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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO

WESTERN DIVISION

IN RE: : Case No. C-1-91-256

BOWLING-PFIZER LITIGATION : (Judge Weber)

FOURTEENTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

To the Honorable Herman J. Weber, Judge, United States District

Court:

Your Special Masters/Trustees respectfully present their

fourteenth periodic report, covering activities from December 13,

2000 to June 20, 2001.

I. CONSULTATION FUND

There rémain checks on the Consultation Fund issued to
gqualified claimants aggregating approximately $650,000 that have
not been negotiated and are outstanding. Initially there were
approximately $1,500,000 of unnegotiated Consultation Fund checks.

As previously reported, the total approved distributions were



$6,147 each for 13,351 implantees and $1,009 each for 9,564 spouses
of implantees resulting in a total amount of $91,718,314 sent to
claimants. The Trustees will continue to utilize all reasonable

means to locate the claimants with unnegotiated checks and to pay

them.

II. PATIENT BENEFIT FUND

A. 2000 Amended Guidelines. Pursuant to the Court’s order of

March 8, 2000 (Document 1440) all materials used in designing the
2000 amended Guidelines have been provided to Class Counsel,
including the Shiley research database (under a protective order) .
It has been agreed that the experts engaged by Class Counsel will
meet with the Supervisory Panel’s expert consultants on July 16,
2001 in Cincinnati for discussion of the scientific models used in
the Guidelines.

The Motion for Reconsideration (Document #1541) relating to
order of August 17, 2000 about the continued effectiveness of the
1997 Guidelines (Document #1528) was terminated as moot by Order of
March 12, 2001 (Document #1617). Class Counsel was authorized by
order of April 18, 2001 (Document #1636) to send a letter to all
known Class Members, paid by the Patient Benefit Fund, to advise
them that théy may receive valve replacement surgery benefits if
the suigery complies with any guidelines theretofore approved by

the Court and occurs before March 1, 2002. For surgeries occurring



on and after March 1, 2002, the surgery to replace a BSCC heart
valve must comply with either the Court-approved heart valve
replacement guidelines in effect at the time of the surgery or any
replacement guidelines approved by the Court subsequent to the
surgery .

The Supervisory Panel 1is considering how to survey Class
Members and physicians to evaluate the effectivenéss of the
notifications about the guidelines that have been sent to them, and
to determine how guideline notification can be improved.

B. Research. The Supervisory Panel has had two meetings in

the six-month period covered by this Report. At the meeting on
February 22 and 23, 2001, the Panel heard and took under
consideration sixteen recommendations and comments presented by
Class and Special Counsel. There was further discussion of.these
recommendations with Class Counsel after the meeting, and a number
of them were implemented.

At the February Panel meeting, the Panel and Special Counsel
joined in a discussion of the Preliminary Final Report of the
Institute for Health ©Policy and Health Services Research
(University of Cincinnati College of Medicine). The result of that
discussion aﬁd further consideration is expected to Dbe a
finalization of the Report but none has been received to date.

The next Panel meeting occurred on June 12 and 13, 2001 in

Cincinnati. Class and Special Counsel and Counsel for Defendants



were present and had .full opportunity to participate in the
discussions on June 12, 2001. Decisions made by the Panel on June
13, 2001 are discussed in thisbReport.

The Supervisory Panel’s guidelines are based on epidemiology.
The Trustees and the Chairman of the Supervisory Panel offer to
make a presentation at this hearing about the epidemiological base.
Drs. Ron Brookmeyer and William J. Blot are present and prepared
to make the presentation. It is recognized that Class Counsel’s
experts have yet to make a final report to Counsel. Nevertheless,
the Trustees and the Chairman suggest that an explanation of how
the guidelines have been constructed will be helpful to the Court.
The presentation can be made at any time during the hearing, at the
Court's discretion.

Epidemiological research continues along several lines.
Currently under way are three projects: the feasibility study
about the advisability of conducting a cohort study of implantees
in pPoland and the Scandinavian countries; the British study for
examination of Shiley manufacturing records to evaluate the effect
of the hook deflection test and other procedures that were part of
the manufacturing process for a 1iﬁited period of time; and a Dutch
follow-up stuay of the long established cohort in The Netherlands.

Additional epidemiological studies were authorized at the

panel’s June meeting: a British study of operative mortality and
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morbidity; a British follow-up study of the U.K. cohort; and an
updating of the Medic Al;rt cohort study.

| The Panel also authorized the exploration of a scientific
study of the Shiley manufacturing records as proposed by Special
Counsel John T. Johnson, to be considered in conjunction with the
panel’s British and American consultants.

