authorize the court to enter
an award of punitive damages in excess of the jury’s
initial award of punitive damages.

(¢) BIFURCATION AT REQUEST OF ANY PARTY. —

(1) IN GENERAL.—At the request of any party
the trier of fact in any action that is subject to this
section shall consider in a separate proceeding, held
subsequent to the determination of the amount of
compensatory damages, whether punitive damages
are to be awarded for the harm that is the subject

of the action and the amount of the award.
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(2) INADMISSIBILITY OF EVIDENCE RELATIVE

ONLY TO A CLAIM OF PUNITIVE DAMAGES IN A PRO-

CEEDING CONCERNING COMPENSATORY DAMAGES.—

If any party requests a separate proceeding under

paragraph (1), in a proceeding to determine whether

the claimant may be awarded compensatory dam-
ages, any evidence, argument, or contention that is
relevant only to the claim of punitive damages, as
determined by applicable State law, shall be inadmis-
stble.
SEC. 109, LIABILITY FOR CERTAIN CLAIMS RELATING TO
DEATH,

In any civil action in which the alleged harm to the
claimant is death and, as of the effective date of this Act,
the applicable State law provides, or has been construed
to provide, for damages only punitive in nature, a defend-
ant may be liable for any such damages without regard
to section 108, but only during such time as the State
law so provides. This section shall cease to be effective
September 1, 1997.

SEC. 110. SEVERAL LIABILITY FOR NONECONOMIC LOSS.

(a) GENERAL RULE.—In a product liability action,
the liability of each defendant for noneconomic loss shall
be several only and shall not be joint.

(b) AMOUNT OF LIABILITY.—

*5 648 IS
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(1) IN GENERAL.—Each defendant shall be ha-

ble only for the amount of noneconomic loss allo-
cated to the defendant in direet proportion to the
percentage of responsibility of the defendant (deter-
mined in accordance with paragraph (2)) for the
harm to the claimant with respect to which the de-
fendant i1s liable. The court shall render a separate
judgment against each defendant in an amount de-
termined pursuant to the preceding sentence.

(2) PERCENTAGE OF RESPONSIBILITY.—For
purposes of determining the amount of noneconomic
loss allocated to a defendant under this section, the
trier of fact shall determine the percentage of re-
sponsibility of each person responsible for the claim-
ant’s harm, whether or not such person is a party

to the action.

TITLE II—BIOMATERIALS
ACCESS ASSURANCE

SEC. 201. SHORT TITLE.

This title may be cited as the “Biomaterials Access

Assurance Act of 1997”,

SEC. 202, FINDINGS.

Congress finds that—
(1) each year millions of citizens of the United

States depend on the availability of lifesaving or life
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enhancing medical devices, many of which are per-
manently implantable within the human body;

(2) a continued supply of raw materials and
component parts is necessary for the invention, de-
velopment, Improvement, and maintenance of the
supply of the devices;

(3) most of the medical devices are made with
raw materials and component parts that——

(A) are not designed or manufactured spe-
cifically for use in medical devices; and

(B) come in contact with internal human
tissue;

(4) the raw materials and component parts also
are used in a variety of nonmedical products;

(5) because small quantities of the raw mate-
rials and component parts are used for medical de-
vices, sales of raw materials and component parts
for medical devices constitute an extremely small
portion of the overall market for the raw materials
and medical devices;

(6) under the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), manufacturers of
medical devices are required to demonstrate that the

medical devices are safe and effective, including

*S 648 IS
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demonstrating that the products are properly de-

signed and have adequate warnings or instructions;

(7) notwithstanding the fact that raw materials
and component parts suppliers do not design,
produce, or test a final medical device, the suppliers
have been the subject of actions alleging inad-
equate—

(A) design and testing of medical devices
manufactured with materials or parts supplied
by the suppliers; or

(B) warnings related to the use of such
medical devices;

(8) even though suppliers of raw materials and
component parts have very rarely been held liable in
such actions, such suppliers have ceased supplying
certain raw materials and component parfs for use
in medical devices because the costs associated with
litigation in order to ensure a favorable judgment for
the suppliers far exceeds the total pbtential sales
revenues from sales by such suppliers to the medical
device industry;

