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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN
SOUTHERN DIVISION

IN RE: §
CASE NO. 00-CV-00005-DT

DOW CORNING CORPORATION, (Settlement Facility Matters)

§
REORGANIZED DEBTOR § Hon. Denise Page Hood
§

RESPONSE TO MOTION TO DEEM
PRE-1971 SILICONE GEL BREAST IMPLANTS DOW

Dow Corning Corporation (“Dow Corning”) respectfully submits this Response fo
Motion to Deem Pre-1971 Silicone Gel Breast Implants Dow filed by Houssiere, Durant &
Houssiere, LLP.!

The law firm of Houssiere, Durant & Houssiere, LLP (“Houssiere”) claiming to
represent “numerous claimants” filed the Motion to Deem Pre-1971 Silicone Gel Breast
Implants Dow (the “Motion”). The Motion can only be characterized as an attempt to
modify the confirmed and substantially consummated Amended Joint Plan of
Reorganization (the “Plan”).2 Houssiere asserts in the Motion that Dow Corning was
the only manufacturer of silicone gel breast implants prior to 1971 and that “neither the
claims office nor Dow will accept responsibility for such implants.” Motion at 2.

Although not stated clearly in the Motion, it appears that Houssiere has submitted

! This Response is submitted in accordance with the Stipulation and Order Establishing Procedures for
Resolution of Disputes Regarding Interpretation of the Amended Joint Plan, entered June 10, 2004.

2 The motion uses the shorthand term “Dow” to refer to Dow Corning Corporation. This usage may
engender confusion because The Dow Chemical Company, one of Dow Corning Corporation’s
shareholders, is frequently referred to as “Dow” and indeed its NYSE symbol is “DOW.” It would
therefore be more appropriate to refer to Dow Corning Corporation as “Dow Corning” or “DCC."
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claims to the Settlement Facility-Dow Corning Trust (SE-DCT) for 7 individuals who
received implants before 1971 and that those claimants have not provided the
documentation of Proof of Manufacturer that is required by the Plan. Consequently, it
appears, the claims have been found deficient by the claims office. See Motion at 2, 3,
Exhibit G. Rather than pursuing the Individual Review Process (as permitted under the
Plan) or awaiting the results of an appeal as specified by the Plan, Houssiere has filed
this Motion asking this Court to, in effect, re-write the Plan.

The Motion must be denied. First, the Plan mandates a clear and specific
procedure for the appeal of determinations of the claims office and that procedure does
not authorize an appeal directly to this Court. Second, the Plan contains detailed
guidelines defining acceptable Proof of Manufacturer: neither the SE-DCT nor the
Court has authority to add to those guidelines as Houssiere requests. Finally, any
objections to these Plan provisions should have been raised long ago in the context of
the confirmation proceedings. It is improper and unfair for Houssiere to now ask the
Court to circumvent the procedures, and alter the substantive guidelines, that were
intensely negotiated between Dow Corning and counsel representing the interests of
claimants, approved by an overwhelming majority of claimants, and confirmed by this

Court?

% Further, to the extent the Motion purports to seek relief applicable beyond Houssiere’s own 7
claimants, it is overbroad and improper.

2
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Background

Under the Plan’s settlement option a claimant is eligible for payment only if she
or he meets several eligibility requirements and is able to submit appropriate medical
documentation to support the requested payment option. These and other Plan terms
were the subject of lengthy and contentious negotiations between Dow Corning and the
Tort Claimants” Committee, which represented the interests of all claimants, including
those with pre- and post-1971 implants. The Plan, including product identification
guidelines agreed upon between Dow Corning and the Tort Claimants’ Committee, was
made available to all claimants — including the 7 claimants involved in the Motion as
well as their counsel - during the solicitation and voting period and before the
confirmation hearing. An overwhelming percentage of claimants then voted for these
terms, and the Plan was approved by the Court. Neither these claimants nor Houssiere
objected to any of these product identification provisions.

The Plan requires that Settling Personal Injury Claims shall be processed in
accordance with the specified Claims Resolution Procedures and that “[o]nly those
Claims that satisfy the eligibility criteria specified in the Claims Resolution Procedures
as applicable are eligible to receive payment, except to the extent that the Reorganized
Dow Corning accepts Claims through the individual Proof of Manufacturer Review...as
specified at Schedule I, Part LF. ...of the Claims Resolution Procedures.” Settlement
Facility and Fund Distribution Agreement (Settlement Facility Agreement) § 5.01(a). The

Claims Resolution Procedures in turn define the threshold eligibility requirements for
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all settling claimants: to be eligible for settlement payments, claimants must satisfy
certain basic requirements including the submission of “acceptable Proof of
Manufacturer, as set forth in Schedule I, Part I and/or Il or IIL,... as applicable, of these
Claims Resolution Procedures.” Claims Resolution Procedures (Annex A) to the Settlement
Facility Agreement § 5.01(f) at 7. The Proof of Manufacturer requirements for breast
implant claimants are spelled out at Schedule I, Part I of Annex A. Section A specifies
the brand and implant names that the SF-DCT is permitted fo accept and the applicable
time periods for each of those names. Section B lists 19 different forms of acceptable
proof that a claimant may submit to demonstrate acceptable proof of a Dow Corning
implant. Those forms of proof include hospital records, medical records, implant labels
and affirmative statements from doctors and apply to all implants regardless of year of
implantation.*

Section D lists Unique Product Identifiers — that specify 8 different identifying
characteristics that can be used to demonstrate acceptable proof if the claimant submits
a photograph of the explanted implant or the medical records of the surgeon who
removed the implant. Thus, even if the claimant does not have specific implant records,
she can rely on appropriately documented records related to the removal surgery.

Notably, Schedule I contains particular Unique Product Identifiers for pre-1971

* Through these affirmative statements, claimants who cannot locate old medical records may
substantiate product identification.
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implants. See Annex A, Schedule I, Part ID. 1-2, at 60-61. The SE-DCT has no authority
to accept forms of proofs that do not meet these Plan requirements.

The Plan also contains a provision documenting Dow Corning’s agreement to
cooperate with the claims office in connection with the review of Proof of Manufacturer.
In the event that the SF-DCT receives a Proof of Manufacturer submission that does not
meet the requirements of the Plan, the SF-DCT has the authority to seek Dow Corning’s
review of such materials. Dow Corning has the discretion to accept or reject such
documentation. The program under which Dow Corning reviews Proof of
Manufacturer submissions is termed the “Individual Review Process” or “IRP.” The
IRP has been functioning since early to mid-2003 after the claim forms were mailed. As
of January 25, 2005, the IRP had reviewed 1,983 submissions for breast implants
provided by the claims office, including 190 with a known implant date before 1971,
and had found acceptable Proof of Manufacturer in 79 of those submissions with a
known implant date before 1971. See Affidavit of Kenneth L. Montague, attached hereto
as Exhibit A (the “Montague Aff.”), at I 7-9. In addition, the Plan requires Dow
Corning to provide to the SF-DCT sales records and lists of lot and serial numbers that
will assist the SE-DCT in reviewing Proof of Manufacturer submissions. The Motion
incorrectly alleges that Dow Corning has failed to provide the sales information to the
SEF-DCT. In fact, Dow Corning provided the sales data to the SE-DCT in electronic
format in March 2003. Copies of the transmittal letters that accompanied the data are

attached at Exhibit B.
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The Motion indicates that 7 individuals represented by Houssiere have sought a
determination from the SF-DCT that they have acceptable Proof of Manufacturer based
on the mere “fact” that they received implants before 1971. The Motion does not
explain or disclose the evidence submitted to the SF-DCT proving that these individuals
actually received silicone gel breast implants. The Motion and its Exhibits appear to
indicate that these individuals sought to appeal a determination by the SF-DCT that
their Proof of Manufacturer submissions were deficient and that as of the date the
Motion was filed, the claimants had not received a determination on re-review or
appeal.

