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Se_ 

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 

Lt f'" ~ /4. h' C4/'-

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: 

(I) For too long, the Congress has engaged in a contentious debate over 

federal 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 

positions of the proponents and opponents of federal product liability legislation, it is 

time for a true cornmon 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: 

Sec. 1. Short title and findings. 

Sec. 2. Table of contents. 

Sec. 3. Definitions. 

Sec. 4. Applicability; preemption. 

TABLE OF CONTENTS 
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Sec. 5. Jurisdiction of Federal courts. 

Sec. 6. Effective date. 
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TITLE I -- DETERRENCE OF FRIVOLOUS PRODUCT 

LIABILITY ACTIONS 

Sec. 10 I. 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. 20 I. Offers of judgment. 

Sec. 202. Alternative dispute resolution procedures. 

TITLE III -- UNIFORM PROCEDURES AND STANDARDS FOR 

PUNITIVE DAMAGES 
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Sec. 30 I. Uniform standards for punitive damages. 

Sec. 302. Determining amount of punitive damages. 

TITLE IV -- STATUTE OF LIMITATIONS 

Sec. 40 I. Uniform Statute of Limitations 

Sec. 402 Statute of Repose Beyond Useful Life 

TITLE V -- STUDY OF PRODUCT LIABILITY SYSTEM 

Sec. 50 I. Study of Product Liability System 

TITLE VI -- BIOMATERIALS ACCESS ASSURANCE ACT 

Sect. 60 I. Biomaterials suppliers' liability 

SEC. 3. DEFINITIONS. 

As used in this Act, the term--

(I) "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 (8) 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, 10ss of consortium, injury to 

reputation, and humiliation; the term does not include economic loss; 

(7) "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; 

(8) 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; 

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

conducted for that purpose, sells, distributes, leases, prepares, blends, packages, 

labels, or otherwise is involved in placing a product in the stream of commerce, or 

who installs, repairs, or maintains the harm-causing aspect of a product; the term 

does not include--

(A) a seller or lessor of real property; 

(B) a provider of professional services in any case in which the sale 

or use of a product is incidental to the transaction and the essence of the 

transaction is the furnishing of judgment, skill or services; or 

(C) any person who --

(i) 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 !illY other territory or possession of the United States, or any political 

sub-division thereof. 

INTERNAL DISCUSSION DRAFT ONLY 



- 10 -

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. 

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

(I) waive or affect any defense of sovereign immunity asserted by any 

State under any provision of law; 

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

United States; 

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

(4) preempt State choice-of-law rules with respect to claims brought by a 

foreign nation or a citizen of a, foreign nation; 

(5) affect the right of any court to transfer venue or to apply the law of a 

foreign nation or to dismiss a claim of a foreign nation or of a citizen of a foreign 
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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 fonn of relief resulting from contamination or pollution of the 

environment (as defined in section 101(8) of the Comprehensive Environmental 

Response, Compensation, and Liability Act of 1980; 42 U.S.C. 9601(8», or the threat 

of such contamination or pollution. 

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

SEC. S. 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 hann 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: 

(1) certify that the affiant conducted a reasonable inquiry into the 

circumstances averred in the claim for relief as they pertain to each defendant, and 

(2) attest that the 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. 

(a) MANDATORY SANCTIONS UNDER FRCP 11.- Rule II 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. SPECIAL 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 --

(I) made for any improper purpose, such as to harass or to cause unnecessary delay 

or needless increase in costs; 

(2) not warranted by existing law or by a nonfrivolous argument for the extension, 

modification, or reversal of existing law or the establishment of new law; or 

(3) lacking evidentiary 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 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 -- 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 II - OFFERS OF JUDGMENT AND ALTERNATIVE DISPUTE 

RESOLUTION PROCEDURES 

SEC. 201. OFFERS OF JUDGMENT. 

(a) CLAIMANT'S OFFER OF JUDGMENT. - Any claimant may, at any time 

after the filing of a complaint subject to this Act, serve an offer of judgment to be 

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

claim. 

(b) DEFENDANT'S OFFER. - A defendant may at any time after the filing of a 

complaint subject to this Act, serve an offer to allow judgment 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 accompanied 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 with 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 judgment, 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. 

(f) EVIDENCE OF OFFER. - An offer not accepted shall be deemed withdrawn 

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

fees and costs. 

SEC. 202.ALTERNAT~ DISPUTE RESOLUTION PROCEDURES. 

(a) IN GENERAL.-A claimant or defendant in a civil 
, , 

action subject to this' Act may, within the time. permitted 
,".: 

for making an offer of judgment under section 101, serve 

: llpon an adverse party an offer to proceed pursuant to 

. any 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 acceptance or rejection of the offer; 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 discovery 

may be permitted. 
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(b) DEFENDANT'S PENALTY FOR UNREASONABLE 

REFUSAL.-The court shall assess 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 resolution 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 pursuant 

to such alternative dispute resolution procedure was 

unreasonable or not in good faith. 

(c) GOOD,iFAITH REFuSAL.-In determining whether 
tV:~ 

an offeree's refusal to proceed pursuant to such alter­

native disputer~solution procedure was unreasonable or 
. ,. 

not in good faith, the court shall consider such factors as 

the court deems appropriate. 
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TITLE II1- UNIFORM PROCEDURES AND STANDARDS FOR 

PUNITIVE DAMAGES. 

SEC. 301. UNIFORM STANDARDS FOR AWARD OF PUNITIVE DAMAGES. 

Punitive damages 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 --

(I) 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 causing 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 •• USEFUL SAFE LIFE OF PRODUCTS 

(a) IN GENERAL.-Exccpt as providcd in Subsection (a)(2), in any civil action subject to this 
Act against a product manufacturer or seller for hann caused by a product that is a 
capital good. such defendant shall not be liable for damages if the defendant proves by a 
preponderance of the evidence that the hann was caused by use of the product after its 
useful safc life. 

(1) In determining the useful safe life of the product, the trier offact 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 produclSstill in similar uses; 

(C) the normal practices ofthc product user, similar product users, and 
thc product manufacturer or seller with respect to the circumstances, 
frequency, and purposes of the use of the product; 

(D) any representations, instructions, or warnings made by the product 
manufacturer or sellerconceming the proper use of the product or the 
expected useful safe life of the product; and . 

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

(2) A product manufacturer or seller may be liable for damages caused by a 
product used beyond its useful safe life if: 

(A) the product manufacturer or seller expressly or impliedly warranted 
that the product may be utilized safely for a longer period; or 

(B) the product manufacturer or seller intentionally misrepresented facts 
about the product, or fraudulently concealed information about the 
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product, and such conduct was a substantial causc of the claimant's 
damages. 

(b) PRESUMPTION REGARDING USEFUL SAFE LIFE.-Ifthe harm was caused more than 
twenty (20) years after the timc of delivery, a presumption arises thallhe hann was caused by use 
of the product after its useful safe life. This presumption may be rebutted by a preponderance of 
evidence. 

«(O:J 
Section" Definitions 

(a) CAPITAL GOOD.-"capital good" means any product, or any component of any such 
product, Which is of a character subject to allowance for depreciation undcr the Internal Revenue 
Code of 1986, and which was- . 

(A) used in a trade or a business; 
(B) held for the production of income; or, 
(C) sold or donated to a governmental or private entity for the production of 

goods, for tniining, for demonstration, or for other similar purposes. 

(b) TIME OF DELIVERY.-"time of delivery" means the timewhcn a product is delivered to its 
first purehaser or lessee who was nOI involved iIi thebusincssof manufacturing or selling such 
product or using it as a component part of another product to be sold~ . 

(C) USEFUL SAFE LIFE.';':'useful safe life" mean.~ theperiod beginning at the lime of delivery 
of the product and extending for the time durii1s which the product would normally be likely to 
perform ina.safe.manner." . 
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TITLE V - STUDY OF PRODUCT LIABILITY SYSTEM 

SEC. 501 STUDY OF THE PRODUCT LIABILITY SYSTEM 

(a) STUDY BY TIIE AITORNEY 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 --

(I) 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 resolution of product liability 

claims; 

(4) Whether damage awards in product liability cases for economic and 

non-economic losses differ according to the sex, race or ethnicity of the claimant; 

(5) The cost and availability of liability insurance and the impact of the 

product liability system on that cost and availability; 

(6) The effects of this Act on the resolution of product liability claims. 

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

." ~ .f::"c(~$ • .po t.:. s.,..,., .... ~ ~ y f't\ • .d4. 
-t ~ tt~ ~ <~cc'f~. , 

INTERNAL DISCUSSION DRAFT ONLY 



- 23 -

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 --

I. EACH YEAR MILLIONS OF CITIZENS OF THE UNITED STATES DEPEND ON THE 

A V AILABILITY 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--

I. ARE NOT DESIGNED OR MANUFACTURED SPECIFICALLY FOR USE IN 

MEDICAL DEVICES; AND 

2. COME IN CONTACT WITH INTERNAL HUMAN TISSUE; 

I. THE RAW MATERIALS AND COMPONENT PARTS ALSO ARE USED IN A VARIETY OF 

NONMEDICAL PRODUCTS; 

2. BECAUSE SMALL QUANTlTlES 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 COSMETIC 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 HA VE 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 

HA VE BEEN THE SUBJECT OF ACTIONS ALLEGING ADEQUATE --

I. 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 UNA V AILABILITY 

OF RAW MATERIALS AND COMPONENT PARTS FOR MEDICAL DEVICES WILL LEAD TO 

UNA V AILABILITY 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 TO DEVELOP NEW SUPPLIERS OF SUCH RAW MATERIALS AND COMPONENT PARTS; 

INTERNAL DISCUSSION DRAFT ONLY 



- 26 -

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 RA W 

MATERIALS AND COMPONENT PARTS HAVE GENERALLY FOUND THAT THE SUPPLIERS DO 

NOT HAVE A DUTY --

I. TO EVALUATE THE SAFETY AND EFFICACY OF THE USE OF A RA W 

MATERIAL OR COMPONENT PART IN A MEDICAL DEVICE; AND 

2. TO WARN CONSUMERS CONCERNING THE SAFETY AND EFFECTIVENESS OF 

A MEDICAL DEVICE; 

I. 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 A V AILABILITY OF A WIDE VARIETY OF LIFESAVING 

AND LIFE-ENHANCING MEDICAL DEVICES, IMMEDIATE ACTION IS NEEDED --

I. 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 --

I. 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. 

1. 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 BEHALF 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 --

I. A PROVIDER OF PROFESSIONAL HEALTH CARE SERVICES, IN ANY 

CASE IN WHICH --

I. THE SALE OR USE OF AN IMPLANT IS INCIDENTAL TO THE 

TRANSACTION; AND 

2. THE ESSENCE OF THE TRANSACTION IS THE FURNISHING OF 

JUDGMENT, SKILL, OR SERVICES; 

I. A PERSON ACTING IN THE CAPACITY OF A MANUFACTURER, 

SELLER, OR BIOMATERIALS SUPPLIER; 

2. A PERSON ALLEGING HARM CAUSED BY A BREAST IMPLANT. 

I. HARM.--

I. 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; 

I. COMMERCIAL LOSS. -- THE TERM INCLUDES ANY COMMERCIAL LOSS 

OR LOSS OF OR DAMAGE TO AN IMPLANT. 

\. IMPLANT. -- THE TERM "IMPLANT" MEANS --

I. A MEDICAL DEVICE THAT IS INTENDED BY THE MANUFACTURER OF THE 

DEVICE --

\. 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 THROUGH A SURGICALLY PRODUCED OPENING FOR A 

PERIOD OF LESS THAN 30 DAYS; AND 

\. SUTURE MATERIALS USED IN IMPLANT PROCEDURES. 

\. MANUFACTURER. -- THE TERM "MANUFACTURER" MEANS ANY PERSON WHO; 

WITH RESPECT TO AN IMPLANT --

\. 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)(l» OF THE 
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IMPLANT; AND 

2. IS REQUIRED --

I. 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(J) OF 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 SECTION 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. RA W MATERIAL. -- THE TERM "RAW MATERIAL" MEANS A SUBSTANCE OR 

PRODUCT THAT --

I. 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. --

1. 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 --

I. A SELLER OR LESSOR OF REAL PROPERTY; 

2. A PROVIDER OF PROFESSIONAL SERVICES, IN ANY CASE IN WHICH 

THE SALE OR USE OF AN IMPLANT IS INCIDENTAL T'() 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. --

(1) 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. 
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I. APPLICABILITY. --

I. 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 --

I. SHALL NOT BE CONSIDERED AN ACTION THAT IS SUBJECT TO THIS TITLE; 

AND 

2. SHALL BE GOVERNED BY APPLICABLE COMMERCIAL OR CONTRACT LAW. 

I. SCOPE OF PREEMPTION. --

I. 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 (I) SHALL BE GOVERNED BY APPLICABLE 

FEDERAL OR STATE LAW. 

1. STATUTORY CONSTRUCTION. -- NOTHING IN THIS TITLE MAYBE 

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 STATE LAW. 

SEC. 605. LIABILITY OF BIOMATERIALS SUPPLIERS. 

