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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO
- WESTERN DIVISION

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

BOWLING-PFIZER LITIGATION : (Judge Spiegel)

FIRST REPORT OF THE SPECIAL MASTERS/TRUSTEES

To the Honorable S. Arthur Spiegel, Judge, United States District
Court:

Your Special Masters/Trustees respectfully present their first
periodic report, covering activities from January 28, 1992 to
February 28, 1995.

1. BEGINNINGS

The litigation in this case was terminated by the signing of
an Agreement of Compromise and Settlement (the ~”Settlement
Agreement”) on January 23, 1992. On January 28, 1992, the Court
appointed the Honorable Robert L. Black, Jr., as Special
Master/Trustee, to receive, hold and invest the immediate payment

by Defendants of $80,000,000 into the Medical and Psychological



Consultation Fund (the nConsultation Fund”), one of the two funds
created by the Settlement Agreement. After fairness hearings on
June 5, 8 and 9 and July 22, 1992, the Court found the Settlement
Agreement as supplemented during the hearings to be fair (Order of
August 19, 1992), and on September 10, 1992, the Court certified a
settlement class consisting of éll living persons who were
implanted with a Bjork/Shiley Convexo-Concave (C/C) Heart Valve on
January 23, 1992, and their living spouses on January 23, 1992, and
held that the Settlement Agreement was fair, adequate and
reasonable. All objections thereto were overruled.

Appeals to the Sixth Circuit Court of Appeals were filed
depriving this Court of jurisdiction of the case until March 15,
1994, when the Sixth Circuit Court of Appeals dismissed the
appeals. Although a petition was filed in the United States
Supreme Court to hear the case (which was later denied on October
3, 1994), this Court determined that it now had jurisdiction of the
case and decided that it was ”appropriate to provide a means
whereby the proceeds of the settlement may be held for the benefit
of the class.” Oon April 13, 1994, the court appointed the
Honorable Robert L. Black, Jr. and the Honorable Peter J. Strauss,

Esq. as Special Masters/Trustees to implement the terms of the

' gettlement Agreement. On May 13, 1994, the Court appointed the two
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expert panels provided for in the Settlement Agreement: the Foreign
Fracture Panel and the Supervisory Panel.

In this First Report, the Special Masters/Trustees will review
all activities under the Settlement Agreement since January 28,
1992, but since the Foreign Fracture Panel has completed its task
and filed its final report, the Special Masters/Trustees, with the
Court’s consent, will present this report first, before all other

reports, in the interest of time.

II. REPORT OF FOREIGN FRACTURE PANEL.

Pursuant to Subsection 7.3.1 of the Settlement Agreement, the
Court appointed the Foreign Fracture Panel on May 13, 1994, whose
task is to determine fair compensation for Fracture Claimants who
are residents of countries other than the United States. A
Fracture Claimant, under Subsection 3.7 of the Settlement
Agreement, is ”any Settlement Class Member whose C/C heart valve
incurs a strut fracture after the date of this Agreement, and his
or her estate, heirs, successors, legatees, and devisees.” (The
meaning of ”strut fracture” will be argued to this Court later in
this hearing.) Fracture Claimants residing in the United States may
elect to receive from the defendants compensation determined in
accordance with a formula set forth in Appendix C of the Settlement

Agreement. Non-U.S. resident Fracture Claimants fall into one of



four groups depending on what country they reside in, the countries
being divided into the four groups specified in Appendix D. The
task of the Foreign Fracture Panel is to develop faif compensation
formulae for each group of countries, which ”shall be based upon,
and consistent with, the amounts of compensatory damages generally
awarded or agreed upon in settlementé, in the countries comprising
the groups, for comparable personal injury or wrongful death
claims.” The defendants have paid all costs and expenses of this
Panel, not from either of the two funds created by the Settlement
Agreement, but from other funds channelled through the Special
Masters/Trustees.
The members of the Panel are:

Prof. Laurent Aynes

Prof. Gordon A. Christenson

Dennis R. Connolly, Co-Chair

Prof. Harold Luntz

Werner Pfennigstorf, Esqg.

Prof. Basil Markesinis

Harvey Rosen, Ph. D., Co-Chair

Augustus R. Ullstein, Q.C.
The Foreign Fracture Panel met three times: in Cincinnati on June

29 and 30, 1994; in Paris, France on October 26, 27 and 28, 1994;
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and in New York City on December 12 and 13, 1994.

