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

in Congress assembled,
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SEC. 1. SHORT TITLE AND FINDINGS.

(a) SHORT TITLE -- This Act may be cited as the "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
fed_eral product liability legislation without making significant progress in addressing the
legitimate concerns of all sides to the debate;

(2) As the Congress has always been presented with only the two extreme
posititons 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 abuses of the product liability system,;

(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
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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;

(6) The several states and their courts should, 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 compelling issues while balancing the interests of all sides
to the debate;

(8) Federal legislation that focuses on limiting 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.

The table of contents of this Act is as follows:
TABLE OF CONTENTS
Sec. 1. Short title and findings.
Sec. 2. Table of contents.
Sec. 3. Definitions.

Sec. 4. Applicability; preemption.
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Sec. 5. Jurisdiction of Federal courts.

Sec. 6. Effective date.

TITLE 1 -- DETERRENCE OF FRIVOLOUS PRODUCT

LIABILITY ACTIONS

Sec. 101. Requirement of an affidavit. ~
Sec. 102. Sanctions for frivolous suits.
Sec. 103. Amendments to Federal Rules of Civil Procedure and Evidence

Sec. 104. Special rules of procedure applicable in courts of the states.

TITLE II--OFFERS OF JUDGMENT AND ALTERNATIVE DISPUTE

RESOLUTION PROCEDURES

Sec. 201. Offers of judgment.

Sec. 202. Alternative dispute resolution procedures.

TITLE 1II -- UNIFORM PROCEDURES AND STANDARDS FOR

PUNITIVE DAMAGES
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Sec. 301. Uniform standards for punitive damages.

Sec. 302. Determining amount of ptinitive damages.

TITLE IV -- STATUTE OF LIMITATIONS

Sec. 401. Uniform Statute of Limitations
Sec. 402  Statute of Repose Beyond Useful Life

TITLE V -- STUDY OF PRODUCT LIABILITY SYSTEM

Sec. 501. Study of Product Liability System

TITLE VI -- BIOMATERIALS ACCESS ASSURANCE ACT
Sect. 601. Biomaterials suppliers’ liability
SEC. 3. DEFINITIONS.
As used in this Act, the term--
(1) "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 through or on behalf of an estate, the term includes the claimant’s decedent,
or if it is brought through or on behalf of a minor or incompetent, the term includes

the claimant’s parent or guardian;
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(2)  "defendant” means a person against whom a claimant brings a civil
action subject to this Act;

3 "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;

4 "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;

(5) "manufacturer” means--

(A) any person who is engaged in a business to produce, create,
make, 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)  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, creates, makes, or constructs and designs or formulates, or has
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engaged 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;

(6) "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 consortium, injury to
reputation, and humiliation; the term does not include economic loss;

(N "person" means any individual, corporation, company, association,
firm, partnership, society, joint stock company, or any other entity (including any
governmental entity);

(8) "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 combined state, or as a component part or ingredient;

(B)  which 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 does not include human tissue, Blood and blood

products, or organs unless specifically recognized as a product pursuant to
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State law;

&) "product seller" means a person who, in the course of a business
conducted for that purpose, sells, distributes, leases, prepares, blends, packages,
labéls, or otherwise is involved in placing a product in the stream of commerce, or
who ihstalls, repairs, or maintains the harm-causing aspect of a product; the term
does not include--

(A)  a seller or lessor of real property;

(B)  a provider éf 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.

(10) "State" means any State of the United States, the District of Columbia,
Puerto 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.
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SEC. 4. APPLICABILITY; PREEMPTION.

(a)  APPLICABILITY TO PRODUCT LIABILITY ACTIONS. - This Act applies
to any civil action _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 such rule of law shall be
governed by 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 immunity asserted by any

State under any provision of law;

) 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 Staté 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
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nation on the ground of inconvenient forum; or

(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 damages 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 Comprehensive Environmen£al
Response, Compensation, and Liability Act of 1980; 42 U.S.C. 9601(8)), or thie threat
of such contamination or pellution.

(7)  affect any provision of chapter 2 of title 45, United States Code;

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
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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:

(D 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 affiant 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,
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.
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SEC. 103. AMENDMENTS TO FEDERAL RULES OF CIVIL PROCEDURE AND
EVIDENCE.
(@ 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 the provisions of this Act that alleges harm caused by a
product, the court finds a violation of subsection (b), sanctions shall be mandatory."
(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 --

(i) Punitive Damages. The basis for claims of punitive damages in any complaint
alleging harm caused by a product as defined herein 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 -- Rule 403
of the Federal Rules of Evidence (28 U.S.C. ) is amended by designating the existing
paragraph "(a)" and adding --

"(b) Evidence that a claimant was under the influence of drugs or alcohol at the time of
the injury shall be admissible in all actions alleging harm caused by a product, as

defined herein.”

SEC. 104. SPECTAL RULES OF PROCEDURE APPLICABLE IN THE
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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 tﬁe extension,
modification, or reversal of existing law or the establishment of new law; or

(3) lacking evidentiary support and unlikely to have evidentiary support after
reasonable opportunity for further investigation or discovery,

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 de.ﬁned herein 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

that a claimant was under the influence of drugs or alcohol at the time of the injury
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shall be admissible in all actions alleging harm caused by a product, as defined herein.

TITLE I - OFFERS OF JUDGMENT AND ALTERNATIVE DISPUTE

RESOLUTION PROCEDURES

SEC. 201. OFFERS OF JUDGMENT.

(a)h 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 at any time after the filing of a
complaint subject to this Act, serve an offer to allow juﬂgment to be entered against that
defendant for a specific dollar amount as complete satisfaction of the claim.

(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 period for more than sixty days. Any such motion shall be accompahied by a
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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 Wlth subsection (a) within the time
permitted pursuant to State law for a responsive 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 judgrhent, including all compensatory, punitive, -
exemplary or other damages, is entered in-such action in an amount greater than the
specific dollar 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 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 the amount of punitive damages
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awarded or the difference between the offer and the judgment. 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 wiﬂxc_lréwn

and evidence thereof is not admissible except in a proceeding to determine attorney’s

fees and costs.

SEC. 202. -ALTERNATIVE DISPUTE RESOLUTION PROCEDURES.

(a) IN GENERAL.—A claimant or defendant in a el
action subject to this- Act may, within the time permitted

for making an offe;' J-of judgment under section 101, serve

_ﬁpon an adverse party an offer to proceed purstlant to 4
: aiﬁy voluntary, nonbinding alternative dispute resolution
procedure established or recognized under the law of the .
State in which the civil action is brought or under the
rules of the court in which such action is maintained. An
offeree shall, within ten days of such service, file a written
notice of aceeptance or rejection of the offér; except that
the court may, upon motion by the offeree make prior to
the expiration of such ten-day period, extend the period
for response for up to sixty days, during which dlscovery
may be perrmtted
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(b) DEFENDANT’S PENALTY FOR UNREASONABLE
REFUSAL.—The court shall asséss reasonable attorney’s
fees (calculated in the manner described in section 101(f))
and costs against the offeree, if— |

(1) a defendant as offeree refuses to proceed
pursuant to such alternative dispute I‘BSOhlthn pro-
cedure;

(2) final judgment is entered against the de-
fendant for harm caused by a product; and

(3) the defendant’s refusal to proceed pursﬁant
to such éltemative disf)ﬁte resolution proéedure was
unreason'a=ble or not in good faith.

(c) GOOD FAITH REFUSAL.—In determining whether
an offeree’s refusal to proceed pursuant to such alter-
native d;sputg._resolutlon procedure was unreasonable or
not in good faitﬁ; the court shall consider such factors as

the court deems appropriate.
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TITLE III - UNIFORM PROCEDURES AND STANDARDS FOR

PUNITIVE DAMAGES.

SEC. 301. UNIFORM STANDARDS FOR AWARD OF PUNITIVE DAMAGES.
Punitive dama.ges may be awarded in any civil action subject to this Act to any
claimant who establishes by clear and convincing evidence that the harm suffered by the
claimant 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 who might be harmed by the product. A failure to exercise reasonable

care in choosing among alternative product designs, formulations, instructions, or
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warnings is not of itself such conduct.
SEC, 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;
(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 product seller;
(4) the profitability of the conduct to the manufacturer or product seller;
(5) the number of products sold by the manufacturer or product seller of the
kind éausing the'harm complained of by the claimant;
(6) awards of punitive or exemplary damages to persons similarly situated to
the claimant;
(7) prospective awards of compensatory damages to persons similarly situated
to the claimant;
(8) any criminal penalties imposed on the manufacturer or product seller as a
result of the conduct complained of by the claimant; and

(9) the amount of any civil fines assessed against the defendant as a result of

the conduct complained of by the claimant.
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TITLE IV - STATUTE OF LIMITATIONS

SEC. 401 - UNIFORM STATUTE OF LIMITATIONS

(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.

(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.
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SEC. SR USEFUL SAFE LIFE OF PRODUCTS

(@) IN GENERAL.--Except as provided in Subscction (2)(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 shall not be liable for damages if the defendant proves by a

preponderance

useful safe life.

of the evidence that the harm was caused by use of the product afler its

(1) In determining the tseful 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 pi'oducls ‘still in similar uses;
(C) the normal practices of the prdducf uscr, 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 rcprcscntanons, mstrucuons, or wammgs made by the product

manufacturer or seller concerning the proper-usc of the product or the
expecled useful safe life of the product; and

(E) any modiﬁcation or altcration of the product by a user or third party.

) A product manufacturer or seller may bc lisble for damages caused by &
producl used beyond its useful safe life if:

(A) the product manufacturer or scller expressly or impliedly warranted

. that the product may be utilized safcly for a longer period; or

(B) the product manufacturer or seller intentionally misrepresented facts
about the product, or fraudulently concealed information about the
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product, and such conduct was a substantial causc 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 prcsnmpnon may be rebutled by a preponderance of
evidence.

Y03
Section 4B Definitions

(a) CAPITAL GOOD.~"capital good" means an}? product, or any component of any such
product, which is of a character subject to allowancc 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 pnvate entity for the producuon of
goods, for training, for dcmonstrauon or f or olher similar purposes

(b) TIME OF DELIVERY. "'amc of delwery means thc time when a product is delivered to its
first purchaser or lesscc who was not involved in the business of manufastunng or selling such
product or usmg itasa componenl part of another product to be sold ’

(C) USHUL SAFE LIFE --"useful safc life" means the penod begmmng al the time of dehvcry
of the product and extending for the’ Ume durmg whxch 1he product would nonnally be likely to
pe.rform in‘a safe manner." . : - _
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TITLE V - STUDY OF PRODUCT LIABILITY SYSTEM

SEC. 501 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
attorneys 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 of 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 resoiution 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 avatilability 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 I-)I’Odl.lct liability claims.

(b) REPORT TO CONGRESS -- The Attorney General shall report to Congress

on fhe ‘Fn‘(‘ms oF +heo sfbdr withon 2Y rmetha
of the d&ty 8 enect mont
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TITLE VI. BIOMATERIALS ACCESS ASSURANCE

SEC. 601. SHORT TITLE
THIS TITLE MAY BE CITED AS THE "BIOMATERIALS ACCESS ASSURANCE ACT OF 1997."
SEC. 602. FINDINGS
CONGRESS FINDS THAT --
1. EACH YEAR MILLIONS OF CITiZENS OF THE UNITED STATES DEPEND ON THE
AVAILABILITY OF LIFESAVING OR LIFE ENHANCING MEDICAL DEVICES, MANY OF WHICH
ARE PERMANENTLY IMPLANTABLE WITHIN THE HUMAN BODY;
2. A CONTINUED SUPPLY OF RAW MATERIALS AND COMPONENT PARTS IS NECESSARY
FOR THE INVENTION, DEVELOPMENT, IMPROVEMENT, AND MAINTENANCE OF THE SUPPLY

OF THE DEVICES,
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3. MOST OF THE MEDICAL DEVICES ARE MADE WITH RAW MATERIALS AND
COMPONENT PARTS THAT --

1. ARE NOT DESIGNED OR MANUFACTURED SPECIFICALLY FOR USE IN

MEDICAL DEVICES; AND

2. COME IN CONTACT WITH INTERNAL HUMAN TISSUE;
1. THE RAW MATERIALS AND COMPONENT PARTS ALSO ARE USED IN A VARIETY OF
NONMEDICAL PRODUCTS;
2. BECAUSE SMALL QUANTITIES OF THE RAW MATERIALS AND COMPONENT PARTS
ARE USED FOR MEDICAL DEVICES, 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;
3. UNDER THE FEDERAL FooD, DRUG, AND CosSMETIC 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 DEMONSTRATING THAT
THE PRODUCTS ARE PROPERLY DESIGNED AND HAVE ADEQUATE WARNINGS OR
INSTRUCTIONS;
4, 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 ADEQUATE --

1. DESIGN AND TESTING OF MEDICAL DEVICES MANUFACTURED WITH
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MATERIALS OR PARTS SUPPLIED BY THE SUPPLIERS; OR
2. WARNINGS RELATED TO THE USE OF SUCH MEDICAL DEVICES;

1. 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 PARTS 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 POTENTIAL SALES
REVENUES FROM SALES BY SUCH SUPPLIERS TO THE MEDICAL DEVICE INDUSTRY;
2. UNLESS ALTERNATE SOURCES OF SUPPLY CAN BE FOUND, THE UNAVAILABILITY
OF RAW MATERIALS AND COMPONENT PARTS FOR MEDICAL DEVICES WILL LEAD TO
UNAVAILABILITY OF LIFESAVING AND LIFE-ENHANCING MEDICAL DEVICES;
3. BECAUSE OTHER SUPPLIERS OF THE RAW MATERIALS AND COMPONENT PARTS IN
FOREIGN NATIONS ARE REFUSING 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 COMPONENT PARTS FOR MEDICAL DEVICES ARE
REMOTE;
4, IT IS UNLIKELY THAT THE SMALL MARKET FOR SUCH RAW MATERIALS AND
COMPONENT PARTS IN THE UNITED STATES COULD SUPPORT THE LARGE INVESTMENT

NEEDED TQ DEVELCP NEW SUPPLIERS OF SUCH RAW MATERIALS AND COMPONENT PARTS;
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5. ATTEMPTS TO DEVELOP SUCH NEW SUPPLIERS WOULD RAISE THE COST OF
MEDICAL DEVICES; |
6. COURTS THAT HAVE CONSIDERED THE DUTIES OF THE SUPPLIERS OF THE RAW
MATERIALS AND COMPONENT PARTS HAVE GENERALLY FOUND THAT THE SUPPLIERS DO
NOT HAVE A DUTY --

1. TO EVALUATE THE SAFETY AND EFFICACY OF THE USE OF A RAW

MATERIAL OR COMPONENT PART IN A MEDICAL DEVICE; AND

2. TO WARN CONSUMERS CONCERNING THE SAFETY AND EFFECTIVENESS OF

A MEDICAL DEVICE;
1. ATTEMPTS TO IMPOSE THE DUTIES REFERRED TO IN SUBPARAGRAPHS (A) AND (B)
OF PARAGRAPH (13} ON SUPPLIERS OF THE RAW MATERIALS AND COMPONENT PARTS
WOULD CAUSE MORE HARM THAN GOOD BY DRIVING THE SUPPLIERS TO CEASE
SUPPLYING MANUFACTURERS OF MEDICAL DEVICES; AND
2. IN ORDER TO SAFEGUARD THE AVAILABILITY OF A WIDE VARIETY OF LIFESAVING
AND LIFE-ENHANCING MEDICAL DEVICES, IMMEDIATE ACTION 1S NEEDED --

1. TO CLARIFY THE PERMISSIBLE BASES OF LIABILITY FOR SUPPLIERS OF RAW

MATERIALS AND COMPONENT PARTS FOR MEDICAL DEVICES; AND

2. TO PROVIDE EXPEDITIOUS PROCEDURES TO DISPOSE OF UNWARRANTED

SUITS AGAINST THE SUPPLIERS IN SUCH MANNER AS TO MINIMIZE LITIGATION

COSTS.
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SEC. 603. DEFINITIONS.

AS USED IN THIS TITLE:

1.

BIOMATERIALS SUPPLIER. --
1. IN GENERAL. -- THE TERM "BIOMATERIALS SUPPLIER" MEANS AN

ENTITY THAT DIRECTLY OR INDIRECTLY SUPPLIES RAW MATERIAL FOR USE IN THE

" MANUFACTURE OF AN IMPLANT.

2. 'PERSONS INCLUDED. -- SUCH TERM INCLUDES ANY PERSON WHO --
1. HAS SUBMITTED MASTER FILES TO THE SECRETARY FOR PURPOSES

OF PREMARKET APPROVAL OF A MEDICAL DEVICE; OR

2. LICENSES A BIOMATERIALS SUPPLIER TO PRODUCE RAW
MATERIALS.

CLAIMANT. --

1. IN GENERAL. -- THE TERM "CLAIMANT" MEANS ANY PERSON WHO

BRINGS A CIVIL ACTION, OR ON WHOSE BEHALF A CIVIL ACTION IS BROUGHT,
ARISING FROM HARM ALLEGEDLY CAUSED DIRECTLY OR INDIRECTLY BY AN
IMPLANT, INCLUDING A PERSON OTHER THAN THE INDIVIDUAL INTO WHOSE
BODY, OR IN CONTACT WITH WHOSE BLOOD OR TISSUE, THE IMPLANT IS PLACED,
WHO CLAIMS TO HAVE SUFFERED HARM AS A RESULT OF THE IMPLANT.