1. IN GENERAL. --

I. 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 --

I. IS A MANUFACTURER MAYBE LIABLE FOR HARM TO A CLAIMANT 

DESCRIBED IN SUBSECTION (B); 

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

SUBSECTION (C); 

3. FURNISHES RAW MATERIALS THAT FAIL TO MEET APPLICABLE 

CONTRACTUAL REQUIREMENTS OR SPECIFICATIONS MAYBE LIABLE FOR A HARM 

TO A CLAIMANT DESCRIBED IN SUBSECTION (D). 
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4. KNOWS, OR THROUGH REASONABLE INQUIRY COULD HAVE KNOWN: 

I. OF THE APPLICATION TO WHICH THE RAW MATERIAL IS TO BE PUT; 

2. OF THE RISKS ATTENDANT TO SUCH USE; AND 

3. THAT THE BUYER OR USER OF THE RA W MATERIAL IS IGNORANT OF 

SUCH RISKS, BUT FAILED TO WARN SUCH BUYER OR USER OF SUCH RISKS, 

MAYBE LIABLE FOR HARM TO A CLAIMANT DESCRIBED IN SUBSECTION 

(E); AND 

I. FURNISHES RA W MATERIALS THAT ARE DEFECTIVE MAYBE LIABLE FOR 

HARM TO A CLAIMANT AS DESCRIBED IN SUBSECTION (F). 

1. LIABILITY MANUFACTURER--

I. 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 IS 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 --

I. 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; 

1. 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 --

I. 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(1) OF SUCH ACT (21 U.S.C. 

360(J)) AND THE REGULATIONS ISSUED UNDER SUCH SECTION, BUT FAILED 

TO DO SO; OR 

1. IS RELATED BY COMMON OWNERSHIP OR CONTROL TO A PERSON MEETING 

ALL THE REQUIREMENTS DESCRIBED IN SUBPARAGRAPH (A) OR (B), IF THE 

COURT DECIDING A MOTION TO DISMISS IN ACCORDANCE WITH SECTION 

606(c)(3)(B)(I) 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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WgVOTfBJAI S CORDI 'FE AS A MANIIEocym! IS bEl FsF IF PEe/TEB 

MANUFACTURER MEETING THE REQUIREMENTS OF A SUBPARAGRAPH (A) OR (B) 

LACKS SUFFICIENT FINANCIAL RESOURCES TO SATISFY ANY JUDGMENT THA T THE 

COURT FEELS IT IS LIKELY TO ENTER SHOULD THE CLAIMANT PREVAIL. 

I. ADMINISTRATIVE PROCEDURES. --

\. 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 --

I. NOTICE TO THE AFFECTED PERSONS; AND 

2. AN OPPORTUNITY FOR AN INFORMAL HEARING. 

\. 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. 

\. 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--

I. THE BIOMATERIALS SUPPLIER--

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

CLAIMANT AS A RESULT OF PURCHASING THE IMPLANT AFTER--

I. THE MANUFACTURE OF THE IMPLANT AND 

2. THE ENTRANCE OF THE IMPLANT IN THE STREAM OF COMMERCE; 

AND 

I. 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 ,. 
COURT DECIDING A MOTION TO DISMISS IN ACCORDANCE WITH SECTION :II6(c)(3)(B)(II) (,«-
FINDS ON THE BASIS OF AFFIDAVITS SUBMITTED IN ACCORDANCE WITH SECTION" 

THAT IS NECESSARY TO IMPOSE LIABILITY ON THE BIOMATERIALS SUPPLIER AS A SELLER 

BECAUSE THE 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. 

I. 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-

I. THE RAW MATERIALS OR COMPONENT PARTS DELIVERED BY THE BIOMATERIALS 

SUPPLIER EITHER--

I. 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 --

I. 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; 

I. 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 SUPPLIER FOR 

PURPOSES OF PREMARKET APPROVAL OF MEDICAL DEVICES; OR 

I. INCLUDED IN THE SUBMISSIONS FOR PURPOSES OF PREMARKET 

APPROVAL OR REVIEW BY THE SECRETARY UNDER SECTION 510, 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 

I. SUCH CONDUCT WAS AN ACTUAL AND PROXIMATE CAUSE OF THE HARM TO THE 

CLAIMANT. 

I. 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 --

I. KNEW, OR THROUGH REASONABLE INQUIRY COULD HAVE KNOWN; 

I. 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 

I. 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 
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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 MA Y BE FILED UNDER AN APPLICABLE LA W, 

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

1. THE DEFENDANT IS A BIOMATERIALS SUPPLIER; AND 

2. (A) THE DEFENDANT SHOULD NOT, FOR THE PURPOSES OF --

1. 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 HA VE SUPPLIED DEFECTIVE 

MATERIAL; OR 

(B)(I) THE CLAIMANT HAS FAILED TO ESTABLISH PURSUANT TO 

SECTION 605(0), THAT THE SUPPLIER FURNISHED RAW MATERIALS OR COMPONENT PARTS IN 

VIOLATION OF CONTRACTUAL REQUIREMENTS OR SPECIFICATIONS; OR 
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(II) THE CLAIMANT HAS FAILED TO COMPLY WITH THE 

PROCEDURAL REQUIREMENTS OF SUBSECTION (B). 

1. PROCEEDING ON MOTION TO 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 

AFFIDA VIT DEMONSTRATING THAT DEFENDANT HAS NOT INCLUDED THE IMPLANT 

ON A LIST, IF ANY, FILED WITH SECRETARY PURSUANT TO SECTION 510(;) OF THE 

FEDERAL FOOD, DRUG AND COSMETIC ACT (21 U.S.C. 360(J)). 

2. RESPONSE TO MOTION TO DISMISS. -- IN RESPONSE TO THE 

MOTION TO DISMISS, THE CLAIMANT MAY SUBMIT AN AFFIDA VIT 

DEMONSTRATING THAT--

I. 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) 

1. EFFECT OF MOTION TO DISMISS ON DISCOVERY. --

I. IN GENERAL. -- IF A DEFENDANT FILES A MOTION TO DISMISS UNDER 

PARAGRAPH (I) 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 SUBMITIED 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--

I. THE PENDING MOTION TO DISMISS; OR 

2. THE JURISDICTION OF THE COURT. 

I. AFFIDAVITS RELATING STATES OF DEFENDANT.--

I. 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 ... THE 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). 

BASIS OF RULING ON MOTION TO DISMISS .•• 

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 LA W, IF 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 COURT 

MA Y DEEM THE MOTION TO DISMISS TO BE A MOTION FOR SUMMARY JUDGMENT 

MADE PURSUANT TO SUBSECTION 9D). 

1. SUMMARY JUDGMENT. --

I. IN GENERAL.--

I. 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 (I) 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. 

1. 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 (I) 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. 

I. 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 THE 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 

I. 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. 

252429 



, ,~. 

Ingrid M. Schroeder 
04/27/9703:57:51 PM 
• • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • 

Record Type: Record 

To: William P. Marshall/WHO/EOP, Ellen S. Seidman/OPO/EOP, John E. Thompson/OMB/EOP 

cc: Elena Kagan/OPO/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/OMS/EOP on 04/27/97 03:57 PM ---------------------------

Record Type: Record 

To: Ingrid M. Schroeder 

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. "I cannot say the bill I 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 to 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 Clinton vetoed lasf 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: 29AM 
til, ? 7 

FROM US SENATE DEM. SEC. TO 94566221 

r . IAldulT 

Sa676 
Mr. President. the meuure I lottO­

ciUCCI t.QdM,Y t.aI1reta that abwJa ~ halp­
Ing to keep emergency meunre& olean 
Of extnm.008 matteI'S on whloh the .. 
is. 00 emergencY daslttnation. 

Wban 1.1>. "PPlQpnat1o!Uj 11111 W PrO­
vide reIlo! (or the LOll A"«OlO8 ... l"th· 
quake Willi Introdacect In the lO3nI Oon-
8' ....... It tnJtl..uy did Co .... th1nP' pro­
V1d.d fI.e b!Ulol! for the Los Allilel .. 
quake •• 1.:1 bllJ10n tor ella D8~eDt 
of DeCeDBB poacokeePI,. oporatioM; 
S4S6 millioD fQr Wiclweat flood. relief. 
and S3lfi mlllloo more !or the 1989 Ca.u­
romla earthquake. 

But, MI'. Prelldent, bp tho time the 
1,,00 Angolea earthquQ,ke bill beOaunc 
le.w. it Alaa provldod 11." milllQu. to 
nght potato I\llIiUs. $2.3 mUtton Cor 
FDII. pay 1'ILlaea. 11~.' mUllon Cor the 
Na.tlonal Park Semo •• Illl.4 million Cor 
the Bureau at Indian AUalre, 110 mll­
lion tor 0. now .Am.tra..k lIt:A.tiOft tn !Jow 
York. SIlO mllUon f'l'Ir thA APACe Mllttle, 
S20 mllUo~ tor .. nD8'ef'Pri~t JAb. 
1600.000 Cor United Statae Trade ReI>­
l"DlHtntat.lvo travel amou, a.nc1 $0.2 mu· 
liOD tor the Dure"Q of PubUc Dout. 

Though QOn...emergeno;y Dla.;ttan at­
tached to emergoney bill ..... eelU sub­
loot to the 8J18ndln8' cape eetabll.shea In 
t.hu cuncurreut. bUd8'et maolUQOn. M 
long ... total .pendlng romalDs Mder 
tbOBe OA.r-. thou n.nra)4to4 apon41ng 
matters ve not .... Qulred to be orceet 
with apen41ns- cu.tD. In, tho cue 0' the 
LA earthquake bU!. becauaa the capo 
Ilad be.., rea.c1l8cl the n.w 8J18ndlZlg was 
nf'fMAt. hy reaeillJfdoDa. but thoao rosel ... 
.10,," mIght otherwl ... have been used 
for deMci t "lineMou. Monov,,', bsr 
uswg emergency aJlJlroprlatlO!l8 b1lla 
AP .. velda1_. ,,,... DII.l.raQaolCJ:ll ~pDo­
als avoid the examination throngh 
whloh lC&"iGlalilve FQpoBalB must IrQ to 
jQlltu'y Federal sJI8ndlng. U there 10 
~IY a neOQ. CO WR runcl8 to these pro­
rrame. an alternatlve vehlol .......... n­
lar supplemental approprlatio,," b1l1, 
not an .m.o,.ont!!y ,.pending' hln 
...... hould be Il88d. 

The m,UUN 1 am 1Dti"Od~ toUy 
w1l1 restrict thet kind or mllltUll! of the 
eJDeqralClQY "PPI"'OPr1atlaZUJ PJ'OGDM. 
Adding nOn-emervenoy, anraneous 
matters to eme ..... noy &pJltOpriatlons 
nat only II ao att.mpt to avoid the Ie­
.. ILlma .... IICr11tlcy or our nOrma.lWdg", 
Ilroc088. it can al80 jeoP'U'dlso our abU­
Ity to provide reller to thoee who are 
auttering trorn the cHAaA~r tit) wbioh ,...0 

"1'0 reapandiOll. 
, Juati aD lmpol1iaDt.!y. &WUq lIupa .... 
nuou. material to emergency aPJltO­
pr1attnn, b111a de«radea thalia bqdget 
rill •• on which we ... Iy to Impo .. llaool 
cUeolplln.. and that oD1.v enoonra.ge. 
further eraaton Or oa.r etrorta to radq.oe 
tho doftcit. ' 

Mr. Pro.t4I11Qt.. ae I Doted. ovUOl". tbta 
leg!elatlol1 ha.e paeoed both HoUllOS In 
HCont ya.ve-1D. tho Sonate 411l'1.ng the 
lonn oOQgreaa all the am8ollmGII' t Of­
terac1 t.o tne Wna Item Veto Aot. aDd 1n 
the other body. dnrlng tho I03rd Con­
IIrBBO. by " 90t. or 406 to 6. 1 urge my 
aolleaauea to JolD in thlB ertOl't to DaBS 
thI. m .... ure through bOth Ho11088 dllt-

lOll thl. Conl1 ..... and halp on<! thlB 
G.buulvo pra.eut.co. 

Mr. President. I .... k Ilnanlmous COn­
sent that tho t<)~t DC bill De printed In 
the R1IXXlRD. 

TJlIII'O DelliII' nn objection. the blll w .... 
ol'4$rod 1.0 be printed in tho l\troORD. M 
tonows; 

"..., 
S_ fC ~ bll ,,,. Seono,- a1UIl{u~ Qf Rc,-D­

,.,,,,,COtft)a ", 'h~ (Jaited Sla'u of Ammqa In. 
Cimgr8D ararmblC!d. 
tIaCftON I.IIROII'I' ~ 

Thl8 Aot tn.y bel cited as tba '"ErnervenOlt 
S_<lInI' OonLroI AcL af 1997". 
awe.. .. 'nt2A.'IVRNr 0 .. ~ aJlENDINC. 

(a' JibcaM~Pf('IY ArrI\OMUATlOtf:l.-8eul4n 
Iltl(b)(S)(D)(l) Q( ~bo B&J .. noocl 8vd«et -..td 
:£memnoy Denclt Control Aat ot 1986 la 
-.mend.CKI w,y ad.dinl!l' at the and'D!te tollowtnS' 
MW qan,tAtnoo: "lIowOYar. OMD allAn DDt ad.­
ju.t ~ d.J_r.t.I.,n~r)' llpendlnl' limit, \&:4dor 
this cta.\lBD tar a.IlY ilutgt,e m4t deatgnatea 
&pprQprlt.uana _ Gmlllr'l'ClDG..7 requl,..ment:o U 
that; tIltAt"1~ .,ooL1I.14' aD a.opl"OpridJan tal' 
&AY ttth_ rq.,tt.t\I". evel\t, or ooou.tT'fInoo. bu.t 
that BtAtlito may cont.a.1n reaatMtoM Or 
buq.t &Qthorl ~.". 