(9) unless alternate sources of supply can be
found, the unavailability of raw materials and com-

ponent parts for medical devices will lead to unavail-

*5 648 IS
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ability of lifesaving and life-enhancing medical de-
vices;

(10) because other suppliers of the raw mate-
rials and component parts in foreign nations are re-
fusing to sell raw materials or component parts for
use In manufacturing certain medical devices in the
United- States, the prospects for development of new
sources of supply for the full ‘range of threatened
raw materials and ecomponent parts for medical de-
vices are remote;

(11) it is unlikely that the small market for
such raw materials and component parts in the
United States could support the large investment
needed to develop new suppliers of such raw mate-
rials and component parts;

(12) attempts to develop such new suppliers
would raise the cost of medical devices,

(13) courts that have considered the duties of
the suppliers of fhe raw materials and component
parts have generally found that the suppliers do not
have a duty—

(A) to evaluate the safety and efficacy of
the use of a raw material or component part in

a medical device; and

S 648 IS
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)

(B) to warn consumers concerning the

2 safety and effectiveness of a medical device;

3 (14) attempts to impose the duties referred to
4 in subparagraphs (A) and (B) of paragraph (13) on
5 suppliers of the raw materials and compdnent parts
6 would cause more harm than good by driving the
7 suppliers to cease supplying manufacturers of medi-
8 cal devices; and

9 (15) in order to safeguard the availability of a
10 wide variety of hfesaving and hife-enhancing medical
11 devices, immediate action is needed—

12 (A) to clarify the permissible bases of li-
13 ability for suppliers of raw materials and com-
14 ponent parts for medical devices; and

15 (B) to provide expeditious procedures to
16 dispose of unwarranted suits against the suppli-
17 ers I such manner as to minimize litigation
18 costs.

19 SEC. 203. DEFINITIONS.

20 As used in this title:

21 (1) BIOMATERIALS SUPPLIER.—

22 (A) IN GENERAL.—The term ‘‘biomaterials
23 supplier’” means an entity that directly or indi-
24 rectly supplies a component part or raw mate-
25 rial for use in the manufacture of an implant.

*S 648 IS
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(B) PERSONS INCLUDED.—Such term in-
cludes any person who—

(1) has submitted master files to the
Secretary for purposes of premarket ap-
proval of a medical device; or

(11) licenses a biomaterials supplier to
produce component parts or raw materials,

(2) CLAIMANT.—

(A) IN GENERAL.—The term “claimant”
means any person who brings a civil action, or
on whose behalf a civil action is brought, aris-
ing from harm allegedly caused directly or indi-
rectly by an implant, including a person other
than the individual into whose body, or in con-
tact with whose blood or tissue, the implant is
placed, who claims to have suffered harm as a
result of the implant.

(B) ACTION BROUGHT ON BEHALF OF AN

~ ESTATE.—With respect to an action brought on

+S 648 IS

behalf of or through the estate of an individual
into whose body, or in contact with whose blood
or tissue the implant is placed, such term in-
cludes the decedent that is the subject of the

action.
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(C) ACTION BROUGHT ON BEHALF OF A
MINOR OR INCOMPETENT.—With respect to an
action brought on behalf of or through a minor
or incompetent, such term includes the parent
or guardian of the minor or incompetent.

(D) EXCLUSIONS.—Such term does not in-
clude—

(1) a provider of professional health
care services, in any case in which—

(I) the sale or use of an implant
is incidental to the transaction; and

(IT) the essence of the trans-
action is the furmishing of judgment,
skill, or services;

(i) a person acting in the capacity of
a manufacturer, seller, or biomaterials sup-
plier;

(iii} a person alleging harm caused by
either the silicone gel or the silicone enve-
lope utilized in a breast implant containing
silicone gel, except that—

(I) neither the exclusion provided
by this clause nor any other provision

of this Act may be construed as a

finding that silicone gel (or any other
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form of silicone) may or may not
cause harm; and

(IT) the exastence of the exclusion
under this clause may not—

(aa) be disclosed to a jury in
any civil action or other proceed-
ing; and

(bb) except as necessary to
establish the applicability of this
Act, otherwise be presented in
any civil action or other proceed-
ing; or

(iv) any person who acts in only a fi-
nancial capacity with respect to the sale of
an implant.