2. ACTION BROUGHT ON BEHALF OF AN ESTATE. -- WITH RESPECT

TO AN ACTION BROUGHT ON BEBALF OF OR THROUGH THE ESTATE OF AN
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INDIVIDUAL INTO WHOSE BODY, OR IN CONTACT WITH WHOSE BLOOD OR TISSUE
THE IMPLANT IS PLACED, SUCH TERM INCLUDES THE DECEDENT THAT IS THE
SUBJECT OF THE ACTION.
3. . ACTION BROUGHT ON BEHALF OF A MINOR OR
INCOMPETENT. -- WITH RESPECT TO AN ACTIN BROUGHT ON BEHALF OF OR
THROUGH A MINOR OR INCOMPETENT, SUCH TERM INCLUDES THE PARENT OR
GUARDIAN OF THE MINOR OR INCOMPETENT.
4, EXCLUSIONS. -- SUCH TERM DOES NOT INCLUDE --
1. A PROVIDER OF PROFESSIONAL HEALTH CARE SERVICES, IN ANY
CASE IN WHICH --
L. THE SALE OR USE OF AN IMPLANT IS INCIDENTAL TO THE
TRANSACTION; AND
2. THE ESSENCE OF THE TRANSACTION IS THE FURNISHING OF
JUDGMENT, SKILL, OR SERVICES;
1. A PERSON ACTING IN THE CAPACITY OF A MANUFACTURER,
SELLER, OR BIOMATERIALS SUPPLIER,
2. A PERSON ALLEGING HARM CAUSED BY A BREAST IMPLANT.
1. HARM. --
1. IN GENERAL. -- THE TERM "HARM" MEANS --

I. ANY INJURY TO OR DAMAGE SUFFERED BY AN INDIVIDUAL;
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2. ANY ILLNESS, DISEASE, OR DEATH OF THAT INDIVIDUAL

RESULTING FROM THAT INJURY OR DAMAGE; AND

3. ANY LOSS TO THAT INDIVIDUAL OR ANY OTHER INDIVIDUAL

RESULTING FROM THAT INJURY OR DAMAGE,

1. ' COMMERCIAL LOSS. -- THE TERM INCLUDES ANY COMMERCIAL LOSS

OR LOSS OF OR DAMAGE TO AN IMPLANT.

l. IMPLANT. -- THE TERM "IMPLANT" MEANS --
1. 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
2. TO REMAIN IN CONTACT WITH BODILY FLUIDS OR INTERNAL
HUMAN TISSUE TI-iROUGH A SURGICALLY PRODUCED OPENING FOR A
PERIOD OF LESS THAN 30 DAYS; AND
1. SUTURE MATERIALS USED IN IMPLANT PROCEDURES.
1. MANUFACTURER. -- THE TERM "MANUFACTURER" MEANS ANY PERSON WHO,

WITH RESPECT TO AN IMPLANT --

1. IS ENGAGED IN THE MANUFACTURE, PREPARATION, PROPAGATION,
COMPOUNDING, OR PROCESSING {AS DEFINED IN SECTION 510(A)(1)) OF THE

FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 U.S.C. 360)A)(1)) OF THE
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IMPLANT; AND
2. IS REQUIRED --
1. TO REGISTER WITH THE SECRETARY PURSUANT TO SECTION 510 OF
THE FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 U.S.C. 360) AND
THE REGULATIONS ISSUED UNDER SUCH SECTION; AND
2. TO INCLUDE THE IMPLANT ON A LIST OF DEVICES FILED WITH THE
SECRETARY PURSUANT TO SECTION 510()) ©F SUCH AcT (21 U.S.C.
360(J) AND THE REGULATIONS ISSUED UNDER SUCH SECTION.
1. MEDICAL DEVICE. -- THE TERM "MEDICAL DEVICE" MEANS A DEVICE, AS
DEFINED IN SECTI.ON 201(A) 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))

2. RAW MATERIAL. -- THE TERM "RAW MATERIAL" MEANS A SUBSTANCE OR
PRODUCT THAT --

1. HAS A GENERIC USE; AND

2. MAY BE USED IN AN APPLICATION OTHER THAN AN IMPLANT.
1. SECRETARY. -- THE TERM "SECRETARY" MEANS THE SECRETARY OF HEALTH

AND HUMAN SERVICES.
2. SELLER. --

I. IN GENERAL. -- THE TERM "SELLER" MEANS A PERSON WHO, IN THE
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COURSE OF A BUSINESS CONDUCTED FOR THAT PURPOSE, SELLS, DISTRIBUTES,

LEASES, PACKAGES, LABELS, OR OTHERWISE PLACES AN IMPLANT IN THE STREAM

OF COMMERCE.

2. EXCLUSIONS. -- THE TERM DOES NOT INCLUDE --
1. A SELLER OR LESSOR QF REAL PROPERTY;
2. A PROVIDER OF PROFESSIONAL SERVICES, IN ANY CASE IN WHICH

THE SALE OR USE OF AN IMPLANT IS INCIDENTAL TO THE TRANSACTION
AND THE ESSENCE OF THE TRANSACTION IS THE FURNISHING OF
JUDGMENT, SKILL, OR SERVICES; OR
3. ANY PERSON WHO ACTS IN ONLY A FINANCIAL CAPACITY WITH
RESPECT TO THE SALE OF AN IMPLANT.
SEC. 604. GENERAL REQUIREMENTS: APPLICABILITY; PREEMPTION.
1. GENERAL REQUIREMENTS. --
(N IN GENERAL. -- IN ANY CIVIL ACTION COVERED BY THIS TITLE, A
BIOMATERIALS SUPPLIER MAY RAISE ANY DEFENSE SET FORTH IN SECTION 605.
(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 JUDGMENT BASED ON A DEFENSE

DESCRIBED IN PARAGRAPH (1), USE THE PROCEDURES SET FORTH IN SECTION 606.

el el o
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1. APPLICABILITY. --

1. IN GENERAL. -- EXCEPT AS PROVIDED IN PARAGRAPH (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 SUPPLIER, ON THE BASIS OF ANY LEGAL THEORY, FOR HARM
ALLEGEDLY CAUSED BY AN IMPLANT.
2. EXCLUSION. -- A CIVIL 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 IMPLANT OR FOR

COMMERCIAL LOSS TO THE PURCHASER --

1. SHALL NOT BE CONSIDERED AN ACTION THAT IS SUBJECT TO THIS TITLE,
AND
2. SHALL BE GOVERNED BY APPLICABLE COMMERCIAL OR CONTRACT LAW.

1. SCOP'E 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 APPLICABLE TO THE RECOVERY
OF SUCH DAMAGES.

2. APPLICABILITY OF OTHER LAWS. -- ANY ISSUE THAT ARISES UNDER THIS
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TITLE AND THAT IS NOT GOVERNED BY A RULE OF LAW APPLICABLE TO THE RECOVERY

OF DAMAGES DESCRIBED IN PARAGRAPH (1) SHALL BE GOVERNED BY APPLICABLE

FEDERAL OR STATE LAW.

L. STATUTORY CONSTRUCTION. -- NOTHING IN THIS TITLE MAY BE
CONSTRUED TO CREATE A CAUSE OF ACTION OR FEDERAL COURT JURISDICTION PURSUANT TO
SECTION 1331 OR 1337 OF TITLE 23, UNITED STATES CODE, THAT OTHERWISE WOULD NOT
EXIST UNDER APPLICABLE FEDERAL OR ST;ATE LAW.

SEC. 605. LIABILITY OF BIOMATERIALS SUPPLIERS.
1. 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 --
1. IS A MANUFACTURER MAY BE LIABLE FOR HARM TO A CLAIMANT-

DESCRIBED IN SUBSECTION (B);

2. IS A SELLER MAY BE LIABLE FOR HARM TO A CLAIMANT DESCRIBED IN

SUBSECTION (C);

3. FURNISHES RAW MATERIALS THAT FAIL TO MEET APPLICABLE

CONTRACTUAL REQUIREMENTS OR SPECIFICATIONS MAY BE LIABLE FOR A HARM

TO A CLAIMANT DESCRIBED IN SUBSECTION (D).
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4, KNOWS, OR THROUGH REASONABLE INQUIRY COULD HAVE KNOWN:
1. OF THE APPLICATION TO WHICH THE RAW MATERIAL IS TO BE PUT;
2. OF THE RISKS ATTENDANT TQ SUCH USE; AND
3. THAT THE BUYER OR USER OF THE RAW MATERIAL IS IGNORANT OF

SUCH RISKS, BI-JT FAILED TO WARN SUCH BUYER OR USER OF SUCH RISKS,
MAY BE LIABLE FOR HARM TO A CLAIMANT DESCRIBED IN SUBSECTION
(E), AND
1. FURNISHES RAW MATERIALS THAT ARE DEFECTIVE MAY BE LIABLE FOR
HARM TO A CLAIMANT AS DESCRIBED IN SUBSECTION (F).
1. LIABILITY 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
CAUSED BY AN IMPLANT IF THE BIOMATERIALS SUPPLIER Ié THE MANUFACTURER OF THE
IMPLANT.
2. GROUNDS FOR LIABILITY.-- THE BIOMATERIALS SUPPLIER MAY BE
CONSIDERED THE MANUFACTURER OF THE IMPLANT THAT ALLEGEDLY CAUSED HARM TO

A CLAIMANT ONLY iF THE BIOMATERIALS SUPPLIER --

1. HAS REGISTERED WITH THE SECRETARY PURSUANT TO SECTION

510 oF THE FEDERAL FoOD, DRUG, AND COSMETIC ACT 121 U.S.C. 360
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2. INCLUDED THE IMPLANT ON A LIST OF DEVICES FILED WITH THE
SECRETARY PURSUANT TO SECTION 510(F) OF SUCH ACT (21 U.S.C.
360(J)) AND THE REGULATIONS ISSUED UNDER SUCH SECTION;
L. 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. 350)(, AND THE REGULATIONS ISSUED UNDER SUCH
SECTION, BUT FAILED TO DO SO; OR
2. INCLUDE THE IMPLANT ON A LIST OF DEVICES FILED WITH THE
SECRETARY PURSUANT TO SECTION 510(3) OF sSUCH AcCT (21 U.S.C.
360())) AND THE REGULATIONS iSSUED UNDER SUCH SECTION, BUT FAILED
TO DO SO; OR
1. IS RELATED BY COMMON QWNERSHIP OR CONTROL TO A PERSON MEETING
ALL THE REQUIREMENTS DESCRIBED IN SUBPARAGRAPH (A) OR (B), IF THE
COURT DECIDING A MOTION TO DISMISS IN ACCORDANCE WITH SECTION
606(¢)(3)(B)(1) FINDS, ON THE BASIS OF AFFIDAVITS SUBMITTED IN ACCORDANCE
WITH SECTION 606, THAT IT IS NECESSARY TO IMPOSE LIABILITY ON THE

BIOMATERIALS SUPPLIER AS A MANUFACTURER BECAUSE THE RELATED
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LACKS SUFFICIENT FINANCIAL RESOURCES TO SATISFY ANY JUDGMENT THAT THE
COURT FEELS IT IS LIKELY TO ENTER SHOULD THE CLAIMANT PREVAIL.
1. ADMINISTRATIVE PROCEDURES. --

1. IN GENERAL.-- THE SECRETARY MAY ISSUE A DECLARATION
DESCRIBED IN PARAGRAPH (2)(B) ON THE MOTION OF THE SECRETARY OR ON
PETITION BY ANY PERSON, AFTER PROVIDING --

1. NOTICE TO THE AFFECTED PERSONS; AND

2. AN OPPORTUNITY FOR AN INFORMAL HEARING.
l. 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 IS
FILED, THE SECRETARY SHALL ISSUE A FINAL DECISION ON THE PETITION.
2. APPLICABILITY OF STATUTE OF LIMITATIONS. -- ANY
APPLICABLE STATUTE OF LIMITATIONS SHALL TOLL DURING THE PERIOD DURING
WHICH A CLAIMANT HAS FILED A PETITION WITH THE SECRETARY UNDER THIS
PARAGRAPH.

1. LIABILITY AS SELLER. -- A BIOMATERIALS SUPPLIER MAY, TO THE EXTENT

REQUIRED AND PERMITTED BY ANY OTHER APPLICABLE LAW BE LIABLE AS SELLER FOR
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HARM TO A CLAIMANT CAUSED BY AN IMPLANT IF--

1. THE BIOMATERIALS SUPPLIER--

1. HELD LITTLE TO THE IMPLANT THAT ALLEGEDLY CAUSED HARM TO THE

CLAIMANT AS A RESULT OF PURCHASING THE IMPLANT AFTER--

1. THE MANUFACTURE OF THE IMPLANT AND
2. THE ENTRANCE OF THE IMPLANT IN THE STREAM QOF COMMERCE;
AND -
1. SUBSEQUENTLY RESOLD THE IMPLANT, OR
1. THE BIOMATERIALS SUPPLIER IS RELATED BY COMMON OWNERSHIP OR CONTROL

TO A PERSON MEETING ALL THE REQUIREMENTS DESCRIBED IN PARAGRAPH (1), IF A

606

COURT DECIDING A MOTION TO DISMISS IN ACCORDANCE WITH SECTION &(C)(3)(B)(11)
FINDS ON THE BASIS OF AFFIDAVITS SUBMITTED IN ACCORDANCE WITH SECTIONg'
THAT [S NECESSARY TO IMPOSE LIABILITY ON THE BIOMATERIALS SUPPLIER AS A SELLER
BECAUSE TI'-IE. RELATED SELLER MEETING THE REQUIREMENTS OF PARAGRAPH (1) LACKS
SUFFICIENT FINANCIAL RESOURCES TO SATISFY ANY JUDGMENT THAT THE COURT FEELS
IT IS LIKELY TO ENTER SHOULD THE CLAIMANT PREVAIL.

1. LIABILITY FOR VIOLATING CONTRACTUAL REQUIREMENTS OR

SPECIFICATIONS. -- A BIOMATERIALS SUPPLIER 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
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PREPONDERANCE OF THE EVIDENCE, THAT-
1. THE RA;W MATERIALS OR COMPONENT PARTS DELIVERED BY THE BIOMATERIALS
SUPPLIER EITHER--
1. DID NOT CONSTITUTE THE PRODUCT DESCRIBED IN THE CONTRACT
BETWEEN THE BIOMATERIALS SUPPLIER AND THE PERSON WHO CONTRACTED FOR
DELIVERY OF THE PRODUCT; OR
2. FAILED TO MEET ANY SPECIFICATIONS THAT WERE --
1. PROVIDED TO THE BIOMATERIALS SUPPLIER AND NOT EXPRESSLY
REPUDIATED BY THE BIOMATERIALS SUPPLIER PRIOR TO ACCEPTANCE OF

DELIVERY OF THE RAW MATERIALS OR COMPONENT PARTS;

1. PUBLISHED BY THE BIOMATERIALS SUPPLIER;
2. PROVIDED TO THE MANUFACTURER BY THE BIOMATERIALS
SUPPLIER; OR

3. CONTAINED IN A MASTER FILE THAT WAS SUBMITTED BY THE

BIOMATERIALS SUPPLIER TO THE SECRETARY AND THAT IS
CURRENTLY MAINTAINED BY THE BIOMATERIALS SUPPLllER FOR
PURPOSES OF PREMARKET APPROVAL OF MEDICAL DEVICES; OR

1. INCLUDED IN THE SUBMISSIONS FOR PURPOSES OF PREMARKET

APPROVAL OR REVIEW BY THE SECRETARY UNDER SECTION 51Q, 513 515,
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OR 520 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT (21 U.S. C
360, 360c, 360C. OR 360J), AND RECEIVED CLEARANCE FROM THE
SECRETARY IF SUCH SPECIFICATIONS WERE PROVIDED BY THE
MANUFACTURER TO THE BIOMATERIALS SUPPLIER AND WERE NOT
EXPRESSLY REPUDIATED BY THE BIOMATERIALS SUPPLIER PRIOR TO THE
ACCEPTANCE BY THE MANUFACTURER OF DELIVERY OF THE RAW
MATERIALS OR COMPONENT PARTS; AND
1. SUCH CONDUCT WAS AN ACTUAL AND PROXIMATE CAUSE OF THE HARM TO THE
CLAIMANT.
| 1. 'LIABILITY FOR FAILURE TO WARN. -- A BIOMATERIALS SUPPLIER MAY,
TO THE EXTENT REQUIRED OR PERMITTED BY ANY OTHER APPLICABLE LAW, BE LIABLE

FOR HARM CAUSED BY AN IMPLANT IF THE BIOMATERIALS SUPPLIER --

1. KNEW, OR THROUGH REASONABLE INQUIRY COULD HAVE KNOWN;
1. _ OF THE APPLICATION TO WHICH THE RAW MATERIAL WAS TO BE PUT,
2. OF THE RISKS ATTENDANT TO SUCH USE; '
3. THAT THE BUYER OR USER OF THE RAW MATERIAL WAS IGNORANT OF

SUCH RISKS; AND
1. FAILED TO WARN SUCH BUYER OR USER OF SUCH RISKS.
1. LIABILITY FOR DEFECTIVE MATERIAL. -- A BIOMATERIALS SUPPLIER

MAY, TO THE EXTENT PERMITTED BY ANY OTHER APPLICABLE LAW, BE LIABLE FOR

INTERNAL DISCUSSION DRAFT ONLY



- 40 -
HARM CAUSED BY AN IMPLANT IF THE HARM WAS IN WHOLE OR IN PART CAUSED BY A
DEFECT IN THE RAW MATERIAL SUPPLIED BY THE BIOMATERIALS SUPPLIER.
SEC. 606. PROCEDURES FOR DISMISSAL OF CIVIL ACTIONS AGAINST BIOMATERIALS SUPPLIERS.
1. MOTION TO DISMISS. -- IN ANY ACTION THAT IS SUBJECT TO THIS TITLE, A
BIOMATERIALS SUPPLIER WHO IS A DEFENDANT IN SUCH ACTION MAY, AT ANY TIME
DURING WHICH A MOTION TO DISMISS MAY BE FILED UNDER AN APPLICABLE LAW,

MOVE TO DISMISS THE ACTION AGAINST IT ON THE GROUNDS THAT --

L. THE DEFENDANT IS A BIOMATERIALS SUPPLIER; AND
2. (A)  THE DEFENDANT SHOULD NOT, FOR THE PURPOSES OF --
L. SECTION 605(B), BE CONSIDERED TO BE A MANUFACTURER OF THE

IMPLANT THAT IS SUBJECT TO SUCH SECTION; OR

2. SECTION 605(C), BE CONSIDERED TO BE A SELLER OF THE IMPLANT
THAT ALLEGEDLY CAUSED HARM TO THE CLAIMANT;

3. SECTION 605(E), BE FOUND TO HAVE FAILED TO WARN THE BUYER
OR USER OF THE RAW MATERIAL OF ITS KNOWN RISKS; |

4. SECTION 605(F), BE FOUND TO HAVE SUPPLIED DEFECTIVE

MATERIAL; OR

(B)(1) THE CLAIMANT HAS FAILED TO ESTABLISH PURSUANT TO
SECTION 605(D), THAT THE SUPPLIER FURNISHED RAW MATERIALS OR COMPONENT PARTS IN

VIOLATION OF CONTRACTUAL REQUIREMENTS OR SPECIFICATIONS, OR
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()  THE CLAIMANT HAS FAILED TO COMPLY WITH THE
PROCEDURAL REQUIREMENTS OF SUBSECTION (B).
L. PROCEEDING ON MOTION TQ DISMISS. -- THE FOLLOWING RULES SHALL
APPLY TO ANY PROCEEDING ON A MOTION TO DISMISS FILED UNDER THIS SECTION:
1. AFFIDAVITS RELATING TO LISTING AND DECLARATIONS. --
1. 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 SECRETARY PURSUANT TO SECTION 510(J) OF THE
FEDERAL FOOD , DRUG AND COSMETIC ACT (21 U.S8.C. 360()).
2. RESPONSE TO MOTION TO DISMISS. -- IN RESPONSE TO THE
MOTION TO DISMISS, THE CLAIMANT MAY SUBMIT AN AFFIDAVIT
DEMONSTRATING THAT--
1. THE SECRETARY HAS, WITH RESPECT TO THE DEFENDANT AND THE
IMPLANT THAT ALLEGEDLY CAUSED HARM TO THE CLAIMANT, ISSUED A
DECLARATION PURSUANT TO SECTION 605(B)(2)(B); OR
2. THE DEFENDANT WHO FILED THE MOTION TO DISMISS IS A SELLER
OF THE IMPLANT WHO IS LIABLE UNDER SECTION 605(C)
i EFFECT OF MOTION TO DISMISS ON DISCOVERY. --
1. IN GENERAL. -- IF A DEFENDANT FILES A MOTION TO DISMISS UNDER

PARAGRAPH (1) OR (2) OF SUBSECTION (A), NO DISCOVERY SHALL BE PERMITTED
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CONNECTION TO THE ACTION THAT IS SUBJECT OF THE MOTION, OTHER THAN
DISCOVERY NECESSARY TO DETERMINE A MOTION TO DISMISS FOR LACK OF
JURISDICTION, UNTIL SUCH TIME AS THE COURT RULES ON THE MOTION TO
DISMISS IN ACCORDANCE WITH THE AFFIDAVITS SUBMITTED THE PARTIES IN
ACCORDANCE WITH SECTION.
2. DISCOVERY. - IF A DEFENDANT FILES A MOTION TO DISMISS UNDER
SUBSECTION (A)}(B)(I) 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 DISCOVERY CONDUCTED
PURSUANT TO THIS SUBPARAGRAPH SHALL BE LIMITED TO ISSUES THAT ARE
DIRECTLY RELEVANT TO--