(b) f!:MIi:R.ORNc:.-V LIt019L..\"I'!ON.--8aatton 
!lB!J(a) or ttl_ U/\Iu.nODd BudS'_t and £mal'1fDUa,. 
oenolt Control Act or 1986 ts &,nend8CI by 
ad.d.ing .. t the and t:!1. foUowt!)ft n~ MA' 
t.enoe: "Howevor. OMB ahall J\OL dWl(Il&ta 
-.ny .Ileb unolillt.A ot n.w bUitQ'4lt fIIllthOrlL.v. 
olltlaya. or rucDipta as amfll"lfancy nq\l\ro­
manta fn th. ntport. raquJrad und... lIIub­
MetJ04 (d) It th"t f1t&tute contAJna Any otallfr 
pl'OVlSIGna t.bat aN not aa. dutgnat.ad. bqt. 
that mt.ute tnu.y contatn provistons that re· 
dnee dh"VOt .""nl1tng.". . 

(c) Nl:'W PoINT OJ' ORDm.-TUJe IV ot the 
Oon""Malona.1 Duo1 .. <'It;. AoOt. or 1.,.4 'II ttmc!r.o4.d 
by adding at. t.ha end toM tollowing new 1000-
tlon: 

"POINT 0, OMEn REGARDINO DlEUQSNeJU 
•• ~ 1011. It. 3h&11 DUt. bu In ordor lQ lob" 

Houae of Represl!ntAUVOI or thet Sflinat8 to 
OOAIIl40J' any blll or Joint. reaolutlon, or 
IU!lflncltnaL tttf'Jreto or conr¢tfJn~ report. 
Iibonl'01l. Gou'-Iuhqr .... IlInl'llllf1"W~ "VIIIKDA­
tloa tor pu.rpoGeS or u&ct.10n 261(b)(2)(D) or 
lliS(o) al the BaIa.nc04 DUdlrO~ and Kma~c,. 
DelIClt OOnLrol Act of 18tli It It ,lsQ ProVldMl 
'"' ...... propri .... tt.on uc dlntGt. .pen4ID4r tar 0A7 
otbaT Item or oont4.1.D.a lollY other tnatt.erw bQ:1; 
tbatl bill ur jalQt. I'OIIOlll1i1QR, AmonJimant., or 
OOIlterenoo reDort may contain mol.llonl or 
bGcJ .... t; 4t\t.horlt.y 01' l'Od.uatJo_ or dk'eot. 
IpendlQ'. or tnat amendment. m&9 reclllCti 
.. mountll rOt "hal. ameJWCInlJ:r:'. 

(4) CONJ'OIUtIICQ AJoNDM2NT.-Ttw tabl. of 
CODtonta oat fort.h In armtlnn 1(b) or tha Onn­
lr1"8M1ona\ audJrut. &nd Impou114mflnt Control 
"oil at ""''' ,,, o.mondad bJ" lnaart.l.Jal{ DRar lo1:Ie 
It.am l"I!!Ilatinr ttl MOtion 4t71 the fullowirlfr 
new Item: 
··SDO. 0. Point ot ardor rep.ralnr omer­

KUncJca ..... 

lI.v Mr. GORTON (ror II1mtoOIf. Mr_ 
ASRcac>PT. Mr. MOCA1l<. and U1'. 
l.DTr; 

8. 648. A bill to ... tabll.h lonl stand­
ar4s ~ procoa,,",!'1 for produot lio.bll­
Jq llt1gBUoD. nnd for other purpoaaJIj 
to the Comtnittee OD Commerco. 
8clen.ce. ana Tra.tt.4purlclt.lon. 

1'HlI PItOPI.JC'I' 1,IABILrrY REPORIt .'tr 0' lorr 
Mr. OOR'l'ON. Ilk. Preoldent, 1 am 1,.­

troduclnlr tlll~ evenlrur. ILl0nir with 8.n­
ata ... As/lono ...... MCCAIN. and LoTT. a 
bill to l'8torm 8."'4 rattoDullle our prod­
oot 11abllIty .y.tam. 

P002/007 

April 24. 
At the beginning or thl. :"];~~it::~ 

a.tor A&HCftOrr a.nd ot.bG~ .. 
8.5. another measure to addreao 
\let l1ebllity. Altho\l&h I &irl'8ed 
the aubatancO or B.5, wbloh "Gil 
tical to the conferenoe report OIl 
net Liability tb4t. cbCl Preold.enC; 
In the l04th eo_. 1 cUd not 
4ponaor 8.5 ~\'lI!l. I knew thAt ,,-, 
~"al .. r bill wonlc! not De e,,,.,,tod 
Into II ... apC\ boca ..... t waDtell to ""ft 
antlthet btU that would Obta.tl'l 
tlea.n ."pport; in tobo 8e1lA1A:i. 114 ...... ~· j 
tho Pnlddoftt.. loa'ltlmate CQIICCrna 
wUh the oonCerenC1l report. aJIII a.ccOIll_ 
pUsh mell.ll1nglUlreCOrm. , 

Mr. Preeldent, 1 cannot say that tho 
m .... o .. 1 am Introdnolnr tonight I'IlIIV 
a.ocomDlfshea that. But It C('JrnMo v.ry 
r.lnAe. , Iy,trn"nr.A t.ht_ moa.aure wtthout 
the CO-lIpOnaorshtp at my good trt"tut 
and 10Qg-tirruo companion on thla WOr. 
~ ml""loQ. eOR .. ~r RocKJnI'BLI4iIt" blUi 
I h~tro4\1.co It wltb lob", alnccra baUor 
~G we wtll coot'nue to work togGthftr 
to 8na.ct prod~et l1eblllt:v r.rorm In 
1997. 

1 Introduce tills measure to lJet the 
prooess etarted. It Is a goOd me&8'Qro 
that I believe 1108S a loq _Roy towo.rrt. 
m.etlng the goa\e 1 described aboVe. 
Bu.G a.a I DG.id. tho procoMi 10 JiWlb at.art.­
Ing. I weloome Input trolll my Repllb· 
1l0Bll an4 Democmtlc colleagueS. 

Mr. President. I a.ak unn.Q.bWlQ"Q can, 
Rent that the text oC the bill be prI"ted 
in the R.ROORD. 

The", bell1lI ,,0 obJeoLion. the hill wa. 
QI"d.,,.,d. Lu t.... pt'i 11 \Ad 10. Lhtt R.itOQfc.P. "'" 

(01\010.; 
15 ..... 

B~ It enacted b ,~ Stn4U: and HG1IMl of Rep . 
TI!''''&Qft •• at tlw UntkCt st4la 0/ Amc:1k:cJ 'n 
Canl/TUlommblttl. 
fRi:CftON 1. mOIn" 'nTLB AND TABU: or COHo 

1'IINTII. 
(a) Stf:ORT Ttrw ...... Th1a AOt. lIUlJ' be cited u 

liha "Product Liability Retorm Aot or 1997", 
(b) TABLoR nr O<urrSNTB.-'l'bu table or oon· 

tenLa '- as eo.lowa: 
Sea. 1. ~ ,ttl'll MiS t&.ble of content&. 
~. 2. Fltldil'ld and PIU'DOUI. 

TI'I'Lli I-PRODUC'!' LIABtI.l1'Y ItItFORM 
ROIa tnt, n..n nltt ...... 
So .. 102. APPU .. bIlUy; })«IamplloD. 
600. 100. Llablllb' rul.G -.ppUalkb\1II t.o prO'd, 

uot. SOUflrt. renters. and laBQora 
Btto. 1M. DateD.IHII t-aed a", Q1DlmAnt". ufIO o( 

IntoXlcnt.!nl alcohol or drop • 
Sea. 10&. Wlauaa or al~l:oton. 
a... 1118. Unlrorm tim. IImlta'lon. Oft IIRb/l 

IW. 
6eO. In. AJtal1'JA~h'D dJapute ruoluUon pro 

oedun •. 
Bee. 108. Unlform atandardq tor AWIU'd. dt pu. 

n.ltJv. damap •. 
Bee. 109. :W.bllll.J' ttJT QIIIIrt."In ola.lm:S 1'810.1;, 

ln8' to death, 
8ea. 110. Sever .. l Ua.blllty tor n04econom1t: 

I .... 
'1'ITl.oJ: n-BlQ!dATIUUALS AGCsas 

ASSURANOE 
Sac. 201. Short dtle. 
tsoo. am. rtnCllngs. 
Boc. 2(Q. oeOnU.lana. 
l'tOo. lOt. OtJnCln.l ",qd.Jromon~; &pplloaDlI 

tty; Dl"ltsmptio.n. 
flaG. fDa. lfl .. bUI~ ar btnm,,'cl'hat:l auppllur.t, 
~H. 108. Pl'"UO'&dur.tI lar dl.m.S_1 of ol'ril !I.e 

ttOrul ..c.lnot blomAt.on"'a taup 
D1181'ft. 
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CONGR8SSl0NAL ltECOKD-5.til'11ATI! ·83877 
...... emott __ • '- of _at,' ODd 
aamr.a.louhlp. lata at 00IUIGI'tl1lm. ta.Iua7 t.o 
npuar.l •• amlllamlll.UOQ. 

nO) P~.-"I'U t.nn ""noh'! mUD. 
IUQ' lI\Glv:l.4ual CQr"PCIn.tlOft. aomsau. &IIaO~ 
QI .. UGa.. arm. D •• rtJlanbJ:p. 000101;, JQla~ 
II.~'" r,o",p,nl". or .a~ O\1Ier _tlty (l.QalQ4_ 
'118' aar ..,...rDJDeIllial OQ.um· 

(U) Paor»tIOr.-
CA) JH o..a.u..-'l'ha tann "product" 

me.ft.ltl &D¥ .obJ*Ct,. eubltaAoe. ~b~1 or 
"" ~ lD • puQWI, liQUId.. or aallC1 
Htata _bleb-

(t) II e&pablO of dallvlll7 ltallf or .as 11.11 u­
BI!!Imbled wboJa, In a miXed 01' omnblnod 
stata, 01' _ • CWUIt~DIl' pU1i ot" ~IODt.. 

(UI II DtOd .... a tor 1ntra4 ... Uon lJIl.o Lrado 
or oommero.; . 

(UJ).bu lIatrtnstc eoouomtc value" and 
(lY) 18 1I1ten4ed. ~r _1111 or loaae to lIBI'IIQn.i 

tor commerotal or ~f'8()Ul 1UJ8. 
(B) ~UBmJfa.-"l'tte t.erm 4088 DOC )0-

clu4e-
(n t.IAA~. OI'B"'D, blood, &D4 blood lJTDC1UCLt 

\locd ro~ t.!lOl"apauaar" fir'" IROdloal ptUpmJM. eJI;. 
aopt co "-0 O:l:COD.t. thaD .~ ~Q. oq-llQa, 
blooa. """ bloocl prodUOta (or til. provlolon 
t.bOrClOQ &r1II aqbJ"IO" WIGal' &PPUcabl" 6'-1.(,4'1 
law, to ... e&a.DdUd at Ii",!)"",. otlhor C;lut.n 
De.UpA"; or 

(ll) elocLriclt,' .... tar deUvorod by •. "til' 
,~, _'lIn1.a.. Grllll.Dam. 

(12) PRO!JUC'r UABtLn"i' AOn:OH.- The tltrm 
uZtl'04det u .. btUq, IItCUOQ" me&na & al.vjl fW 

tton broU.ht on. '4lY t.htolT tor harm caUHd b,.. Pl'Q4uot." 
(IS) PRonUO'l' UIoLRl'-
(I\.) In uS"SKA.Lo,-lrlle tenu "Droouet sail· 

er" mBaM .. p!!Il'II01l no Ita the ooune DC. 
bul!lntlBB conducted. tor that put'po&&-

(IllMlIa, Cll8tl'lbUtta. teDtIJ. leaaoa, ptaparee, 
blanda, P'QlI: .. jJCHI. lAboht, or ~rw1ocr ID lu­
volvO(1 tn plK.ln ... product In the atream or 
(lQmrnoroo; or " 

(11) Ipat41la. repall"a. returtdabee. rtOondl­
CIOM. Ol" maintains the harmotsmd" .. lUIl*)t 
or Ule proauct.. 

(B) liIXOLIIIIION.-'l'hO torm "l1"""DCt .. nor" 
tlQtIIS not; tnol\l<lD-

(1) a. "1101" or 11MlOt' of I'Ml property: 
(lU • praY1lclar Dr prot0Gll1on.... _moen In 

AIlJ' caee In wblah"the uJe or aM Of a prod· 
\t~t itl laoldap.t:&l ~ tba ~tlQn am'1 WJu 
fnSHnoe Or the tn.Qaaot.on 18 tho ~tuna: 
ar Jq.4awMn'" ."'11, Dr _E"Yf._i 01" 

(Ill)....,. f:l'IIOn .. bo-
ell acta n tlDl,v • tlllAnolal capacUi" WI t.h 

ftJlql8Ct to tile sale of • prodlUt~ or 
(U) IlllUlMl .. DI'Oduot un46Jo .. 1 .... Ill"I'Illh __ 

mont tn wblo.b. the l~ does .no~ Inltleton;, 
aalset the leued DI'Oduet; ADd does dOt. durlrlfJ" 
tbe looae tenn ordlRArt17 cont.rol the dully 
Opel'llttOD &lid mambina.aaa of t,h. ~"et. 