Although the Motion is directed at the processes employed by the SE-DCT, there
is an assertion that Dow Corning has not accepted responsibility for implants it made
“when the claimant could not meet the technicalities contained in the Plan....” Motion
at 3. None of the claims at issue, however, has been submitted to the IRP for review.

See Montague Aff. at I 10-12.

Argument

A. The Product Identification Requirements Are Specified
By The Plan And Claimants Cannot Seek A Modification
By The SF-DCT Or By This Court.

As the Court knows, the Plan was the result of lengthy and often contentilous
negotiations between the Tort Claimants’ Committee and Dow Corning (the “Plan
Proponents”). In the end, the Plan was overwhelmingly approved by claimants and
approved by this Court. The Plan contains detailed guidelines - negotiated and agreed
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to by the Plan Proponents — for the submission, review and allowance of claims in the
settlement option. In particular, the Plan contains very specific requirements for the
submission of Proof of Manufacturer. These provisions spell out clearly the type of
documentation required for acceptable proof. The basic Proof of Manufacturer
guidelines have been available to claimants since early 1999 when claimants were asked
to vote on the Plan.® Shortly before the Effective Date, Dow Corning agreed to expand
the forms of acceptable proof and, as a resuit, added Paragraphs 17 through 19 and
expanded Paragraphs 5 and 13 of Schedule I, Part I, Section B.

The SF-DCT is authorized to accept only the forms of Proof of Manufacturer
specified in Annex A to the Settlement Facility Agreement. Section 5.01 of Annex A
states quite clearly that to be eligible to participate in the Settlement Program the
claimant must submit acceptable Proof of Manufacturer as set forth in}Schedule Ito
Annex A. Section 6.02(b)(ii) of Annex A states that “All Breast Implant Claimants mﬁst
submit acceptable proof of a Dow Corning Breast Implant to receive benefits. The
standards of acceptable proof of a Dow Corning Breast Implant are set forth at Schedule
I, Part I to these Claims Resolution Procedures.” The Proof of Manufacturer guidelines
in the Plan have never contained a provision authorizing the SF-DCT to accept evidence

that the claimant received the implant before 1971 as the sole and sufficient proof of

® In particular, these materials were available to Houssiere in early 1999 in connection with the
confirmation hearing on the Plan. Houssiere did not object to the Plan’s Proof of Manufacturer
guidelines or appeal the Order confirming the Plan, which is now final, and has thereby waived the
claims for relief now sought in the Motion. In re Pardee, 193 F.3d 1083, 1086-87 (9t Cir. 1999).
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implantation of a Dow Corning implant. There is not, and has never been, a provision
allowing for proof by inference or speculation. The negotiated and agreed-to product
identification requirements in the Plan mandate an affirmative showing of proof of a
Dow Corning implant. Further, claimants with pre-1971 implants who cannot meet
these Proof of Manufacturer requirements applied by the SE-DCT are, in fact, receiving
detailed scrutiny though the IRP, and those with legitimate claims are being approved
for product identification in thaf process. See Montague Aff. Accordingly, the Plan in
its current form provides adequate procedures and mechanisms to address claimants
who had implant surgery before 1971. In addition, although Houssiere’s selective
excerpts in the Motion suggest that Dow Corning was the sole manufacturer of
implants before 1971, this assertion is\not only factually incorrect, but it is improperly
raised by this Motion, which is procedurally deficient in seeking, in essence, a factual

determination on product identification as to all pre-1971 claimants. 6

® The Motion asserts through argument and recitation of excerpts from certain discovery collected in
MDL 926 that Dow Corning was the only manufacturer of silicone gel breast implants before 1971. Aside
from the improper attempt to create a factual record, the assertion is incorrect. The undisputed public
record is replete with examples of non-Dow Corning implants pre-dating 1971, including off-brand
experimental implants used by doctors well before 1970 and various other manufacturers' models sold in
the mid- to late 1960s. See, e.g., Peters, W., The Evolution of Breast Implants, 10 Can. J. of Plastic Surgery
5:223-236 (2002) (noting that polyurethane-coated (PU) silicone gel implants were introduced in 1968)
(excerpts attached as Exhibit C); Middleton, Michael S. & McNamara, Michael P., Breast Implant Imaging,
Ch. 7 at 3, 6 (2002) (inflatable silicone gel-filled Japanese implants reported to have been available from
about 1966; the first polyurethane-coated silicone gel filled implant was introduced by Drs. Ashley and
Pangman in about July 1968 in association with Polyplastics, and the implant was reported to have been
in development since 1964) (excerpts attached as Exhibit D); Dow Corning Center for Aid to Medical Research
Bulletin, Jan. 1971, vol. 13, no. 1, p. 3 (published literature in 1970 indicated that, out of 10,941 patients
surveyed, 32.3% used "open-pore" implants) (excerpts attached as Exhibit E); Deposition of Rudolf R.
Schulte, In re Master Silicone Breast Implant Litig., No. 92-16550 (Dist. Ct Tex.) (12/17/92), tr. at 22, 31)
(Richard Schulte, who had been President of Heyer-Schulte, testified that his company began selling a
certain type of breast implant in 1965 and began to manufacture and sell gel-filled, smooth-walled
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The SF-DCT has no authority to modify or deviate from the Plan requirements
regarding Proof of Manufacture: the Settlement Facility Agreement provides that the
“Claims Office shall process Settling Personal Injury Claims payable from the
Settlement Fund in accordance with the Claims Resolution Procedures outlined in
Annex A.” Settlement Facility Agreement § 5.01(a). The SF-DCT does not have discretion
to consider ANY other form of proof. ACC(;rdingly, if the SF-DCT receives a Proof of
Manufacturer submission that does not contain one of the acceptable forms of proof,
then the SF-DCT is required by the Plan to reject the submission as ineligible. Quite
simply, the SF-DCT does not have discretion to consider the arguments or the attempt
to create a factual basis for accepting implants inserted before 1971 that do not meet the
standards for acceptable proof. Thus, if these 7 individuals submitted only an
indication that they had a breast implant implanted beforle 1971 without any of the
forms of acceptable proof, then the SF-DCT was required by the Plan to reject those
submissions.

In the event that the SF-DCT finds the Proof of Manufacture submission
ineligible, the SF-DCT has the authority to send the submission to Dow Corning for
review under the IRP described above. In addition, the claimant may appeal the

decision to the Claims Administrator and to the Appeals Judge. See Annex A §§ 8.04

silicone shell breast implants similar to Dow Corning's in 1969-1970) (excerpts attached as Exhibit F).
Indeed, it is notable that while the Individual Review Process has been able to make good-faith positive
product identification for dozens of cases, in 111 of 190 submissions for pre-1971 implants alleged to have been
Dow Corning implants reviewed in that process the review revealed that the evidence did not support a
determination that Dow Corning was the manufacturer. See Montague Aff. at 9 8-9.