1. THE PENDING MOTION TO DISMISS; OR
2. THE JURISDICTION OF THE COURT.
1. AFFIDAVITS RELATING STATES OF DEFENDANT. --

1. IN GENERAL. -- EXCEPT AS PROVIDED IN CLAUSES (I) AND (Ii) OF
SUBPARAGRAPH (B), THE COURT SHALL CONSIDER A DEFENDANT TO BE A
BIOMATERIALS SUPPLIER WHO IS NOT SUBJECT TO AN ACTION FOR HARM TO A
CLAIMANT CAUSED BY AN IMPLANT, OTHER THAN AN ACTION RELATING TO

LIABILITY FOR A VIOLATION OF CONTRACTUAL REQUIREMENTS OR
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SPECIFICATIONS DESCRIBED IN SUBSECTION (D).
2. RESPONSES TO MOTION TO DISMISS. -- THé COURT SHALL GRANT
A MOTION TO DISMISS ANY ACTION THAT ASSERTS LIABILITY OF THE DEFENDANT
UNDER SUBSECTION (B) OR {C) OF SECTION 605 ON THE GROUNDS THAT THE
DEFENDANT IS NOT A MANUFACTURER SUBJECT TO SUCH SECTION 605(B) OR
SELLER SUBJECT TO SECTION 605(C), UNLESS THE CLAIMANT SUBMITS A VALID

AFFIDAVIT THAT DEMONSTRATES THAT--

1. WITH RESPECT TO A MOTION TO DISMISS CONTENDING THE
DEFENDANT IS NOT A MANUFACTURER, THE DEFENDANT MEETS THE
APPLICABLE REQUIREMENTS FOR LIABILITY AS A MANUFACTURER UNDER
SECTION 605(B); OR
2. WITH RESPECT TO A MOTION TO DISMISS CONTENDING THAT THE
DEFENDANT IS NOT A SELLER, THE DEFENDANT MEETS THE APPLICABLE
REQUIREMENTS FOR LIABILITY AS A SELLER UNDER SECTION 605(C).
1. BASIS OF RULING ON MOTION TO DISMISS. --
1. IN GENERAL. -- THE COURT SHALL RULE ON A MOTION TO DISMISS FILED
UNDER SUBSECTION (A) SOLELY ON THE BASIS OF THE PLEADINGS OF THE
PARTIES MADE PURSUANT TO THIS SECTION AND ANY AFFIDAVITS SUBMITTED BY

THE PARTIES PURSUANT TO THIS SECTION.
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2. MOTION FOR SUMMARY JUDGMENT.--NOTWITHSTANDING ANY
OTHER PROVISION OF LAW, IFf THE COURT DETERMINES THAT THE PLEADINGS AND
AFFIDAVITS MADE BY PARTIES PURSUANT TO THIS SECTION RAISE GENUINE
ISSUES AS CONCERNING MATERIAL FACTS WITH RESPECT TO A MOTION
CONCERNING CONTRACTUAL REQUIREMENTS AND SPECIFICATIONS, THE COQURT
MAY DEEM THE MOTION TO DISMISS TO BE A MOTION FOR SUMMARY JUDGMENT
MADE PURSUANT TO SUBSECTION 9D).
SUMMARY JUDGMENT. --
IN GENERAL. --
1. BASIS FOR ENTRY OF JUDGMENT. -- A BIOMATERIALS SUPPLIER
SHALL BE ENTITLED TO ENTRY OF JUDGMENT WITHOUT TRIAL IF THE COURT
FINDS THERE IS NO GENUINE ISSUE AS CONCERNING ANY MATERIAL FACT FOR
EACH APPLICABLE ELEMENT SET FORTH IN PARAGRAPHS (1) AND (2) OF SECTION
605(D).
2. ISSUES OF MATERIAL FACT. -- WITH RESPECT TO A FINDING MADE
UNDER SUBPARAGRAPH (A), THE COURT SHALL CONSIDER A GENUINE ISSUE OF
MATERIAL FACT TO EXIST ONLY IF THE EVIDENCE SUBMITTED BY CLAIMANT -
WOULD BE SUFFICIENT TO ALLOW A REASONABLE JURY TO REACH A VERDICT FOR
THE CLAIMANT IF THE JURY FOUND THE EVIDENCE TO BE CREDIBLE.

DISCOVERY MADE PRIOR TO A RULING ON A MOTION FOR
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SUMMARY JUDGMENT.-- IF, UNDER APPLICABLE 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 92) OF SECTION 2059D).
2. DISCOVERY WITH RESPECT TO A BIOMATERIALS 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 605(D) OR THE FAILURE TO ESTABLISH THE APPLICABLE
ELEMENTS OF SECTION 605(D) SOLELY TO THE EXTENT PERMITTED BY THE APPLICABLE
FEDERAL OR STATE RULES FOR DISCOVERY AGAINST NONPARTIES.
1. STAY PENDING PETITION FOR DECLARATION. -- IF A CLAIMANT HAS
‘FILED A PETITION FOR A DECLARATION PURSUANT TO SECTION 605(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 TO THAT DEFENDANT UNTIL SUCH TIME
AS THE SECRETARY HAS ISSUED A FINAL DECISION ON TﬁE PETITION.
2. ATTORNEY FEES. -- THE COURT SHALL REQUIRE THE CLAIMANT TO
COMPENSATE THE BIOMATERIALS SUPPLIER FOR 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 BIOMATERIALS SUPPLIER; AND
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2. THE COURT FOUND THE CLAIM AGAINST THE BIOMATERIALS SUPPLIER WAS

CLEARLY WITHOUT MERIT AND FRIVOLOUS AT THE TIME THE CLAIM WAS BROUGHT.
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Record Type: Record

To: - William P. Marshall/WHO/EQOP, Ellen S. Seidman/OPD/EQP, John E. Thompson/OMB/EQP

ce: Elena Kagan/QPD/EOP, James J, Jukes/OMB/EOP
Subject: New Product Liability Bill Unveiled; Thursday Markup Set

The bill referenced below, S. 648 - Product Liability Reform Act of 1997 - is scheduled for Senate
Commerce Committee markup on Thursday, May 1st. The text of the bill can be found in the
4/24/97 Congressional Record, pp.3676-3682.

Forwarded by Ingrid M. Schroeder/OGMB/EOP on 04/27/97 03:57 PM

ey,  JUKES J @ A1
‘\ =77 04/25/97 07:09:00 PM

Record Type: Record

To: Ingrid M. Schrogder

cc:
Subject: New Product Liability Bill Unveiled; Thursday Markup Set

JUDICIARY
New Product Liability Bill Unveiled; Thursday Markup Set
Senate Commerce Chairman McCain -- along with Senate Majority
Leader Lott and Sens. John Ashcroft, R-Mo., and Slade Gorton, R-
Wash. -- late Thursday night introduced a new product liability
bill that is scheduled to be marked up by the Commerce Committee
next Thursday. In introducing the measure, S. 648, Gorton said
his goal was to obtain bipartisan support for a product liability
measure. "l cannot say the bill | am introducing tonight
accomplishes that,” Gorton said, but added, "it comes very
close.” The bill most notably lacks the support of Sen. Jay
Rockefeller, D-W.Va., who worked with Gorton in the 104th
Congress and again this year to craft legislation that President
Clinton would sign. Gorton said he was introducing the new
measure to "get the process started” and pledged to continue
working with Rockefeller 1o enact reform legislation this year.
Some industry sources complained today that the new bill makes
only "cosmetic” changes to a product liability measure introduced
earlier this year by Ashcroft that was virtually the same
legislation Clintan vetoed last year. The latest proposal would
expand the statute of repose or deadline for plaintiffs to sue
manufacturers to 18 years and pre-empt all state statutes of
repose; exempt silicon breast implants from liability limits for
biomaterials manufacturers; explicitly prohibit protections for



those who sell guns to convicted felons or alcohol to people who
are intoxicated; and clarify that product liability protections

apply to all goods, rather than just durable goods protected in
last year's legislation.

The Congress Daily --- Thursday --- April 25, 1997



< 04-25-97 11:20AK

FROM US SENATE DEM. SEC.

T0 94566221

?Wimf@ML%—&Vﬁﬁl.

83676

Mr. Prosident, the measure I fatro-
ducn teduy targets that abuso by holp-
iNE to keop emergency moastires olean
of oxtraneous matters an which thers
{8 1o emergency dasiynation,

When ths appropriationg nlll vo pro-
vide rellof for thsa Los Angeslos aarth-
quake was introduaced in the 103 Con-
gress, it initially did four thinge: pro-
vided £7.8 billion for the Los Angeles
quaite, §1.2 billlon for the Department
of Defonse peacokeeping operations;
$436 milllon for Midweat flood rellef,
and 3316 milllon more for the 1589 Cali-
fornie earthquake.

But, Mr. President, by the time the
Los Angelos earthqunake bDill becuwme
law, it aloo provided $1.4 milllon to
fight potato fumgus, $3.3 million for
FDA pay raises, $14.4 million for the
National Park Service, $12.4 million for
the Bursau of Indian Affairs, $10 mil-
lion for o new Amtrak station {n New
York. 340 million for the apacs shuttle,
$20 million for a& Cingerprint Iab,
$500,000 for United States Trade Rep-
rosantative travel olfice, and $3.2 mil-
lion for the Dureas of Public Debt.

Though non-emergency mattars at-
tachad te smergency bills are atill sub-
jeat to tha aponding caps eatablished in
thy conearrent badgat MmAniOLion, a8
long as total spending remains under
those ocaps, theso onralated spending
matters are not required to be offset
with spending cuta. In . the case of the
LA earthquake bill, bacauss the caps
had bacn reached the naw spending was
nffsat. hy vescissionsa, but thosa rescls-
sione might otherwlse have bsen used
for dafielt rveduction. Morsgver, by
uaing emergehcy appropriations billa
mp a vehiole, these vrLmnoous propon-
als avold the examination through
which Jogialaglve proposals must go o
fustify Federal spending. If there 1s
uly a neod to ahife funds to these pro-
grams, an alternative vehiocle—a regu-
lar supplemental appropriationa bill,
not an eamarganey _apending hill
~—should be used.

The meagure I am introducing today

will reatrict that kind of misuse of the
emergancy approprintions proecoas,
Adding non-emergency, extraneous
matters to emergency appropriations
not oniy I8 an attempt to avold the lo-
¥itimate scrutiny of our normal budges
process, {E can alsn jenpandise our abil-
ity to provide relief to thoss who are
auffaring from the Manster to which we
are responding.
t Just as importantly, adding saper-
fluous material to emergenay appro-
priatinna billa degrades a8 budget
Tules on which we rely to impose fisoal
disoiplina, and that only enoourages
further erasion of our afforta to reduas
tho doficit. .

Mr. Prosgident, as I noted sarlier, this
legialation has passed both Houses In
recont yoars—in the Senate during the
104th Congress as the amenampsnt I of-
fared to tha Lins Item Veto Act, and in
the other body, during the 103rd Con-
gress, by & vote of 406 to 8. 1 urge my
golleagues to join in this effart to pass
this measure through both Houses dur-

CONGRESSIONAL RECORD - -SENATE

ing this Congreas, and hslp and thia
abuoivo practico.

Mr. President, I ask nnanimous con-
sent that tha toxt of bill be printed in
the RGCORD.

TERr® baing no objection, the bil} was
ordered Lo be printed in the RLecORD, as
follows:
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Ba it enactsd by thas Senale and Nuousc of Rep-
resentatives of the United Stales of Americo in
Congresz amembled,

SECTION L. BRORT TITLE.

This Aot may ho cited &3 tha “Emesrganay
Bpending Control Act of 1997,

SEC. L TREATMRNT OF EMERCENCY BPENDING.

{(a) EMEfoimMcY ArrROTRIATIOND.—Bouton
2EI(BXINDX1)} of the Balatced Budget and
Emergenocy Deficit Cantrol Aak of 1885 Is
amended hy adding at tho and the following
now saptonco: “Haweover, OMD shall oot ad-
just any dissrationary sponding limit under
this ¢lause for any atatuts that designates
appropriations as omergonoy roquirementa if
that atamts costalas wn appropristion for
any other maktar, avent, or ooourranss, but
that atatutc may contain reaaisatons of
budget aunthority.”.

(b) KEMERGENCY  LROISLATON.—Saotion
9Ee) of ths linlenced Budget and Emsrguncy
Defiolt Contrn! Act of 1986 ta amended by
adding at the and tha following nesw sen-
tance: Y'However, OMB shall not desigmata
Any such amounta of new budget authority,
outlays, or ruceipts as emergancy raquire-
ments in the report required under gub-
section (d) {f that atatute contalns say other
provisiong that are not As dasigmatad, dut
that statute muy contaln provisions that re-
due? direot spanding.””.

{c) NKw PoINT oF ORDER.—Title IV of tha
Oongroasional Dudgat Act aof 1874 is amendel
by adding at the snd tha iollowing new seo-
tion:

“POINT OF ORNER RECARDING EMERGENCIRA

“HEC. 408, It stiall nobt o in ordor Ln Lhe
House of Rapresantatives or the Senata to
oopalder any LIl or joint resolution, or
amandment therste or confarence rsport
vhoroon, coataliluyg m Smergwney doulxooss
tion for purposea of section 261(bX2XD) ar
£653(0) of the Balanced Dudget and Kmorxancy
Dariclt Conkrul Act of 1685 if it alan provides
»n mpPTopriation or direct apending for ony
other itam or oontaing any othaer rastter, byt
that bill or jolnt resglution, amoendment, or
conflarence report may contain resalssions of
budgat anthority or redocotions of direst
spanding, or that amendment may reduce
samounta for that omargenoy.*.

{d) CONFPORMING AMENDMENT.—Thu table of
cantonta sot forth in sention t(h) af the Con-
greastanat Budgut and Tmpoundment Control
Agt of 1074 in amondod by lnacrtipng after the
ltam malating to ssction 407 the following
new item:

»Sec. 408. Point of order regarding omer-
EUnCcics.' ..

By Mr. GORTON (for himasoll, My,
ASHCROPT, Mr. MOCAIN, and Mr.

LoTT:

g, g48. A bill to aatablish legml stand-
ards and procedures for produot liahil-
ity litigation, und for other purposas;
to the Committee on Commerce,
Bolence, andg Tramnpuctation.

THE PROPUCT LIABILITY REPORM ACT OF 1097

Mr. GORTON. Mr. President, I am ig-
troducing this evening, along with San-
ators AsSpHGROFT, MCOAIN, and LOTT, 4
bill to peform and rationalize our prod-
unet liabillty system.

P002/007

At the beginning of this seaalon g &
ator ASHCROFT and others Intredyce
8.5, another measurs to address prog.g
uct lability. Although I agresd wip, %
the gubstance of B5, whioh waa e
tical to the conference report on PM*
nct Liability that the President vatoes ¢
in the lMth Congress, I did not sy 4
Aponaor 8.5 dbecavse I knaw that thag W

calar bill would not bs enacteq B
nta Inw and becauss [ wanted ta
annther bill that would obtain bi.pa,.
tisnn support in the Senale, Badray,- A
the Prowtdent's logltimate voncerna ¥
with the conference repart, and accom. 1NN
plish meaningful reform. R

Mr. Preasident, I cannot say that thy 38
measare I am iotroduging tonight rully -0
accomblishes that. But {t comas very 34
nlong, T Intrndnen this measure withouy,
the co.sponaorghip of My gaod friang
and long-tima companion on thia wor.
thy mission, Sonator ROCREFELLER, byt
1 introduce It with the sincere buller
that we will continue to work togoether
1‘307 apact product Uability reform in

1 introduce this measaura to got the
prooeas started. It 18 a good measuro
that I believe goes a long wWay toward
meeting the goala I desceibed abova.
But as I said, the procosa is junt start-
ing. I welcoms input from my Repub-
1lcan and Democratic collsagues.

Mr. Precident, I ask unanimoun con-
pont that the taxt of the bill ba printad
in tha RECORD.

There being no objection, tha bill was
ordevd Lo e printed In Lhe REOGHRD, uu
follown:

8. 018

Be it enacted by the Senate and House a!lic?-
rezantgtives of the United Stales of America
Congrest aasembled, .

SRCTION 1. SHORT TITLE AND TABLE OF CON.
TENTS.

(8) SHORT TrTLE.~This Act may bs cited as
the “Product Liability Reform Act of 1897".
{h) TABLE n¥ CONTENTE,—The tabla of oon-
tanta |5 a8 (ollows:;
Seo. 1, Short titla and table of contanta.
Hee, 2. Findings and purpoges.
TITLE I-FRODUCT LIABILITY REVORM
Hwa 101, Nefl nlkinnn
Bec. 102. Applicability; precmption.
Beoe. 108. Linbllity rulas appljoabla to prod-
uot sellers, renters, and 1sagors
Buo. 104, Dafansa based on olatmant s use of
intoxicnting aleohol ar drugs.
Hea. (05, Misuse or slterstion. -
feq, 108, Uniform tlme limitations on labil

fey.
Beo. ITT. Alternmrtive dispnta rasclution pro
. cadures.
Bec. 108. Uniform standards for awand of pu-
nitive damogues.
8ec. 108, Liablliky fur certwin olalm3 relac-
ing o death,
8ec, 110, Sevaeral Hability for noneconaomiu
losa.
TITLE [I—BIOMATERIALS AGCESS
AHBSURANOB

Ssc, 204, Short title,

Seg, 2. FinaAings.

Sec. 20y, Denniciona.

Be0, 504, Genoral reguiromonis; applicabil
ity; preamption.

Bec. 5. Liability of njomatorinla suppllors.

Reo, 908, Procedurve for dioruiseal of clvil az
tions axainst biomaterislo aun
plism,

.,
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tions aeninat himt-rmh np—
pliers.
m—LMrAmna oW
APPLICARILITY; E¥FEOTIVE DATE
Bae, ml- ‘Bffect of court of appesls dacisions..
8ec. 501. Federal oause ¢of aotign prectudad,
Haa. m Eifaative date. am
8BC. 5, FINDINGS AND PURPOSIES, -
(A) FinDpeos.~The Congroos fNinds that—
(1) our Nation is ovarty litigious, the olvil
juatios ayetem is overorowded, Isﬁlh.
excassively ccatly and the.ooats of lawenita,
both direct.and indireat, are inflioting ecri-
ounmdmmmhhryonthouuwu
so0nomy;
(D txl--wlw. nnmdmt‘bln, and oftan arni-
awsrds and anfair sllooations

teary dsmnge
of labllity have a direot and undssirsble of-

fadt on intarstaté cornmerce by Indressing
the oost and decroosing uu Ann-bm:y of
and sarvioes; -

{3) the rulss of law eovomlnr mdm I
ability astions, damage awards, and alloca-
tinna of Hability have savolved inoonsiatantly
within and amony tha Statsy, resulting in a
complax, contrudiotory, snd uncertain re-

wimsa that {s Inequitabls to both plaintiffy -

and defendagts and unduly bordens intas.
Btats commerca.