(3) COMPONENT PART.—

(A) IN GENERAL.—The term “component
part” means a manufactured piece of an im-
plant.

(B) - CERTAIN COMPONENTS.—Such term
includes a manufactured piece of an implant
that—

(1) has significant non-implant apph-

cations; and
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(i) alone, has no implant value or
purpose, but when combined with other
component parts and materials, constitutes
an implant.

(4) HArRM.—

(A) IN GENERAL.—The term ‘‘harm”

. means—

*S5 648 IS

(1) any injury to or damage suffered
by an individual;

(ii) any illness, disease, or death of
that individual resulting from that injury
“or damage; and ’

(ii1) any loss to that individual or any
other individual resulting from that injury
or damage.

(B) EXCLUSION.—The term does not in-
clude any commercial loss or loss of or damage
to an implant.

(5) IMPLANT.—The term “implant” means—

(A) a medical device that is intended by
the manufacturer of the device—

(1) to be placed into a surgically or
naturally formed or existing cavity of the

body for a period of at least 30 days; or
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(11) to remain in contact with bodily
fluids or internal human tissue through a
surgically produced opening for a pertod of
less than 30 days; and
(B) suture materials used in 1mplant pro-
cedures.

(6) MANUFACTURER.—The term ‘“‘manufac-

turer” means any person who, with respect to an im-

plant—

*S 648 IS

(A) is engaged in the manufacture, prepa-
ration, propagation, compounding, or processing
(as defined in seetion 510(a)(1)) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360(a)(1)) of the implant; and

(B) is required—

(1) to register with the Secretary pur-
suant to section 510 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360)
and the regulations issued under such sec-
tion; and

(i1) to include the implant on a list of
devices filed with the Secretary pursuant
to section 510(j} of such Act (21 U.S.C.
360(j)) and the regulations 1ssued under

such section.
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(7) MEDICAL DEVICE.—The term ‘‘medical de-

»

vice’’ means a device, as defined in section 201(h)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321(h)) and includes any device component
of any combination product as that term is used in
section 503(g) of such Act (21 U.S.C. 353(g)).

(8) RaW MATERIAL.—The term “raw material”
means a substance or product that—

(A) has a generic use; and

(B) may be used in an application other
than an implant.

(9) SECRETARY.—The term ‘‘Secretary’”’ means
the Secretary of Health and Human Services.
(10) SELLER.—

(A) IN GENERAL.—The term “seller”
means a person who, in the course of a business
conducted for that purpose, sells, distributes,
leases, packages, labels, or otherwise places an
implant in the stream of commerce.

(B) ExcLusSIONS.—The term does not in-
clude—

(i) a seller or lessor of real property;
(11) a provider of professional services,
in any case in which the sale or use of an

implant 1s incidental to the transaction and

+S 648 IS
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the essence of the trahsaction 1s the fur-

nishing of judgment, skill, or services; or
(1ii) any person who acts in only a fi-

nancial capacity with respect to the sale of

an implant.

SEC. 204. GENERAL REQUIREMENTS; APPLICABILITY; PRE-

EMPTION.
(a) GENERAL REQUIREMENTS.—

(1) IN GENERAL.—In any civil action covered
by this title, a biomaterials supplier may raise any
defense set forth in section 205.

(2) PROCEDURES.—Notwithstanding any other
provision of law, the Federal or State court in which
a civil action covered by this title is pending shall,
In connection with a motion for dismissal or judg-
ment based on a defense described in paragraph (1),
use the procedures set forth in section 206.

(b) APPLICABILITY.—

(1) In GENERAL.—Except as provided in para-
graph (2), notwithstanding any other provision of
law, this title applies to any civil action brought by
a claimant, whether in a Federal or State court,
against a manufacturer, seller, or biomaterials sup-
plier, on the basis of any legal theory, for harm al-

legedly caused by an implant.