9
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and 8.05.7 The Appeals Judge is required to apply the guidelines and protocols set forth
in Annex A and is not permitted to modify any of the substantive eligibility criteria.
Indeed, if the appeal involves an issue of new interpretation of any substantive
eligibility criteria, the issue must be submitted to the Debtor’s Representatives and the
Claimants” Advisory Committee. Annex A § 8.05. Thus, the Appeals Judge does not
have discretion to accept any Proof of Manufacturer submission that is not authorized
in the Plan. The decision of the Appeals Judge is final and binding on the claimant. Id.
There is no right to a subsequent appeal to the Court.

The Motion, therefore, improperly seeks to alter the Plan’s product identification
requirements. These requirements, negotiated and agreed upon and contained in the
confirmed Plan, must be applied by the Claims Administrator and by the Appeals
Judge; neither has discretion to alter the terms and requirements of the Plan, and
individual claimants cannot appeal to this Court to seek a determination that would
necessarily alter Plan requirements.

B. The Motion Is An Impermissible Attempt To Amend The Plan.

Without any showing that they have pursued — much less exhausted - the
various procedures available under the Plan, Houssiere now asks this Court to re-write

the Plan to create another form of “proof” of manufacturer that is not permitted under

7 The Motion does not make clear whether they have filed an appeal: Exhibit G to the Motion states only
that they have filed "re reviews (and various other forms of 'appeal’).” Letters to Wendy Trachte-Huber
and Frank Andrews dated November 29, 2004 at 3, contained in Exhibit G to Motion.
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the Plan, which was negotiated by plaintiffs' lawyers, accepted by the vast majority of
claimants, and approved by this Court. The Plan Documents do not authorize such
unilateral relief from the Court. The Plan Documents themselves recite the
requirements for any amendments. The Settlement Facility Agreement, of which Annex

A is a part, provides that:

[t]his Agreement may be amended to resolve ambiguities, make
clarifications or interpretations or to correct manifest errors
contained herein by an instrument signed by the Reorganized Dow
Corning and the Claimants” Advisory Committee. All other
amendments, supplements, and modifications shall require
approval of the Court after notice to the Reorganized Dow Corning,
the Shareholders, and the Claimants’ Advisory Committee and
such other notice and hearing as the Court may direct, provided
that without the prior written consent of the Reorganized Dow
Corning and the Claimants” Advisory Committee the Agreement
shall not be amended, supplemented or modified if such
amendment, supplement, or modification would, directly or
indirectly: (i) increase the liquidation value or settlement value of
any Claim, or the amount or value of any payment, award or other
form of consideration payable to or for the benefit of a Claimant,
including, without limitation, any cash payment or other benefits
provided to a Claimant, (ii) affect the validity, requirement for or
effectiveness of any release of the Released Parties, or any of them,
(iii) increase the amount or change the due date of any payment to
be made by the Debtor to the Settlement Facility pursuant to the
Plan or the Funding Payment Agreement, (iv) affect the right of the
Settlement Facility to receive payments pursuant to the Insurance
Allocation Agreement, or (v) cause the Trust to no longer qualify as
a Qualified Settlement Fund.

Settlement Facility Agreement § 10.06. Accordingly, any amendment that would result in
making an ineligible claim eligible requires the prior written consent of Dow Corning
and the Claimants’ Advisory Committee since such amendment would have the effect
of increasing the settlement value of the claim. Indeed, if the Court were authorized to
amend the Plan upon the request of a claimant to allow new standards for settlement
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eligibility, then Dow Corning would have the right to seek amendment of the Plan to
disallow all settlement compensation for disease claims in light of scientific evidence
that has become available since 1998 when the Plan terms were negotiated. The Plan,
quite simply, is a negotiated contract: it can be modified to affect the requirements for
payment of claims only by mutual consent of the parties to that contract (the Plan
Proponents) or other parties specified in the contract (the Debtor’s Representatives and
the Claimants’ Advisory Committée). Accordingly, the request to “deem” implants
inserted before 1971 to be Dow Corning implants must be denied.

Conclusion

For the reasons stated herein, the Motion must be denied.

Respectfully submitted this 7t day of February 2005,

DICKSTEIN SHAPIRO MORIN & OSHINSKY, LLP

e

DeborahtF-~Greefispan

2101 L Street, N.W.

Washington, DC 20037-1526

Tel.: 202-861-9100

Fax.: 202-887-0689

State Bar of Michigan Member Number P33632

DEBTOR'’S REPRESENTATIVE AND
ATTORNEY FOR DOW CORNING CORPORATION
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UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF MICHIGAN

SOUTHERN DIVISION
In Re: §
§ Case No. 00-CV-00005-DT
Dow Corning Corporation, § (Settlement Facility Matters)
8
Reorganized Debtor § Hon. Denise Page Hood
§

AFFIDAVIT OF KENNETH L. MONTAGUE IN SUPPORT OF THE RESPONSE OF
' DOW CORNING CORPORATION TO THE MOTION TO DEEM PRE-1971
SILICONE GEL BREAST IMPLANTS DOW

STATE OF MICHIGAN
COUNTY OF BAY

ununNnunun

Kenneth L. Montague, being duly sworn, deposes and says:
1. I am currently employed by Dow Corning Corporation (“DCC”), with the title of
Senior Project Engineer. 1 make this affidavit in support of the Response of Dow
Corning Corporation to the Motion to Deem Pre-1971 Silicone Gel Breast Implants Dow
(the “Houssiere Motion to Deem”).
2. I have personal knowledge of the matters set forth herein.
3. I have been designated by DCC to conduct the review and analysis necessary for
the Individual Review Program (“IRP”) for proof of manufacturer that has been
established to comply with the requirements of Annex A to the Settlement Facility and

Fund Distribution Agreement (“Settlement Facility Agreement”), Schedule I, Part F.

DOCSNY.136249.6



4. In that capacity, I have been involved in the set up of the procedure for the
review of Proof of Manufacturer submissions and have participated in the review of
such submissions.

5. Under the procedures agreed to with the Settlement Facility-Dow Corning Trust
(the “SE-DCT”), the SF-DCT forwards Proof of Manufacturer submissions that it cannot
accept to DCC for review. The submissions are sent to DCC in periodié batches.

6. Such submissions that did not otherwise qualify in the Settlement Facility may be
found acceptable in the IRP.

7. As of January 25, 2005, DCC has reviewed 1,983 such submissions for breast
implants through this IRP process.

8. This includes 190 submissions for breast implants with a known implant date
prior to 1971 that have been reviewed through the IRP process as of January 25, 2005.

9. As of January 25, 2005, the IRP has agreed to accept 79 submissions for breast
implants with a known implant date prior to 1971.

10.  DCC maintains an electronic record of each submission and the result of the
review are provided in electronic format to the SF-DCT.

11.  The electronic record is dynamic and cannot be replicated and does not involve a

process for ongoing audit.