(14) I'llffmv. DAMAOD.-'llle term "'pUnt­
tl va da.mapall moan. 4una.Iree t.wudtld 
aga1nat.8.4.Y PBJ"8OU aJ' anta t:r to pnmsb or 
dotar suob DOr90d Of' enttty. 01' othMll. fl<om 
Dll1l1KlO,J"ln I$ImJllU' bUba..-lar.1.n en. nn;llro, 

(1&) IITATII.-TlJe ...... "Stato" _ """ 
BtaCa Qf tbe Unlted. Sta_, tbo Dhstrtet. or 
COlumbia" Oommtm'lloaUb of Puerto Rico. 
th. HOMibtnU ~ r.l&nda. t!ut Vtl'8'1h lao. 
lo.nda, Ouam. Amari .... · SAmoa. and any 
oUer tomto..,. or posaealOD ot tbe U"ltet1 
stata or any pollt1ca1mbcUYt.loD of any or 
lb. rm'ARt'tnl'. 
SKC. 1& APPLIC.4BIl.II'~ I-8KBIIPTION. 

(a) PBDKPnDN._ 
(1) IN nIlfIRAL,-Tbla AQ~ ro~oma any 

PI"OClut:'t lIabtllU a.ct.IOQ bl'Ouabt: 1ft At1.Y Staw 
nr ,,'0(10ral court on an,. tbool'Y tor MrtrI 
cn.uaeQ by .. Product.. 

(ll) AC'J'lONS ICKLUDID,-A clvU' actlun 
br'OlUrht; [Or comm.rc1&1 lou Shan be BOv. 
ornad: 0iUY bY &PDllClibla eommerolal 01' COD­
t.raqlo I"w. 

(bl RI:LA'I'IONBIRJt Tn STATI LAw.-1'l'I1~ 
.. IUe ftUpC'fI)o.1oa Ballo 1&", ani, CoI;l Ioha ell.t.tInL 
U.nt. fJt.a.t.e la.w appll- to .no iaaWl GO"'D\"04 b,y 
libls title. Azq WI'"' tba, III Dali 8'ovomod by 
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thl:!! title, Lnoluclbla' an,. etandard of U&b1llty 
."pitMbl. to .. matlnfactnl'flr. shall bo ~v­
orned by otherwise applleA.blo State or ,,0<1-
era.llaw. 

(0) Er= 0" 0'I'HIm LAw.-No,blng In .hlll 
Act shall be Clonstrued to-

n) walve or atraeli IlDY dcfaDIIO ot GQ .. "noltsu 
immunity asserted. bY. aD!' State uncter any 
lllw: 

(2) auDmJede Or alter a.n:v Federal lAW: 
(3) _"t"o aC' ~t DI1.1' defense or 8Ov."lp 

tmmunity &aS8l'ted by the United St..t8a: 
(4) affoct the I\PPUoabUltY Of any provllion 

or ohopter &'I or tltl. 28, UoIted·S&AteB 00<1.: 
(5~ preempt State chOleHlt-l"w rulea wtttl 

respect to cl .. lnu broUrht bY .. roretrn nation 
or a citbOR ot a tol'Olgn II&t!OD: 

(8) Arrect the risbt of aD,. OO\U't to traztafel' 
venue ~r ;0 apPly tile l&._ or II. fOntl'D ,","on 
or to 4tamlaa .. C21a!Jn 01 s tatclrn nAtion or 

(8) it the f.n&1J8ctl~n. In tho t)a:orclSe Of tfIQ.­
sonabla CUll. woul<l not Mve rovea,le4 tn. 4&­
poet. 01 r.ne ProcNor:. wntcb. all8frDdly cauaoc1 
t.he cllt-llUMt's harm. 

(b) SPECIAL RtJU.-
(1) IN OKNEflAL.-A prOduct .oller e;ha.1I be 

aoom$f\ r.o be ltabla ItS .. rna.nurac:wror tit 110 

orodl.lct tar harm CAUSed by £hft pro4uct U­
fA) the maftllractllrer ls not ""bJecfi to 

Mmea ar proems! under th.. lawa of IUlY 
81.1i"- In wblch U\o AC~on mil' ba brpuKbt.i t)'C' 

(B) t.hu uourt d.tennlnaa tha.t tho cla.ltnu.rtt 
would bG unable to enro(Ct!l 8. lQd.lfD'dDt 
ap.ln!lt. the nlAnUfMturer. 

(II) 5TA"n.r'n or ,.tMnA'I'IOHB. Por ~rpo" .. 
of thlll !'Iouhltat:tlnn only. tho Itf\tllto of lIml t,A­
ttona a.ppllC3.ble to cl&lma uaerttnr liAbility 
or a product zoller t\i A rna.nuta.ctl11"8l" ahall bo 
tall6d from the tiftU ot tJ ... rmEtft nf A r.nm. 
ntalnt 4.8' .. tn... .. t the manuC&eto.rer to tbe "ate 

or a mtlzon 01 a. foretgn n","on on lilIa Mt"Ilund that Judgment La eDtered 1\III.1n8t tho rna.nu-
of Inconvenient forum; 01' . 

('t) BUP8fM1d.e o. mo4l4' any at&tuto17 or fa.eturor. 
common l&w t.ncl1lC11nlrllll7 la.w provlCltn .. fur (n) RIo:NTRn nR I.UM&D P'RoDUCTB.-
&n a.clolon to' abate II. nulaanoo DbaCi aqt;4or- (1) NntwlthRtandlrur &l\y or.hor Drovt!Jlon or 
Ile& (l person to inst.ttute an ~t10D for c1"U law. a.ny paraon erur~ In tne bQldn$R& of 
dlmagsa 0" 01 ... 11 penalu .... I;leanu:p coot.o. In- .. inUII, ... or lUMinA' Il product (other than a 
JlUu:.,IOnfi. roatlill.blon, 006' rocOYOf)". punt pertSnn f\'J:olIl4e4 from th& donnltJon oC oro"­
Cilv(I (I"mal)'ell or lUll' QCib.er ftnm ot rtIIuor tor uet saner under :!Iectlon 101nS)(8)) Ihall be 
remedlation ~f thu environment (Itt 4ennt4 IlUt>J&et to lta.l)lUtJ In .. prodo.ct llabUity a.c­

. In IIOCIoloD 101(0) Qt \-he Comprahcnoh,e End- tlon under RUbeectlon (a). but. any DOnOR I':n· 
ronmftntA.l R"pa21_. eqJftplJ1lllaUan. ClJld U_ .. BKOd In tho buaJDO= Or l"IInttng or lN4lnr a 
abUlb,- Act. ot 1980 (41 U.B.O. 1801(8»). . oroctuct. shall not. be 1I1Lb18 to & el&lrnant (or 

(d) AonONB FOR N'IilGLlOENT Etl'MatmT- tbe tortious act or l.Dothor BOldly bJ' rt:n-,un 
MJIINT. -A Q1.,1\ CM:Ictcm. tor nOl'lisonb entruab- orownanblp or.ueh Df"Oduct. 
ment. or &QY a.ct!OD btOuKht nnd.et a.ny the- (2) Fur PW'DOSDS of paragra.ph (1). and ror 
OI'Y of 41'aMahop or thlrd-pa,rt.J' U,,~mt.7 _ID- dtrl,tlnnlnlnK Lhn "IIPU~I1It,y or tbl&!l tUI", to 
tng out. or the 1J&1e or provtaton of alcohol ~ny persoo. subject to pu.,!rraPh (1). ttle tar~ 
pJ'G4\lCts t.o ,Dto.llioatec! PII~ 01' m1nQI'II, l)rOduct habUlt.Y ootlon ma&p..B & civil I.e­
ahall flot be SUbJect to the provtsioml of th!a tton brO~8'hC; on any tluto2'y ror ha.rrn caubOd 
Aot bQt abul " 1IU.~J.ot \0 An¥ 4IoPpllall.b16 b,.. prncIllQ,t. or product u:JO. 
State law. GC. UN- flEn:NU BASSO ON ClAJMAN1"8 \1SS 
SIlO. ,01. UAa",,", aor..arJ Itn'LIfioUJLIII 'l'O or 1N1'OXICA.1'JNG ALCOHOL UK 

PRODUCT fW!' me 1tBHI'IUlIJ..um DIWC8. 
LIt99ODS. (a.) ODnmAL RULII:.-In "'''7 lI"Oduct lI"'hH-

(a) 02lrf1IRAL RULB.- . tty ACtion, It shall be a COtntJlata dafDn:IO to 
(1) IN OIlNllllA.L..--Ift .llDV ~uot l1abtlU;y JRlCh action if tbe derendant provOQ f;ba.t-­

aot1on, .. proctaot eenor other than a Dl&IlU- (1) t.bo cll\lmant wa.a intoxicated. or WUl 
ra.ct.lU"llr _haU bit Uable to & olaJtJlA.nt oalv tr under tJU'J1 Innuance or IlltGncatirur ,"cuhol 
the cla1m(a1.t establiShes- Or a.ny drulf wban tbe aool4ent nr oth.r event 

(A) th&t- .. wbJoh ~ultoQ In fJqcb c1aJpumt"s bann oe-m til. pro<\",,~ tbat 011 ... 41, ca .... 4 &he 0 ..... 4; AM 
ba.rm that la tbe AtlbJAet Of the oomplAln.t (2) tho ciahn.utt, ft.II a ruult of tba inn.u­
WIUI 1I01d, rented, or leued by tile product ence of thO' Illooliol or dru5r. wall more t.b.an 50 
• eUer: percent ff1spon&lble tor ISllch a.co.ldent. or 

un the product Muar C&Uact to exel'C1ae othtr eveot. 
re&:sonablD care Wi th respect t.o the product; (b) CONBTRUc:T10frl.-B'or PUJl)03ell or auh-
ana aaottoD (a)-

ntt) tho fatlUA to eDnrtle reaeQpablO CQ.1"CI (1) tho dot.Otmlnatton or whether & peT'flOn 
W&8 .r.lIJ'OX1llULte Ca.US8 Of bann to me cULlm- WQ.8 Int,(uClOAte4 or ... luuter tbe lnnuence or 
tLnt,: IntonQt.ttnl' alcohol or &D.1 drulf IhaJ.I be 

(8) tbQ,t- ,.' ma.4e pu.nsUAlllo tiD applt<lA'blo StAte laW; ami 
(I) thO' DI'OQuat seUer made a.n &%PI"I&e WN'- 01) tho totm .. ~' mean a!lJ" ccmtrolled 

Rnty ",ppUQll.ble ~Q tho prvdllO~ W:lab all..-- aq,bqt&noe Aft cten.ztml 1tJ. the Con.trolled Sub­
emy caused the h&nn tbat Its the au.bJeot or atan.ca Act (11 U.S.C. 102(8» that WM not .e. 
thn r.nmplAlnt. ha1.ependllnt. or aD.Y ezpE'OIIIIo ~lJ' J)tOOCrlh04 to" ~ b)' Cho alCIolma.J\fo or 
w&J'l"tl.nty ro.4a by .. lDMu1J.ot\1nr aa to the that.u ta.kan by tho claimaat oUlar than 
a&ID. produat; II _ ...... loa CO loa til ID acCOrdance ",u.n Ille terms or a lAWfUlly 

(11) the pt'OdUCh. £_1...... ~ rm. e luued prefIOrtptloa. 
W"rTAn~; and. .aeo.. CIL ldS'U82 oa A,1."n!lU.1'ION. 

(111) ~bD ranure or Qe EI!'04IlO' to QQIIRlnn I 
W t.he WMTABQr a'&Q4~ Mnn tq u.. ala!n'l- (0.) G!:HBBAL Ru'UL-
ant. or (l) Itl DII:NIUlAl..-ln a prodget llablllty a.o-

(ch t!$ .. t- tlon. the damana tor wbleb. a dtfapd&nt la 
(J) t.bo l'fV4uut. ..,llflll' .~ t.u "' ..... 1- atharwtae ll.a.ble UMeto Ped.el'Dl Oi" Stcr.te law 

tlOdl'l1 wront'dOlft8'. as 4etermlJL64 1Ul481' ap. lSh_n bdI Nductd. by the P8f'08nt48'e o!f8,Bpon­
plloable State lAw: a.nd aib1llty for lho clAlmaat's hI.nn at.tdbuta.blo 

ffl, suah IntenUonal wrdnadOtDW .... & to mlliullO ()t lUtera.tlon or .. DrOduct by D.nY 
"l"o.lI1n'tfLto aa.uae Clf til. ~ that Is tho.-a.b.. PM'BOD it the dar8DdILDt aata.bUsh.n that such 
Jeot ot the oomolaJnt. percentago of tho clatma.n.t'. b&rm. was proxl-

(2) l\I:ASOHAlt.1I 0I'f'0RTUJfft'T roR INSpp;:· .natelY ~ by .. dae ot alliGn\t.lon or a 
TlON.-For PU1"IXJUB of ttan.a'aph (l)(AXU). a proctuot-
oroc1uot seller shAll Dot be conaldere4 to have (A) In vtolu.tJOIl or. or contru.ry to. a da­
caned to exerole .. l'Iul.IJC)tI ... btei care wttb re- renthlnt·,. ex,","" wa..rntnga or InatructlnM Ir 
apect CoO • prodl1at b&HcI npoft ~ ~lea*' ta.11- the WClmlnp tJr tMtruetloM IIr'O adnCllULt.cII aa 
ure to LMpeot tJae produ.ce- determtnod pal'SWUlt to ApPliCAble B~te hur. 