+S 648 IS
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(2) EXCLUSION.—A ecivil action brought by a
purchaser of a medical device for use in providing
professional services against a manufacturer, seller,
or biomaterials supplier for loss or damage to an im-
plant or for commercial loss to the purchaser—

(A) shall not be considered an action that
1s subject to this title; and
(B) shall be govemed by applicable com-
merecial or contract law.
(e) SCOPE OF PREEMPTION.—

(1) IN GENERAL.—This title supersedes any
State law regarding recovery for harm caused by an
implant and any rule of procedure applicable to a
civil action to recover damages for such harm only
to the extent that this title establishes a rule of law
appliéable to the recovery of such damages.

(2) APPLICABILITY OF OTHER LAWS.—Any
issue that arises under this title and that is not gov-
erned by a rule of law applicable to the recovery of
damages deseribed in paragraph (1) shall be gov-
erned by applicable Feederal or State law.

(d) STATUTORY CONSTRUCTION.—Nothing in this
may be construed—

(1) to affect any defense available to a defend-

ant under any other provisions of Federal or State

*S 648 IS
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law in an action alleging harm caﬁsed by an im-
plant; or

(2) to create a cause of action or Federal court
jurisdietion pursuant to section 1331 or 1337 of title
28, United States Code, that otherwise would not
exist under applicable Federal or State law.

SEC. 205. LIABILITY OF BIOMATERIALS SUPPLIERS.
(a) IN GENERAL.—

(1) EXCLUSION FROM LIABILITY.—Except as
provided in paragraph (2), a biomaterials supplier
shall not be liable for harm to a claimant caused by
an implant.

(2) LiaBiLiTY.—A biomaterials supplier that—
(A) 13 a manufacturer may be liable for
harm to a claimant described in subsection (b);
(B) is a seller may be hable for harm to

a claimant described in subseetion (¢); and

(C) furnishes raw materials or component
parts that fail to meet applicable contractual re-
quirements or specifications may be liable for

harm to a claimant described in subsection (d).
(b) LIABILITY AS MANUFACTURER.—

(1) IN GENERAL.—A biomaterials supplier may,
to the extent required and permitted by any other

applicable law, be liable for harm to a claimant

*S 648 IS
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caused by an implant if the biomaterials supplier is

the manufacturer of the implant.

(2) GROUNDS FOR LIABILITY.—The biomate-

rials supplier may be considered the manufacturer of

the implant that allegedly caused harm to a claimant

only

if the biomaterials supplier—

(A)(1) has registered with the Secretary
pursuant to section 510 of the Federal ¥ood,
Drug, and Cosmetic Act (21 U.S.C. 360) and
the regulations issued under such section; and

(i1) included the implant on a list of de-

. vices filed with the Secretary pursuant to sec-

+S 648 IS

tion 510(j) of such Act (21 U.S.C. 360(3)) and
the regulations issued under such section;
(B) is the subject of a declaration issued
by the Secretary pursuant to paragraph (3)
that states that the supplier, with respect to the
implant that allegedly caused harm to the
claimant, was required to—
(1) register with the Secretary under
section 510 of such Act (21 U.S.C. 360),
and the regulations issued under such sec-
tion, but failed to do so; or
(11) include the implant on a list of de-

vices filed with the Secretary pursuant to
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section 510(j) of such Aect (21 U.S.C.

360(3)) and the regulations issued under

such section, but failed to do so; or

(C) 1s related by common ownership or
control to a person meeting all the requirements
described in subparagraph (A) or (B), if the
court deciding a motion to dismiss in accord-
ance with section 206(e)(3)(B)(i) finds, on the
basis of affidavits submitted in accordance with
section 206, that it is necessary to impose -
ability on the biomaterials supplier as a manu-
facturer because the related manufacturer
meeting the requirements of subparagraph (A)
or (B) lacks sufficient financial resources to
satisfy any judgment that the court feels 1t is
likely to enter should the claimant prevail.