DOCSNY.136249.6



12.  Ihave personally reviewed this electronic record and have not found any
submission for claimants Barbara Brewsaugh, Nan De Luca, JoAnn Gammage, Ruth
Holzhauer, Esther Lefkowitz, Barbara Mitchum, and Vonda Smith (see Exhibit G to the
Houssiere Motion to Deem).

13.  Had these claims been forwarded to the IRP, the IRP would have reviewed them
within 10 days.

14.  Idedlare under penalty of perjury, under the laws of the State of Michigan, that
the foregoing is true and correct.

FURTHER AFFIANT SAYETH NOT.

Executed this 27 dayof[ Ja ¥ 12005.

Kenneth L. Moritague

Subscribed and sworn to before
me this *7_day of Q[«)ru. 12005.

/4/nm 77 Qoo
Notary Public in the State of Michigan

My commission expires:

Ann M. Deave.tsy ichiaan
Notary Public, Saginaw County,
M())'Crgmmisgona!gxpirw ust 25%807
Acting In W,/g( j/]Uﬁljf';{__

DOCSNY.136249.6
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Law Department

Legal Fax (989) 496-5349
Patent Fax {989) 496-6354
Litigation Fax (989) 496-8543

March 13, 2003

Elizabeth W. Trachte-Huber
3100 Main Street

Suite 700

Houston, TX 77002

Re: Dow Corning Breast Implant Sales Information
“Dear Wendy:

- Pursuant to the Settlement Facility Agreement, Annex A, Schedule I, Part F, enclosed is a

disc containing a Microsoft Access database listing Dow Corning breast implant sales by
customer, date, quantity and implant type.

Please be advised that this is the best information curently available to Dow Coming and
compxled in a usable format. Dow Coming makes no representation that this information
is complete and is aware that there are several significant gaps described below. It isalso
likely that copies of sales records produced to the MDL Document Depository in the early
1990s document some sales not recorded in this database.

The database includes sales both by Dow Corning Corporation and by Dow Comning

‘Wright (DCW), its subsidiary through which most final sales of breast implants were
handled beginning in late 1977 or 1978. DCW sales information is missing for the
months of January and May 1981 and June and October 1984.

DCW sales records for 1978 through 1980 were not contemporaneously recorded in
electronic form. This data was compiled from hard copy shipping records in the early
1990s and collected in a separate database which we expect to ship to you this Friday. -
Given the passage of time and the data eniry by contractors, there may be significant gaps
and errors in this data.

Electronic recording of sales outside the United States began at different times in Dow
Corning's history. Sales in the Pacific region were recorded beginning in 1985 and in the
European region beginning in 1983. Sales in the Inter-Americas region (including all of
the western hemisphere outside the United States) began in 1981. However, sales data
for the Inter-Americas is missing for 1986 and the data for the years 1981 through 1990
lack customer names.

Dow Corning Corporation
Midlard, Michigan 48636-0994

Phone: (989) 496-4000
www doweoraing.com



March 13, 2003
Page 2

Finally, it must be remembered that this database represents a consolidation of a number
of disparate electronic data files and formats, with the resultant inconsistency of data and
overall database design inefficiencies necessarily inherent to such a consolidation.

Singetely,

Douglas B. Schoettinger
Associate General Counsel and
Manager, DCC Litigation Facility, Inc.




Law Department

Legal Fex (989) 496-5848%
Patent Fax (989) 496-6354
Litigation Fax (389) 496-8543

DOWCORNING

March 28, 2003

Elizabeth W. Trachte-Huber .
3100 Main Street

Suite 700

Houston, TX 77002

Re: Dow Corning Breast Implant Sales Information — Part I

Dear Wendy:

Enclosed is a disc containing additional Dow Coming breast implant sales data. This is
the additional data for the years 1978-80 to which we referred in our letter of March 13,
2003. This sales data is being provided pursuant to the Settlement Facility Agreement,
Annex A, Schedule I, Paxt F.

The data is provided in a Microsoft Access database listing Dow Corning breast implant
sales citing customer, date, quantity and implant type.

Please be advised that this is the best information currently available to Dow Coming in a
usable format. Dow Corning makes no representation that this information is complete
and is aware that there are errors in this data.

The sales data forwarded to you earlier was from Dow Coming Corporation’s electronic

—_sales system. Beginning sometime in 1978, breast implant sales were handled through
Dow Corming’s newly acquired subsidiary, Dow Corning Wright (DCW). DCW’s sales
were not recorded in the Dow Corning Corporation electronic sales system until
sometime in 1980. Accordingly, the sales data on the enclosed disc was not electronically
recorded when these sales were made. Rather, this data was compiled in the early 1990s
from original shipping papers and entered into an electronic system by a contractor.

We know that there are numerous errors in this data but cannot identify all of them. We
know that some sales dates are wrong because they reflect years after Dow Corning
ceased all sales of breast implants. To avoid confusion, we have deleted those sales
dates. You will note that there are other sales dates outside the time period (1978-80)
missing from the Dow Corning electronic sales system. We suspect that those dates are
the results of data-entry errors or are duplicative of sales listed on the earlier disc
covering sales in those years. Thus, we urge caution in using this data.

Dow Coraing Corporation
Midland, Michigan 48686-0994

Phoxge: (£89) 496-4000
www.dow corning.com



March 13,2003
Page 2

Finally, it must be remembered that this database represents an extensive manual entry
effort by an outside contractor having no understanding of Dow Corning products or
product naming conventions. This lack of understanding, combined with overall database
design inefficiencies, the absence of data-input standardization requirements and keying
errors due to human error exacerbated by multiple data-entry personnel, and the resultant
inconsistency of data, are all factors that need to be taken into consideration as you weigh
the value of this data against your informational requirements.

Sincerely,

(

s,
Dougla{/B. Schoettinger

Associate General Counsel and
Manager, DCC Litigation Facility, Inc.
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The evolution of breast implants @
WPeters - Past Issug

Hil

The present review traces the evolution of breast implants over the past
50 years. During the early years (from 1951 to 1962), a number of
different sponges were used for breast augmentation. The first of these  Tabie of Conl
was lvalon, a polyvinyl alcohol sponge. Other sponges were introduced
subsequently, including Etheron (a polyether sponge popularized by Dr
Paule Regnault in Montreal) and Polystan (fabric tapes that were wound
into a ball). Subsequently, polyethylene strips enclosed in a fabric or
polyethylene casing were also used for breast augmentation. All of these
materials had similar outcomes. Although the initial results were |
encouraging, within one year of augmentation, breasts became very firm
and lost over 25% of their volume. This was due to capsular contracture,
a process that would lead to the collapse of the sponge and would
continue to plague plastic surgeons and their patients for the next 50
years. In 1963, Cronin and Gerow introduced the silicone gel ‘natural
feel’ implant, which revolutionized breast augmentation surgery.
Approximately 10 companies have manufactured many types of silicone
gel breast implants over the years. They obtained their raw materials for
geis and shelis from a similar number of other companies that entered
and left the market at intervals. Many of the suppliers and manufactures
changed their names and ownership over the years, and most of the _
companies no longer exist. No formal process of United States Food and
Drug Administration premarket testing was in effect until 1988. There
have been three generations of gel implants and a number of other
lesser variations. First-generation implants (1963 to 1972) had a thick
gel and a thick wall. They have generally remained intact over the years.
Second-generation implants (1973 to the mid-1980s) had a thin gel and
a thin wall. They have tended to disrupt over time. Third-generation
implants (mid-1980s to 1992) had a thick wall and a thick gel. Except for
those made by Surgitek, these implants remain intact. The breast
implant business was competitive and companies introduced changes
such as softer gels; barrier low-bleed shells; greater or lesser shell
thickness; surface texturing; different sizes, contours and shapes; and
multiple lumens in search of better aesthetics. Ultimately, more than 240
styles and 8300 models of silicone gel breast implants were
manufactured in the United States alone. Inflatable breast implants were
introduced in Toulons, France in 1965 (the Simaplast implant). There
have been three main eras of inflatable implants: seamed, high-
temperature vuicanized and room temperature vulcanized implants. In
1973, spontaneous deflation rates of 76% to 88% over three years were
reported for many types of inflatable implants. Because of this, most