(A)' It libe fILIlure ooOUlT'8d. because there or 
"." nu n:lAl5UDalll" oppal'tUDlt;y to t.nspaac a:w (1l) InvOIV1~ .. rtall: ot nann wblCll "as 
l'Itadllct: or DOWU or Mould. bavo beon knOwn by ttl.e or. 

dlnAt'J' pel'9Otl whO 1UIe! or QOtIsqmeR the 
ptoUllet wtt.h Lhc knowlf!ttgft oomman tn tile 
clA.A ut potM)De who ualMl ar wauld. be ro""'Oll~ 
abl, ant.ICIPMed to Qa8 r.he ptOdllct. 

(2) UB& lNTSl'tDID BY A. MANUFACTURtm 18 
NaJ" lUSUS. OR AL'I'EIlATJON ....... f'or the tnu­
pDIKI:! or thttl AuL. g, WIG or a. prOduet t.llC\t. III 
Intended by tha rnMUrttOt.tU"u' ot t.b.a pr,K1lilc~ 
doe .. not conatn.u~. mlause or &ltumt.iO" or 
the Dl"QdUC2t. 

(b) WOJU[rt.Af~ ~JU&Y.-Ho"lt.h:.ta.'ldlnl 

aubaoctlon (a.). tbe 4am.Q.IfOd ror whtch " da­
to!ld&D.t 1. ot.hcrwi:tO liAble under Atatn 1,,_ 
Shall Dot bo I'Ml.lced by the percantaK'O "r reo 
opon_tblllf.,f tOI' th<I c'lI.l~t.·a b~ AI-bib 
utable to mtaullA or &1terar.IOd or tho Dtnail1ct 
b, the cla.tmant'. employer or any eo· 
employe8 who is Irnrnuna (rom auit bv the 
Clialm-.nt PU$WUlt to th .. Rot-At ... law A.rillllc!t.­
ble to wOl'klllAeA lnjurie3. 
SEC.. 101. UNlt'ORM TOG LIMITATIONS ON 1.1. 

,,1LnT. 
(.) B'l'A'TV'r$ 0'" LIIlUTATtON3.-
(1) Iff Q&lfUA1...-EltcopCi ACt provldr.4 In 

paragrapba (2) und (3) and flQbaactton (b), ,. 
Prod.uct. UAbltlt.)' -.cC.lOD ma,y bu ell" .. t DOt. 
la.t.tIr IohCLlt 2; ,-oua a.f\.or ~h. dA.~ on ""btah 
tho ola.bnG.D.b dl~-o¥'otc<l Qr. In t.be e1Carchr.D at 
f8asonable cn.re. !lhould have diacuvorOtl -

(A) r.ne nlLnD that. 1110 t.l1u :su.bJoct Qr Iolla Ite:­
t.lonl~d 

un tile cause O( ,ne barm. 
(2) EXcsfPnol'l.-.\ pBf1Ion with Ii legal dla­

ability (&II dJltarmlaed under APPllo"nlt! I,,"., 
mAY tUa a. pr'(Nuut ,,_bUttv a.ct.ion nat la.t_" 
t~ 2 yu&m i\fUI" ttle daLO on which tb', per­
lIOIl cea.see to !la.ve the 108'ft.1 dlaa.blllty. 

(3l B,rECT or !lTAY Oil UtJUWCTlON.-lr tJJe 
aG1lUnllnoemant ot .. elvU action thu.t If'f Bub_ 
Jtc::t to thl. title 18 st.ayod Ot enlotneat. tile 
runntnl' or tho atatllte or limitations u.nder 
this auctlOG shn.11 be tiUSpBJJded uotH Lbu flAil 
nr thft pertod tbat the atay or inJunction II tn 
ertect. 

(b) STA'IVI1l Q., a~ •. -
(I) 'N O .... I\AL.-Sabloc~ to pamgrnphO (~l 

a.nd C\). 'rift Dl'nrhll"t uablllty a.otton that Is 
aubJoct. to tll.ls AQC; CQDcerninr II. product &1-
leg~ to have co,\WId harm (o~er than toxic 
bafm) m&.r bo flIed Arter the 18·,.ear ))8rio4 
beeil\11Iftg a.t tbf.l t'me or deUvefY or tho prod­
uot to the nrat parchaaar or 10ss&0 . 

(2) EXcJlP'l'lONS.-
'(A) A motor vebtale, v888el, aircraft. Or 

tratn. thl.t tB used prlmarily to tMlIsoort 
pa.ssaulfOn tOr hlJ'O. Shtlll not be flubJAot to 
tbt. *Ubseotlon. 

(D) horter.ph 11) 40811 not bar a product It· 
.bUI~ act.tOft qa.lAn .. derendant who rrutde 
&Q 8J:proIIt .",.,rnt&t3' In writing 411 f,o tbll 
aaf6Qt or ure awpeetaac,y Dt the 8paclnc pn)d­
Q.Ot Involved. whlch wu IOn.(fCr tbo,n 18 yea.r8, 
bat. It _Ill a.wb' a.t tbe erptJ"atlon or that 
1JUTI.ZI tY'. 

(c) TlUN!11"J'10NA.L PRoVISION RRUTINO 'l'0 

EXTENBrON 0' PBNop ,-oR BR:j:"al"o C1tIn'AJN 
Acm:oNJI.-·lt .utI' provtaiop at aQbllOCttnn (,,) 
or (b) a!lcm:ena tbe per10Cl 41.1l1ntr wt\tcb & 

pf'Oduot llablllLlI' Al')ttOft ~ould be othf!rwtae 
hrouaht pUta\la4t to Another prOV1$lnn or 
1 .... the ol.tm .. n~ mIlT. Mtwtt.batandtTlf( aub­
IHIIQ\olI1QS (Ito) IWIU (1.1). I.IdUK Lhe ptuduUIo U.bU­
ltv cu:tion ddt tAter tltan 1 p'8CU" a.ftI!l' the 
dAt. Or ono.lmo", or tills Acr.. 
sao. 1". AIo'nllLNo\TIVIJ PIBPU'I'B ItBSOLI.JTIOtI 

noc .......... 
(a.) SJmVlOllOf' Ornm.-A clAimAnt 0)'" d.o-­

felldallt in .. prodllCt Uabtu ty actlon may. 
ao~ ,,,,ter t.hul eo U7'fI .ftI.r abft lIonlcu ar­

(1) tIlO Inlt.tal CQmpJAlnlt; I)J" 

(ZJ lliba APPllcnblo do"dllna tol' B nJ:lpnn:sh'o 
1'1-
wblabever fa later. serve Q.POQ lion 4dVW18 
p&I""GI' an. orror to procoatl punuant lA' &11' 
VOluntAry. nonDIn4ul'1' alternAtlvo QI~PQr.e 



. 04-'25-97 11: 29AM FROM US SENATE DEM. SEC. TO 94566221 POO5l007 

ApftiJ. 24, 1997 CONGRESSIONAL RECORD-SENA'n 83679 
IDISIS aUocat&cl to the dtteDdUt tn dirfiaC gfOo. 
lI'Imon 10 &lUI PO"""'tan or ... pcmslblllW 01 
tab. chtoacs.o., (dllltwnnialld 1A ~oe 
with ......... I>h all for eIlo IW'm to tI" 
01&1_& Wlell .... poe& to .. h1eh ClIo darOnd­
a..nc. '1 UIblIll_ Tbe courc flM,Jl render a &epa.­
raokl ~f; .... lADii ~ 4eOtnd&Qt In &.D. 
aJDGIUl' cletersnlned JlQI'S1W).t. 1:0 the preoed-

~ .... -m Pl:BlJlarrAoa 01" 1tRII'OImIBIU'I.-P'or 
PUftMJ8M 01 Iletermla1l1r u.. AlftGaat ot DOll-
8cauomt.G 1_ allooated to .. ~t under 
CIlia .. oUon, tho trior ot lact aball dotorm lno 
tho _tate or _nolbUltF ot 0&0II per­
anft rIttIJ)Onltbl6 for UI. cla1maAt.'a .ba.nn, 
wllBthll' or not ."all _ Ia 0 PN't~ 10 the 
actlon. 

'l1'i'LE II-BIOMA TKRIALS ACCl!SS 
ASSUBANCIiI 

IlE"-IOL _1m& 
ThI. tilio IlIA)' be oiled ... &ho "BIDJI1Ato­

rinls A.coeu AaIIutanoe Aot or 19DT". 
8SC.1O& jif4PiMQ& • 

Conrrooo linda the~-
'" UGh ~ mllHODa at clt1Mne or t,he 

Unlto4 statoo depend on "'" .. oUabIUt,. ot 
'tAlAvtq 01" Ute IIR.b4QOI.oa ,1UnllUuaJ dBV1oea, 
rn4ll1' or whicb are l)Irr"tQ&Ilantl,. implant.a.bJ,1I 
wleIIln "'" bUmlUl body; 

(1) • acm~1QV.0Cl lAlppl,f of ra .. matorta.lll a.rul 
to.tunPOnet pIL&'Q Sa ~ lot' U:lo 'DYau­
tloD., 4evelopment.. ImDf"OVMrln;t. &lid malt!.­
tonA.DCII Qt lobe 81lPpl;y of Ule devtoer. 

(9) moot ot tha modi .... dovt ....... mOdo 
wUth ra .. 'Ift&torIalJI aDd Mll1poDentr PAl'"\a 
that-
• (AI .... nol doaliMd or mamltao_ 0110-
cltlo&lb' tor ....... modlcal dOvIcoI;..,d 

(B) ooIDe In coqtaot With iutel'D&l human 
tla.e; . 

, (4) tbe raw matertala &lid ormuwmeut l)&l'ta 
IIlIlO IJ'e JIBOd In .. yariety of nomntd1ca.l 
Dn>d.c~ . 

(4\) ~ am&J.l qualltlRea or the raw rna­
tBrlola·0a4·-.>IIO ..... ' _ ..... WItd tor 
ml!ld1cN 4rnC8B. salu of raw ma.tm1al1 an4 
00JrIJ>CID8IIt parta for mlCSlO&l 4IvlOM Gon ... 
• u~" &A ~o~ BIMll .porttOD at lone 
o.ttrall markat to:r libo raw ma.tartala &04 
lIlecnaal devtctell; . 

(8) ondtr tho·1'odelaI Pood, Drua", ... d Coo­
metlt! 40t (tl u.S.c. 101 et. DVq.), 1IUI.I:a~ ••• 

oro or mocIIe&I·dft10B0 ... toquINd to clam­
....... 11 _ Ill. l>Iodlaol· __ .... O&!e 
IUId _II .... 1DoI1I4hIIr·_ ...... UIIII that 
tile modIwta aN properllr d..t.ped ~ bayO 
acloqnoll _"11_ or lJIilruetlcma; 

('I) ... t1O'l1lla1lUl4lna' tho __ , ..-... m .... 
tBrlAIB .... ___ OQppU.".40 no' 
dadp' DI'Od1Jlla. or tali • nn&l med.1_1 ct .. • "'00. \he ... ~ hoftt _ IIUt ... bj .. , or 
ICtl0D8 ~ 1DaIIoq1\&lo-. 

(AI doalp IIDd._ or IMdie&I _ ... 
Jnahlllf&a~ ,"'itll matettaJa or EJ&nI. 1lUP­
p1184 by tIUllRl"lt~ .. 

(8) ......w.aa·NlaIOd &0 eIIo ... or lUoh 
"'edlC&! 4BorI_ . 

(8) ovon -...rIa mppllora or .... _aIo 
U4 aompcme:4t pu1;a .b&q ve1'7 J'U'e1Y btten 
hold UabIe IJI IODb lOll..... I1ICh 1Upp1l11ro 
hov ..... ad ollDl>1Jtmr -.. ra .. ma_ 
IUId _ ... t -"" tor ... 111 IMdloaI dO­
VlCIaa booaue t:11. OGarA ~ .. UIQ "'4 Uta· 
PtiOD In oreJOl" to tIM\lft a tavorable .lU:ctw­
me.za' rot au. nppUlU1I tar eueeda the total _"tIaJ 1aI ____ 8&100 l>y .uOh 
IlUDtllI~ to the.lQlMlou ct-ioo ~; 

(81 .... 1 ... &I_to 00_" ot a"l>Jl\)' .... 
ba roWld, Cho IID&Ylll1aI>I111;y or ..... _III 
IUId oompoqont pula for DlOdIe&I_ will 
10acI to IJDB._""" 01' 11 __ ...., lito­__ medical 40_; 

UO) beoauo oUier ~sn of u.. raw ~ 
larlal, &D4 0_' _ ... torolp D&­
'ions *"' reJWl1nI' to 1111 ,.._ materlala M 
uomponms pa.na: fOr u.e (II maa~tIU1O«' 
C8ft&.1u lIIadtoal de .. ", In \be t1IaJ.ted. S ..... _. 
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tbe PI'08p.ot4 Cor development ot n •• BOUrcH 

of 8uppl:v tor the tuU nUlp ot threatenad raw 
m.tarla.lb and compoza~t PNtII for me4IcaI 
devjce.!l are remote: 

(11) It Ia unlikely thAt tho small market 
ror 8\lClh r..\Y mAtertrJa aa.el comltOnent parta 
In the tJ'1I1.Itad. sta.~ ODII14 .~PPOPt tmI ~ 
Ipveatmtnt needed. to develop new aapPUlra 
ot aaoh raw It\&terla.lll aJId compOnent parte; 

(12) attelllpta to de."lap .ach liN nppllOta 
would ra1H lb.. I!!Otot Or m~ dtvtcw; 

UI) courta tha.t b.l.n CODal4eN4 the duttes 
of the .1IPPlters ot the n.w maeerta1s &lid 
companent p&rtB han rener&11, :touD4 that 
t.tu, JQJ'('fllI ... 4n "nt " •• ,.. "I;Itv-

(A) to evaluate the 1&let7 ~ otftOIQ7 Dr 
tl\e qIM ot a rl,W rutertal 01' oomponent put. 
In .. medical devtcej and. . 

