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RESPONSE OF CLAIMANTS’ ADVISORY COMMITTEE

TO MOTION OF DOW CORNING CORPORATION FOR A DETERMINATION THAT TISSUE EXPANDERS DO NOT CONSTITUTE BREAST IMPLANTS FOR PURPOSES OF ELIGIBILITY FOR SETTLEMENT BENEFITS UNDER THE DOW CORNING AMENDED JOINT PLAN OR REORGANIZATION

The Claimants’ Advisory Committee (“CAC”) respectfully submits this response to Dow Corning’s Motion regarding whether the Plan-defined term “Breast Implant” includes tissue expanders implanted in the breast.  For the reasons stated herein and in the separate Motion on this same issue filed by the CAC, we respectfully submit that the correct interpretation of the Amended Joint Plan language in Section 1.1.7 is that tissue expanders that were implanted in the breast meet the definition of “Breast Implant.”

ARGUMENT

Dow Corning acknowledges in its Motion that the Plan interpretation in question concerns the definition of the words “Breast Implant” at Section 1.17 of the Amended Joint Plan of Reorganization.  That definition is simple and straightforward.  Section 1.17 states that:

Breast Implant means all silicone gel and saline-filled breast implants with silicone elastomer envelopes manufactured and either sold or otherwise distributed by the Debtor.

The CAC established in its Motion that Dow Corning tissue expanders implanted in the breast were manufactured using a silicone elastomer which was later filled with saline, and they were marketed and specifically intended for implantation in the breast.  (See Exhibit 1 to CAC’s Motion, product literature from Dow Corning on the Silastic Tissue Expander H.P.)  The affidavit of Eugene Jakubczak attached to Dow Corning’s Motion also acknowledges that each of the criteria in the Plan definition is present for breast design tissue expanders.  Therefore, looking at the clear and unambiguous Plan definition and Dow Corning’s own documents and admissions, the CAC respectfully submits that the issue can be easily resolved.  Tissue expanders implanted in breast (but not elsewhere) meet the definition in Section 1.17 of the Plan, and claimants with these implants should be entitled to participate in the Plan just as claimants with tissue expander implants were allowed to participate in the RSP (a settlement that covered only breast implant claims).
Dow Corning’s Motion attempts to impose additional criteria that quite simply are not in the Plan definition.  These additional criteria are not relevant and should not be considered.  The only question before the Court is whether breast design tissue expanders meet the criteria in Section 1.17.  We believe that they do.
Breast Design Tissue Expanders Are Structurally and Functionally Identical to Breast Implants
While acknowledging that breast design tissue expanders meet all of the criteria in Section 1.17, Dow Corning attempts to distinguish them by claiming that they were intended to be implanted for a period of up to 10 weeks.  (See Affidavit of Eugene Jakubczak at ¶ 6)  However, the Plan language does not impose any length of implantation time in the definition at Section 1.17.  If Dow Corning’s position on length of implantation were imposed, then many claimants with saline and silicone gel implants would likely not qualify because there are numerous instances – both in the reported literature and in actual claimant experience – where saline and silicone gel implants were removed within days or weeks of implantation because of a problem with or reaction to the implant.  (See e.g., “Augmentation Mammaplasty Associated with a Severe Systemic Illness,” Annals of Plastic Surgery, Vol. 3, No. 5, 445-447 (November 1979), attached as Exhibit 1 hereto, where it was reported that a woman experienced a systemic, near fatal illness within 24 hours after implantation of a silicone gel breast implant resulting in its removal 11 days later.)  Dow Corning has never asserted nor does the Plan have a requirement that claimants would be eligible or ineligible based on how long the implants remained in the body.
Second, while Dow Corning acknowledges that tissue expanders are filled with saline – as the Plan definition requires – they assert that tissue expanders are ineligible because they did not contain saline at the time of manufacture but had a fill valve for doctors to fill the implant with saline at the time of implantation.  (See Affidavit of Eugene Jakubczak at ¶ 8-9)  This, however, is not part of the agreed language in the Plan definition of Breast Implant.  Section 1.17 simply provides that the implant must contain silicone or saline.  Tissue expanders contain saline.

Third, Dow Corning attempts to distinguish tissue expanders by claiming that they came in many different sizes and shapes and some were made for areas other than the breast.  (See Affidavit of Eugene Jakubczak at ¶7)  This argument again ignores the fact that the Plan definition does not discriminate between eligible implants based on their size or shape.  This notwithstanding, it is beyond question, as we noted in our Motion, that Dow Corning made tissue expanders specifically marketed, labeled and intended for implantation in the breast.  They were labeled as “breast design.”  (See Exhibit 2 to the CAC’s Motion, a copy of a product label for a Dow Corning “Tissue Expander Implant, Breast Design.”  And despite Dow Corning’s claim that they made 250 shapes and sizes of tissue expanders, their own literature states that tissue expanders for the breast are “available in three shapes ….”  (See Exhibit 1 to CAC’s Motion, a copy of a Dow Corning Silastic Tissue Expander H.P. brochure)  Thus, the number of shapes for breast design tissue expanders is insignificant -- only 3 out of the 250 tissue expander shapes made by Dow Corning were breast design.
 