' Adverﬁsérhe

03/17/2004



. The evolution of breast implants : rage 2 ot 4

plastic surgeons abandoned their use. From 1963 until the moratorium
on gel implants (January 6, 1992), about 95% of all breast implants
inserted were silicone gel filled. Only 5% were saline filled. Since the
moratorium, this ratio has been reversed and 95% of all implants have
been saline-filled, with only 5% being gel filled. Polyurethane-coated
(PU) silicone gel implants were introduced in 1968. Over the next 20
years, they were shown to reduce the prevalence of capsular contracture
to 2% to 3%. Other forms of surface texturing (Biocell, Siltex,
multistructured implant) also appear to reduce capsular contracture with
gel implants, but the reduction has been much less dramatic than that
seen with PU implants. Contoured (anatomical) shaping appears to have
advantages in some patients with gel implants. No such advantage has
been seen for texturing or shaping with saline-filled implants. The story
of gel implants has culminated in the largest class action lawsuit in
medical history, with US$4.2 billion being awarded to women with
silicone gel implants. During the past decade, there has been a
tremendous amount of research on the reaction of a woman’s body fo
gel implants. A plethora of studies have demonstrated that silicone gel
implants are not associated with the development of any medical
diseases. Silicone gel-filled implants have therefore been approved for

" use under Health Canada’s Special Access Program. Silicone gel-filled
implants may now be used in certain patients in whom they would
provide advantages over saline implants. Silicone gel implants have not
been approved for unrestricted general use. The evolution of breast
implants occupies the past half century. It has been a stormy course,
with many exciting advances and many bitter disappointments. The
universe of breast implants is large and the variation among the implants
is substantial. The purpose of the present review is to trace the evolution
of breast implants over the past 50 years.

Key Words: Breast implants; Evolution

— FEF L B -
=|(Order Full Text ) | (Full Text PDF Fite)
Order Full Text-For a nominal fee Pdf Format - Registered users can

order online and receive a copy of this ey the complete article in Pdf format.
article either by email, fax or mail
REGISTERED USERS LOGIN

REGISTER NOW!

L’évolution des prothéses mammaires

RESUME : Le présent article retrace les grands faits qui ont marqué
I'évolution des prothéses mammaires au cours des 50 derniéres années.
Au début (de 1951 a 1962), on a eu recours a différents types d'éponge
pour 'augmentation mammaire. Le premier modéle a été commercialisé
sous le nom d'lvalon, éponge en poly(alcool de vinyle). D’autres types
d'éponge ont été mis en marché plus tard, dont Etheron (éponge de
polyéther, promotionnée par la Dre Paule Regnault, & Montréal) et
Polystan (galons en croisé enroulés sous forme de balle). Ont suivi les
bandes de polyéthyléne contenues dans des enveloppes de tissu ou de
polyéthyléne. Toutefois, ces matériaux connaissaient tous le méme sort :
aprés des débuts encou-rageants, les seins commengaient, au cours de
la premiere année postopératoire, & devenir trés fermes et a perdre 25
% de leur volume. La déformation était due a une rétraction capsulaire,
processus qui menait & 'affaissement des éponges et qui allait hanter

http://www.pulsus.com/Plastics/10_05/wape_ed.htm 03/17/2004
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Chapter 7
5/28/02

breast implant integrity, will illustrations of abnormal examples of the various implant types.
The history of breast augmentation in general was covered in Chapter 1 and the history of
sponge implants in particular in CDROM 4, and so historical detail will be only be referenced

here if it has not been covered elsewhere.

Our information about the various implant types is derived mainly from patients and
implants seen at UCSD where this information either was elicited from the patient, obtained
from medical records, or determined on the basis of an actual examination of implants3 . ,TO
supplement our understanding, we also reviewed parts of the objective data and database as
produced by breast implant manufacturers and others (such as the FDA) as part of the MDL 926

Breast Implant Litigation (~170 CDROMs, ~270,000 documents).

1. Single lumen silicone gel-filled

A Non-polyurethane-coated
Just over three-fourths of breast implants evaluated at UCSD have been

single-lumen silicone gel-filled. About 87% had a smooth silicone elastomer shell
surface, and the rest were textured. The normal appearance on MR imaging
varies from no evident folds to simple folds, to complex folds (see Figures 4.01
t0 4.12, and 4.19 to 4.24).

The first silicone gel-filled imflants were placed experimentally in 1962,
and were first marketed in late 1963 by Dow Corning. Inflatable silicone gel-

filled Japanese implants are reported to have been available from about 1966 [8]

3 Medical records from over 4250 patients, MR imaging examinations of over 1200

patients with implants, and direct examination of over 5300 breast implants.

Middleton and McNamara 3
Breast Implant Imaging
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The history of the use of polyurethane in breast implants is quite complex
(see CDROM I and 4), and so only a brief overview will be given here. The first
polyurethane-coated silicone gel-filled implant, generally referred to as the Ashley
implant, was introduced by Drs Ashley and Pangman in about July 1968 [9] in
association with Polyplastics. That implant was reported to have been in
development since 1964°. Heyer-Schulte took over production in 1971. Some

implants from that period were only partially covered with polyurethane, such as

" the Capozzi and Pennisi implants from Heyer-Schulte [10]. The Capozzi implant

was coated with polyurethane foam everywhere except on the anterior superior
surface of the implant. This design sought to eliminate the problem of anterior
vertical furrowing m the breast contour after placement [11]. The mlweMe
coating was observed partially to fragment and detach from the implant over time
[11, 12]. Increased foreign body reaction also is associated with polyurethane
foam covered implants [11]. Cox-Uphoff also produced the Nafural-Y implant in
or about 1978-79. Aesthetech took over the Pangman patent covering the
Natural-Y implant in about 1981, and expanded and developed the product line to
include the Optimam, Vogue and Méme ME implants. Later the Méme MP and
Replicon implants were added. Surgifek assumed production of the Méme MP
and Replicon implants in 1988, and ceased production in 1992. Polyurethane

coated implants also may have been available from Unimed in connection with

5 "Augmentation mammaplasty" by Robert H. Pudenz M.D., Heyer-Schulte Corporation,

dated July 1978 (MB 104861)

Middleton and McNamara 6
Breast Implant Imaging
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The BULLETIN

of the DOW COVRNING CENTER FOR AID TO MEDICAL-RESEARCH

VOLUME 13 NUMBER 1

10 LA

"JANUARY, 197

Somefiller effects on
diffusion in silicone rubber

C.F.Most,Jr.,J App Poly Sci
14:1019-1024, 1970
Rehli‘vely high diffusivities and minimal
tissue response of polydimethyl silox-
-ane-rubber-has-led-to- a-number of-studies
of its use as an implantable slow-release
carrier for medicaments. This siudy deter-
mines the relationship between observed
transmission rates and diffusivity through
silicone rubber membrane containing vary.
ing amourits of a high surface area fumed.
silica filler using a new technique for assay-
ing multiple samples.
Eihy! p-aminobenzoate was chosen as the
-- model for this work because of solubility
in both aqueous and nonaqueous systems,
ease of identification in the desorption
.. nedium, sad jts smail molecule’ which ex-
- ibits high diffusivity. :

- developed: consisting of a tube containing
‘the permeant, sealed on one end with the
membranc, suspended inside a 2 oz. french
square bottic containing the desorbing
solution. The cell was rotated at an angle
of 35" in a constant temperature bath.