(3) ADMINISTRATIVE PROCEDURES.—

(A) IN GENERAL.—The Secretary may
issue a declaration described in paragraph
(2)(B) on the motion of the Secretary or on pe-
tition by any person, after providing—

(1) notice to the affected persons; and
(1) an opportunity for an informal

hearing.
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(B) DOCKETING AND FINAL DECISION.—
Immediately upon receipt of a petition filed
pursuant to this paragraph, the Secretary shall
docket the petition. Not later than 180 days
after the petition i1s filed, the Secretary shall
issue a final decision on the petition.

(C) APPLICABILITY OF STATUTE OF LIMI-
TATIONS.—Any applicable statute of limitations
shall toll during the period during which a
claimant has filed a petition with the Secretary

under this paragraph.

(¢) LIABILITY AS SELLER.—A biomaterials suppler

may, to the extent required and permitted by any other

applicable law, be hable as a seller for harm to a claimant

caused by an implant if—

*S 648 IS

(1) the biomaterials supplier—

(A) held title to the implant that allegedly
caused harm to the claimant as a result of pur-
chasing the implant after—

(i) the manufacture of the implant;
and

(11) the entrance of the implant in the
stream of commerce; and

(B) subsequently resold the implant; or
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(2) the biomaterials supplier is related by com-
mon ownership or control to a person meeting all the
requirements described in paragraph (1), if a court
deciding a motion to dismiss in accordance with sec-
tion 206(c)(3)(B)(i1) finds, on the basis of affidavits
submitted 1n accordance with section 206, that it 1s
necessary to impose liability on the biomaterials sup-
plier as a seller because the related seller meeting
the requirements of paragraph (1) lacks sufficient fi-
nancial resources to satisfy any judgment that the
court feels it is likely to enter should the claimant
prevail.

(d) LIABILITY FOR VIOLATING CONTRACTUAL RE-
QUIREMENTS OR SPECIFICATIONS.—A biomaterials sup-
plier may, to the extent required and permitted by any
other applicable law, be liable for harm to a claimant
caused by an implant, if the claimant in an action shows,
by a preponderance of the evidence, that—

(1) the raw materials or component parts deliv-
ered by the biomaterials supplier either—

(A) did not constitute the product de-
seribed in the contract between the biomaterials
supplier and the person who contracted for de-

hivery of the product; or

*S 648 IS
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1 (B) failed to meet any specifications that
2 were—

3 (1) provided to the biomaterials sup-
4 plier and not expressly repudiated by the
5 biomaterials supplier prior to acceptance of
6 delivery of the raw materials or component
7 parts;

8 (i1)(I}) published by the biomaterials
9 supplier;

10 (IT) provided to the manufacturer by
11 the biomaterials supplier; or

12 (ITI) contained in a master file that
13 was submitted by the biomaterials supplier
14 to the Secretary and that is ecurrently
15 maintained by the biomaterials supplier for
16 purposes of premarket approval of medical
17 devices; or

18 (iil) included in the submissions for
19 _ purposes of premarket approval or review
20 by the Secretary under section 510, 513,
21 o015, or 520 of the Federal I'ood, Drug,
22 and Cosmetic Act (21 U.S.C. 360, 360c,
23 360e, or 360j), and received -clearance
24 from the Secretary if such specifications
25 were provided by the manufacturer to the

+5 648 IS
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P

biomaterials supplier and were not ex-
pressly repudiated by the biomaterials sup-
plier prior to the aceceptance by the manu-
facturer of delivery of the raw materials or
component parts; and
(2) such conduct was an actual and proximate
cause of the harm to the claimant.

SEC. 206. PROCEDURES FOR DISMISSAL OF CIVIL ACTIONS

O 0 3 o0 v A W N

AGAINST BIOMATERIALS SUPPLIERS.

[R—
Lo

(a) MoTioN To DisMiss.—In any action that is sub-

[a—
[—

ject to this title, a biomaterials supplier who is a defendant
12 in such action may, at any time during which a motion
13 to dismiss may be filed under an applicable law, move to

14 dismiss the action against it on the grounds that—

15 (1) the defendant is a biomaterials supplier;
16 and

17 (2)(A) the defendant should not, for the pur-
18 poses of—

19 (1) section 205(b), be considered to be a
20 manufacturer of the implant that is subject to
21 such section; or

22 (i1) section 205(c), be considered to be a
23 - seller of the implant that allegedly caused harm
24 to the claimant; or

«S 648 IS
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(B)(1) the claimant has failed to establish, pur-

suant to section 205(d), that the supplier furnished

raw materials or component parts in wviolation of

contractual requirements or specifications; or

(ii) the ‘claimant has failed to comply with the
procedural requirements of subsection (b).