(8) to warn ClOI1S1m'l:M'I ccmcetlllD8' the at. 
ty lLD.d ert'eatlvenHB ot .. med1CAl clevtoe; 

(14) .tl'mpto to 1m ..... tho daU .... ra_ 
to I. Sllbp&l'B//T1l.phO (A) """ (B) or _II 
(13) on suppl1ers or the l'ILW' materials and 
oomponent PIU'tI 1fOa.ld oauae more b.arrn 
th&n roOd by drivtna' t!w .qpplittt to oeUle 
lopplYinr mADutact'll1"8tl or mldI0A1 4e'f1oea; 
and 

(lIS) in order to I&fII'tIaI'd c.e an1l&blUtJ' 
ot .. Wido ftMlt!' of 1t' .... VInI a.ad Ufa.en .. 
hanolnlf medloal dovl .... Immedla .. aoUon 
18 needed-

(A) to Cl&l'irt the p8rm.l$olblt1 l..aea ot U .. 
abilIty Cor '.llPllm or ...... materials """ 
component parts Cot" m041oa.l devtcea; and 

(B) to provide expeditious ptOcedl1Nl to 
4111po1J6 of' unW"alT'Nlte4av.lta ...... ut lb. wp... 
pHera in auch JD8.I1lMJr .. to uUn1mim lItt&a­
UQnOO8~. 

SIIC. .. DEPINI11OH8. 
Ao v.aod ID tiAla "'Ie: 
(I) BtOMATJUU.WI aUpl'l,lllR._ 
(A) IN GIlND.AL.-ThI tenn "blomaterlala 

• uppU"r'· mRn8 an eDtlty thl.t c11reotly·or 
In.,IMt':t.l,v ",nppll." ... OOmIlODeut Pflrl. nro ..... 
mat.erlLI Cor use in the' muut&cture of a.n 
Implant. 

(B) PBII80IIB IMCt.tmUl.-Iluoh IAInn In­
. olodes IU\7 Ml'aOn WhO-

(I) baa IIlbml'ted muter Dl .. to tho 800· 
re~t;y' Cor purpoaea ot prenuI.l"lcat approval or 
• m6dla&l cleV1ee; or 

(11) Uce;laBIJ a.. btom&torltJa tRlPpller to 
proclue6 eomponent part.e or 3" matett&l.a. 

(2) O!.AIMAIIT.-
(A) Il< ol'l<Zl\AL.-Tbe tenn '''<:I_t'' 

moano a.ft1 per:!ltm Who brtJla'a .. Civil actlOd.. 
or on Wbose 'ben"lf .. alV11 aoUon a. br'Olllht.. 
orisina' IMm bat<n allored1" _ ...... ctIy 
or trullrtlotly 'by aD tmoJlLD.t. lD.ClUd!ng "'per.. 
""" othor tbaD tho InillridllOl ... to _ 
bod.'r. or ta UD'-'otJ wtt;.b w'booo bloo4 Qr tI.,.. 
aue. the tmlltant 18 .pla.ee4. WhO c1&Jm.8 to 
bave aQfran4 bann u • result or the 1m .. 
J)ladt. . 

(3) At:nOJf BROucnrr ott 81mALI! op .AN RI 
TATlt.-Wltll respect to 8.D. 1oCt10ll brOnrht an 
bebalr DC or thtoUR'h tlle estate at aD Ind1v1d .. 
u&1 Into Whoaa bOd.J'. or'lQ Ofm,taoC wtu. 
whose blood or ttaalJ. th4I tmp1&fte 1111 1'11 .... .110". 
ouCh' term lItolodoo tho _ont _t 11 tIIo 
lubJeet Of the action. 

(0) ACT1O!I 8ROUtJ111' OIl 8I:ILU3 OP A _ 
OA lNOOMPITBN1'.-Wltb taoect to all &etlan 
broawht. on bahalt or or \braun. • minot' 01' 
IllOompetent. such to ..... IlIC1Ud1O th._t 
or ""_ DC tho mlDor or IncompoteDL 

(I» BlIoLU1\1ONII...-8uoh "'"" dooo DOt .... 
clQde- • . 

(I) • """vldar or PI'Ofeootanal bealth ...... 
aorvtoolt-, in GJ1!, caa.1.Q ,..Q1Qh-

(I) tho sale or .... C &IllDIJ)lant IS IDCldoD­
.... , to tilJ.e tnl.Daactlcm; ad. 

(n) thB aaaen08 Of me tra.na:utio.a. I. tho 
turnta\l1tIg or juclgmoat. "'111. or .. m_: 

un .. DtIfBOft &ctine ~ tho CA~tty ot a 
mn.nuf'aota..or, _ll-r. Ol' 'b1O~ aap· 
plior: 

(Ill) A partlOn alleging bl~ en.WtIItl by 81· 
thor t.he altloone gel or the s11l00lle envelopa 
utilllaGl1 In ~ b.-OQDt. implant. OODbIUnlft8' &U1· 
cone rll. except that-

(D delthor tbo polusloD pravt4ed bf thll1 
clAW1e ftQr Any f)th"r prov1allQl or thla Act 
m~ be (lOMt.N~ ILII " lludlng tba.t alUt.oono 
8"11\ (or any otheT ronn of allleono) rna, or 
mAl nf)t (l.llQRQ harm: and 

(0) the eDstu.CO ot tho vxclu.a10n '-lnW 
tbllll flln.n_ '"lILY "111'_ 

(aa) be dlaaloaed to A Jur7 in aft7 civil &u­
tloa or other proceedJ.nr. Al'ul 

(ht) eXMpt aa neceuanr to Utabli3h the 
aooHoablltt,. or tb.J., Acl.. ot.betW'lao btl oro .. 
aent.e4 In. any civil action or other prooee4· 
tar. or 

(ty) a.ny pN'SDQ who acta tn Oilly " OoallCllLl 
capac1t,y witb reepect to t.b.o sate or an Im­
plant. 

(3) Ot)MPQN2NT PART.-
(A) IN G'&HBRAI .. -Tba term tlcompnDlDt 

PMt" mUM'" maDut&cturod piece uf an lm· 
piN-to 

(D) CDTAIIO OOMI'OOOOIT:l.-8llOh tenn I.· 
eludes A mlLRQtaol:u.red placa or lUI tmpla.at _ ..... 

(1) b.&3 8lll'l1tnoo.n' 1Iaa. irnpla.ot. aoppU_ 
tlone: ond 

(U) .. 10110. hAl no Implant VAlu" or pnrpolSll. 
ba' _Mn oomblnad. witb other component 
p.;rtlll &JUt matOl't.ala. eClaatltutea aD ttftplet. 

(4) IIARN.-
(A) IN OEn&RAL.-Tbfl term "harm·' 

maUl&- • 
(I) a.oy Injury to ot d&ai&8'O auCCered bl' all 

Illdlvlu.dal; 
(11) any mDos&' dlSeaso. Ot 4bath of tlU\t tn­

(ltVldllal re8alttng from th .. t lnJ\U'7 or dam­
.... ;an.d 

(111) anI lOetJ to tIlat IndiVidual or any 
other Individual 1'8B11ItIJIg froD! lbo' InJUIT 
ardamaro. 

(8) Jib(""J,.oUSloN.-Tbe tenn don PDt lnc1udo 
-.uy QIIluullt'C1a.1 1000 or 10- llt llr da..naco to 
an lmplaoc.. 

(6) lWPLAln'.-TIle term .. tl'Dplant",mClU1&-­
(A) A mf!lldlcal devtoe that ts 1l1unded b, 

tho mu.a.ufa..at\al'tlJ' or the 46..,.100 
(1) to be placed iato & aur,rtoaJ.ly or natQ­

rally tonned or fllrll!lt.ln$r cavity C)t the bod,. 
rot' ... periOd of At htaat 8Q du . .J'~ or 

Uil to rema.tn in contact ..ntb bodlly fluids 
or int.emD.l bUmAn tlauu thrOurh 10\ aut­
gleau,. PI'04uced opmt.ng ror A Ptl10d of loea 
than 30 dan: and 

('$, IlUture mate""I" aaecl tn ImglAftt prooe-­
duro .. 

(8) MAIt\J"A.C'tOl&KK.-Tbo tenn "maourac­
to.rer" meaDe aay peraon who. With respeot 
to atl lrnplwl t.-

(A) lB tlIng&81H1 tn '!;he maz\Qra.oGUrt. PTeP'-' 
ratioD, PI"DpaaQ.tion., CbDlpoundlDJ. or proc> 
essJhlf (a& Clertn"'tt In HCtlon 510(.)(1») of th& 
,..d ... 1 VOO<!, PfIII'. and 0..",011. Acl (31 
U.B.C. 380( .. )(1)) or IJaIlmplant.; .wl 

(8) Is toQnlro<t-
(l) to register with the 8&oretaJ7 DQl'atlaat 

to aoctton 510 of the P8d.etn1 Food. Dnl.-. and. 
~~o Aot (21 u.S.a. 280) a.n4 thll rosula 
tiona lBsn.ed. Ql\d.fr SIloh MOtion; ADd. 

(It) to lnCludO tbe ~1&Dt DD .. Uat ot de­
...... ·flIed with tho _tary purouant to 
~t.tnn M\(n or neb Aot 4ft U .S.O. 380(J») 
and tbe rCS'llJat.IODl laau.ad. under luch aec­
ttOQ. 

('1) MiDICAL DKVIOB.-Tha tenn .lme4toa.1 
dev1c." means .. 4891oeJ.&O den.a.ed.1.a.lloction 
311(h) or t.ho Fedor.l 1'00<1. Dnlw. &1\4 C0s­
metic A.~ (111 U.S.C. S21(h») •• d lnol.a .. aDy 
device component Dt lLily combln&tlon prod_ 
uct as that term ta 0104 tn aectl0R D03(I') at 
IIUOh Acl (~I U.S.C. 353(r)). 

(8) RAW MATBlUAL.-Tbe term "raw (I'lAt;t.. 
t'I.l" means. aqb!ttanco or pr04uct thAt;.­

(A) has a generic: uaei ADd 
(9) ~ bo u.od in AD appllca.'ion ul:hcr 

tba.1l1Ul lmpianL 

(9) SKCNn'AK,".-Tbe tenn "Sl!cntta.rJ' 
mOMIJ tb.. Secntr.a.ry or Health and Huma] 
S."iCIIIR. 

(10) SBLLEB.-
(A) IN ORNKM .... -Tba tenn "aeller" mean 

.. p8tsOR wbo. In the ClIune at II. buatnll82l can 
d~t6d tot' t..h .. t, pnrpnlU' .• udIM. dt",t.rlhqi;.el! 
Jtuos. paokqea. labels. Dr othorwtae place 
an ImoUUlt I" tbt atN&m or commerce. 

(B) RXCJ,.USIOHL-Tb. tenD dOOll not In 
nludAo_ 

(t) a aelJrtr or lessor of re~1 property; 
(U) a PI'O'Ylder of' prom,tonal eervtees. 11 

an.v' ctJ.ate 1n wbleb. the sale or use ot au lm 
Dlrmt SIS laotdental to the Uaoaactlon and tb 
_enoe at the tranaactlon 18 the turnll!1hlttr 
ot Jl1dprum~ Iklll. or aervtaea: or . 

(til) AII7 Ih'non who AOtIt l.n only a ftna.n 
etal ea.DA01ty with reapect to the sale or a.: 
Implant. 
IIIIC. ... alO'lERAL REQlJIIIEIIIi>l "'puc, 

BOJT'I; I'\IEIiMPTIOl<. 
(II.) ()RHElUL ftEQl.IlR.Ir:MKN"rt\.·-
(1) IN GPKRAJ...-m MY ctvu action oo\' 

ered by thta title. a bloma.terlala auppUe 
may ra1ae by 4OrC4M MIt rortll 111 .DCUO· 
206. 

(3) f'RUCKDvJQ;II.-Nor;wlUlStan4Ing aD; 
other provtaioa of law. the Fedora! or s .... t 
COllrt In whioh a. civil u.etlon covered by th1 
Uti. La pendtng Iban. In oonDectton uttth 
mol.1on tIIr dlllu.lmMlur Jl.4tlsrmllll. ba.Mll!.ln 
deronlSe d.ac.tlbDd in paI'B.(tl'&ph (1). ua.a tb 
procedutM ."t. forth In aecuon 208. 