Values for transmission rates and ap-

- parent diffusivities for membranes of dif-
ferent thickness were in good agreecment
indicating  initia! absorption and desorp-
- tion are not rate limiting. Time lag values
for membranes: containing fillers “indicate

" a disparity refiected in a large decrease in
- ‘calculated diffusivities. compared to moder-

" ‘ste decrease in transmission rates as filler
loading is increased, such results are astrib-
vied to absorption of the permeant on the

. filler. Distribuiion coefficients were meas-

" ured and were found to give additional evi-
dence of the filler absorption phenomenon.

In view of these results it is suggested
*hat for polaz.and unsaturated chemicals
in general, the unmodified time Iag tech-
nique used by -Daynes’ and Barrer?® will not
be valid for determining diffusivities i sili-
cone rubbers since these usually contain
silica fillers.

"Dayses. H., Proc Roy Soc Ser A 97, 286 (1920)
: ‘J'll.r:u“:y l':&aum n'u.t:‘lr'wd\ solids. Cambridge

Notice: The only purpose of this Bulletin is 1o disseminate scientific information involvi
We do not advocate use of these materials as “drugs®, nor warran
of the user 1o deiermine and comply with all FDA regulations.

A special permeation cell assembly was,

MIDLAND, MICHIGAN

Replacement of the aortic valve with molded autogenous
grafts grown in response to implanted Silastic

A.S.Geha, T. Salaymeh, G. L. Davis and A. E. Bave. J Thor and
' Cardiovas Surg 60:5, 661671, Nov, 1970

Y he fibrocollagenous tissue developed in
response to implanted molds shaped

like -sortic cusps-was-used-as a' substitute -

for the aortic valve in dogs. Aortic and pul-
monary. valve cusp-shaped solid:-molds were
made by first filling the aortic and pulmonary
roots, or models of the froots, from sacrificed
dogs, with Silastic® elastomer. Each root
mold was divided into three cusp molds
which were implanted under the paniculus
camosus of the abdominal wall of mongrel
dogs and the tissue response allowed 1o
reach maturity previously determined to be
about three months. The mold with the
membrane attached was then excised and
» single semi-lunar valve cusp replaced in
each of 25 adult mongrel dogs. A group of

10 dogs received a right coronary or non-

coronary aortic cusp grown in the dog itself,
8 second group of 10 dogs received a right
€OTODAry Or MONcoronary aoitic cusp of
tissue grown in dogs of the first group. Two
additional dogs received a left semilunar
pulmonary valvular sutografi and a fourth
group received JeRl pulmonary grafis of
tissue grown in dogs in the third group.

All cusp replacements were carried out
with cardiopulmonary bypass and with body
ternperature st 30°C. .

The implinted tissue reflected the size
and shape of the Silastic® mold and in gross
appearance closely resembled that of a nor-
mal cusp, with a thickness of 0.3 mm.

Animals in groups ! and 2 died within 24
hours of complications which the authors

. judged to be unrelated 1o valve function.

The hemodynamic status and valve function
were satisfactyry. . .
There were no operative deaths in’ dogs
with pulmonary valvilar replacements and
good valve function was evident for ‘more

“than S weeks. Homografi cusps in dogs in

this group sacrificed at 3 or 4 weeks were
rigid ‘and .thickened because of fibrin and
platelet thrombus. It was not determined
if this was a rejection phenomenom.

The early postoperative results with auto-
genous pulmonary grafts of this tissue
showed satisfactory function.
*Silastic 382 Medical Grade Elastomer .
. The Jewish

From the Depti of Surgery and Pathology.
l'_loﬂ;imd'SL Louis, and Washingios University Scheol
of Medicine, St

. Lowis, Hq.

Studies on the revascularization of tendons
grafted by the silicone rod technique

H. Conway, J. W. White and M. P. Elliot. Plas and Recon Surg
46:6, 582-587, Dec, 1970

his work was undertaken to ‘demon-

strate use of a tendon prosthesis to
reduce the number of adhesions and in-
crease the range of gliding when the pros-
thesis is removed -and replaced with a
tendon graft.
" A tendon and sumrounding connective
tissue was excised from the forelimb of six
dogs and replaced with a silicone tendon
prosthesis®. After 10 weeks the prosthesis
was removed and the anterior tibial tendon
transplanted into the sheath formed around
the prosthesis.

At the time of sacrifice, eight weeks afier
transplantation of the tendon, there ap-
peared to be no ‘adhesions between the
prosthesis and the sheath except at points

-of tendon suture, where -adhesions were

extensive. The tendon grafis appeared to
be well vascularized but the orientation of
the blood supply was observed 1o be on the
superficial surfice of the iendon rather than
entering the deep surfaces as observed in
normal tendons. The blood vessels appeared
to originate from blood vessels along the
inner susfaces of the surrounding sheath.
The vascular connelitions were delicate and
friable and had a pleghted configuration which
allowed them to stretch with the free-gliding
function of the tenden graft.

®Huster Tendon, mussfactered Hoher Co., Phils-
deiphia, Pu. d

lehb:.dﬂu&nwydlkhvnﬂw
pita)-CorneD Medica) Center.

ng the uses of silicones in various medical practices.
t their safety or efficacy. If they are to be employed, it is the responsibility



Augmentation mammaplasty: sur-
vey of complications in 10.941
pitients by 265 surgeons.

T. deCholnoky, J Plast and Revousir

Surg 35:0, §73-577. Juae. 1970,

This wurid-wide survey covers over
10000 operations and sdicates o e of
Mo oautogenous matesialy. 323,377 “open
pore” unplants, 63.3% smuoth surfuce pros-
theses and 1.3%¢ sihcone find injection for
mammary augmentation, with follow-ups o
18 yvears. The age of patenty reported on
ranged from 16 to over 40 years, with 8077
tuiling int the 16-30 year categury.

Infections were ubserved in 2.5% of all
vperations. most immediately posi-opert-
tive. with a few lute infections. Post-opera-
tive Huid sccumulation was obverved in -
some of the cases using the smooth surface
implants. perhaps as-a-result of using: anti-
biotics for irrigation. The most widely used
implant was the Cronin prosthesis with S8%
of the total cases.

A 16.4% incidence of skin perforations
occurred with augmentation after subcu-
taneous mastectomies compared to 2% fol-
lowing simple augmentation.

