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Date: 

WC&P 

WILMER, CUTLER &. PICKERING 
2445 M Street, N. W. 

Washington, D.C. 20037-1420 
Telephone: (202) 663-6000 
Facsimile: (202) 663-6363 

August 26, 1996 

658 P01 AUG 26 '96 11:15 

For; 

Company: 

Elena Kagan Facsimile Number: (202) 456-1647 

Maln Number: (202) 456-7594 

From: Ron Greene 

COMMENTS: 

In accordance with our conversation today. 

We are beginning to send a communication of ~ pages (including this cover sheet). If transmission is 

interrupted or of poor quality, please notify us immediately by telephone at (202) 663·6712. 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE INDIVIDUAL OR ENTITY TO WHICK IT IS ADDRESSED AND MAY 
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND EXEMPT FROM OISCLOSURE UNDER APPLICABLE LAW. If 
the reader of this message is not the intended rec:ipient or the employee or agent responsible for delivering the message to the 
Intended recipient, you are hereby notified that any dissemination, distribution, or copying of this communication is strictly 
prohibited. If you have received this communicetion in error, please notify U~ immedi~taly by telephone (collec:tl, and ·return the 
original message to us at the above address by post. Thank You. 
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August 2, 1996 

AMENDMENT TOB.R. 3468 

Page 7, line 18, strike "or" and in line 21 strike the 

period and insert"; or". 

Page 7, add after line 2l the following: 

(iii) a person alleging harm caused 

by either the silicone gel or the silicone 

envelope utilized in a breast implant 

containing silicone gel, provided that this 

exclusion from the definition of the term 

"claimant" shall not be construed in any 

civil action (including a civil action to 

which this Act is not applicable) to 

constitute a finding by Congress concerning 

whether harm mayor may not result to a 

person from the use of either silicone gel or 

silicone envelopes in silicone gel breast 

implants. 
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DRAFT 
August 23, 1996 

AMENDMENT FOR FRAUDULENT MISREPRESENTATION 

Insert as section 5(e); 

(e) LIABILITY FOR FRAUDULENT MISREPRESENTATION--A raw 

material or component part will be deemed not to constitute the 

product described in the contract between the biomaterials 

supplier and the person who contracted for delivery of the 

product for purposes of section SId) (1) (A) if the biomaterials 

supplier--

(1) knew at the time the buyer contracted for 

delivery that use of the raw material or component in 

the implant at issue would likely cause the harm 

allegedly suffered by the claimant and concealed such 

knowledge from the person who contracted for delivery 

of the product; or 

(2) with the intention that the buyer rely on the 

misrepresentation, fraudulently, expressly, and 

affirmatively misrepresented to the person who 

contracted for delivery of the product that the raw 

material or component part would be safe for use in the 

manufacture of the implant that allegedly caused the 

harm suffered by the claimant or similar devices. 

A biomaterials supplier shall not be found liable under this 

subsection if he expressly disclaimed any knowledge or 

representation concerning the suitability or safety of the raw 
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material or component part for use in the manufacture of implants 

or medical devices. 

Insert in section 6(d) (1) (A) after "BASIS FOR ENTRY OF 

JUDGMENT.--II: 

"Except as set forth in subparagraph (e) . . 

Insert as section 6(d) (1) (e): 

" 

(e) LIABILITY FOR FRAUDULENT MISREPRESENTATION.-­

A biomaterials supplier shall be entitled to entry of 

judgment without trial in any case in which the 

claimant alleges liability under section 5(e) unless, 

solely on the basis of affidavits submitted and 

discovery permitted under this section, the claimant 

(i) demonstrates by clear and convincing evidence all 

the elements of liability under section 5(e), and (ii) 

presents clear and convincing evidence rebutting any 

defense raised by the biomaterials supplier under 

section 5(e). The preponderance of the evidence 

standard included in section S(d) shall not apply to 

claims governed by this subsection. 