{4) a8 a result of excossive, unmd:nhble.
and often arbltrary damage awards and on-
fair allocationa of liability. consumers have
besn adversely affected through the with.
drawsl of products, producers, servicss, and
sorvios pravidars from thse marketplass, and
from axossaive llability costa uued on to
thew theough bigher prices;

(B) maulva. unpredlctable, and aften arbl-
trary damage awards and anfair alioccations
af labllity jeopardige thas finapqgisl 'well-

of mAnY individuals aa woll as satlm

being
induateles, particularly the Naton's smmll.

businessss nnd adversaly umsen mwrnment
and taxpayars;

(8) the excsuxiva acats of the o:vu jnmen
systatn unasrmine the abllity of American
ocompaniss to com Eata {ntarmationally, and
seTve to decreage the numbar of joba and the
amount of productive cgoital 11 tha national
sopnamy:

(7 the unpredictability of damage aWards
in nequitable to both Platntiffs spd defond-
anta snd has added conajderably to the high
yvot O aDIIILY losurances, MAXIAE 1t
flouls for producers, consumers, volunisors,
and ponprofit organizations to protast them-
Balven From liability with any degree of con-
OAoRGo ANG Bt & FOASULRNID DOBL; *

{3) beocnuss of tha natidnal scops of the
problems croatod by the daefecia in the civil
justios aystem. it in not poasidle for the
Atatan tn enact laws that folly and offoc-
tivaly respond to thoss problems; -

(0) 1% ia the aonstitutional rule of the na-
tional government to remove bartiers to
tntaratate commeros and to pmiant duns
process rights; and

Q0) there in & nosd 80 reatore netouunx.
certainty, and fsirnees 1o tha olvil justice
syatom in ordsr to protact againat exceonlve,
arbrerary, and anosrtain damage awards and
to reducs the volusne, coats, and dolay of liti-
gation.

(h) PUrtrosra.—Rased upon the poworn 40N -
talned lu Article I, Bection @, Clause 3 apd
the Pourtsenth Amendment of the United
Statss Oonatitution. the purposes of thig Aot
are to promots the frus flow of pocds and
sarvices and to longen on Intorotate
ecommerca and te nphold emﬂmuounlly
pratacted due procsss rights hy—

(1) estadlishing certain aniférm Tegal prin-
olples of produst ilability which provide a
falr balance among the interaests of product
Usars, manufaoturers, and produot asilers;

{3 plaing reasonaple lUmits on damages
over and gbove the actaal damages suffersd
by » alaimanc:
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(3) ensuring the Ir allogation of Uahility
in oivil astions; -

1) ruodueiny tho anaccepiable costa and
delays of our ojvil juntice aystem caused by
sxcasylve liLgaton wilol Rarm both. plaln-
S1f? and defondanta; and

(G) eatablizhing grearsr Ovimoss, Fitional-
ity, and predictability iz the oivil justice
aystam,

-rm..n 1-T1T1.8 PRODUOT LIABILITY

REFORM N
m 101 DEFINTTIONS,

For purposss of thia title—

1) AOTUAL MALICE.~Tho torm “actusl mal-
{on” maana apanific Intant to causo serigus
physical injury, ilinesa, diseaxe, death, or
4xmage o proporty.

CLADMANY~The term “claimant”
TMEADA ARY Dorson who brings an action oov-
ored by thin title and any Darson on whoaa
DARalf such an pgetion is hrought, U such an
aotion 18 brought through or an behalf of an
estate, the tarm Inoludes ths claimant's da-
coedent, I suoch an sction {3 brought through
or on bakalf of a minor or inoompetent, the
torm inoludos the claimant’s lexal guardian,

8) CLRAR AND CONVINOING RVIDKNCE.—The
tyom “UoloAr and CORVIRGIng vvidance™ s that
meAsurs OF dogres of proof that will producs
In the mind of tho trier of fact & Iirm ballef
or conviotion as to the tmth of the allega-
ticna acught W e establizhed, The leva)l o1
proof required to axtiafy such standard ia
more than that required undar preponder-
anoe of the uvvidance, bul less than that re-
quired for proof boyond o Feasenablo doube.

(1) COMMERCIAL LOSB.—Ths term ‘‘commeoer-
olal loss*" means any loag or damngo solely te
& proagot 1tasif, losa relating to a disputs
avay tx walng, or uontia]l sconornio
jogn, the recovery of wnigh 18 governed by
the Uniform Commercial Cada or snalogoua
State commercial or contract law.

{B) COMPRNBATORY DAMAORS—~The term
“ocomponoutory GMTIAECST moans damapos
awarded for economic and non-¢conomic
lono.

(6) Economio LoBS.—Tha term *“‘oconomlc
tons* moans any pacunolary loms reaulting
from harm (including tha loss of sarnings or
obthar bonoilta 1vlated to employment, madl-
onl axpanss loas, replacement sarvices 103,
et due to deatl. Gurinl coows, and oan QU
business or emplayment ¢pportinities) to
tho axtentb recovory for such loes I8 mlmum
under applicable Btate lnw

¢7) Hainst. Thoe borm “‘boxm™ moans woy
phystoal injury. 1liness, dissase, or death of
dagviage ta proporty omnnod by & product. Tha
tarm doew not (noluds commarcial loes,

(D MaNDFAOTIMRER ~—The btsrm ‘‘manufss-
turar* mesns—

(A} any Doroon who 1s ongaged io a basi-
naey to produce, create, make, or construot
any pradust (or ¢cOmponont part of & pradnne)
and who (1) dsalgns or formulotes the prod-
agt (or componont part of the product}, or
(i1) bas engaged another person Lo dealgn or
formulato the proqnet (or component part of
tho produot);

{B} a produot sollor, but only with reapect
to thone sspenta of a product (or 0OMponent
part of & produnt) which Ard created or af-
fecred wnen, bofore plaging the produat th
the stream of commerce. the product seller
produces, troatea, makes or construots and
designa, or femulates, or has enyoged ma-
othar parson to doestan or furnuists, oo 48-
pect of the pruduat (or componant part of the
produat) made by another teracn; or

(O) any produat seller not deacrihed la sub-
paragraph (B) whioch haldy itaclf out as o
Mmanufctursr to tha yssr of the producs.

{9) NONECONOMIC LOSS,~The tarm “non-
anonomic lom'' masus subjeative, nonmono-
tary loss resgltine from harm. insluding
main, suffering. inconvenionce, mentnl saffar-
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I.l'l', smotional distress, loas of aouiety and
oompanionship. lass of consortivm, injury to
Teputation. and humiliation.

(10) PEpaow.~—Tha term ‘“person” msaos
any ingividual corparation, company. A=an-
glation, firm, partoarship, sooioty, Jolat
atonk company. or aay other sutity {inalua-

tarm “product”
manns any ohject, substanse, mixturs, or
uwmwﬂ;l in s guasous, Immd.nrnalm
state w

(N la u.pn.blu of dulivary itaelf or as an as-
sambied whola, in & mixed or combinad
state, 6r as & somponons part or ingradiont,

(11} 18 produced for lnhrodunﬂon into trads
Or COMImerce;

{ill) has intrinsie soonomis lm.luetol.nd

(1¥) 18 1atended for saln or leass to peranns
for commaercial Or personal uss

(B) Excrusiona—The term @oss Rot in-
clude—

(1) tisans, orgmap, blood, ang bipod Products
aeed for thorspmutlc ur medical parpanes, 6x -
capt 0 the cxtont thab such tlssuo, argana,
blood, and blood producta (or the proviaton
therool} arn aubjogt, undor applicable State
law, to a standamd of liability other than
negligonog; or

(Li) alectricity, water delivered by a util-
{ty, natural goo, or sloam,

(12) PRODUCT LYABILITY ACTION.— Tha tvrm

“prodact liabllity sction means a oivil ac
tion brought on any theory for harm causad

(A} I GBNENAL~STHE LI “"Droduct aefl-
er” means & person Who in the couras of a
businocas conducted fur that purposs—

(1) salls, dlstributes, renty, leasss, prepares,
blonds, paolnges, labols, ar etherwioo io lu-
volved In plu:lug & product in the atream of
COmMeres; o

(ily lnamu, repaire, refurbishes, recondl.
tlons. or maintaina tha harm-cansing aapsot
ot the proauet.

(B) EXCLUSION.—The tarm “‘produooct sallor”
does NOG Inoiuan—

(1) & saller or Inoaor Cf real property;

(117 a provider af profeamional sorvicen In
Any oasé in which the sala or use of & prod-
uqt is incidaptal to tho transaction and thu
«sssnce of the trapssation 18 the furnishing
af jadgment, olitl];, ar vorvican or

{111) any ‘pamn who—

(D sota only o finanolal capanity with
ruspect to the sale of a prodnot; of

(II) lagzes a nroduot UNdAr a lsasa aranrs-
mant In whick the lasaoy does not Lnitially
solect the laased product and does not during
tho lensa tarm ordinarily control the dully
operations and gaintanapas of the product.

(14} PUNITIVE DAMAOES.—Tha term “‘puni-
tiva demages" moans domagns Awarded
against.any person ar entity to panish or
dotar such person oe entity. or others. from
ougailiayg Lo slmilne buhavior in €he futuro,

(16) #TATE—The teTm "‘State” means any
Stata of the United States, the Distriet of
Columbia, Commonwealth of Pusrto Rico,
the Northorn Marlana Islands, ths Viegin In-
lands, Guam, American’ Samos, and any
other territory or possessipn of the Tniten
States or any political snbdivision of any of
tha fnragning.

SKC. 10, APPLICABRLITY; PREEMPTION,

(a) PREEMPTION.—

(1) In oENERAL~--This A0t governs any
produst Hability actiod brought in anv Stats
or KFederal court on apy thoory for Rarm
cnused by o product.

() ACTIONS EXGLUDED—A civil" action
brogght for commercial loas ahall be gov-
oroed anly by applicablo commersial or con-
tract Isw.

(h) RELATIONSHI® T0 STATRE Law.—~This
titla superytrlos Btobto law only (o tho sxtenk
thut Stats low applien to an lssua covored by
this title. Any iseue that is not governod by
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this titls, lnoluding any atandard of lability
nppiioabls to a mannfactnrer. shall he gov-
ornad by otharwisa applicable State or Ked-
aral law.

(c) EFPECT ON OTHER Law.—Nothing tn this
Act ahall ba constraed tO—

(1) walve or affact ooy defonse of soversiyo
immunity assertad by any State wndar any
law;

(2) suparsade or alter any Faderal law:

{9) walvo or affoct nny defenas of sovereign
immunitr ssserted by ths United Statan;

(4) affect tho applicabilitly of any proviston
of chaptar #7 of titls 28, United Btates Oode;

(5) preampt Btate cholce-of-law ries with
respact to claims brought by a foreign aation
or a citizen of 4 forelgn nation;

{6) affost the right of any oourt to transfer
VOnue Or o apply the law 0 a foraign nation
or to d4iamias & clalm of a foreign nation or
of & eltizen of o fOreign nation on tha growd
of inconvenient forum; or

(1) saparaede or modily sny statutory or
commen law, including any law providing fur
an action to abate a nuisance, bhat authoco-
xes o psrson to institute an action for clvil
damagea or clivil penaliies, claanup costd, in-
juncwona, roatibubion, oosh rocovery. puni
tive damages, of any other form of relief for
remadiation of the senvironment (R defined

* in soction 1010) of the Comprohennive Knvi-
ronmantal Responss, Compansation, and Li.
ablliby Act of 1380 (42 1J,8.0, 5801(8)). -

(d) AoriONs FOR NEGLIGENT ENTRUDT-
MENT. ~A oivil action for nogligont entrust-
ment, or any action hrought upder any the-
ory of dramahop or third-party ability ario-
ing out of the sale or provision of aleohol
producta to (ntoxicatsd parssne ar miners,
shall not be sybject to the provisiona of thia
Aot tut shall be gubjoct to any applicoble
Btata law.

800, 108, IIABILITY RULRS
PRODUCT

LEOHODS,
(a) ORNERAY, RULE.— .
(1) IN GENERAL—In any praduct lability
action, a product seller other than a manu-
focturor shall bo Liabls to a claimant only 1f

APFIADADLE TO
RENTRERS, AND

* the cluimant sstablishes-—

A) that—

1) the vrodnct that allegedly caumsd r.ho
barrn that Is the am: act or ths complaint
wns sold, rented, by the prodact
asller:

{11) tha preoduct asllar falled to exercias
reasonable cars with reapsct to the product;
ana

(11) the fallure to sxercise reasonable care
was & proximats caunss of DATI to the alaim-
ant;

(B) tha

(1) the nmduoc saller nude an aXpreas war-
ranty applioabla to the product that alleg-
edly caused the harm that is the subject of
tha eomplaint, indapandant of any axproos
warranty lmuia by & manufacturer as to the
BAIT ¢

(i1} the prodnot. falled to conform to the
warranty; and

(111) the Mwilure of the product o conlferm
to the warranty osnged harm to the claim-
ant: or .

{C) that—

() he produvt avller ongnyed i loten-
tlonal vrongdoing, as daterminsd andsr ap-
plioable State law; and

(i1} suah iIntsntional wrdagdoing was a
proximats onnae of tha hprm that is the sab.
jeot of tha complaint.

(2) REABONASLR GFPORTUMITY FOR IREPEC-
TION.—For purpcaes of paragraph (I AXLD), a
product sellar ahall not be conaldered to have
fatled to exerclse reasonable pars with re-

spect Lo & pmdunt bassd upon an allegsd hll-
ure Lo inspoot the produot—
(A) {f the fallure ocourred becanse thers

wan ng wmnublu oppartunity to {nspeat tha
product; oF
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(B) tf the inspection, in the nxercise of ren-
sanable care, would not have revealsd ths as-
post 0L Lhe produet which allegodly causud
tae clalmant's harm.

(o) SPEcIAL RuULe—

{1} IN OKNERAL.—A product seller shall be
deemad ¢o ha ltabla 03 & manulacturer uf o
producet for harm caused by the product i[—

{A) the manufacturer (3 not subject Lo
satvice of process under tha laws of any
Bisis in which the ackion may ba brgurht; or

{B) tho court detorminag that tho claimunt
would be unable to enforce A judgmunt
agninst Lthe manufacturer.

(2) BTATUTR OF IAMITATIONS. For parposas
of thin suhaantlon only, the statuts of imita-
tiona applicable to clalms asserting Hanliity
of a product soller as A manufacturer ahall ho
tollad frem the date of tha Mling of a rom.
plaint. againat tha manufacturer to the date
that judgrnent ls ontered against ¢the manu-

" fasturer,

() RENTED On Leangd ProbuUCTY. —

(1) Notwithatanding any other vrovision of
law, any person angaged in the business of
renting or leasing a product (othar than a
parsan axcluded from the deflnition of groa-
uct sallar under saction 101{313)(B)) lhlll be
mibject to Habllity tn » product llabllity ac-
tion under subasction (3). but any porson an-
goiod In the buainess of renting or ledsing o
product shuil not be (labla to a claimant for
tha tartious act of anothor solely by reasun
of ownership of such produect.

{2) Fur purposes of paragraph 1), and for
detarmintug Lhe spplleabllity of thia titly to
any person subject to paragraph {1). the tarm
“product liabllity action” means a civil ac-
tion brought on any theory for harrn caused
by & prodquot or product uss.

REC. 104. NEVENSE BASED ON CLAIMANTS USE
OF INTOXICATING ALCOHOL OR
DRUGS.
ORNERAL RuLE.—In any produat liahil-
ll:y Mtwn. It shall ba & cormnplata dafonso to
such action if the defoncant provos that—

(1) the claiment waa {ntoxicated or was
undar tns nfluence of intoxlcating alcuhol
or any drug whon the acoldent. ar gther evant
which resultod in such claimant's harm oc-
curred; and

{2) tho claimant, as & result of the influ-
ance of tho aleohol or drug, was more than 50
percent rasponsible for sach acoldent or
othar avant.

(h) CoNSTRUCTION.—For purposes of sub-
saotion (a)—

{1) the dotermination of whether & psmon
was intoxleated or waa under tha infivance of
intoxiaating alcohol or drug ahall be
made pursusnt to applicablo State law; and

{3 the torm “drug’ mean any controlled
substange aa daflnod in the Controllad Sub-
stances Act (21 U.8.0, 802(6)) that wis not Ja-
gally proocrihod for use by tho olaimant or
that was taken by tho cialmant other than
In accordance with the terms of & lawlully
lsaued prescription.

RO, 105 MISUSE O ALTREATION.

(a) GENERAL RuLe.—

(1) In ofNRRAL—In & product liability ac-
tlon. the damages for which s défendant Is
othorwins liable undsr Fadarol or Stats law
ghall be reduced by ths pearcantage of reapon-
albility for the clalmant's harm attributablo
to misuse or alteration of a product by any
persan if tha defendant estahlishas that such
percontago of tho clatimant's harm wes proxi-
mately cnused by a uss or nitomtion of »

at—

({A) In violution of, or contrury to, a de-
fannant’s exprasa warnings or Instructions If
the warnings or Indtructions nre ardnquate as
determinod pursuant to applicable Btate Inw;
or

(B) Involving & risk of herm which wra
known or should havo beon Known by tha o
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dinary pernon who uasy Of QOnNALINan the
product with the knowledge common tn the
clagy of prorsons who nasd or would be reason.
ably anticipatea to use the prodact.

{3} UBE INTENDED BY A MANUFACTURER 18
NOT MIBUBE OR ALTERATION.--For the pur-
posoa of this Aul, u use of a product that lo
intended by tho manufnoturar of the product
does not constituts a roisuse or altoration of
the product.

{b) WonKruacs BLURY.—Notwithatanding
anhaection {o). ths damagen for which a de-
fondant 18 otherwise llabie ander State law
shall not ba reduced by the parcentago »f re.
sponnibility for tho elalmant's harm attcib
utable to misuaa or altarntion of the prodact
by tha olaimant's employer or any co-
umployes who iz immuna from auit hy the
dlaimant purkunnt to tha Rtata law apnlica.
ble to workplace injuries.

S8EC. 108. UNIFORM TIME LIMITATIONS ON LI
ARILITY. .

(&) BTATUTS OF LIMIPATIONS —
(1) In OBNERAL~—Excopt as provided In
pha (3) und (3) and suhspctian (b), a
product llapility action may bu fllud aot
later than 2 yoarn aftor the data on whtah
the olalmanb discovered or, 10 the exercise of
razsgnable care, ahould have discuvored -

(A} the harm chat Ia Lhe subject Of tho we-
tion; and

(B) the causs Of te DRrM.

(2) EXCEPTION.—A person with o legol dis-
abllity (an datermined under applicani: law)
may file a product {fability action not lotar
than 2 yuars ATLer the date on which tha par-
nop censsd to have the legal disabtlity,

() BPPECT OF $TAY (R [NJUNCTION.—If the
aommanasmant of a clvil actlon thut I aub-
jeet to this title 1p stayod or anjoined, the
running of tho acatute of Himitations undar
this section shal! be suapended until Lhe and
nf tha period that the atay or infunction la in
offoot.

(b) STATUTE OF REPOME.—

(1) In oRnerat.—Bublect tu parngruphs (D
and (). nn penduct LAbIlLy action that fe
subjoct to this Aot concerning a product al-
leged to have causzad harm (other than toxle
harm) may be flled after the 18-year pariod
beginaing at the time of delivery of tho prod-
uot to the Mimt purchasar or 108380,

(2 EXCEPTIONS.—

tAY A motor vehiale, vessal, aircraft, or
train, that i{s usad primarily to tenansbort
passangors for hire, shall not ba sgbisst to
this subssotion,

{(B) Faragraph (1) does not bar a product 1i-
abllity action ayainst a dsfendant who mada
an sxpress warranty in writing as to the
aafaty or 1ife sxpactancy of the apacific prod-
uot involved which wos longer than 18 years,
buatb it will apply at ths sxpiration of that
warranty.