Problems of shrinkage and hurdening
were reported with the “open-pore™ implant
and substantial aumbers were replaced by
smuoth-surface type prostheses. Trunsplants
of yluteal tat and similur materiuls were
generally subject to absorption and harden-
ing. Some Jegree ol firmness occurred with
smooth surfuce implants but these were
reporied 10 give generally more satisiactory
performance.

With the Cronin-type prosthesis edges
and rippies which could be- pulpned through
the skin were reported as a minor complie
cation.

Breasts with implants were apt to be
heavier and more congested than normal
during pregnancy but seemed fo be softer

and have better contour after childbirth. -

Cases are reported where patients. nursed:
babies adequately. In one case an Etheron
prosthesis developed marked shrinkage
after pregnancy. .

encounmeﬁ i thicgenenal pép
may be related: 107 he‘ net
of the patients. Tbeuimllmuela mld_.
probubly be assumed 10 have been present
at time of operation. Follow-up survéys of a
large number of implants over a long period
are needed 10 be centain of the lagk of tumor
formanion. '

Cysts were frequently reported with sili-
cone flnd injection but no cases of carci-
noma were revealed. This procedure is
illegul in the United States.

From ihe (2ept. of Plasiic und Hecuaurective Surgery,
[ ¢ h Horpual. i A, Conn.

Our experiences with the Silastic
gel breast prosthesis. 7. D. Cromm
’ uml R. L. Grecnbe re. Plust umd Revonser

Sure 30217, Juls, 1970

A sludy of IXY caves of ementation
with it new veraon of the Slasiie breast
prosthesin® is reported.

Critertas lur chuosing vz vl implamt
surgical procedure are outlined.- Possible
complications include Hwd accumulation.
hematoma,  firmaess.  infection,  palpable
cdges. failure of lixition 1o the chest wail,
and exposure. Treatments for these con-
ditions are described.

Evaluation of the results based on degree
of palpability o’ the implant. contour and
<oftness of the breast on six month to one
year follow-up indicated 83% ol the pulients
had excellent or good resuits.

_judged faiv and 3 poor.

* Dow Cormag Con., Mudland. Mchigun.

A new type of breast prosthesis:

preliminary report. F. L. Ashley.:

Plast and Reconsir Surg 45:5. 421424,
May, 1970

A new type of breast prosthesis made of
silicone. silicone gel.and urethane is de.
scribed®. The prosthesis is a breast-shaped
silicone sheath. filled with-a low viscosity

_silicone gel- and covered entirely with a

1 mm thick fine-ccll urethane sponge. A

Y -shaped septum is buill into the prosthesis-
to eliminate. sag and mainuin: 3 natural .

shape.-

The pmsthesu has been implanted in ani-
mals. and histological studies up 1o one year
after implantation show inertness. More
than 60 patients receiving these implanis
have been evaluated for as long.as one and
one-half years. Results are rcported. 10
be extremely satisfactory for cosmetic
augmentation. or after subcutaneous mas-
tectomy,

*Edward Weeh. Long laland City. N. Y.

From the MdM:W“muCMW
of Mudicine.

" Augmentation of the smail ptotic
breast. M. Spira, F. Gerow and S. B.

Hardy. Plust and Recon Surg 46:2, 201-

203, Aug.. 1970.

Late results of breast w;menunion on
patients with hypoplastic and ptotic breasts
have an appeurance of exceysive fullness
in the upper half of the breast. a nippie
which points downward and the prosthesis
muy be easily paipable.

To improve these results in patients with
small breasts und mild to moderate plosis.
the authors position the Silastic gel pros.
thesis 3 10 $ cm lower than the usual pluce-
ment site. This appenrs unnatural @t fing
but results inun improved contour sspecially
when patient is in a stunding position.

From Cors amd Webh Mading D of Sergery
Howslon,

1Planic) of the Haylor Cullegs o
Tonas.

12% were

. they believe is fuid mbloodeells bnt! é

Silicone fluid research: a follow-up

summary. 7. D. Rees. D. L. Ballun-
tvne, Jr. and (. Hawithorne. Plas and
Reconst Sure 46:1. 3038, July, 1970,

Thin report covens resulls oberved in
wtudies conducted on the mjection of di-
methylpolvsiloxane fluid® in more than
1INK) gmmals including mice, rats, guinea
pigy. rubbats. dogs. monkeys. apes and
haboons.

It was ohserved that all unimal species
showed similar lack of response lo the
cutuneous injection of 350 ¢s. silicone
fluid. Differences in the gross or micro-
copic appeurances depend on the site. vol-
ume and procedure of injection,

Gross ohservation of \ubcutanenus sites
showed multiple cysts of varying sizes.
which were presumed to contain silicone

. fuid. Massive doses becume encapsuluted

in thin-walled spherical or ellipsoid spaces
with moderate fibrosis and an occusionud
giant cell appearing after six months. K
_ When large subcutuneous doses or intra-

peritonenl injections were given. atrophy -

‘of omental and mesenteric fat was often”

observed. Droplets or vicuoies uwme(l w0
be injected fuid were found in the wretics”
uloendothelial system of rodents and:bae
boons. The authors-also . obsmedwﬁar

findings are mconsisleutand hnve no(
reproduced by oxher mvesupton. e
-An evnlumm of the effects of the silicone
fluid on full thickness skin autographs in
rats showed no adverse reactions on the

_vascularization or viability of the grafted

skin. No wmor or granuloma occurred in
this short term study. Successful autogruphs
were done following siorage in silicone at
3°C for four days. Preliminary findings. -
however. showed that silicone fluid does
not protect excised skin from freezing injury. -

Over a period of § vears the authors
have tried to induce neoplasms in several
animal species using varying amounts of
silicone in several sites but have not
demonstrated a refationship between 350 cs.
dimethylpolysiloxane injection and eanemo-
genesis or sarcogenesis,

* Dow Cormng M) Medical Fluid
From the Iminuie of Recumirucive Plasiic Surgery
New York Limvenay Medecal Censer. New Vurk,

The status of injectable silicone
fluid for soft tissue augmentation.
S. Brulex. Plus & Recon Surg 474,343+
343. April, 1971

1t is emphasized that injection of silicon.
fluid for-soft tissue augmentation is till
under an Investigative New Drug applica-
tion w investigate sufety and eflcwcy. ()nly
eight investigutors are authorized. It i
not avuiluble 10 the medical professiun for
general clinical use.

From the Dow Cuonmay Conter for And kv Mevn s Re
.
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i NO. 92-16550

IN RE: * IN THE DISTRICT COURT OF
. _ *
MASTER SILICONE BREAST * HARRIS COUNTY, TEXAS
IMPLANT LITIGATION *
* 270TH JUDICIAL DISTRICT

VIDEOTAPED DEPOSITION OF

RUDOLF R. SCHULTE

-~

Oon December 17, 1992, the §ideotaped
deposition of the Witness in the above-styled cause
was taken at the instance of the Plaintiffs at the.
Biltmore Fouf Seasons Hotel, 1260vChannel Drive;
Santa Barbara, California, pursuant to Stipulations

COPY

of'&bunsel contained herein.

BEAUMONT. TX HOUSTON, TX
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A “That’s correct.

Q How long did you work in manufacture of
medical valves as a sole proprietorship?