(b) Apf1,.(C"lllLl'l'Y.-
(l) lIf ClIiINBnAL. 2Jr:oept. _ pl'Ovldaet t 

paraaraDb (2). notwl~ .... nalns any otb. 
provIaton or I" ... tIIll title applllllll to Q 

olvll -.cti01l brCucht bY' A ela.lmant. whetbJ: 
In a i"tldotoa.l 0 .. State ~oW't. agn,lnat A mADt 
racturer. eelhlr. Dr bSomlloteriaJs .uppUw. 0 
the -.ts QI any lafal theGl'J'. COr harm a11~ 
edl,.. caWlftd bJ' an ImplADt • 
(J1li:~WfltOJrrl.-A elvU ILOtion brou~t bv 

pl,lrehaaer 01 a medJcaJ devlc. Cor UBe In pre 
ridlnc' proCtMtODaI It.Itvlcot t&g&.i&t a manti 
ra.cturer. &ollar, or blomaterta.la IIDppliar te 
1088 or 44mage to an Implant or tor cmnmt! 
cia! loea to thl! DUf'ChMtIt- . 

(A) shall nf)t be oonstdem an ~tlon tht 
to 8ubJ .. t to thIB title: an4 

(B) thaIl be govarned by &01111cable cop 
morel&! or oon RaO~ I""'. 

(0) 800'14 0' PR.RBkP'i'1Ol't.-
(1) Ilf GIItfE!lAL.-ThiB UtI. auparaea .. Afl 

State tAW toBU'dJnl recOV0rt rut b:atI 
eAU:DCKl bJ' aJl_lm911LU1. 1WId. NIl' Nler ut proQl 

dUI'B aJllJUCIfoble to a civil action to reoon 
dunA&'''' COt Bach ho.trn. 001.1 to t.b.o bUt· 
that Cbta tttl" eIJtabltsbea a rule of lp.w appl' 
OAhla to t.bD ~ Df au.. dcun""QO. 

(2) APPUCABlLl'l'Y or OI'IIEB. LAWS.-Afl 
tssae tIlaC mHO under thta tltl0 Anil t.bIi~ ! 
nat IrOvlmed by a m.le ot taW' APpnO"ble t 
tlut I'QC!OVQ7 of d&n1q' •• dncribAet In PN'l 
JRPh (1) ahall be IIOT8rnec1 by appUaalll 
FadeNJ ot State l .. w. 

(d) STA1'IJ1'ORY CO~mlucno".-Nothl'" I 
this tl tIe may be construed-

(1) to &tfsct ~ dBtenae available to a dt 
ton4a.Dt 11.IlI4e:r t.n7 other provtalon. at Fee 
eraJ. or State law In an action a.nurlo, bN'l 
0&Qaed by IoU bn:Dl&nt: or 

(2) to craato & caulS of action OJ' red_" 
""""Jurlodl.llon pursllAll 1 to ...,Uon ISSI , 
1SST ot title 28. United Stauu. "nI1ft, '.hRe ot! 
orwtsa wOUld not ezLst. undB1' applicable Fee 
oral Ot sc..te Jaw. 
SI!I). .... LWlII.ITr 01' 810!11An:aw.s SU1'I'I 

""'" (a) 1M OEftER.AL.-
(1) EJWLUBION FROM t.U.BILn'Y .-Except I 

provtded ia D&1'alll"Gpb (2), a biomataria 
sD:ppller ahan not be lJab)e Cor 'uu",," to 
cla.lmant. ca\1:1od by AD Implant. 

<*) 1..a1A$t.a'n'.-A blcnna.t4h·t~lq ,,,,ppllo 
tbato-
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THE PRODUCT SAFElY 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 that threatens the health and safety of Americans, 
particularly women and the elderly, or no action at all. . NOW, the "Product Safety and Liability 
Fairness Act of 1997" proposes real changes to deter frivolous s)l!ts, and to promote faimess, 
effiqiency and uniformity in the product liability system while avoiding the more harsh and 
discriminating effeots of the traditional approach. This bill is more refonn·minded than the 
Rockefeller-Republican bill and goes much further In solving reai civil justice problems. 

PART I: PRODUCT LIABILITY 

I. Deterrepce Of !molon, Pmducrt It'abilltY Astlons 
, 

Sec. 101 and 1-02 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 J 1, this malces for the toughest anti-ft'ivolous lawsuit sanction ever. 
It is proo-smallbusinesl and pro-defendant, guarding against over-zealous plaintiffs. 

: ' 

Sec. 103 and 104 deter frivolous actions in three additional ways: (a) Rule II sanctions 
are made mandatory for product liability actionsj (b) pliuntiffs are required to plead claims for 
punitive damages "with particularity" and with supportive information; and (c) otherwise 
inedmissible evidence that the plaintiff was under the infll.!ence of drugs or alcohol is made 
admissible. These rules will apply in both federal and ,State courts. 

• This putl teeth back in Rule II, the civil procedure rule designed to sanction frivolous 
lawyerl. Judges would once again be required to .ranct/on frivolous lawyers, The 
proponents of Rockefeller-Republican bills talk about frivolous law suits, but do nothing to 
stop them. 

• ' The proponents Qf Roclcejeller-Republlcan btlls claim plaintiffs will add a claim for 
punitive dtJmages without gllrlng it a second thought., This section would bring that 
practice to a hall by requiring investigation and justification prior to maldng such claiml. 

u. Offen Of JudRment ADd Altern,dye Dt'~Hte RcsoludoQ 

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 
stiffpenaity. If the award is less than the offer that the plaintiff rejected, the plaintiff is hit with a 
stiff' penalty. 

• Thll comprehensive provision wtll strongly encollfQ8e settlements betwefln plaintiffs and 
defendants and reduce the burd.n on our courts' dockets. The penalties are severe enough 

:135314 
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that most parties will be deterred/tom waging a blaody, drawn-oullegal battle when 
reasonable settlement offers are made. . . 

, . 
Sec. 202 adopts the Rockefeller languag~ from past bills to encourage Alternative 

Dispute Resolution as established under state law. 
• 

• This provision will further encourage out 0/ Courl settlement and reduce litigation cDsts/or 
all. 

. III. JJnltorm Pmeeduru And Stagd,rd, FOf Pu~IUye namaSe. 

Sec. 301 establishes a nationwide uniform standarci for punitive damages. Only in cases 
where the plaintiff shows by clear and convincing evi~ce that harm resulted from willful 
misconduct or flagrant indifference to safety will punitive damages be allowed . 

. 
• This standard is truly a uniform standard. Unlike the; one-way preemption language o/Ihe 

Rockefeller-Republican bill. II maless II tougher to ~ard punitive damages by raising the 
plalntfff's burden o/proo/to one o/the highest stimdards nation-wide. 

• This provision gives proponents what they have said:/hey want--a predictable and fair 
uniform, fifty-state standard 

Sec. 302 allows the judge to admit a number of~el~vant pieces of evidence, such as the 
financial situation of the parties, multiple punitive damage awards, and prospective awards of 
compensatory damages. . , 

• This pro-tkfendant, pro-small business evidence wi/l. help lead to rational and/alr verdicts 
by the jury, and likely leading to fewer and lesser punitive damage awards. This provision 
Is adopted./rom current and previolls bills. . 

IV. lIn'fOrm Statute O;Llmltltlopa 

Sec. 401 provides for a unifonn, fifty-state statute of limitations. CUes must be brought 
within two years of the discovery of the ~ury, with an exception for the incapacitated. 

• This provl3ion is 0180 adopted/tom current and prev/olls bills. 

V. Study Q(Product I,labillty System 

Sec. SO 1 asks the Attorney General to conduct a stUdy, In coqjunctlon with state courts 
and state attorneys general, on the product liability system in state and federal courts. 

• This study wOlild aI/ow us to find oul what is really going on In our courl 8)lstems, so we 
can make decisions bas,d on/act Instead 0/ anecdote: Nobod)l can object to getting more 
l'!formation. 

235314 
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PART n: BIOMA TEIUAL SUPPLIER LIABILITY 

L Supplier Llab!!Ity 

This section e"e~l1egligenthlomateriaL suPPliers from liability and thus provides 
important protections to (aUpp~ of exltieiJ" materials for life.savb!g devices without insulating 
those w:ho might jeopardize the safety of patients who ¥sc;these products. 

• We mwt QJsure the availability of biomaterial supp~les. while at the same time protecting 
tlwse Americans who rely on the sqfety of medical i",plants and devices. q a supplier 
knows ofth8l1luJlIhood o/hamJ butprOClJlJds a1ly.Way. he should not lie exemptedfrom 
liability. . 

• This approach Is the balanced approach calledjOr ~y the Presid'nt. 

Z35l14 
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Message on Returning Without 
Approval to the House of 
Representatives the Common Sense 
Product l .. iability Legal Refonn Act 
of 1996 
May 2. 1996 

Til the llousc (ifRqJrf'-sf'tlt(Jfi1A!S: 
I am returning hewwit!l without my ap­

proval II.R. 956, the "COmlilOrl Sense Prod­
uct Liability Legal Reform Act of 1996:' 

I support real commonsense product 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 pusSt--d such legislation, 
appropriately limited ill scope and balanced 
in application, meeting these tests. Had the 
Congress done so, J would ha\'c Signed the 
bill gladly. The Congress, however, chose not 
to do so, deciding instead to retain provisions 
in the bill that I made clear I could not ac­
cept. 

This bill inappropriatdy intrudes on State 
authority, and docs so in a way thai tilts the' 
legal playing field against consumers. While 
some Federal action in this area is proper 
because no one State can alleo.·iate nation­
wide problems in tile tort system, the States 
should have, as they always have had, primal)' 
responsibility for tort law. The States tradi­
tionally have handled this job well, serving 
as laboratories for new ideas and making 
needed reforms. This bill unduly interferes 
with that process in products cases; more­
over, it docs so in a way that peculiarly dis­
advantages consumers. As a rule, this bill dis­
places State Jaw 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 {'Om­
pelling reasons, such a one-"'''''' street of fed-
eralism. . 

Apart from this general problem of dis­
plaCing State authority in an unbalallced 
manner, Specific proVisions of H.R. 956 un­
fairly disadvantage consumers and their fami­
lies. Consumers should be able to ('Ount on 
the safety of the products they purchase. And 
if these products are defective and cause 

harm, consumers should be able to get ade­
quate compensation for their losses. Certain 
provisions in this bill work against these 
goals, preventing some injurcd persons from 
recovering the fullmcasure of thcir damages 
and increasing tllc possibility that defective 
goods will ('Orne onto the market as a result 
ofintclltional misconduct. 

In particular, I object to the follOWing pro­
visions of the bill, which subject consumers 
to too grcat a risk of harm. 

First, as I previously havc 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 
injuf)'. When one wrongdoer cannot pay its 
portion of the judgment, the other wrong· 
doers, alld not the innocent victim, should 
have to shoulder that part of the award. Tra­
ditionallaw accomplishes this result. In con­
trast, this bill would leave the victim to bear 
thcse damages all his or her own. Given how 
often companies that manufacture defective 
products go bankrupt, tllis provision has po, 
tentially large ('OllScqueJl(:es. 

This pro\lsion 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-wllOse injuries often involve 
mostly noneconomic losses. There is no rea. 
son for this kind of discrimination. Non­
economic damages arc as real and as impor­
tant to \'ictims as economic damages. We 
should not create a tort system in which peo­
pic with the greatest need of protection stand 
the least chancc of receiving it. 

Second. as I also have stated, I oppoSe ar­
bitrary ccilings on punitive damages, because 
they endanger the safety of the publiC. Cap­
ping punitive damages undermines their vel)' 
pU'lXJSe. which is to punish 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 
cleM intent of the Congress, as expressed in 
the Statement of Managers, that judges 
should use this authority only in the most 
unusual ("ases. 

I n addition, I am conccrned that the Con­
ference Report fails to fix an oversight in title 
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II of the hill, which limits actions against sup­
pliers of materials used in devices implanted 
in the ~ly. In general, title II is a laudable 
attempt to ensure the supply of materials 
needed to make life-saving medical devices, 
such as artificial heart valves. But as I 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 injul)' should not receive any 
protection from suit. Title n·s protections 
must he clearly limited to nonnegligent sup­
pliers. 

My opposition 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 scv­
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 bill, 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 COIl\'icted felon or a bar owner has know~ 
I. . ,j ingly selVcd a drink to an obviously ine­

'# briated customer. J 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, I 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, creating 
this unfortunate ambiguity, in the scope of 
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
ruptcy court issues the automatic stay that 
prevents suits from being flied during hank­
ruptcy proceedings. The effect of this seem­
ingly legalistiC change will be that some per­
sons harmed by companies that have entercd 
bankruptcy proceedings (as makers of defec-r .. :., tive products often dol will lose any meaning­\tJ>' ful opportunity to bring valid claims. 

Similarly, the Conference Report reduces 
the statuk uf repose to 15 years (and less 
if States so prmide) and applies the statute 
to a wider rallge of goods, including hand­
guns. This change, which bars a suit against 
a maker of ail older product even if that prod­
uct has just caused injul)', also will preclude 
some valid sllils. 

In recent weeks, I have heard from many 
victims 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 whose suits against 
makers of defectiw~ contraceptive devices­
and the punitivc damages awarded in those 
suits-forced the products ofT the market, in 
a way that this bill's cap on punitives would 
make much harder. I have heard from per­
sons injured 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
conduct. I therefore must return the bill that 
has been presented to me. This bill would 
undermine the ability of courts to provide 
relief to victims of harmful products and 
thereby endanger the health and safety of 
the entire American public. There is nothing 
comlllon sense about such reforms to prod­
uct liability law. 

The White House, 
May 2, 1996. 