Acoustic research also continues along several lines.
BioQuantetics, 1Inc., has continued its project of an active
acoustic technique using vibro-acoustography to identify high risk
valves.

A new project for study of a finite element model is being put
together that will involve at least two researchers, the University
of Sheffield and Edison Welding Institute (EWI) of Columbus, Ohio.
The purpose of this project is to learn more about the forces that
cause cracks, single leg separations and fractures and the ability
of the metal used in the BSCC valve to withstand those forces.
The researéh of EWI is contained in three contracts, all of which
have been approved by the Court (Documents #1644, 1645, and 1646).
The objectives of these projects are: to develop threshold fatigue
growth data' in the BSCC metal "(Haynes 25): to improve 'the
determination'of risk of fracture by enhancing the accuracy of
vibro-acoustic identification of high risk valves; and to define
the risk of fracture by using an engineering approach that

compliments risks obtained from epidemiology analyses.
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Another promising technique for the physical identification of
high risk valves uses‘an electromagnetic acoustic transponder.
This was the subject of the project at vanderbilt University,
previously reported to the Court. The technique known as EMAT was
to be transferred to Iowa State University, but is now in process
of being transferred to Michigan State University because the
principal investigator has changed his location.

There remains the possibility of further work being conducted
on the project at Information Systems Laboratories (ISL). Whether
the work goes on depends on further review by the Panel and its
consultants.

Provisions in the Settlement Agreement provide for research
about “the characterization/reduction of the risks of wvalve
replacement surgery.” Supervisory Panel member Dr. Tom Ivey has
sent letters asking for proposals for a broad perspective of
studies including basic bench research in areas of cardiac
physiology myocardial OM protection, improving methodology in
reoperative procedures and clinical reviews that would more clearly

define operative risk factors. The letters went to 488 physicians

and institutions. To date, ten favorable responses have been
received.
C. Tmaging Test. The Penn State program for imaging Class

Members’ valves has been used by twenty—two implantees who qualify

for replacement benefits under the 2000 Amended Guidelines. The
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results were: 18 valves were graded as apparently normal (grade
wi7), 3 valves graded as suspicious (grade “3”), and one graded as
probable single leg separation (grade wgn) The wvalve that
received an imaging grade of 4 was replaced and upon examination
by L. Raymond & Associates, its outlet strut was found to be
intact. A valve that received an imaging grade of 1 was also
replaced, but has not yet been examined and evaluated.‘ Three more
implantees have been scheduled to be imaged or have indicated their
desire to be imaged under the program. The question of whether to
continue this program after the current termination date (about six
months) was referred to the Acoustics and Imaging Committee.

D. Repository. The establishment of the Repository is still

_in process. Pfizer is reviewing the documents selected by the
Chairman for inclusion in the repository in order to determine
which ones Pfizer believes are confidential or subject to
copyright. When that review is completed, the Chairman will confer
with Class Counsel for its comments. The Chairman expects to reach
an agreed list of documents to be placed in the Repository.

E. Web Site. For better communication in this age of the

internet, the Supervisory Panel will establish a web site using the
services of binsNet, Technologies, LLC, a subsidiary of Dinsmore
& Shohl, LLP. It will have information useful to patients,
physicians and the general public, and it will not violate any

rights of confidentiality or copyright.



F. Valve Replacement Surgery Claims and Fracture Claims. The

Claims Administrator continues to receive and process claims for
valve replacement surgery and outlet strut £fracture. The
processing of some claims had been initiated by Shiley in the
interim period from the date of the Settlement Agreement until the
Cclaims Administrator was appointed. Also, some gqualified claims
were settled by Shiley with the Settlement benefits during this
interim period. 1In addition, some of the claimants have elected
other courses of action rather than to receive the Settlement
benefits. |

Since the last Trustees’ report on December 13, 2000 there has
peen confirmation of 6 qualified outlet gtrut fractures and 11
qualified valve replacement surgeries including 2 previous
nonqualifying replacement surgeries that now qualify under the 2000
Amended Guidelines. During this time period 8,047,723 Spanish
Pesetas, $19,484 Australian, 1,270 Finnish Marks and $645 US were
paid from the Patient Benefit Fund for the medical expense
component of the benefits for qualifying replacement surgeries.
Also, Pfizer Inc. paid $555,319 Us for the other components of the
benefits for'claims processed by the Claims Administrator. In
addition, Pfizer Inc. paid $1,596,054 US for qualifying strut
fracture benefits during this time period for claims processed by

the Claims Administrator.