A Until 1963.

Q During those two years you had the same
arrangement with Mr. Heyer - that is, you would
manufacture the product, he would send it off to the
compaﬁy and receive a percentage of the sales?

A Pretty much, yes.

Q First let me ask you, what happened in 1963

that changed?

A : We formed a corporation.

Q Being what?

A Heyer-échultelCorporation.

Q That was formed in 19632

A I am pretty sure.

Q Other than youjand Mr. Heyer, was there

anyone elsé»involved in the incorporation of the
company Heyer-Schulte?
MR. FREED: Meapinq were there
any other officers? | |
Do you understand the question?
THE WITNESS: Yes, I was trying
to think if the;e was.

A I don’t think at the beginning. It was

BEAUMONT, TX HOUSTON, TX
1409) 839-4407 1713) 523-3400
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just Ted Heyer and myself.

Q What did you form the business to do?
A To manufacture and sell these valves.
Q Okay. Was there a reason that you wanted

to have a corporation? What was the reason that you
wanted a corporation instead of continuing with the
way that you had been doing business in the previous
two years?

A Probably was advice by my attorney.

Q In our discussion you say that you were
making the valves. Did you mean to convey to me that
yYou personally were the person that actually
manufactured and did the ﬁands-on work?

A That’s correct.

Q Did anybody ﬁelp you with that over those
first two years, or was it just a one-man operation?
A No, one-man opgfation.

Q At the time that you established

: HéyerFSchulte with Mr. Heyer, were there any prodﬁcts

that you were involved in initially at Heyer-Schulte
other than these valves?

A There might have been some other small
products, yes.

Q ' Like what?

A Different catheters.

BEAUMONT. TX HOUSTON, TX
1409) 8394407 - ( ___SQ ) {7113) 523-5400
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Q ‘These, too, would be sold to the company

that you were selling the valves to?

A That’s right.
Q Tell me that name again, please, sir.
A Codman and Shurtleff, today known under --

Codman, yes, which is now a subsidiary of Johnson and
Johnson.
Q Did the business of Heyer-Schulte expand

after 1963 into areas other than catheters and

valves?
A You mean immediately?
Q No, sir. At some time after 1963 did the

business ---

A (Interrupting) Yeé.

Q What was the next product line that you-all
became involved in from the manufacturing standpoint?
A Plastic surgeryj and urology.

Q Well, who, to your understanding, was using
BP shunts? Wouldn’t those have been neurologists?

MR. FREED: He said urology.

Q Urology?
A Urology, yes.
Q So, the new products that you became

involved in after catheters and valves involved

plastic surgery products and urology products?

BEAUMONT. TX HOUSTON, Tx
T CSR T
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A “Correct.
Q Do you remember approximately when it was
that you and your company became involved in that

product line?

A Probably around 1965.

Q How many people were working at your
company in 19657?

A Maybe ten.

Q What were the plastic surgery products that
you became involved in in 19652

A Breast implants.

Q What were the urology products that you
became involved with in 1965?

A It might have been a little bit later than
65, but that would be penile implants and other
prosthetic devices.

Q In what way wa§ Heyer-Schulte initially

. involved ﬁith the manufacture of breast implants?

A + - Through a person, his name was Hal Markham:
Q Explain to me how Heyer-Schulte became
involved in breast implants through Mr. Markham.

A He was a friend of a Dr. P#ngman in
Beverly Hiils who was very active in implanting
breast implants.

Q Well, how did Heyer-Schultg get involved is

BEAUMONT, TX HOUSYON. TX
{409) 839-4407 (713).523-5400.
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what I am trying to figure out. I know it is through
Mr. Markham. Did he approach you? Did you approach
them? Did he have a product in mind that he wanted
you to make? Was he asking to you design something?
I mean, there is a whole variety of ways that one
could be involved. I am trying to get to how it was
that Heyer-Schulte became involved in the initial
manufacture of breast implants.

A We were asked to make some prototypes for
Dr. Pangman.

Q We£e you asked to design the prototypes, as

well; or did the design come to you?

A The design pretty much came to us.

Q Who brought that to you?

A .Hal Markham.

Q Okay. Was the design something where there

were written specificatio?s, or was it more of an

idea that he wanted to see if it could be developed

~commercially?
A - More of an idea.
'Q“ What was the general idea that he had that

he wanted you-all to work on?
A The core wbuld be a polyurethane sponge
material with the silicone coating, and then the top

was a silicone coating - would be another

BEAUMONT, TX ' HOUSTON, TX
1409) 839-4407 {713) 523-5400
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Q okay. Was that the reason that you-all

went to a new type of implant?

A Yes, with other doctors.

Q Other doctors other than Dr. Pangman?
A Yes.

Q Did it also still include Dr. Pangman?
A I don’t think so.

Q Why was the Pangman implant that was

manufactured by Heyer-Schulte between ’65 and ‘67
discontinued?
A I believe that a lot of them were failures.
It became very hard.
Q Product problemé in use?
A Yes. |
MS. TERK: ' To the extent that
response may be speculative, I am
going to o?ject.
Q . Well, what position did you have with
Heyer-Schulte in 1967?
A - I was president.
Q Was Mr. Heyer .actively involved in the
day-to-day business operations of the company?
A Not in ‘67, no.
Q- You were the man with Heyer-Schulte that

was at the top of the hierarchy there and the one who

BEAUMONT. TX HOUSTON. Tx
1408) 839-4407 (713) 523-5400
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was involved in day-to-day business decisions and the
business of the company?

A Mostly in the research area, yes.

Q How long after the discontinuation of the
Pangman implant due to product problems was it before
this second type of implant began to be manufactured
and sold by Heyer-Schulte?

A Probably in"69, *70, before'we really
sﬁérted selling the product.

Q So, in ‘67 the original Pangman implant is
discontinued for product problems. There is a hiatus
of a year or two, maybe three, before Heyer-Schulte
reenters the silicone breast implant business?

A Right. |

Q Who was it that was primarily involved in

the design of the second type of Heyer-Schulte

implant? ;

A Myself.

Q It was your idea to use silicone-gel in the
center?

A Yes.

Q . Was it your idea to use a smooth-walled

silicone shell without holes in it?
A Yes, but you have to remember that Dow

Corning already was manufacturing a similar product.

BEAUMONT, TX : HOUSTON. TX
1409} 839-4407 ) ( :@ {713) 523-5400
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So, it was basically a "me, too" product.

MR. WEST: Objection.

Nonresponsive.

Q What you are telling me is that,-yes, you
Vere the one that decided to use the silicone
elastomer shell without perforations on the
Heyer-Schulte product; and one of the reasons that
yéﬁ madé thét decisioﬁ was bécause Dow Corning had a
product on the market that had that feature?
A Yes.
Q You said that it was basically a "me, too"

product. What did you mean by that?

- A Just a silicone gel material with a

silicone shell around it.

Q In this silicone-gel-filled implant - the
first one that we are now talking about at
Heyer-Schulte - had you apandoned the use of the
polyurethane both on the interior and the exterior of
the implant?

A . Not totally.

Q  Tell me how you still used polyurethane in
this Heyer-Schulte implant that followed the Pangman?
A I believe there were still doctors that
believed that an outer polyurethane coating was

necessary for tissue ingrowth.

32
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