{c) TRANIMIONAL PROVIBRION RELATING TO
EXTENAION OF PERiop yor BriNoiNg CxictaAm
ACTIONR.—-I{ any provision of snbmaction ()
orf (o) anortens the period during which a
product 11ebiliLy astion conld ba otherwiss
brought pursusat to another provision of
1w, the olaimant may. notwithatanding sub-
mooilons (o) sl (), Urlog the pruduct iall]l-
ity mcbtion aot latar than 1 pear after the
date of snactment of this Ace,

G50. 16T. MTRENATIVE MEPUTE RESOLUTION
TROCYDURRS, .

(a) 8snvics ov Orren.—A claimant or a do-
fondant in s product Habllity action may.
not later than 60 days after the sorvice of—

€1) tho initinl compiaint,; v

(2) tho applicable doadlins for » roapoensive
whichever 1a later. serve upon AR Adversa
Party an offur Lo 1 punsuant Lo any
voluntary. nonbipding altarnative 4iapnre
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resolution procedure established or recox-
pited andor the Iaw of the State.(n which tha
produot Lishility action 1s brought or under
hp rulea of the court in which auch action is
maintained,

() WrrrTRN NOTIUR OF AGOEPTANCE OR RE-
JEOTION.~HExtept as Drovided iy gubssetion
(0), not Incor than 1 doys atar the service of
an offeree to Droceed under subsaction (a), an
offsres shali file- & written notice of sooept-
anos or rejection of the offer,

(o) BxraMoIoN.~The court may, upon mo-
tion by an offerse made prior to the expira-
tion of the 10-day period spacified In apb-
sontion (b), extend the period for filing =
written notioe under such subsestiun for &

Mod of not more than 60 days witer the

ate of explration of the period specified in

syhasotion (b). Diseavery miay ba permittad - -

during such period.
SXC. 108, UNTFORM STANDARDS VOR AWARD OF
PUNITIVE DAMALCRS,

{0) GENERAL RuLs—Punitive
may, to the cxtent parritted by applicabls
State law, be awarded ggninst & defendant if
the claimant establishea by olear and oan-
vinoing avidonce that canduct carrisd out by
the defendant with.a conscious. flagrant in.
a1 nos to the vighta or safety of others
waa the proximata cxuse. of the harm that is
the subjeat; of the letlon in any mduw -
adility action..

) FEATION on Anovm.—-

{1) IN OENERAL.—THe amounk of wn.lt.ive
damayes that may be awarded. in an aotion
. desoribed in |ulmcuon (a) may nat excetd
the greater of .-

(A) 3 timas the sum of the ampunt-awnrdod
to the clajypant for oounamlrlm a.nd. Ron-
omomo lou or .o

(2) B?Iml. m-—-ﬂommmﬂﬂ
gaph (1), (0 any action.described 1y auh-
saotion (a) mpainst.an.individaal whose net
worth dosa not excssd 000 or aaainat an
owner of &1 uningorporste Imllnm. or Ay
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(v} the durstion of ths misconduot and any
capourrant or aubssquont conaealmens af the
conduct by tha dafandant;

(vi) the attitude and conduct of the defend-
ant upon the discovery of the misconduat
and whethar the misconduet has terminstod;

(vua)n;.he financial condition of tha aafwmd-

(vill}) the cumulative dotarrent eoffect of
other loases, damages, aad puniahment suf-
fered by the defendant as & resglt of the mis-
oonauct, redqucing the Amoupt of punikive
damages on tho basfs of the sconomic impact
and severity of all moasares to whioh the de-
fendant has beon or maxr be subjected, in-
cladiny—

() compensatory und punitive damage
AWANS to similarly situsted clabmanta:
(IF) the advarae economin sffect of atigma
or losa of reputation;:

(I atvil (inés and oriminal and adminis-
trative panalties; and

(IV) stop sald, cease and deaiat, and other
ramadial ar anforvement ordern.

(C) REGQUIAKMENTS ¥OR AWARNINO ADDI-
TIONAL AMOUNT.—If the cottrt awards sn addi-
tional amount pursuant to this subsasction,
the court shall atate ita reasons for satting
the amount of ths additional amount In find-
ingn of fact and concluajons of taw.

{D) PREEMPTION.—This sectlon doss not

ereats a cause of aotion for punitive damases
ang aoss not prosmpt or sopermada Any Stata
or ‘Pedaral Iaw to tha extant that auch law
would further Ilmit the award af punltive
damagea. Nothing in this subsection shall
modify or roiuvo the aDlty of courts to
order ramittiturs,
. {4 APPLIOATION BY COURT~This auhaeation
sball be applied by the court and applioation
of this aubssction ahall not Lo discivsed o0
tha jury, Nothing i1 this subssotion ahall aa-
thorise the oourt to entor an award of poal-
five damayes in axceas’ of tha jury's Initia]
AWard of punitive damages,

{c) BIFURCATION AT REQUEST OF ANT

mrmtnm . corporation, mecolation, unit of. PARTY.—

wvommt. or organtzation which has
rum than 25 full-time amployeas, tha puni-
tive lamagen shill not excasd the lasser of—
(A) 3 tlmas the sum of the amount &
to the clatmant for économic loas and non-
‘sconomic 1oas; or . .

(B} $350,000,
For the purpass of aeurmlnlnr the ;pnuw
bility of this to & corporation, the

PADAgraph
onamber of employees of 4 mbsidiary or whaol-
ly-ovned oorporetiom shall lauluds all o
nlorm ofs maut. or sister povporation. .
(0. RICKPIION INRUPPTOIRNT AWARD IN

OAARS OF mmmua CONDUOT =

(A) DETRRMINATION BY mw—lrm court
maken & datarmination, 'aftar considering
each of the factors in mabparagraph (B), that
the application of paragraph (1) would zmll
in an awant of punitive damages that is
mifiefent to punish.the egrogious ooudnut
the defondant agninst whom- the punitive
darnages arw to be awarded or tO dster suoh
condyot in the futurs, the. court. shall dster-
miny the saditions) amonnt of panitive dam-
agsy (referrsd to in this. parag¥aph as the
"additional amount') in exzash . of -tha
amount detarmined in'acoordance with para-
sraph (1) bo bo awsrddd againet the dofend-
ant in & saparate proceeding in acoordance
with this pargraph.

{B) ‘FaCTORA FOR CONSIIERATION~In any.
procesding. undsy pArsgraph (A), the _cours
shall consider—

{1) the extant to which ma defondant acted

with actoal malice:

{1t) the Hkﬂlﬂlood thnt nﬂmu.m would
ariss from the conduct of the defandant;

(111} tha dagroe of the.awarsneas of mas-
fnadanli of that Hkal{hood; .

(W) o profitabllity of m miscanduot to

the d«mu

"

(1) ‘IN. OENERAL.~AL tha Toqueat of any
:nrba‘.nmtrlor of faot In any sotien that ta
subjeoct: to-this section shall copalder in &
soparate provssding, held szbsequent to the
dotarmingtion of the amnunt of . compen-
satory damages, whether tive damsges
aroc to he Awarded for the harm that is the
mmbioot of the action and the amount of tha
awaryd,

(2) INADMISAMANLITY OF EVIIENCE RELATIVE
ONLY TO a CLaim UF FUNITIVE DAMAOES IN A
PROCEEDING CONCERMING COMPENBATORY DAM-
AGRS =—If any party rogueats a separute pro-
oseding undsr paragrapk (1), in & procvecding
to datarmine whothor the olalmmst wony be
awnrded compenmatory damages, any ovi-
denoe, argumant, or contention that is rel-
evant agly to the claim of punitive damagen,
as datavmined by applicabla Bhu law, chall
be inadmissinle.

HEC. :-. LIABTLITY FOR t:mm cunm RE.
LATING' TO DEATRL -

In lnr givi]l aation in whioh the alleysd
harm to ths glalmant (s death and, as of the
effective date of this Aot, the applicable
Stata law provides, or has bean oonstried to
provids, for damages only punitive (o nabare,
& dafondant may be liabls for any asch dam-
Afea without regard to section 108, but aonly
during such. tine sy the State Iaw 30 pro-
ﬂd.a.’l‘h.uancl:ion shal}! denna tOo bo offagtive
Septamber-l, g
m un. mnw. mmmm "YOR  NON-

(t.) GENERAL ROLE—In & product lahiiity
sctiom, -the lability of esch dsfendant for
noneconamic loas shall hs saveral ouly and
thall not ba daint.

{b) AMOUNT or LIADILITY.—

1) In aERaf. —Bach defondant shail be
Hadle only for the amount of nonotanomis
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loss ailoeated to tha defendant in diract pro-
portion to the parcentage of regponsibilicy of
the dsfendant (determioed In AOSONdANCE
with parsgraph (3)) for the harm to the
claimant with reapect to which the defand-
ant 1a liabla. The court chall rander a sepa-
roto judgmeant, agninot ouch defendant in ah
amonnt dstermined pursvant to the preced-
ing saptence.

{3) PIROENTAGR Or REAPONBIBILITY.—F'Or
purposea of determining the ameunt of non-
sconamia loas allooated to & datendant undar
this Baqtion, thoe trier of fact shall datermine
tha parcantage of rexponsidility of esch per-
s0n responsible for the elaimant's barm,
whathay or pot such person 13 & party te the
actlon.

TITLE I—BIOMATERIALS ACCESS
ASSURANCE
B0, $01. SHORT TYTLE, '

‘This titls may ba oited as the “‘Blamate-
rials Acpoess Ansuranos Aot of 1967,

SEG, 305 FINDTMGS.

Congress Nnds that--

(1) siah year millicns of citizens of Lhe
Unitad Sfates depond on the availabjlity of
lifstaving or lfe anhancioy romlival aevioes,
many of which ars permanently implantabla
within ths haman body;

(2) o continued supply of raw materials and
enmponant parts I8 nscessary for the invou-
tlon, davelopment, improvement, and main-
tenance of the supply of tha devices;

{3 moet of tha medical davices ars made
:g:h raw materisls and enmponsnt parts

o
, (A) sre not designad or manufastyred gpe-
cifioally for use la medical davices; and
u(.‘B) oome in contact with i.ntenu.l homarn
asue;
(1) the raw matarials and component parts

‘alng are nsed (n a varjsty of nommeadical

products;

15) boosare mall GUANCITIES of WA raw ma-
terials and* component parta are usad for
medical devices, sales of aw matarinls and
aamponent parts for medleal dsvioas ogh-
ntitute aa exizomoly mgnll portion of the
overall markst for the raw ma.tarlull and
maedical devices;

(8) under the Pederal Food, Drug, and Cos-

matie Aot (21 U.B.C, 301 et oog.), Maanfnatar. * -

ers of madical devioes are required to dem-
onstrata that the imedics) devices ara safs
And effeétive, inclnding demonstrating that
the prodncta ase properly designed and bave
sdequats wamnings or insttuctions; -

(T notwithstanding the Dot that raw ma-
tarials mpl component parts sappliers do notb
dosign, Droduce, or test & Moal madiosl de-
vice, the suppliery have bean the sukject of
actions slleging inadsquate— -

(A) daalgn and .ceating of madical devicas
manuafsotored with materials or perts scp-
pliad by the supplisrs; or

(B) -rolated o the oss ©f such
medical davioss; .

(ﬂ) oven thongh suppliers of mw materials

and componant parta have very rarely been
hold lUable in sach sotinns, such suppltars
have caaxed 3upplying certain raw materials
and component parts for vse in medical de-
viaoa booauss the oosts maocintad With !Htl-
gation fo order to ensacs o fAvorable judp-
mant for the suppliary far axcasds the total
potential sales revermes from ssles by auch
supnliars to the modical dovics indagtyy.

{8) unleas alternats souroes of supply can
be found, the nnavailability of yaw materialsy
and gomponent parta for medical devices will
lond to unavailahility of Vifetaving ard ltfo-
anhancing medical davioos;

(10) besanae other suppliers of the raw ma-
torials and componsnt parta in forsign na-
tlons aye refusing to asil raw matertala or
oomponent parts for use (o manufsctaring
cartaln madisnl davices in tha United States,
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the proapects for development of new sources
of supply {or the Aill range of threatenad maw
matarinls and compageont parta for medical
davicas are remote;

(11) 1t is unlikely that the small market
for such raw materials and component parts
In the Unitad Statos oonld support tho large
Investmeant nosded to develop new supplisrs
of anch raw materiala and component parts;

(12) attempts ta develop such new suppliors
would raise the eost of medlenl devices;

(13) courts that have considered the duties
of the suppliers of the raw materials and
component parts have generally found that
the suppitach 40 nat havs a doty—

(A) to ovaluate the safety and officacy of
the use of & mw material or component part
in & medica) device; and -

(B) to warn consuamera concarning ths safe-
ty and effsotivensss of & medical device;

(14) attémpta to impose the dotiss refarred
o In subparagraphs (A) and (B) of paragraph
(13) on suppliers of the raw materinls and
gomponent parts wodld oanse more harm
than good by driving the suppliers to cease
angplyms manufactuorers of madical devioes:
an

(15) 1n order to safoguard The availability
of & wide variety of lifesnving and 1ffa-en.
hanoing madical davlcaa. immediats action
s nesdad—

(A) to clarily ths permissible tuses of -
avility for suppliers of raw materfals and
wompenent parts for medical devices; aod

{(B) to provide expeditious procedares to
diapose of unwarranted sults againat the sup-
plisrsa in such manner as to minimize litiga-
tion coats.

SEC, 308, DEFINITIONE,

Ag unod in thio title:

{1) BIOMATERIALS SUPPLIER v

(A) IN OENERAL—Tha term “biomatarials
supplisr” means an entity that directly .or
indirantly supplian & component part or raw
meterial for use in the manufsctars of an
impiant.

(B) PER2ONB mcbunm.——-ﬂnoh tarm In-

‘ gudes any araon who—

(1) has submisted rnastar filss to tha Bec-
retaty [or purposss of premarket approval of
& medioal devies; or

(i) Ucenass a. biomaterinls supplier to
produce component parts gr raw materials.

(2} OLAIMANT .=

(A) IN GENERAL—~Ths term ‘“‘claimant"
means any person who brings & ¢lvil astlon,
or on whase DehAl! & O1v1l Aotion 18 brought,
Arising from harm sllsgedly csusad directly
or tndireotly by an implant, including &' per-
son other than the individus! into whose
hody, or in éondact with whooe blood or tis-
aue, the implant is placed, whoe claims to
h?wusuﬂamd harm a8 a result of the im-
plan

8} Amnumumwm oF AN k8
TATE~WItR Tespect to an action brooght on
beha!f of or through the sstata of an individ-
ual Into whoss body. or’in oomtact with
whoaa hiood or tiasos the Implant (a placsd,
such’ term includes the dacedant that 13 the
subject of the action.

(C) ACTION BROUGHT ON BREALP OF A wovoR
OR INCOMPBTENT.—WIith respact to an action
broaght on bshalf of op throngh & minor or
ingompetent, such tarm fncludes the parent
or guardian of the minor or incompetant,

(1) ExcLUaIONA.—8ush tmn doas not la-
clyds—

{1) n providar of mfasstcnll hesith care
aorvioes, In any case in which—

{I) the sale or uae of xn Implant 1s inciden-
tul to the transaction; and

(II) the essence of the transsction {s tho
furnishing of judgment, aidill, or sarvices;

(11} a porson acting in the capwcity of a
n‘l\:\nuholmr. ull-r. or blomateriala oup.
plior;
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(ii) & purson alleging harm caunad by of-
thar the silicone gel or the ailicone envalopa
utilison in & broaat implant containing alli-
oone gal, except that—

(I} aaither the axoluasfon pravidad by this
clause nor any other provisiop of thia Act
may be constrasd ag f finding that silicone
gol (or any other form of allicons) may or
MAY not canse harm: and

(11} the exiatenco of the uxcl\mon undap
thin clanws may nok—

(aR) be disclosed to a jury in any civil sc-
tion or other procseding; and

(hD) axoept AA neocessary to sstablish the
applicabllity of thin Act, otherwise bo Do
sentsd in any ctvil action or other procood-
ing; or

(iv} any psraon who acts in only o financial
;‘hn?fdty with respect to the sale of an im-

(3) COMPONRENT PART.—

{AY IN CENERAL.—Tha tarm ‘‘compnnent
part” means & manufactured pisce of an im-
plare,

{B) CERTAIM COMPUNENTA.—Suoch term in-
cludes & manufactured pieca of an implant
that—

{1) has aigmificant non implant applioa
tiona: ana

(11} alono, has no implant valus or purposa,
bat when combined with othsr companent
partn and matorinls, constitutss an tmplant.

{4) HARM,~ .

(A) IN OENERAL.-~=Th& torm "harm®
means—
{i) any lnjury to or damage suffered by an
ndiviudal;

{11) any i1lnoss, diseass, or death of that in-
dividual resulting from that njary or dam-

age; and

(ii1) any 1088 to that individual or any
other individual resulting from that injury
ar damago.

(B) ExCLUAtON.—The term does not lncludo
mny cununarclal 1oed or loss uf or dasnege o
an implant.

(5) IMPLANT.—The Lot “{mplant” mceans—

(A) & madical deviee that is intandad by
tho meaufacturar of the dévion

(1) to ba placed Into a surgically or natu-
rally formed or existing cavity of thy body
for & poriod of at lonst 30 duys; or

(i{) to remnain in contact with bodily flnlds
or internnl human tissas through o sar-
gloally produced opening [or a poriod of leaa
than 30 days; and

(B! suturs materials used tn implant proos-
duras,

(6) MANUFACTORER.~Tho torm “‘manafac-
turer'' means any persor whe, with respect
to ah implant—

(A) |a angaged (n the manufaogure, propa-
ration, propagation, eompounding, or proo-
essing (as definad In section 51(aX1)) of the
Federal Food, Drug, and Coamette Act (31
0.8.C. 300(a ¥ 1)) of thn lmplant; apd

(B) 18 required—

(I} to rogister with tha Sacretary pursuant
to soction 510 of the Fedetnl Food, Drug, and
OCogmatio Act (21 1.3.0C. 380) and the roguls
tions iesned nnder snch gaotion: and

(it) to include the implant on a list of de-
vices ‘filed with the Secruvtary pursuant to
mantinn (] of such Aot (g1 U.8.0, 380()»)
:‘m the regulationa tssued under auch sec-

on.

(7) MEDICAL DRVICE.—The term “‘madical
devica' means a devios, as definad in soction
201(h) of the Fedaral Food, Drug, and Coy
metle Act (21 U.8.C. 321(h)) And inolndes any

- device component of any combinstion prod-

uct as that term la nsed in ssction 503{K) of
auch Act (21 U.8,0. 353(g)).

(8) RAW MATERIAL.—The tarm “‘raw mata-
rial" means s anbstanco or produet that—

(A) hoa & gansric use; and

(B) mAy bo uwsed in an applicntion otber
thun ao implant.
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(9) SRCAETARY.—The tarm “Becretary’
means tha Becretary of Health and Huma
Servicen.

(10) SELLER.—~

(A) IN GENERAL.—The term “saller’ maan
a poraon who, {n the courss of a business cop .
dyected for thar pnrpaca, anlla, diatribgtaes
leases, paokages, labala, or othorwize place
ah lmpiant {n the stream of comrnarce.

(B) ExoiUsiong.—The term doos not In
afudte—

(1) & nallor or Ieasor of real property;

(1) a provider of prmiessional services, I
any cane in which tha sale or uss of an im
plant s inoidental to the transaction and th
enenca of the transaction 1 the furmishin
of judgment, akill, Or serviaes; or

(lil) any person who acta In anly a flnan
¢lal enpacity with respect to the aala of a:
tmplant.