The total number of qualified claims received from the
beginning are now: 84 (65 foreign) qualified outlet strut fracture
claims not including two reported fractures that have not been
documented; 37 (15 foreign) qualified single leg fracture claims;
and 84 (32 foreign) qualified valve replacement surgery claims
including 10 previous nonqualifying replacement surgeries that now
qualify under the 2000 Amended Guidelines.

The office of the Claims Administrator also continues to
fulfill requests to calculate estimated annual fracture ratestfor
BSCC heart valves under the 2000 Amended Guidelines. In addition,
the office of the Claims Administrator has responded to numerous
inquiries by telephone, fax and mail regarding the notice about the
effective dates of the guidelines that was sent to Class Members.
To date there has only been one inquirer who has been identified
as qualifying under the 1997 guidelines (actually the Shiley
guidelines) but not qualifying under the 2000 Amended Guidelines.
Through these inguiries, the office has obtained updated
information pertaining to Class Members’ address changes, deaths,

and valve replacement surgeries.

IIT. FINANCIAL INFORMATION

At April 30, 2001, the total balance of cash and cash

equivalents was $20,557,587. This amount takes into account net



interest earned from January 28, 1992 through April 30, 2001, in
the aggregate amount of $21,982,186.

Attached as Appendix 1 are the following: an unaudited balance
sheet as of April 30, 2001 and an unaudited statement of income and
funds balance for the four moﬁths ended April 30, 2001 (which
includes the budgeted amounts for expenses for the administrative
office for the period January 1, 2001 through December 31, 2001).

Attached as Appendix 2 are the following: an unaudited balance
sheet as of December 31, 2000 and an unaudited statement of income
and funds balance for the year ended December 31, 2000 (which
includes the budgeted amounts for expenses for the administrative

office for the year ended December 31, 2000) .

IV. COMMUNICATIONS

There has been daily communication with Class Members and with
physicians. The Chairman of the Supervisory Panel and the Claims
Administrator have met with Class Counsel throughout the period.
The Chairman has had numerous phone conversations with Special

Counsel.
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V. APPROVALS

Your honor, the Special Masters/Trustees request that the

Court:
(a) approve this report, and

(b) approve or provide direction with respect to each of the
Appendices to this Report, and

(c) fix the date of the next Report.

Respectfully submitted,

Dated: June 20, 2001

Hon. Robert L. Black, Jr.

Peter J. Strauss, Esq.
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TRUSTEES FOR THE BOWLING-PFIZER
HEART VALVE SETTLEMENT FUNDS

BALANCE SHEET

AS OF APRIL 30, 2001

UNAUDITED
ASSETS
CASH ' $ - 86,960
U.S. TREASURY BILLS 20,470,627
OTHER ASSETS 26,355

$ 20,583,942

LIABILITIES AND FUNDS BALANCE
ACCOUNTS PAYABLE AND ACCRUED EXPENSES $ 513,825 (1)
FUNDS BALANCE 20,070,117

S 20,583,942

(1) - Does not include any provision for fees and expenses for
Class Counsel and Special Counsel and Public Citizen, Inc.
for the period since October 2000.
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TRUSTEES FOR THE BOWLING-PFIZER
HEART VALVE SETTLEMENT FUNDS

STATEMENT -OF INCOME AND FUNDS BALANCE

FOR THE FOUR MONTHS ENDED APRIL 30, 2001

UNAUDITED

INCOME - INVESTMENT INTEREST
VALVE REPLACEMENT SURGERY BENEFITS
RESEARCH PROGRAMS - COSTS
LITIGATION ATTORNEYS - FEES & EXPENSES
EXPENSES:
Supervisory Panel
Trustees' fees and expenses
Professional fees
Administrative office
Total
NET CHANGE IN FUNDS BALANCE

FUNDS BALANCE, DECEMBER 31, 2000

FUNDS BALANCE, APRIL 30, 2001

(1) - See Schedule 1 herewith.

(2) - See note (1) on Balance Sheet herewith.

$ 400,143

56,079

513,003

451,308

273,092 (1)
79,856
45,809

148,764 (1)

547,521

(1,207,768) (2)

21,277,885

$ 20,070,117