Last, Dow Corning asserts that tissue expanders are not “Breast Implants” (capital “B” capital “I”) because they’re not “breast implants” (small “b” small “i”).  The argument is circular and unhelpful.  Admittedly, the Plan definition is also circular but the CAC believes that the intended definition was inclusive of any device implanted in the breast that contained silicone or saline surrounded by a silicone elastomer.   Breast design tissue expanders meet the Plan’s definition.
The Product Identification Provisions Include Breast Design Tissue Expanders
Dow Corning contends that the product identification protocols in Schedule I to the Claims Resolution Procedures (Annex A to the Settlement Facility Agreement) exclude tissue expanders.  We disagree.  As evidenced by Exhibit 1 to the CAC’s Motion, Dow Corning’s product literature marketed tissue expanders under the Silastic brand name (“Silastic Tissue Expander H.P.”).  “Silastic” is an eligible brand name for breast implants in the Plan.  Thus, tissue expanders not only meet the Plan’s definition of Breast Implant, but the list of eligible breast implant brand names includes them as well.
Dow Corning’s next assertion is that tissue expanders should not be included because Dow Corning omitted information about them during training of the Settlement Facility’s product identification reviewers.  This argument does not merit a response other than to state the obvious, i.e., both Dow Corning and the TCC were aware at the time the product identification training sessions were held in 2002 and 2003 that tissue expander eligibility was disputed.  It is not surprising, therefore, that tissue expanders were not included in the training manual or session.  It was always assumed that this information would be added when the issue was resolved.  Similarly, no additional product identification training of claims reviewers would be needed as Dow Corning claims since there are only three shapes of breast design tissue expanders, and training for these can be limited to providing the relevant supporting documents to the Settlement Facility.
Including Breast Design Tissue Expanders Is Not A Plan Modification

Dow Corning claims that “it was never the intention of the parties to include tissue expanders within the scope of products eligible for Breast Implant (or other) settlement benefits” and that including them at this point would be a Plan modification.  (Dow Corning’s Motion at p. 6)  We disagree.  
First, Dow Corning points to the estimation testimony to support its position.  The estimation testimony presented at the confirmation hearing in 1999, however, does not expressly exclude tissue expanders implanted in the breast from the Plan definition of “Breast Implants.”  Exhibit A to Dow Corning’s Motion is a chart (which is marked “Preliminary and Unchecked” and is not a final exhibit used at the confirmation hearing) was prepared solely by Dow Corning and its expert, Fredrick Dunbar, not by the TCC.   The chart contains separate tables for Covered Other Products and Not-Covered Other Products and includes “Tissue Expander” within the Not-Covered Other Product section.  The chart does not define the term “Tissue Expander” to differentiate between breast design and others that are not intended for implantation in the breast.  Thus, it is not possible to determine what Dow Corning’s expert intended by listing Tissue Expanders in the Not-Covered Other Product chart.  Finally, the CAC submits that the inclusion of tissue expanders as Not-Covered Other Products is consistent with our position that some tissue expanders properly belong in this category because they were not intended to nor were they implanted in the breast.
Second, Dow Corning claims that breast design tissue expanders should be excluded because their inclusion was not part of the estimation calculations and could undermine the financial integrity of the Plan.  (Dow Corning’s Motion at p. 6)  This claim simply does not withstand scrutiny.  First, Exhibit A to Dow Corning’s Motion contains a chart that lists the total number of tissue expanders implanted in U.S. claimants – 1,041.  It is unlikely that all of these tissue expanders are breast design, particularly in light of Dow Corning’s assertion that it made 250 shapes of tissue expanders and only three were designed for implantation in the breast.  Further, the chart at Exhibit A to Dow Corning’s Motion shows that at least 120 of these tissue expanders are listed as “Unknown Mfg” and another 461 list a manufacturer other than Dow Corning.  Thus, the inclusion of the remaining 460 tissue expander claims (assuming that all were breast design) that are by definition limited largely to disease benefits would not have a significant impact on the funding of a $2.35 billion (NPV) settlement fund.

The CAC also notes that the Proof of Claim form used to register claims against Dow Corning does not distinguish between breast implants and tissue expanders.  (See Proof of Claim Form, attached as Exhibit 2 hereto)  Question 10 of the Proof of Claim form asks claimants to check a box to identify the type of implant they had.  The available boxes on the form are:  
ٱ
Breast Implant

ٱ
Raw Materials supplied by Dow Corning and used in implants made by 

other companies
ٱ
TMJ
ٱ
Chin/Other Facial Implant
ٱ
Testicular/Penile Implant
ٱ
Silicone Fluid Injection
ٱ
Contraceptives implanted in upper arm
ٱ
Silicone Small Joint Orthopedic – finger, toe, wrist, other