BEC. $04. GENERAL REQUIREMENTS APPLICA
BAYTY; PREEMPYION.

(a) GRNERAL REQUIRKEMENTY, -

(1) IN afwxRAL—ID any civil astion ooy
ered by this title, a blomatarials supplie
may raise any defenss set forth in sectio
206.

{2) PROCROURES.—NWoLwithstanding an;
other pravision of law, ths Fadural ar Stat
court in which & ¢lvil petion covered by thy
titla (8 pending shall, In conmeation with
motion {yr dlsmisnal ur Judgment based yn
defonse deacribed in paragraph (1), usa th
procadusas ast (orth th scction 3086,

(b) APPLICARILITY —

{1) IN GEDNERAL. Excopt os provided 1
paragraph (2). notwithstanding any othe
provision of law, thia titls applles to an
olvl] action brought by & ¢clalmant, whathe
in u Paderal or State court, agninst A mant
facturer, ssllat, or blomatarials supplior, o
the basis of any logal theory, for harm alls
edly cauadd by an Implant.

(D BxcLtaoN.—A civil sotlon hrought by
purchasar of & medical device for usas In pre
viding profassional sarvicos against a manu
facturer, seller, or blomaterinla aupplier fc
losa or damage to an implant or far comme
¢cial 1088 to tho purchajor—

{A) shall not be oonsidered an antion the
{3 subject to thin titls; and

(B) shall be govarnsd by appiicabls cop
mercial or OONLIALT 1AW,

(0) SOOPR 0F PAREMPTION,—

{1} I¥ OXNERAL.—This titls superssdes an
Gists law reganrding recovery fur han
caused by an lmplaul snd oy cule of proo
dure applicgble to a civil action to recove
damages for such harm only to tho axter
that this titls establishes a ruls of lnw appl’
oabla o tho rocovery of such damagos,

(2) APPLICARILITY OF OTHER LAWS.—AnN
13316 that arises under this title and that :
not governed by a rule of law applioatils ¢
tha rocovary of dumagou deseribad {n pam
graph (1) ahall be governed by applisabl
Foderal or State law,

(d) STaTUTORY CONSTRUCTION,—Nothing i
this titls may be conatrued—

{1} to sffect any definss avatlabls to a di
fondant nnder any other provisione of Fa
eral or Stite law in an action alleging kam
cansed by an Implant; ar

(2) 1o creato a cause of action or Fadap
court jurindiction pursuant to section 1331 ¢
1397 of titla 28. Unitad States Code, that ot
orwise would not sxist under appticabla Fat
oral or State law.

BEC. 208, u%nm OF BIOMATERIALS SUTPL

(o) IN OENERAL.—

(1) EXCLUBION FROM LIABILITY —Excapt
provided in paragroph (2), A biomateris
supplier shall not ba liabla for harm to
clalmant cauaed by an implant,

{8) LiaMiirry.—A  biomhateyialn  suwppll
thot—
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{A) {8 & manufasturser may be-llable for
'lmm to a clalmant deacribed in subsection

(B) {4 a seller may bo 1atle for harm to &
olaimant describod in subsaation (4); and

(C) furnishes row materials or gompanent
parta that fail to meoot atplicabls contras-
tual requirements or specifications may be
flable for harm to » olaimmnb desexibod in

() LAAMILITY AD MANUFPAOTURER,— - :

(1) IN OENERAL.-=A bicmaterials aupplier
may, 30 she sxtent reguired and permitted
PF a0y other applicadbla law, be liable for
harm ¢ a clalmant saused by an implant if
tne biomaterials supplier 13 the uunnmu-
turer of the implant..

Grounpe POR LIABILITY.—The. Mnmnt.e-
riala supplisr may be aonaidered. the manu-
fagturer of ths implans that allagedly canged
harm. o a alaimant nnlv if tha hiomatsitials
sappilor—

{AX1) haa roglstared with the .Seanl:ary
pursuant to seotion 510 of the Pederal Fasd,
Drug, and Commaetic Aot (21 U.8.C, 380) ana
t.ho regulations iamued undar uaeh - ml:lnn.

(ll) includad the implant on & lat of‘llﬂ-'
vicea flled with tha Sacretary parucant
sootion 610()) of such Aot (21 US.C. wou»
and ths regnintions - ismnd under faR seo-
tion;

(B} i» the mbiwot of & deslzrition tssued hy
tha Seoretary
atataa that the supplier, with respasct to the

_ webasction {d).

lmplant that allogadly caused haym to the

CIALMANT, WAS TOQRIred To— . [

(§) registar with the Sacratary under sec-
tion 510 of snch Act (21 U.B.0. 380), and tho
regulations jmsued qnder such section, bat

. Malied to 8o 80; o

() ineluds hha implant on'a liat of deviees
flled with the Socretary pursuant to seotion
§1X]) of siach Aot (1 U.8.C, 380()) and the
l'.ﬁull!lm iezned. undes such saatidn: bot

falled to do o) or

(C) ia ralated by common uf
trol to b: person meating all the roq nmmta
describag in subparagraph {A) or (B).:if the
court deciding a motion to dismixs { accord-
ance with seotion 208(0)}3XB){1) finda, on tha
basis of sffidavits subnﬁ.tted in nmurdmcu
with section 208, that it Is nacsssary to im-
posa liahility on the b!onu.umw supplier aa

FROM US SENATE DEM. SEC,

t to paragraph () that -

A& Manufactures becguss the ralated rmani- -

facturer meeting the requirements of sub-

g&mrrllgh (A) or (B) lachks m!!‘loiont finan-
Arass tO SALISTY any

the court [asln it I8 1tkaly to antar nnonld the

elsimant prevail,

& Ammmmm PROCEDURES,—

{A) IN ORNERAL~TRo Becratary may 18800
& doolaration desoribed {n paregraph (INB)
0D Lhe movion of the SeCrotAly or on potl-
tion by , aftar ng—

(1) NoLice 10 the ATIAted PeTeona; and

un an opportanity for an informal hasring.

B) DOCKHTING AND FDMAL ARCIBION, e
alnuly upon recaipt of 4 petition fled pursu-
ant to this varagraph. the Secretarv ashall
dotket tha patition, Not later than 180 days
aftor the petition is filad, the Secrewtary ahall
iuagg » final deoision on the patition. .

AFTLICADILITY OF OTATUTH QF LIMITA-
TIONS.~-Any applioabls statute of iimitations
shall toll during the period during which a
olaimant has filed & petition with the Hee-
rotary under this parsgraph.

{9) LIABILITY AS SSLLEN.=~A bIOmatorinly
supplier may, ta the axtent requirod and per-
mittad by any octhor applicable law, be liable
na n paller for harm to & claimant cansed by
an b if— .

(1) the biomaterials suppiier—

(A) held title to the implant that allegedly
gaused harm to tha olairmant ae o mnu of
surchasing the implant aftar

(1) the manufanturs of the l.mphnr.' and

judgment AL’
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(i1) the onteance of the implant to the

smun m:mmgrcu. nnlg tha tmpinal;
anantly reso e im

22) the diomaterials supplier mlstad by
common gwnership ar control t6 a person
moeting all tha requiremesnts deacribad. {n
paragraph (1), If & court desjding & motion to
diamiss in  aecorannce with msction
08(0}INBX1L) Mnds, on the basin of afManvits
submitted in acoordance with ssction 308,
that it is necossary to Imposa Hability on
Wiy blomateriala sopplier &s & sollor bacansde
tha relatad sellsr meeting ths requiroments
of parsgraph (1) lacka sufficlent fipancis) ve-
sources. Lo satiofy any judgment that the
oonrt Mala lr. lu tikely to enter should the
cla nt preval

(d) Liapmrey voa VIOLATING CORTRACTUAL
REQUIMEMENTS OR SFECIFICATIONS.—A bio-
materinls suoplier may., to the wxtent re-
quired and permitted.by any other applicable
law, be liable [or Barm to & claimant ganzed
by an.implant, {f the claimant In an action
gmbr_s. by a praponderanse of the evidencs,

A

{1) tho Taw matarials or componeat parts
d;uvmd by the biamatarials supplier el-
thOr— R

(A) 414 not consbitube Sho do-
acribed In the cantract betwoen. biomate-
rials supplier and ths parson wio contraeted
for delivery of tha product; or

(B) fatled to mest any spanifimationa thit

warh—

(1) provided to the bjomatarizls sappler
and not expraasly repudiated by the biomate-
rals supplier prior to aocoptance of dalivery
of the raw materials or component purta

{UXI} pablished by the sup-
plier;

Mcm provided to the manufaeturer by the
omatoriala supplier or

Re114] aoatllmgp {n & mastsr file that was
submitted by the biomatarials supplier to
the Beoretary and that ia cufrently main-
rainad By .the hinmatarials supplisr for pore
m nt premarkat approval of modical de-

uu> ltmlmecl in the au:rlnl-!un: mrwpur-
o markst & val or mview by the
p‘:mur Hﬂmlﬂ his3, A15. or 820 of
the Fedara] Food, Drug, and Cosmetis Act
(31 U.A.C, 30, M0c, 36508, aT 3007), and yuceived
claarancs from the Secrotary if sach-spesi-
ficmiions woro pruvided Uy tho meBuisowrar
to ths biomatarials supplier and were nat ax-
prosaly repudlated by the blomatorials cup-
pliar prior ta ths accaptancs by the manufao-
surer of dglivory of tho saw mavorialy or
componant parta; and
(2) suol conduct was An Actual and proat-
mata cavae of the harm t0 the oulmmt
[ - ﬂl PROCEDINRES FOR DIEMISOAL oF
ACTIONS AGAINST- nlou.u-mm

SUPPLIERSG.

(2) Morton TO DioMiss,—In any action that
I8 SMBiscE o this title, a Blomatarisls sop-
plier who 13 & dofendant In suck aotlon may,
ab any tims during which s motion to dis-
miss may be flled undar an applioabls law,
muove tn diamisx ths ection against it on the

arounds that—
(1) the defendant i3 & blomaterials sup-
fer; and
(2XA) the defendant arould not, for tha

purpoess of—

{1} soction 205(b). be conxiderwd to ba a
manuingturar of the IMpIAnt Lhat 18 aubjeot
to sach anction; or

(1) soosion 20%g), Lo comnslaered ta be a4
Batier of the lmpta.nt mt. allegadly cansed
barm to Lhe cinimun

@AY the chimmt ma falled to estabdlish,
pursuant to soction 208(d), that the suppiter
farniched raw matorials or COMPODORL puito
in violatian of contractual requirementa or
mpegifications; or

1) the olaifnant baa fafled to comply with
‘tl!,l‘e procedural raquiramanta of snhaAating

PO01/007
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fm A Hm.«'ma olaimant n-‘lw .:‘:
ur O

PIARE 86 & party to the Setion. anlesen s '™

1) the manumsturer is anhjest £0- sarvice
of procesa solely [z a jurisdintisn in which
ths blomatariala supplisr is nnt anrmou.d ar
subject to & service of prodoess; o

(2) an kotion agaiBar the rm.nnmnmm in
barred by l-wltoablo ls'

(0) PROCEANING ON MoTroN T DNAMMA.=-
'nln following rules lhl“ apply to any pro-
ecesding on s motion to dismnise filed under
this saction:

1) APYIDAVITA RRELATING TO LIETING AND
DECLARATIOND

(A IN Q ~The dafendant in the ac-
tioa may submit an afmdavit demonstrating
that defondant haa not included the Implant
an A Visg, 1f any_ f1ad with the tary pur-
suant to ssction 510(1) of the Faderal Food,
Drug, and Coametie Act (21 U.8.C. 3RK1)).

{B) RERPONSE TU MOTION TO DISMIES.—In ra-
spanss to the motion to dionis, the claim-
:g: may submit an aMdavit demonstzating

-

{1) the Sooretary hans, with respact to the
defondant and tha implant that allegedly
cansed harm to the olaimant, issned s doo-
Jaration parsgant to seotton S06(0N2XRA); or

() the dsfendant who NMled the motion to
dismize iy a saller of the implant who i Via-
£16 BUNAST 5a0TI0n 200(C).

(1) EFFEOT OF MOTION TO DISMIEE ON DISOOV-
ERY,ua

(A) IN QENERAL.~If & defendant fllen a mo-
tion to diomiw under pareagyablk (1) or-(I) of
subsegtion (a), no discovery Oball Be Der-
mittad (1 sonnestion to the actlop that ia
the subfeot of ths motinn, cther than discov-
ory necamary to dstérmins a-mation te Als.
misa for Iack of furisdiovion, antil such time
a8 the court rules on tha mation to dismiss
in accordance with the afMdavits submitted
&m partien in sccordance with this sec-

(B) DBOOVERY —If a defandant files a mio-
tion to Alamiss under subsection (AXINBXD) -
on the grounds that the bjomaterials sup-
plier 4id not Mmrnish AW matarizls or compo-
nent- parts in violation of contractual re-
quirements or spscificationa, tks conrt may
permit discovery, as ordered by the oourt.
‘The CIACOVOTY CUNMUCKSd DUrsuant o Lnie
subparagraph shall be limitad to |zages thet
aArs girectly pelevant to—

{1) the pending motion to dismiss; or

(11} o Juriodiotion of sho court.

(3} AFPPIDAVITS RELATING STATUS OF DRE-
FENDANT —

{(A) IN GENERAL.—PExtopt az providsd in
clausus (1) and (11} of sabparagraph (M), the
oourt sball consider a defendant to ba a bio-
materiale oupplier who ia pot mablect to an
action for barm to a clalmasnt cansed by an
tmplant, othar than an actinn misting tn 1.
sbility tor a violation of oontractunl recufre-
monts or spoolfications described in sub-
esotion (d).

(B} Ruoronass 19 xo7ion 10 momiss.~Tho
gourt shall grant & motion to diamias any ao-
tion that asserty lability of the defandanpt
under subsaction (h) or (o) of ssction 206 on
the grounds that the defendant ia not & man-
ufaotarer subject to such mectlon 205(b) or
stller subject to section P05(c), unless the
claimant submita & valid AfTidavit that dem-
onstrates that—

(1) with respuct tu a mut.lan to dismiss con-
tonding the defendant Is oot a manuinotursr,
the dsfendant meata the applicable require-
muonta for Ilability aa & manufacturer undoer
nootion 206(b); or

0y wikh t o & tian to dloriss
cantending that the defendant i ROt & sellar,
the defendant meata tho applicable Pafuire-
mmmta far 1fadility as a saller under sadstion
W),
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THE PRODUCT SAFETY AND LIABILITY FAIRNESS ACT OF 1997

For too long, Members have been faced with only two alternatives in the contentious
product liebility debate: a sweeping federal bill that threatens the health and safety of Americans,
particularly women and the elderly, or no action at all. -Now, the "Product Safety and Liability
Faimess Act of 1997" proposes real changes to deter frivolous suits, and to promote fajimess,
efficiency and uniformity in the product liability system while avoiding the more harsh and
discriminating effeots of the traditional approach. This bill is more reform-minded than the
Rockefeller-Republican bill and goes much further in solving real civil justice problems.

PART I: PRODUCT LIABILITY

Sec. 101 and 102 require the plaintiff's lawyer to sign an affidavit certifying that he or she .
has researched the facts of the case and that the allegations are based in fact. Failure to submit
the affidavit or submitting the affidavit in bad faith would result in sanctions.

* As an addition to Rule 11, this makes for the toughest anti-frivolous lawsuit sanction ever.
1t is pro-smail business and pro-defendant, guarq:'ng against over-zealous plaintiffs.

Sec. 103 and 104 deter frivolous actions in three additional ways: (2) Rule 11 sanctions
are made mandatory for product liability actions; (b) plaintiffs are required to plead ¢laimns for
punitive damages "with particularity” and with supportive information; and (c) otherwise
inadmissible evidence that the plaintiff was under the influence of drugs or alcohol is made
admissible. These rules will apply in both federal and state courts.

» This puts teeth back in Rule 11, the civil procedure rule designed to sanction frivolous
lawyers. Judges would once again be required to sanction frivolous lawyers, The
proponents of Rockefeller-Republican bills talk about frivolous law suits, but do nothing to
stop them. :

+ ' The proponents of Rockefeller-Republican bills claim plaintiffs wiil add a claim for
punitive damages without giving it a second thought. This section would bring that
practice to a halt by requiring investigation and justification prior to making such claims.

Sec. 201 allows either party to make an "offer of judgment", to be accepted or rejected, If
the damage award is greater than the offer that the defendant rejected, the defendant is hit with a
stiff penalty, Ifthe award is less than the offer that the plaintiff rejected, the plaintiff is hit with a
stiff penalty. :

*» This comprehensive provision will strongly encourage settlements between plaintiffs and
defendants and reduce the burden on our courts’ dockets. The penalties are severe enough
235314
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that most parties will be deterred from waging a b!aody drawn-out legal battle when
reasonable settlement offers are made.

Sec. 202 adopts the Rockefeller language from past bills to ehcourage Alternative
Dispute Resolution as established under state law.

* This provision will further encourage out of court settiement and reduce litigation costs for
all,

Sec. 301 establishes a nationwide uniform standard for punitive damages. Only in cases
where the plaintiff shows by clear and convincing evidence that harm resulted from wiliful
misconduct or flagrant indifference to safety will punitive damages be allowed, -

» This standard is truly a uniform .s:tandard. unlike ihe.; one-way preemption language of the
Rockefeller-Republican bill. It makes it tougher to award punitive damages by raising the

plaintiff's burden of proof to one of the highest standards nation-wide.

* This provision gives proponents what they have said they want--a predictable and fair

uniform, fifty-state standard.
Sec, 302 allows the judge to admit a number of relevant pieces of evidence, such as the
financial situation of the parties, multiple punitive damage awards, and prospective awards of

compensatory damages.
* This pro-defendant, pro-small business evidence will help lead to rational and fair verdicts
by the jury, and likely leading to fewer and lesser punirive damage awards. This provision

is adopted from current and previous bills.

IV. Uniform Statute Of Limitations

| Sec. 401 provides for a uniform, fifty-state statute of limitations. Cases must be brought
within two years of the discovery of the injury, with an éxception for the incapacitated.

» This provision is also adopted from current and previous bills.

V. Study Of Product Liabjlity System

Sec. 501 asks the Attorney General to conduct a study, in conjunction with state courts
and statc attorneys general, on the product liability system in state and federal courts.

* This study would allow us to find out what is really gaing on in our court systams, so we
can make decisions based on fact instead of anscdote Nobody can object to getting more

information. ,
235314
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PART II: BIOMATERIAL SUPPLIER LIABILITY

L Supplier Liahtlity
This section exe?apfs non-negligent bipmaterial suppliers from liability and thus provides
important protections to supp materialg for life-saving devices without insulating
those who might jeopardize the safety of patients who use: these products.
o We must assure the availability of biomaterial suppI:ies, while at the same time protecting

those Americans who rely on the safety of medical implants and devices. If a supplier
knows of the likelihood of harm but proceeds anyway, he should not be exempted from

liability.
~ + This approach is the balanced approach called for by the President.

38114
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Message on Returning Without
Approval to the House of
Representatives the Common Sense
Product Liability Legal Reform Act
of 1996

May 2, 1996

To the House of Representatives:

I am returning herewith without my ap-
proval H.R. 956, the “Commnon Sense Prod-
uct Liability Legal Reform Act of 1996

! support real commonsense produet li-
ability reform. To deserve that label, how-
ever, legislation must adequately protect the
interests of consumers, in addition to the in-
terests of manufacturers and sellers. Further,
the legislation must respect the important
role of the States in our Federal system, The
Congress could have passed such Tegislation,
appropriately limited in scope and balanced
in application, meeting these tests. Had the
Congress done so, I would have signed the
bill gladly. The Congress, however, chose not
to do so, deciding instead to retain provisions
in the bill that } made clear 1 could not ac-
cept.