(b) MANUFACTURER OF IMPLANT SHALL BE NAMED
A PARTY.—The claimant shall be required to name the
manufacturer of the implant as a party to the action, un-
less—

(1) the manufacturer is subject to service of
process solely in a jurisdiction in which the biomate-
rials supplier is not domiciled or subject to a service
of process; or

(2) an action against the manufacturer is
barred by applicable law.

(e} PROCEEDING ON MoTION T0 Drsmiss.—The fol-
lowing rules shall apply to any proceediﬁg on a motion
to dismiss filed under this section:

(1) APFIDAVITS RELATING TO LISTING AND
DECLARATIONS.—

(A) IN GENERAL.—The defendant in the
action may submit an affidavit demonstrating
that defendant has not included the implant on

a list, if any, filed with the Secretary pursuant

+S 648 IS
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to section 510(j) of the Federal Food, Drug,

and Cosmetic Act (21 U.8.C. 360()).

(B) RESPONSE TO MOTION TO DISMISS.—
In response to the motion to dismiss, the claim-
ant may submit an affidavit demonstrating
that—

(i) the Secretary has, with respect to
the defendant and the implant that alleg-
edly caused harm to the claimant, issued a
declaration pursuant to section
205(b)(2}(B); or

(ii) the defendant who filed the mo-
tion to dismiss is a seller of the implant
who is liable under section 205(c).

(2) EFFECT OF MOTION TO DISMISS ON DIS-

COVERY.—

S 648 IS

(A) IN GENERAL.—If a defendant files a
motion to dismiss under paragraph (1) or (2) of
subsection (a), no diseovery _shall be permitted
in connection to the action that is the subject
of the motion, other than discovery necessary to
determine a motion to dismiss for lack of juris-
diction, until such time as the court rules on

the motion to dismiss in accordance with the af-
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fidavits submitted by the parties in accordance
with this section.

(B) DisCOVERY.—If a defendant files a
motion to dismiss under subsection (a)(2)(B)(1)
on the grounds that the biomaterials supplier
did not furnish raw materials or component
parts in violation of contractual requirements or
specifications, the court may permit discovery,
as ordered by the court. The djséovery con-
ducted pursuant to this subparagraph shall be
limited to issues that are directly relevant to—

(1) the pending motion to dismiss; or
(i1) the jurisdiction of the court.

(3) AFFIDAVITS RELATING STATUS OF DEFEND-

ANT ~—

«S 648 IS

(A) IN GENERAL.—Except as provided in
clauses (i) and (i) of subparagraph (B), the
court shall consider a defendant to be a bio-
materials supplier who is not subject to an ac-
tion for harm to a claimant caused by an im-
plant, other fhan an action relating to liability
for a violation of contractual requirements or
specifications described in subsection (d).

(B) RESPONSES TO MOTION TO DISMISS.—

The court shall grant a motion to dismiss any
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action that asserts Hability of the defendant

under subsection (b} or (¢) of section 205 on
the grounds that the defendant is not a manu-
facturer subject to such section 205(b) or seller
subject to section 205(c), unless the claimant
submits a valid affidavit that demonstrates
that—

(i) with respect to a motion to dismiss
contending the defendant is not a manu-
facturer, the defendant meets the applica-
ble requirements for liability as a manufac-
turer under section 205(b); or

(i1) with respect to a motion to dis-
miss contending that the defendant is not
a seller, the defendant meets the applicable
requirements for liability as a seller under
section 205(c).