ٱ
Metal Large Joint Orthopedic – hip, knee, other

ٱ
Unknown

ٱ
Other

There is not a box to check for tissue expanders.  The CAC has been informed by many claimants and counsel that they checked the box on the Proof of Claim form for “breast implant” when they were referring to a tissue expander implanted in the breast because this was the only logical choice available.  This is understandable also since the MDL settlement included tissue expanders as breast implants for purposes of establishing eligibility for compensation.  Thus, Dow Corning’s claim that tissue expanders implanted in the breast were not included in the estimation for the confirmation hearing is contradicted by the Proof of Claim form itself which contains only a single box for breast implant.  Their claim that allowing claimants with breast design tissue expanders to participate in the Plan could increase the financial obligation of the SF-DCT is unsupported and speculative as demonstrated above.  It is just as likely that breast design tissue expanders were included in the estimation figures if claimants and attorneys completed the Proof of Claim form and used the terms breast implant and tissue expanders interchangeably.
The Plan Requires Claims Be Processed Like The RSP
Dow Corning asserts – without any factual or evidentiary basis – what the intent of the RSP defendants was in including tissue expanders in the definition of eligible breast implants in the RSP.  Whatever their intent – which is unknown – the bottom line is that they were included as breast implants eligible for compensation in the RSP.  The Settlement Facility Agreement expressly directs the Claims Administrator to follow the RSP processing guidelines.  (See Settlement Facility Agreement at 4.03(a))  Despite Dow Corning’s claims, the processing guidelines for tissue expanders were not modified in the Plan – expressly or otherwise.  Indeed, Dow Corning does not point to any Plan language that supports their position that the Plan modified the RSP’s processing protocols and interpretations with respect to breast design tissue expanders.  The Claims Administrator therefore must follow the RSP’s processing guidelines with respect to tissue expanders.
The Literature Review For Other Manufacturers Is Irrelevant

Dow Corning attaches product literature for the Gibney product manufactured by Cox Uphoff International and the Becker product manufactured by Mentor.  Notwithstanding that neither of these companies were part of the RSP, the literature is irrelevant to the present Plan interpretation.  The issue before this Court is the interpretation of Section 1.17 of the Plan and the agreed-upon definition of “Breast Implant.”  Literature from other manufacturers is not helpful to interpreting Section 1.17.  Moreover, Dow Corning’s broad conclusion about what other manufacturers thought about tissue expanders and breast implants
 is not supported by any evidence.  It therefore should be disregarded.

Finally, Dow Corning submits a lengthy affidavit by Eugene R. Jakubczak of Dow Corning.  The affidavit adds nothing new to the current debate other than to affirm what Dow Corning has stated in its prior pleadings, i.e., that it did not intent to include tissue expanders in the definition.  The TCC did intend to include them, however, and reasonably relied on the RSP definition and treatment of breast implants and on the common and interchangeable usage of the two terms by the RSP Claims Office.  If an opinion of someone with 40 years of experience at Dow Corning is needed to define the term “Breast Implant,” then the CAC submits that this opinion should have been made available and known to claimants at the time that they voted on the Plan in 1999.
Summary

Dow Corning’s product literature evidences that tissue expanders implanted in the breast meet the criteria in Section 1.17 of the Plan for a “Breast Implant.”  They have an elastomer envelope, are filled with saline, are manufactured by Dow Corning and are implanted in the breast.  For the foregoing reasons and as further provided in the CAC’s Motion, the Claimants’ Advisory Committee respectfully requests that this Court interpret “Breast Implants” to include tissue expanders implanted in the breast.

Respectfully submitted this 9th day of August, 2004.
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Dianna Pendleton-Dominguez

� Interestingly, saline breast implants are not filled with saline at the time of manufacture either, but are filled by doctors at the time of implantation just like tissue expanders are.  But Dow Corning does not claim that saline breast implants are somehow disqualified based on when they are filled with saline.





� The CAC has never asserted that all tissue expanders that were marketed, labeled or implanted in areas other than the breast are eligible as Breast Implants.  But at least the three shapes of tissue expander implants that were implanted in the breast do meet the Plan definition and should qualify.





� For example, tissue expander claimants cannot recover rupture compensation because that is available only for ruptured silicone gel implants and tissue expanders contain only saline.  Second, if tissue expanders truly were used short term until a silicone gel breast implant was implanted as Dow Corning claimed, then these claims would not be eligible for explantation compensation either since explantation is available only if the claimant did not receive a subsequent silicone gel breast implant.  Last, the chart at Exhibit A to Dow Corning’s Motion shows that 278 of the remaining 460 tissue expander claims have an additional implant made by a company other than Dow Corning.  This means that these claimants could be subject to the 50% multiple manufacturer reduction based on their other implant, further reducing the overall payout for breast design tissue expander claims against the Settlement Fund.


� The Proof of Claim form was used for the bar date registration process in 1996 and 1997.  The term “Breast Implant” as defined in the Plan was not developed until 1999.


� Dow Corning claims – without an evidentiary basis – that “the manufacturers did not consider tissue expanders and breast implants to be one and the same – they were different products with different functions.”  (Dow Corning’s Motion at p. 8)
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