This bill inappropriately intrudes on State

authority, and does so iu a way that tilts the *

legal playing field against consumers. While
some Federal action in this area is proper
because no one State can afleviate nation-
wide problems in the tort system, the States
shouls have, as they always have had, primary
responsibility for tort law. The States {radi-
tionally have handled this job well, serving
as laboratories for new ideas and making
necded relorms. This bill unduly interferes
with that process in products cases; more-
over, it does so in a way that peculiarly dis-
advantagcs consumers. As a rule, this bill dis-
places State faw only when that law is more
favorable to consumers; it defers to State law
when that law is more helpful to manufactur-
ers and sellers. I cannot accept, absent com-
pelling reasons, such a one-way street of fed-
eralism,

Apart from this general problem of dis-
placing State authority in an unbalanced
manner, specific provisions of H.R. 956 un-
fairly disamlage eonsumers and their fami-
lies. Consumers should be able to count on
the safety of the produets they purchase. And
if these products are defective and cause
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harm, consumers should be able to get ade-
quate compensation for their losses, Certain
provisions in this bill work against these
goals, preventing some injured persens from
recovering the full measure of their damages
and increasing the possibility that defective
goods will come onto the market as a result
of intentional misconduct.

In particular, 1 object to the following pro-
visions of the bill, which subject consumers
to too great a risk of harm.

First, as 1 previously have stated, I oppose
wholly eliminating joint liability of non-
economic damages such as pain and suffering
because such a change would prevent many
persons from receiving full compensation for
injury. When one wrongdoer cannot pay its
portion of the judgment, the other wmnF-
doers, and not the innocent victim, should
have to shoulder that part of the award, Tra-
ditional law accomplishes this result. In con-
trast, this bilk would leave the victim to bear
these damages on his or her own. Given how
often companies that manufacture defective
products go bankrupt, this provision has po-
tentially large consequences.

This provision is all the more troubling be-
cause it unfairly discriminates against the
most vulnerable members of our society—
the elderly, the poor, children, and nonwork-
ing women-—whose injuries ofien involve
mestly noneconomic losses. There is no rea-
son for this kind of discrimination. Non-
economic damages are as real and as impor-
tant to victims as economic damages. We
should not create a tort system in which
ple with the greatest need of protection stand
the least chance of receiving it.

Second, as I also have stated, T oppose ar-
bitrary ceilings on punitive damages, because
they endanger the safety of the public. Cap-
ping punitive damages undermines their very
purpose, which is to Jmnish and thereby
deter egregious misconduct. The provision of
the bill allowing judges to exceed the cap if
certain factors are present helps to mitigate,
but does not cure this problem, given the
clear intent of the Congress, as expressed in
the Statement of Managers, that judges
should use this authority only in the most
unusual cases.

In addition, I am concerned that the Con-
ference Report fails to fix an oversight in title
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1T of the bill, which limits actions against sup-
pliers of materials used in devices implanted
in the body. In general, title 11 is a laudable
attempt’ to ensure the supply of materials
needed to make life-saving medical devices,
such as artificial heart valves. But as | believe
even many supporters of the bill agree, a sup-
plier of materials who knew or should have
known that the materials, as implanted,
would cause injury should not receive any
protection from suit. Title II's protections
must be clearly limited to nonnegligent sup-
pliers. ‘

My oppasition to these Senate-passed pro-
visions were known prior to the Conference
on the bill. But instead of addressing these
issues, the Conference Committee took sev-
eral steps backward in the direction of the
bill approved by the House.

First, the Conference Report seems to ex-
pand the scope of the biil, inappropriately
applying the limits on punitive and non-
economic damages to lawsuits, where, for ex-
ample, a gun dealer has knowingly sold a gun
to a convicted felon or a bar owner has know-
ingly served a drink to an obviously ine-
briated customer. I believe that such suits
should go forward unhindered. Some in the
Congress have argued that the change made
in Conference is technical in nature, so that
the bill still exempts these actions. But I do
not read the change in this way—and in any
event, ] do not believe that a victim of a
drunk driver should have to argue in court
about this matter. The Congress should not
have made this last-minute change, creatin
this unfortunate ambiguity, in the scope o
the bill.

In addition, the Conference Report makes
certain changes that, though sounding tech-
nical, may cut off a victim's ability to sue a
negligent manufacturer, The Report deletes
a provision that would have stopped the stat-
ute of limitations from running when a bank-
ruptey court issues the automatic stay that
prevents suits from being filed during bank-
ruptey proceedings. The effect of this seem-
ingly legalistic change will be that some per-
sons harmed by companies that have entered
bankruptcy proceedings (as makers of defec-
tive products often do) will lose any meaning-
ful opportunity to bring valid claims.

781

Similarly, the Conference Report reduces
the statute of repose to 15 years (and less
if States so provide) and applies the statute
to a wider range of goods, including hand-
guns. This change, which bars a suit against
amaker of an older product even if that prod-
uct has just caused injury, also will preclude
some valid suits.

In recent weeks, I have heard from many
vietimis of defective products whose efforts
to recover compensation would have been
frustrated by this bill. I have heard from a
woman who would not have received full
compensatory damages under this bill for the
death of a child because one wrongdoer
could not pay his portion of the judgment.
I have heard from women whase suits against
makers of defective contraceptive devices—
and the punitive damages awarded in those
suits~—forced the products off the market, in
a way that this bill's cap on punitives would
make much harder, 1 have heard from per-
sons injurcd by products more than 15 years
old, who under this bill could not bring suit
at all.

Injured people cannot be left to suffer in
this fashion; furthermore, the few companies
that cause these injuries cannot be left,
through lack of a deterrent, to engage in mis.
conduet. I therefore must return the bill that
has been presented to me. This bill would
undermine the ability of courts to provide
reliel to victims of harmful products and
thercby endanger the health and safe?: of
the entire American public. There is nothing
common scnse zhout such reforms to prod-
uct liability law.

William J. Clinton

The White House,
May 2, 1996,

Remarks Prior to a Meeting With
Congressional Leaders and an
Exchange With Reporters

May 2, 1996

Budget Negotiations

The President. 1'd like to make a couple
of brief opening remarks, and then I'd like
ta let Senator Chafee and Senator Breaux say
whatever theyd like to say. And then after
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Remarks on Returning Without
Approval to the House the Common
Sense Product Liability Legal
Reform Act of 1996 and an Exchange
With Reporters

May 2, 1996

The Preaident. Good afternoon. Before |
make the announcement 1 invited you here
for taday, I want to congratulate the Depart-
ment of Justice on the success of the Zorre
2 antinarcotics operation that Attorney Gen-
eral Reno announced a couple of hours ago

today.

Zorro 2 targeted a Mexican-run cocaine
distribution network in the
United States and the Colombian cartel with
which it worked. It dismantled both the orga-
nization that owned the cocaine and the orga-
nization that ran the transportation system,
locking up mnore than 100 individuals across
the country, seizing almost 6,000 kilograms
af cocaine and a thousand pounds of mari-

smuggling an

Juana.

Critical to the success of this multi-State
art of our southwest
border initiative was the cooperation of over
40 State and local police agencies, the DEA,
the FBI, and several other Federal agencies
all across the country. They combined their
resources and their expertise to take down

operation which is a

this extensive drug organization.

Today's arrests are another big victory in
the fight against illegal drugs, the fight to
keep them off our streets and out of the
hands of our children. On behalf of the
American people I want to thank our law en-

forcement officers for a job well done.

Today I am retumning to Congress without

my signature the product liability Ie%:i':ation

ause
I believe this bill tilts against American fami-
lies and would deprive them of the ability
to recover fully when they are injured by a

sent to me this week. I take this step

defective product.

¥ am eager to sign legislation to make our
legal system work better at less cost in a fairer
way. But this bill would hurt families without
truly improving our legal system. It would
mean more unsafe products in cur homes.
k would let wrongdoers off the hook. I can-

not allow it to become law.
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One of my duties as President is to protect
the health and safety of our people. Parents
should know the toys their children play with
are safc. Families should know the cars they
drive will not explode upon impact. Qur
grandparents have a right to know the drugs
and the medical devices they use will not in-
jure them. It is a hallmark of our system of
justice that when a product produces injury
or death a family has the right to try and
recover its losses. And il someone endangers
the health of the public, he or she should
be held responsible. 1 believe we can protect
these rights even as we curb frivolous law-
suits,

Let me be clear: We do neced legal reform.
America’s legal system is too expensive, too
time-consuming, and does—does—contain
too many frivolous lawsuits,

As Governor of Arkansas, 1 signed several
tort reform bills into law. Tn 1994, 1 signed
legislation in this room to limit the liability
of aircraft manufacturers in what I thought
was a reasonable and prudent way. We've
worked hard to lift the burden of regulation
and redtape from business. We cut 16,000
pages of Federal rules, giving a break to small
businesses and working for results. I believe
we can help the business community in this
country without hurting ordinary Americans.
But any legal reform must be carefully craft-
ed so that the interest of consumers and busi-
nesses are fairly balanced.

For a year I tried to work with Congress
to write such a balanced bill. I made it very
clear what I would accept in such legislation
and what I could not support. When the
United States Senate passed product liability
legislation, it was clearly an improvement
over a much more extreme House bill. 1 still
had a couple of objections to it, which I made
very clear. And I expressed the hope that in
the conference we could resolve those objec-
tions so that a bill would be sent to me that
I could sign.

Instead, in the conference, the hill moved
back toward the House bill in a couple of
respects, and perhaps even worse, included
some things which were not included in ei-
ther the Senate or the House hill, but, as
too often happens in Washington, were put
into the final conference version.
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This bill is opposed by the American Can-
cer Society, the Heart Association, the Lung
Association, Mothers Against Drunk Driving,
and our friend, Sarah Brady—where is she,
behind me—and the handgun control peo-
ple. It is opposed by every major cunsumer
and senior citizen group. It is opposed by
State legislators and State judges. I'm proud
to be joined today by the attorney general
of Mississippi, Mike Moore, who opposes it.
These are mainstream, Main Street groups,
and I believe they are right.

The legislation would make it impossible
for some people to recover fully for non-
economic damages. This is especially unfair
to senior citizens, women, chilgren who have
few economic damages, and poor people who
may suffer grievously but because tEeir in-
comes are low have few economic damages.
It would arbitrarily cap punitive damages
which are paid by a corporation that has en-
gaged in egregious conduct, such as know-
ingly making or selling the public a dan-
gerous product. A cap on punitive damages
can reward wrongdoers and diminish the de-
terrent impact of punitive damages.

And if a jury, l[c,)r example—and many ju-
ries are being asked to consider this today—
should ever issue a finding that tobacco com-
panies have been not truthful with their cus-
tomers, this legislation would limit the ability
of juries to impose punitive damages on those
companies.

And in a provision added in the con-
ference, the legislation would bar the court-
house door to some consumers altogether if
they are unlucky enough to be hurt by a
product that is 15 years old, even if it's sup-
posed to last more than 15 years. That is the
case with two of the people who are in this
room today. In the worst provision added to
the conference, it would bail out a Fun deal-
er, for example, who knowingly sells a fefon
a gun or a bar owner who knowingly sells
a drunk another beer before he or she hits
the road. And [ might say, that is why Sarah
Brady is here today.

This was supposed to be a product liability
bill. This provision has nothing—I reit-
erate—nothing to do with the manufacture
of products that subsequently prove defec-
tive and injure people. It shouldn’t even be
in this bill, and that is probably why it was
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put in at the 11th hour in the conference
without any hearing in the Senate or the
House.

I should also point out that there has been
alot of talk in this Congress about the impor-
tance of giving responsibilities back to the
States. That apparently does not apply to laws
relating to the civil justice system. This bill
overrides the laws of all 50 States, in spite
of the fact that 40 of the 50 States in the
last 10 years have acted on their own to re-
form the tort laws, and more than 30 of them
have acted in the area of product liability.

So it seems that the Congress is willing
to override State laws if they conflict with
this bill but only, 1 might add, if the State
laws are more favorable to the consumers.
Now, if the State [aws are less favorable to
the consemers than this bill, they can stand.

This legislation is arcane, complex; it has
a lot of legalisms and loopholes in it. But
the real fact is it could have a devastating
impact on innocent Americans who can pres-
ently look to our system of justice for recov-
ery. Several of them are with me today.

Janey Fair lost a daughter when her school
bus burst into flames becaunse the manufac:
turer wouldn't install an inexpensive safety
measure. The bus was hit by a drunk driver
with no money. Because she could rely on
joint and several liability she could bring a
iawsuit. This is the sort of thing that would
be changed, as it relates to noneconomic
damages, in this law.

The problem is that children have hardly
any econoemic damages. They're not out there
earning money. Poor people may have just
as muc) life expectancy left as you or I, but
their economic damages would not be as
great, no matter how great their human loss.

Carla Miller was left with her children
after her husband was killed when his tractor
rolled over. Jeanne Yanta lost the ability to
have children after she used a contraceptive
that the manufacturer knew was dangerous.
Every one of these people is a hard-working
American citizen who is law-abiding, tried to
do the right thing by their families. Every
one would have been prevented from fully
recovering for their losses, or in some cases,
those who committed civil wrongs would es-
cape full punishment if this bill were to be-
come law.
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1 continue to believe that if we were to
wark together in a bipartisan and open fash-
ion we can craft the right kind of legal re-
fonn. T am sill willing to do it. Congress
knows well my specific positions. If it will
send mie o balanced bill that cuts back on
frivolous lawsuits while being fair to families,
that gives manufacturers more predictability
but doesn’t bail out real wrongdoers, T would
sign such a bill without hesitation.

But this bill does not do that. And because
of the clranges that were made in the Senate
bill moving away from rather than toward the
specilies that 1 asked for and because of
things that were put into the conference that
were not even a part of the House bill, much
less the Senate bill, 1 have no choice but to
veto it. And that is what I have done today.

Product Liability Veto

Q. Mr. President, I'm sure you've heard
that the Republicans are heaping criticism
upon yon, saying this veto is a payback to
the Trial |.awyers Association whose mem-
bers luive contributed heavily te your reelec-
tion. Your response?

The President. Well, | know they've said
that. 1 think you should go back to them and
ask them how they could justify depriving
Americans who are just like these people of
the right to recover for their injuries. And
ask them if they really believe that our econ-
omy is so fragile that we have to strip from
these people the right to be made whole in
order to continue to make our economy go
forward.

Just today, we icarned that in the last quar-
ter our economy grew at 2.8 percent. We
have the lowest pnemployment of any ad-
vanced economy in tEe world except for
Japan. And many people believe as a practical
matter it's even lower than that nation's. |
do nat believe that we have to have a legal
system which shuts the door on the legiti-
mate problems of ordinary people in order
to get rid of frivolous lawsuits and excess
legal expenses. And 1 think that we ought
1o ask those folks that.

You know, before 1 got into being an elect-
ed official, I taught law. I studied the Con-
stitution, I have sat in courtrooms and seen
the faces of people who come in there full
of fear, full of uncertainty, and full of their

L T T
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own hurts. And so it just seems to me that
before they notch this one up as a special
interest vote, | would just say two things: Onc
is I made it clear that 1 would sign legislation
that the Trial Lawyers Association did not
agree with. I made that abundantly clear. I
made my position clear, Two, what is their
answer? Can they really look at these people
in the face and say, “Boy, our economy needs
it so badly that I don’t want anybody who's
like you in the future to be able to recover
and be made whole the way you were.”

And if they—TI'll be glad to have the special
interest discussion with them if they first say,
“It is fine with me if these pecple, people
just like these people, in the future cannot
be made whole.” They need to answer on
the merits before they get to the accusations.

Gas Tax

Q- Your critics say that you're resisting cut-
ting the gas tax. Is that accurate?

The President. Well, first of all, 1 believe
that the better tax cut for Americans is to
give people a deduction for the cost of edu-
cation after high schoel and to give them a
deduction for the cost of raising their chil-
dren. It's a lot more money. And it’s for a
more compelling reason.

The gas tax did not drive up the cost of
gasoline. After the gas tax was put in and
all dedicated to deficit reduction in 1993, gas
continued to go down for a year. And we
have taken steps to bring the price of gasoline
down. We are moving aggressively on that,
and it’s beginning to work.

Now if the Congress wants to repeal the
gas tax, then it ought to be done—I'll say
again—in the context of deficit reduction.
They ought to come in here, and we ought
to figure out what our balanced budget plan
is. We ought to put our common savings to-
gether. We ought to have a tax program—
a tax relief program—that we can afford, and
we ought to do it. ] would be happy to talk
with them about this,

But I think just to sort of out of the blue
say we're going to add $30 billion to the defi-
cit instead of talking about what the best kind
of tax relief for America’s families is and how
we're goin%)to do it in the context of bal-
ancing the budget is not a responsible thing
to do. But I'm happy to talk to them about
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it. But we have to do it, aware of its con-
sequences and of the choices which it will
impose upon us. And I think we ought to
come in and start these budget discussions,
and if they want that to be a part of it, it's
fine with me. I'll be gld to talk to them.
I'm not shutting the door on that.

Budget Negotiations

Q. Mr. President, in that vein, you've been
keeping up pressure on Senator Dole now
for a least a good week to come in here and
talk with you about the balanced budget.
Why isn't that working, would you say? How
long are you going to kee;

The President. Well, I don't know. You'd
have to ask him that, because, if you remein-
ber, the first day 1 asked for them all to par-
ticipate again, he suggested that the two of
us ought to do it, and then through Mr. Pa-
netta, I accepted. So I'm to willing to meet
with them under any circumstances and try
to get—I'lt meet with him alone; I'll meet
with the leadership; I'll meet with a biparti-
san, broader group. I just think that we need
to understand that whenever we have worked
together, good things have happened.

You look at the—we've got the tele-
communications bill. We've got the terrorism
bill. We got this year's budget. 1 would have
signed a budget I signed last week on the
first day of the budget year, 6, 7 months ago.
We've got the bill on ]ngying reform. When-
ever we work together, we can still make
good things happen, and we don’t need a
work stoppage here before the election. And
we don’t need bills just to be—we don't bill,
veto, bill, veto, bill, veto. We need to work
together and pass legislation that I can sign
and keep moving the country forward. Then
we'll have conventions this summer, and
there will be lots of times for the campaign.

Press Secretary Mike McCurry. Thank
you, Mr. President.

The President. I'll take one more,

Product Liability Veto

Q. Mr. President, Eou just sugiested you
would not sign this bill in part because it

would overrule the 50 State laws, but

wouldn't any product liability reform over-
rule the—

The President. Yes, it would. But 1 want
to point out, it's different from like the secu-
rities law issue where, essentially, 1 approved
the bill except for the changes that were
made in the conference that nobody ever de-
bated. And I made that clear. And that's an
area of Federal law,

There is a general feeling among people
around the country that there are too many
frivolous lawsuits. The only point I'm making
is that the States have moved to try to address
this. As a result of that, there have been 40
States that have acted in the area of tort re-
form. And I believe this is right. There may
be more, but there have been at least 30
States that have specifically taken action in
the area of product liability.

I just pointed out that it is ironic that the
Congress which said that what it wanted to
do was to give power away from the States,
in this area wants to take the power away
from the States. At least they want to take
it away one way.