(4) BASIS OF RULING ON MOTION TO DIS-

MISS.—

«5 648 IS

(A) IN GENERAL.—The court shall rule on
a motion to dismiss filed under subsection (a)
solely on the basis of the pleadings of the par-
ties made pursuant to this section and any affi-
davits submitted by the parties pursuant to this

section.
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(B) MOTION FOR SUMMARY JUDGMENT.—
Notwithstanding any other provision of law, if
the court determines that the pleadings and af-
fidavits made by parties pursuant to this sec-
tlon raise genuine issues concerning material
facts with respect to a motion concerning con-
tractual requirements and specifications, the
court may deem the motion to dismiss to be a
motion for summary judgment made pursuant

to subsection (d).

(d) SUMMARY JUDGMENT.—

*S 648 IS

(1) IN GENERAL.—

(A) BASIS FOR ENTRY OF JUDGMENT.—A
bilomaterials supplier shall be entitled to entry
of judgment without trial if the court finds
there 1s no genuine issue concerning any mate-
rial fact for each applicable element set forth in
paragraphs (1) and (2) of section 205(d).

(B) ISSUES OF MATERIAL FACT.—With re-
spect to a finding made under subparagraph
(A), the court shall consider a genuine issue of
material fact to exist only if the evidence sub-
mitted by claimant would be sufficient to allow

a reasonable jury to reach a verdict for the
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claimant if the jury found the evidence to be

credible.
(2) DISCOVERY MADE PRIOR TO A RULING ON
A MOTION FOR SUMMARY JUDGMENT.—If, under ap-
- plicable rules, the court permits discovery prior to a
ruling on a motion for summary judgment made
pursuant to this subsection, such discovery shall be
limited solely to establishing whether a genuine issue
of material fact exists as to the applicable elements
set forth in paragraphs (1) and (2) of section

205(d).

(3) DISCOVERY WITH RESPECT TO A BIOMATE-
RIALS SUPPLIER.—A biomaterials supplier shall be
subject to discovery in connection with a motion
seeking dismissal or summary judgment on the basis
of the inapplicability of section 205(d) or the failure
to establish the applicable elements of section 205(d)
solely to the extent permitted by the applicable Fed-
eral or State rules for discovery against nonparties.
(e) STAY PENDING PETITION FOR DECLARATION.—
If a claimant has filed a petition for a declaration pursu-
ant to seetion 205(b)(3)}(A) with respect to a defendant,
and the Secretary has not issued a final decision on the

petition, the court shall stay all proceedings with respect

*S 648 IS
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to that defendant until such time as the Secretary has is-
sued a final decision on the petition.

(f) MANUFACTURER CONDUCT OF PROCEEDING.—
The manufacturer of an implant that is the subject of an
action covered under this title shall be permitted to file
and conduct a proceeding on any motion for summary
judgment or dismissal filed by a biomaterials supplier who
1s a defendant under this section if the manufacturer and
any other defendant in such action enter into a valid and
applicable contractual agreement under which the manu-
facturer agrees to bear the cost of such proceeding or to
conduct such proceeding.

(g) ATTORNEY FEES.—The court shall require the
claimant to compensate the biomaterials supplier (or a
manufacturer appearing in lieu of a supplier pursuant to
subsection (f)) for attorney fees and costs, if—

(1) the claimant named or joined the biomate-
rials supplier; and
(2) the court found the claim against the bio-

materials supplier to be without merit and frivolous.
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TITLE III—LIMITATIONS ON AP-

PLICABILITY; EFFECTIVE

DATE
SEC. 301. EFFECT OF COURT OF APPEALS DECISIONS.

A decision by a Federal circuit court of appeals inter-
preting a provision of this Act (except to the extent that
the decision is overruled or otherwise modified by the Su-
preme Court) shall be considered a controlling precedent
with respect to any subsequent decision made concerning
the interpretation of such provision by any Federal or
State court within the geographical boundaries of the area
under the jurisdiction of the circuit court of appeals.

SEC. 302. FEDERAL CAUSE OF ACTION PRECLUDED.

The district courts of the United States shall not
have jurisdiction pursuant to this Act based on section
1331 or 1337 of title 28, United States Code.

SEC. 303. EFFECTIVE DATE.

This Act shall apply with respect to any action com-
menced on or after the date of the enactment of this Act
without regard to whether the harm that is the subject
of the action or the conduct that caused the harm occurred

before such date of enactment.

O
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