WiUiamJ. Clinton 

Remarks Prior to a Meeting With 
Congressional Leaders and an 
Exchange With Reporters 
May 2. 1996 

Budget Negotiation. 
The Pre.ident. I'd like to make a couple 

of brief opening remarks, and then I'd like 
to let Senator Chafee and Senator Breaux say 
whatever they'd like to say. And then after 
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Remarks on Returning Without 
Approval to the House the Common 
Sense Product Uability Legal 
Refonn Act of 1996 and an Exchange 
With Reporters 

May2,1996 

The President. Good afternoon. Before I 
make the announcement I invited you here 
for today, J want to congratulak the Depart­
ment of Justice on the success of the Zarro 
2 anti narcotics operation that Attorney Gen­
eral Reno announced a couple of hours ago 
today. 

Zarro 2 targeted a Mexican-run cocaine 
smuggling and distribution neh.\!Ork in the 
United States and the Colombian cartel with 
whieh it worked. It dismantled both the orga­
nization that owned the cocaine and the orga­
nization that ran the transportation system. 
locking tip more than JOO indi\iduals 3(.'ross 
the country, seizing almost 6.000 kilograms 
of cocaine and a thousand pounds of mari­
juana. 

Critical to the success of this multi-State 
operation which is a part 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 
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. 

Tooay I am returning to Congress without 
my signature the product liability legislation 
sent to me this week. J take this step because 
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 
defective product. 

I 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. H would 
mean more unsafe products ill our homes. 
It would let wrongdocrs ofT the hook. I can­
not allow it to become law. 

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 
ure- safc. Families should know the cars they 
drive will not explode upon impact. Our 
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 if somcone endangers 
the health of the public, he or she should 
be held responsible. I believe we can protect 
these rights even as we curb frivolous law~ 
suits. 

Let me be clear: We do need legal reforll1. 
America's legal system is too expensive, too 
tillle~consuming, and does-does--contain 
too lIlany frivolous lawsuits. 

As Governor of Arkansas, I signed several 
tort reform bills into law. In 1994, I Signed 
legislation in this room to limit the liahility 
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 pnxluct liability 
legislation, it was clearly an improvement 
over a much more extreme House hill. I still 
had a couple of objections to it, which J made 
very clear. And I expressed the hope that in 
the conference we could resoh'e those objec­
tions so that a bill would be sent to me that 
I could Sign. 

Instead. in the conference. the bill 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 bill. but. as 
too often happens in Washington, were put 
into the final conference \'ersion. 
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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 pe0-
ple. It is opposed by every major consumer 
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, children who have 
few economic damages. and poor people who 
may sufTer grievously but because their 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/unitive damages 
can reward wrongdoers an diminish the de­
terrent impact of punitive damages. 

And if a jury, for 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 ju ries 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 bailout a gun deal­
er, for example, who knowingly sells a felon 
a gun or a bar owner who knOWingly sells 
a drunk another beer before he or she hits 
the road. And I might say, that is why Sarah 
Brady is here today. 

This was supposed to be a product liability 
hill. 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 

put in at the lith hOllr in the conference 
without any hearing in the Senate or the 
House. 

I should also point out that there has been 
a lot of talk in this Congress about the impor­
tance of giving responsibilities back to the 
States. That apparently docs not apply to laws 
relating to the ci\il justice system. This bill 
overrides the laws of <111 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
fOTm the tort laws, and more than 30 of them 
have acted in the are;l of proouct liability. 

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

This legislation is arcane. complex; it has 
a lot of legalisllls 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 reco\'~ 
ery. Several of them are with me today. 

Janey Fair lost a daughter when her school 
bus burst into flames because the manufac~ 
tllTer 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 severnl liability she could bring a 
lawsuit. 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 economic damages. They're not out there 
earning money. Poor people may have just 
as mudl life expectancy Jeft 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 ¥anta lost the ability to 
have children after she IIsed 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. E"ery 
one would have been prevented from full), 
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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J (~mtilllJc to believe that if we \\'('re to 
work I()gcth(~r ill a bipartisan and open fash. 
iOIl we call eruft the right kind of legal reo 
(Orill. I am still willing to do it. Congress 
knows well my specific positions. If it will 
send me a balanced bill that ClIts back on 
frimlolls lawsuits while being fair to families. 
that g:iw~s manufacturers morc predictability 
hut docSIl't bail oul real wrongdoers, I would 
sign slIch a bill without hesitation. 

Bul this bill does not do that. And because 
of the changes that were made in the Senate 
hill lII(wing away from rather than toward the 
'/>eCifics that I asked for and because of 
t lings that were put into the conference that 
were not even a part of the Hou'ic bill, much 
less the Senate bill, I have no choice but to 
vcto i1. And thai is what I have done today. 

Product Liability Veto 
Q. Mr. President, I'm sure you've heard 

Ihat Iht! Rp.publicans are heaping criticism 
upon ),on, s<:t)ing this veto is a payback to 
I he Trial I .awyers Association whose mem­
bers hm"e contributed hea'ily to your reelec­
tion. Your response? 

The President. Well. I know they've said 
that. I think you should go back to them and 
ask them how they rould 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 fmgile 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 learned tbat in the last quar­
ter our economy grew at 2.8 percent. We 
have the lowest lmemployment of any ad· 
vanced eronomy in the world except for 
Japan. And many people believe as a pmctical 
matter it's even lower than that nation·s. I 
do not believe that wc 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 I think that we ought 
to ask those folks that. 

You know, before I got into being an elcct­
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 

own hurts. And so it just seems to me that 
before they notch this one up as a special 
interest vote, I would just say two things: Onc 
is I mad(~ it clear that I would sign ICgislation 
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 1 don't want anybody who's 
like you in the future to be able to recover 
and be Illade whole the way you were." 

And if they-I'll be glad to have the special 
interest discussion with them if they first say, 
"It is fine with me if these people, 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, I believe 
that the better tax cut for Americans is to 
give people a deduction for the cost of edu­
cation after high school 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 
rontinued 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 rontcxt 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 rommon savings to· 
gether. We ought to have a tax program­
a tax relief program-that we can afford. and 
we ought to do it. I would be happy to talk 
witll them about this. 

Bllt 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 going to do it in the context of bal-
ancing the bud,et is not a responsible thing C ' 
to do. But I'm lappy to talk to them about '..:.'~':' 
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it. But we have to do it, aware of its ron­
sequences and of the choices which it will 
impose upon us. And I think we ought to 
come in and start these budget discllssions, 
and if they want that to be a part of it, it's 
fine with me. I'll be glad 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 Iwre and 
talk with you about the balanced budget. 
Why isn't that working, would you say? How 
long are you going to keep-

The President. Well, I don't know. You'd 
have to ask him that, because. if you remem· 
ber, the first day I 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, 1 accepted. So I'm to willing to meet 
,vith them under any circumstances and try 
to get-I'll 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 th~we've got the tele· 
communications bill. We've got the terrorism 
bill. We got this year's budget. I would have 
signed a budget I Signed last week on the 
first day of the budget year, 6, i months ago. 
We've got the bill on lobbying reform. When· 
ever we work together, we can still makc 
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. 

Pre .. Secretary Mike MCCurry. Thank 
you. Mr, President. 

The President. I'll tale one more. 

Product Liability Veto 
Q. Mr. President, you just suggested 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 wo·uld. But I want 
to point out, it's different froill like the secu­
rities law issue where, essentially, I approved 
the bill except for the changes that were 
made in the ronferencc that 1I0lxxl), ever de· 
bated. And I made that clear. And that's an 
area of Federnl Jaw. 

There is a general feeling among people 
around the rountry that ther~ are too Illany 
frivolous lawsuits. The only point rill 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 1 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 ought 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 Federnl 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 likc they nevcr 
debated this, not like they never made any 
decisions. Thcy've been qUite acth'e 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 Pre.o;ident spoke at 2:43 p.m. in the 
Oval Oflke at the White House. 
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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 "refonn. n 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 (I) 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 stste 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 maintaining a fair balance between 
the interests of consumers and defendants. 

The Politics of the Issue 

As you well know. there are strong political forqes on both sides of this issue. Having 
Senator Rockefeller as a major supporter of the traditional approach makes matters more 
difficult for some D~ocrats. 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 wI!ether to veto a "traditional" product 
liability bill. My legislation could clear the way, for truly fair and balanced reform. 

Attscbment 
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A tremendous opportunity exists for the Preside~t 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" (S. 5) was introduced with no Democratic c0-

sponsors. Senators Ashcroft, McCain and Gorton., are the chief proponents of the product 
liability bill. Senator Rockefeller has been attempting to work closely with these Republicans. 
S. 5 is scheduled for mark-Up in the Senate Commerce Committee on May 7th. We do not 
expect any major changes to the four major elements of the bill: (1) limitations on punitive 
dantages; (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 hill. 

II. Background 

The conference report on last year's product liability bill passcd the Senate on final 
passage by a vote of 59-40 after RepUblicans invoked cloture on their fourth attempt by a vote 
of 60-40. AU 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 f"umIy opposed to the traditional approach. 

ill. 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 I7y the Press Secretary, 5/10/95; Statement of Administration 
Policy, 3/16/96; Remarks of the President in Veto of Product Liability Bill, St2/96). 
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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.A.P. 
4125/95; "[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 I:7y the Press Secretary, 5/10/95; "[t]he 
Administration ... opposes the abolition of joint and se~eral liability for non-economic 
damages." S.A.P. 3/16/96. 

Further, the President has repeatedly stated his qpposition 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 against the 
potential gains or profits from the wrongdoing," S.A.P. 4125195; n[t]he Administration .,. 
opposes an artificial ceiling on the amount of punitive damages that may be awarded in a 
product liability action," S.A.P. 3116/96. 

Finally, the President has voiced strong objections toi-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 law only when that law is more 
favorable to the consumer ... [t]his 'one way preemption' unfairly disadvantages consumets." 
S.A.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 Veto 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 RepublicanlRockefeller bill will remedy the 
defects objected to by the President. Further, this old-approach bill willTWt focus on the 
President's concerns about the current system. The ReilU~licanlRockefeller product liability 
bill will not focus on limiting frivolous lawsuits; it will neit make lawsuits less expensive, and 
it will not make lawsuits less time-consuming. The focus of the RepublicanlRockefeUer 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 bili' which takes a completely: different approach to this long 
stagnated problem by focusing on the very con~ms at\iculated by the President -- frivolous 
lawsuits and the time. and expense of litigation. If the President were to endorse the Breaux 
bill he would staJUi for the limited, balanced re/onn he has always supported while being true 
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to his objections as to the most unfair and /uJrmjul provisions of the Republican/Rockefeller 
approach. 

B. Provisions of the Breaux;BiIl . 

The Breaux bill would 1) Deter the fiImg 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 pro~ding 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 stIUl9-ard 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 infoim lawmakers as to any true problems 
in the system; and,S) Adopt the RepublicanJRockefeller two year statutute of limitations from 
date of notice provision. . 

. 
C. What the Breaux Bill Doesn't D.o 

The Breaux bill is equally important for what it ·does not do. It does not arbitrarily 
cap punitive damages. It does not relegate non-C!'O~omi:c 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 iiability reform would vastly prefer the 
Breaux approach to the one-sided approach of the RepublicanlRockefeller bill and thus would 
not actively oppose the new approach. 

E. Legislative Scenario 

It is critical that the Breaux bill be introduced and endorsed by the President prior to 
the RepublicanlRockefeller bill being brought to the Senate floor. There are numerous 
Democratic Senators who will be put in a very difficul~ position by having, as in past years, 
the choice of only opposing all product liability reform or supporting the 
RepublicanlRockefeller bill. If by the time they are foiced to vote on the matter on the 
Senate floor there is an Administration-backed .uternative, this will provide a welcome 
opportunity to a number of Democratic Senators. 

The result, presumably, will be the inability of the Republicans to invoke cloture on 
the RepublicanlRockefeller 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 
RepubJican/RockefeUer 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 ai all. Now, the "Product Safety 
and Liability Fairness 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 Friyolous Product Liability Actions 

Sec. 101 and 102 require the plaintiffs 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 II 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. 

II. Offers Of Judgment And Alternatiye 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 oflimitations. 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. 
235314 



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 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 eliminatingfrivolous 
lawsuits and penalizing lawyers who bring frivolous claims or make frivolous 
motiolls. 

• 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 lIew 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 lIew approach adopts the best of the propollent'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 lIew 
approach does 1I0t, 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. 
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o This new approach gives business the protection it needs by discouragingfrivolous 
suits and encouraging settlement withOl/l arbitrarily cutting-off people's rights. 
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To: John Hilley 
Bruce Lindsey 
Kathy Wallman 
Elena Kagan 
Tracey Thornton 

From: Peter Jacoby 

April 9, 1997 

'P ....,LeT Uo..!,n L..~ -
~61c...h,---

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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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 ai all. Now, the "Product Safety 
and Liability Fairness 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 Frivolous Product Liability Actions 

Sec. 101 and 102 require the plaintiffs 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. 

II. ·Offers Of Judgment And Alternatiye 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 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 eliminatingfrivolous 
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 nell' approach actually does something by instituting 
comprehensive selliement and alternatil'e dispute resolution systems. 

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

o This nell' approach adopts the best of the proponent's ideas by providing a national, 
uniform standard for the alVaI'd of punitive damages applicable in all states. The 
proponents in the old debate demanded uniformity -- this nell' 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 ofmerit-­
based on the age of a product, and strict statutes of limitations. 

235320 

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