Yes, if you have any Federal standards,
they will, to some extent, erode State law.
I'm prepared to do that to a limited extent
to get rid of frivolous lawsuits. But I think
we cught to be aware of the fact that this
country has functioned pretty well for 200
years by being very reluctant to do that and
letting the States handle that area of our law.

Now in areas of national commerce, like
the securities laws, the Federal Government
has been very active. In other areas, the Fed-
eral Government hasn't been so active. So
it just is another argument for being careful
in this area.

It's not like the States have been asleep
for the last decade. It's not like they never
debated this, not like they never made any
decisions. They've been quite active in this
area. We can go further. I am prepared to
do it. But I think—I am just bringing it out
as a reason for further caution.

Thank you very much.

Note: The President spoke at 2:43 p.m. in the
Oval Office at the White House.
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MEMORANDUM

TO: President Clinton
FR: Senator John Breaux
DT: April 8, 1997

RE: Product Liability

I believe you have an historic opportunity to break the decade-long gridlock over the
issue of product liability. Like you, I have opposed the draconian legislation long
championed by the proponents of "reform." At the same time, like you, I recognize areas for
improvement in the current system and support fair and balanced changes,

A New Approach

I plan to offer alternative legislation and would like you to endorse and support my
bill. My bill would (1) deter and punish frivolous lawsuits; (2) encourage alternative dispute
resolution and settlement of product liability lawsuits; and (3) provide a uniform standard --
without arbitrary limitations -- for the award of punitive damages in product liability suits.

This approach tracks very closely the guidelines you have set down for balanced
product liability reform. You have strongly objected to' arbitrary damage caps, the elimination
of joint and several liability for non-economic damages, and "one-way preemption" which
preempts only those state laws more favorable to claimants and preserves those more
favorable to defendants, My bill is the type of reform you have called for because it
addresses the fundamental issue of frivolous lawsuits while maintgining a fair balance between
the interests of consumers and defendants.

The Politics of the Issue

As you well know, there are strong political forces on both sides of this issue. Having
Senator Rockefeller as a major supporter of the traditional approach makes matters more
difficult for some Democrats. Many of my colleagues have felt uncomfortable with the
choice of either opposing all reform or supporting the "reforms" championed by the largely
Republican coalition. By supporting my legislation, we can provide an alternative to the many
Democrats caught between two difficult options., Those who support our bill will be squarely
on record in favor of reform of our product liability system, without having to support
legislation that harms consumers and alienates some of our closest supporters.

The result of our efforts may -- and should -- lead to the inability of the proponents of
traditional reform to invoke cloture on their bill on the Senate floor. But by supporting my
bill, you may not be presented with another decision whether to veto a “traditional” product
liability bill. My legislation could clear the way. for truly fair and balanced reform.

Attachment
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MEMORANDUM

TO: Erskine Bowles
FR: Senator Breaux
DT: April 8, 1997
RE: Product Liability

A tremendous opportunity exists for the Presidefit to forge a new, balanced, and
innovative approach to the long-contentious issue of product liability. This memorandum lays
out why the President should endorse a new approach to this old issue.

L Current Posture and Prospects of Product Liability Legislation

The Republican leadership has again made product liability a top priority. The
“Product Liability Reform Act of 1997" (8. 5) was introduced with no Democrstic co-
sponsors. Senators Ashcroft, McCain and Gorton, are the chief proponents of the product
liability bill. Sepator Rockefeller has been attempting to work closely with these Republicans.
S. 5 is scheduled for mark-up in the Senate Corumerce Committee on May 7th. We do not
expect any major changes to the four major elements of the bill: (1) limitations on punitive
damages; (2) restrictions on joint liability for "non-economic damages"; (3) a "statute of
repose" prohibiting lawsuits for products beyond a certain age; and (4) "one way preemption”
by which state laws that are more consumer-friendly are preempted while those more
favorable to defendants are left intact. Senator Lott intends to bring products liability to the
floor prior to the Memorial Day recess. Democrats led by Senators Hollings, Daschle, Boxer,
and myself will likely require the Republicans to invoke cloture in order to pass the bill.

II. Background

The conference report on last year’s product liability bill passed the Senate on final
passage by a vote of 59-40 after Republicans invoked cloture ot their fourth attempt by a vote
of 60-40. All but four Republicans voted for cloture, while 35 of 47 Democrats voted against
cloture. Of the 45 current Senate Democrats, only six .who voted for cloture last year remain
in the Senate. The Democratic Caucus remains firmly opposed to the traditional appreach.

III. The President’s Statements

The President has been consistent in his opposition to key aspects of product liability
“reform," speaking of the need to have "fair" and "balanced" legislation which protects the
interests of both consumers and manufacturers and sellers (See Statement of Administration
Policy, 4/24/95; Statement by the Press Secretary, 5/ 10/95; Statement of Administration
Policy, 3/16/96; Remarks of the President in Veto of Product Liability Bill, 5/2/96).
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The President has also consistently stated his opposition to limitations on joint and
several liability for non-economic damages: "non-economic damages are as important to
victims as economic damages and must not be relegated to second class status." S.4.P.
4/25/95; "[t}he Administration has consistently made clear its opposition to the provision that
would make it harder for injured consumers to recover their full damages in cases involving
more than one culpable defendant." Statement by the Press Secretary, 5/10/95; "[t]he
Administration ... opposes the abolition of joint and several liability for non-economic
damages." S.A.P. 3/16/96.

Further, the President has repeatedly stated his opposition to limitations on punitive
damages: "[t]he Administration believes statutory caps are improper ... a statutory cap invites
a wealthy potential wrongdoer to weigh the risks of a capped punitive award agaijnst the
potential gains or profits from the wrongdoing," 5.4.P. 4/25/95; "[tlhe Administration ...
opposes an artificial ceiling on the amount of pupitive damages that may be awarded in a
product liability action," S.4.P. 3/16/96.

Finally, the President has voiced strong objections to;the unfairness of "one way
preemption": “the Conference Report unfairly tilts the legal playing field to the disadvantage
of consumers. Many provisions of H.R. 956 ... displace state Jaw only when that law is more
favorable to the consumer ... [t]his 'one way preemption’ unfairly disadvantages consumers."
S.A4.P. 3/16/96; see also, Veto Statement at 3.

While the President has made his particular objections very clear, he has stated that he
supports balanced, limited federal product liability reform. In his Vero Statement the
President noted: "{w]e do need legal reform. America’s legal system is too expensive, too
time consuming and does -- does -- contain too many frivolous lawsuits."

IV. A New Approach -- Under the Leadership of:the President

It is extraordinarily unlikely that the Republican/Rockefeller bill will remedy the
defects objected to by the President. Further, this old-approach bill will rot focus on the
President’s concerns about the current system. The Republican/Rockefeller product liability
bill will not focus on limiting frivelous lawsuits; it will ndt make lawsuits less expensive, and
it will not make lawsuits less time-consuming. The focus of the Republican/Rockefeller bill
has always been to help defendants that have been found liable -- by limiting punitive
damages and joint liability. '

A. The Breaux Bill

For the first time in over a decade there is a new approach to product liability. We
are crafting an alternative bill which takes a completely different approach to this long
stagnated problem by focusing on the very concems articulated by the President -- frivolous
Jawsuits and the time. and expense of litigation. If the President were to endorse the Breaux
bill he would stand for the limited, balanced reform he has always supported while being true



APR BB ‘97 B3:42PM SENATOR BREAUX ' P.576

to his objections as to the most unfair and Ikamgful provisions of the Republican/Rockefeller
approach. |

B. Provisions of the Breaux;Bill -

The Breaux bill would 1) Deter the filing of frivolous product liability actions by '
requiring attorneys to sign affidavits and make other claims and assurances before filing a
lawsuit that the suit is not frivolous, and by provuimg stiff and mandatory sanctions against \
attorneys for frivolous lawsuits; 2) Provide extensive settlement and alternative dispute
resolution procedures to resolve lawsuits in the quickest but fairest manner to both plaintiffs -
and defendants; 3) Provide the uniform fifty-state standard on punitive damages that
manufacturers claim they need without placing arbitrary limits on the size of awards; 4) Call
for a study of the product liability system to better infofm lawmakers as to any true problems
in the system; and, 5) Adopt the Republican/Rockefeller two year statutute of limitations from
date of notice provision. :

C. ‘What the Breaux Bill Doesnt D;o

The Breaux bill is equally important for what it does pot do. It does not arbitrarily
cap punitive damages. It does not relegate ) non-cconormc damages "to second class status”.
And it does not contain “one way preemption." :

D. The Politics of the Breaux Bill .

We are currently seeking co-sponsors from both.sides of the aisle for his legislation.
Because the Breaux bill is a true alternative and:a true middle ground in the long contentious
debate over product liability, it is likely that it will not be actively supported by either the
traditional proponents of product liability reform or by consumer groups and trial lawyers.
However, some of the traditional opponents of product fiability reform would vastly prefer the
Breaux approach to the one-sided approach of the Repubhcan/Rockcfellcr bill and thus would
not actively opposc the new approach.

E. Legislative Scenario

It is critical that the Breaux biil be introduced and endorsed by the President prior to
the Republican/Rockefelier bill being brought to the Senate floor. There are numerous
Democratic Senators who will be put in a very dnfﬁcult position by having, as in past years,
the choice of only opposing all product liability reform or supporting the
chublican/Rockcfeller bill. If by the time they are forced to vote on the matter on the
Senate floor there is an Admintstration-backed alternative, tlus will provide a welcome
opportunity to a number of Democratic Senators.

The resuit, presumably, will be the inability of the Republicans to invoke cloture on
the Republican/Rockefeller bill, paving the way for alternative approaches. The President, of
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course, would be in a similar position. By endorsing and supporting an alternative approach,
the President will not be put in the position of either opposing all reform by again vetoing the
Republican/Rockefeller bill, or signing a bill which has‘numerous provisions that he has
repeatedly spoken out against. The timeframe, however, for this scenario is short.
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THE PRODUCT SAFETY AND LIABILITY FAIRNESS ACT OF 1997

For too long, Members have been faced with only two alternatives in the contentious
product liability debate: a sweeping federal bill, or no action at all. Now, the "Product Safety
and Liability Fairmness Act of 1997" proposes real changes to deter frivolous suits, and to
promote fairness, efficiency and uniformity in the product liability system while avoiding the
more harsh and discriminating effects of the traditional approach.

L D Of Frivolous Product Liability Acti

Sec. 101 and 102 require the plaintiff's lawyer to sign an affidavit certifying that he or she
has researched the facts of the case and that the allegations are based in fact. Failure to submit
the affidavit or submitting the affidavit in bad faith would result in sanctions. Sec. 103 and 104
deter frivolous actions in three ways: (a) Rule 11 sanctions are made mandatory for product
liability actions; (b) plaintiffs are required to plead claims for punitive damages "with
particularity" and with supportive information; and (c) otherwise inadmissible evidence that the
plaintiff was under the influence of drugs or alcohol is made admissible.

I1. Offers Of Judgment And Alternative Dispute Resolution

Sec. 201 allows either party to make an "offer of judgment”, to be accepted or rejected. If
the damage award is greater than the offer that the defendant rejected, the defendant is penalized
the lesser of $50,000 or the difference between the offer and the judgment. If the award is less
than the offer that the plaintiff rejected, the plaintiff is penalized the lesser of $50,000 or the
difference between the offer and the judgment. Sec. 202 requires the states to adopt alternative
dispute resolution programs within federal guidelines. The programs will include
claimant-requested binding arbitration, mediation, and early neutral evaluation.

I11. Uniform Procedures And Standards For Punitive Damages

Sec. 301 establishes a nationwide uniform standard for punitive damages. Only in cases
where the plaintiff shows by clear and convincing evidence that harm resulted from willful
misconduct or flagrant indifference to safety will punitive damages be ailowed. Sec. 302 allows
the judge to admit a number of relevant pieces of evidence, such as the financial situation of the
parties and prospective awards of compensatory damages.

1V. Uniform Statute Of Limitations

Sec. 401 provides for a uniform, fifty-state statute of limitations. Cases must be brought
within two years of the discovery of the injury, with an exception for the incapacitated.

V. Study Of Product Liability System

Sec. 501 asks the Attorney General to conduct a study, in conjunction with state courts
and state attorneys general, on the product liability system in state and federal courts.
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THE PRODUCT SAFETY AND LIABILITY FAIRNESS ACT: A NEW SOLUTIONTO

THE OLD PROBLEM OF PRODUCT LIABILITY

The time has come for a true common sense middle ground in the debate over product

lability. If Congress is to step into this matter, it should do so to address the real problems in a
way that balances the needs of business and the rights of individual persons.

Proponents of the old model product liability bills like the Gorton-Rockefeller approach talk
ceaselessly about "frivolous lawsuits". Their bills, however, do not address this issue at all.
Instead, they only use the rhetoric of frivolous suits to promote bills that instead focus on
tilting the playing field in favor of the powerful defendants seeking reform -- regardless of
whether a particular claim is frivolous or meritorious.

o - Unlike the old approach, this new approach focuses on eliminating frivolous
lawsuits and penalizing lawyers who bring frivolous claims or make frivolous
motions. '

Under the old approach, "reformers” railed against an inefficient system and how lawsuit costs
were hurting small business. Their bills, however, did nothing to encourage settlements.

o Instead of just talk, this new approach actually does something by instituting
comprehensive settlement and alternative dispute resolution systems.

Under the old approach, "reformers” cried for fairness in punitive damages and demanded a
uniform standard and an arbitrary cap on damages.

o This new approach adopts the best of the proponent's ideas by providing a national,
uniform standard for the award of punitive damages applicable in all states. The
proponents in the old debate demanded uniformity -- this new bill does it. The new
approach does not, however, provide an arbitrary cap.

Under the old approach, if a defendant could hide behind bankruptcy, injured claimants who
have already won their case, might go uncompensated. And by eliminating joint and several
liability for non-economic damages, "reformers” discriminated against women and
non-wealthy Americans. It meant that devastating non-economic loss, like disfigurement or
the loss of the ability to bear children was less valuable than a corporate salary.

o  This new approach would not eliminate joint and several liability, and would require
a defendant proven to have caused the harm to pay before allowing a person to go
without compensation, without discriminating among people based on sex or wealth.

Under the old approach, "reformers” sought complete bars on suits -- regardless of merit --
based on the age of a product, and strict statutes of limitations.

o This new approach gives business the proiection it needs by discouraging frivolous
suits and encouraging seitlement without arbitrarily cutting-off people's rights.
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Prodec Galalily -

April 9, 1997

To:  John Hilley
Bruce Lindsey
Kathy Wallman
Elena Kagan
Tracey Thornton

From: Peter Jacoby
Re:  Outline of draft Products Liability legislation by Senator Breaux

Please find attached an outline of a proposed products bill which Senator Breaux is
preparing for introduction. According to the trial lawyers, Senator Breax plans to call the
President in the near future, possibly as early as today, to enlist the Administration’s support for _
this bill. Additionally, the trial lawyers do not support this legislation but understand that it may
be necessary for those Members who feel they need something to support. For your information.,
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For too long, Members have been faced with only two alternatives in the contentious
product liability debate: a sweeping federal bill, or no action at all. Now, the "Product Safety
and Liability Faimess Act of 1997" proposes real changes to deter frivolous suits, and to
promote fairness, efficiency and uniformity in the product liability system while avoiding the
more harsh and discriminating effects of the traditional approach.

I. Deterrence Of Erivolous Product Liability Actions -

Sec. 101 and 102 require the plaintiff's lawyer to sign an affidavit certifying that he or she
has researched the facts of the case and that the allegations are based in fact. Failure to submit
the affidavit or submitting the affidavit in bad faith would result in sanctions. Sec. 103 and 104
deter frivolous actions in three ways: (a) Rule 11 sanctions are made mandatory for product
liability actions; (b) plaintiffs are required to plead claims for punitive damages "with
particularity" and with supportive information; and (c) otherwise inadmissible evidence that the
plaintiff was under the influence of drugs or alcohol is made admissible.

IL. .Offers Of Judgment And Alternative Dispute Resolution

Sec. 201 allows either party to make an "offer of judgment”, to be accepted or rejected. If
the damage award is greater than the offer that the defendant rejected, the defendant is penalized
the lesser of $50,000 or the difference between the offer and the judgment. If the award is less
than the offer that the plaintiff rejected, the plaintiff is penalized the lesser of $50,000 or the
difference between the offer and the judgment. Sec. 202 requires the states to adopt alternative
dispute resolution programs within federal guidelines. The programs will include
claimant-requested binding arbitration, mediation, and early neutral evaluation.

III. Uniform Procedures And Standards For Punitive Damages

Sec. 301 establishes a nationwide uniform standard for punitive damages. Only in cases
where the plaintiff shows by clear and convincing evidence that harm resulted from willful
misconduct or flagrant indifference to safety will punitive damages be allowed. Sec. 302 allows
the judge to admit a number of relevant pieces of evidence, such as the financial situation of the
parties and prospective awards of compensatory damages.

IV. Uniform Statute Of Limitations

Sec. 401 provides for a uniform, fifty-state statute of limitations. Cases must be brought
within two years of the discovery of the injury, with an exception for the incapacitated.

V. Study Of Product Liability System

Sec. 501 asks the Attorney General to conduct a study, in conjunction with state courts
and state attorneys general, on the product liability system in state and federal courts.
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THE PRODUCT SAFETY AND LIABILITY FAIRNESS ACT: A NEW SOLUTION TO
THE OLD PROBLEM OF PRODUCT LIABILITY

The time has come for a true common sense middle ground in the debate over product
liability. If Congress is to step into this matter, it should do so to address the real problems ina
way that balances the needs of business and the rights of individual persons.

* Proponents of the old model product liability bills like the Gorton-Rockefeller approach talk
ceaselessly about "frivolous lawsuits”. Their bills, however, do not address this issue at all.
[nstead, they only use the rhetoric of frivolous suits to promote bills that instedd focus on
tilting the playing field in favor of the powerful defendants seeking reform -- regardless of
whether a particular claim is frivolous or meritorious.

o Unlike the old approach, this new approach focuses on eliminating frivolous
lawsuits and penalizing lawyers who bring frivolous claims or make frivolous

motions.

« Under the old approach, "reformers" railed against an inefficient system and how lawsuit costs
were hurting small business. Their bills, however, did nothing to encourage settlements. .

o [Instead of just talk, this new approach actually does something by instituting
comprehensive settlement and alternative dispute resolution systems.

* Under the old approach, "reformers" cried for fairness in punitive damages and demandeda
uniform standard and an arbitrary cap on damages.

o  This new approach adopts the best of the proponent’s ideas by providing a national,
uniform standard for the award of punitive damages applicable in all states. The
proponents in the old debate demanded uniformity -- this new bill does it. The new
approach does not, however, provide an arbitrary cap.

* Under the old approach, if a defendant could hide behind bankruptcy, injured claimants who
have already won their case, might go uncompensated. And by eliminating joint and several
liability for non-economic damages, "reformers” discriminated against women and
non-wealthy Americans. [t meant that devastating non-economic loss, like disfigurement or
the loss of the ability to bear children was less valuable than a corporate salary.

o This new approach would not eliminate joint and several liability, and would require
a defendant proven to have caused the harm to pay before allowing a person to go
without compensation, without discriminating among people based on sex or wealth.

= Under the old approach, "reformers” sought complete bars on suits -- regardless of merit --
based on the age of a product, and strict statutes of limitations.

o This new approach gives business the protection it needs by discouraging frivolous
suits and encouraging settlement without arbitrarily cutting-off people's rights.
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