Shiley has contributed $260,000.00 for compensation of the
Foreign Fracture Panel members and for travel and other expenses
relating to the panel. As of February 28, 1995, compensation
aggregating $193,107 and expenses totalling $65,850 had been paid
from these funds. Additional funds will be requested from Shiley
upon receipt of final billings for compensation and expenses.

The Final Report was written and signed at that last meeting;
it was filed with the Court on January 9, 1995. Subsequently, the
Panel members have agreed among themselves that certain corrections
should be made in order to clarify meaning without changing the
substance of the Report. A copy of the Amended Final Report is
attached as Appendix 1. The Special Masters/Trustees suggest that
the Court hear from Class Counsel and Counsel for Defendants with
respect to the proposed arbitration clause before taking action

thereon. The Special Masters/Trustees further suggest that the

.court’s action be by a separate order.

" The Special Masters/Trustees report to the Court that this
panel undertook and completed its assigned task with exemplary
professional thoroughness and efficiency.

A representative of the Panel will now present the Amended

" Final Report and the proposed arbitration clause. After that,
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Charles Wolfson wishes to raise objections he has filed.
III. ADMINISTRATIVE ARRANGEMENTS

During the period between January 1992 when the defendant’s
first payment was made and April 1994 when the Court appointed the
Special Masters/Trustees, the activity under the Settlement
Agreement was limited to the investment and reinvestment (roll-
over) of the Consultation Fund in United States Treasury Bills (T-
Bills) and the payment of federal income taxes. This was managed
by Special Master/Trustee Black for minimal expense out of an
office at his residence. On May 2, 1994, the Consultation Fund had.
T-Bills and cash totalling $85,195,276, after paying federal income
taxes through the calendar year 1993.

When the Court directed that the Settlement Agreement be
implemented, the Special Masters/Trustees set up and staffed an
office at 525 Vine Street, Cincinnati, by an arrangement with the
Fernald Trustees, who were winding down their activity. This
arrangement allowed the Special Masters/Trustees to start up
operations markedly faster, at much less expense and with more
fully experienced personnel than would have been the case if they
had created an office from scratch. The Trustees’ Office shares
space and some furniture with the Fernald Trustees, but has its own
personnel, files, phone system, and computer system. The

6
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Administrator is R. Wayne Smith. It is anticipated that the day
will come when the Fernald Trustees close down their office
entirely and the Special Masters/Trustees will be the sole occupant

of the office space.

IV. CONSULTATION FUND

Under Section 6 of the Settlement Agreement, the Consultation
Fund, initially $80,000,000, is intended to provide Claimants with
funds to obtain medical and psychological consultation as they deen
best. It is to be divided equally among Claimants after paying or
providing for fees and expenses to be paid out of this Fund. In
addition, a $10,000,000 fund is created to be paid, aftef fees and
expenses, equally among all Claimants who are spouses of Class
Menbers.

on November 25, 1994 the Court ordered the Special
Masters/Trustees to hold in reserve at least twenty-five percent
(25%) of the Consultation Fund for the purposes of future payment
of attorney’s fees and expenses to Class Counsel. Furthermore,
since the final date for submission of claim forms is July 1, 1995,
the total number of eligible claimants will not be known until
sometime after that date. As a result, it is necessary to pay
those claimants who filed a claim form on or before October 31,

1994 in two installments. Due to the foregoing, the Trustees
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determined that the initial payments would be $1,500.00 to
gqualified implantees and $250.00 to qualified spouses.

After the total number of eligible claimants is known and
after providing for those fees and expenses that are directed by
the Court to be paid out of the Consultation Fund, the second and
final distribution will be made, bincluding payments to those
eligible claimants whose claim forms were filed after October 31,
1994 and on or before July 1, 1995. The balance in the class
member portion of the Consultation Fund (after providing for fees
and expenses) will be divided so that all eligible class member
claimants shall have been paid equally. Likewise, the balance in
the spousal portion of the Consultation Fund (after providing for
fees and expenses) will be divided so that all eligible spousal
claimants shall have been paid equally.

The Trustees received 9,860 claims for the Consultation Fund
on or before October 31, 1994, and 538 claims have been received
since then. As of February 28, 1995, 5,128 claims have been
processed by the Trustees’ Office, with 4,464 claims being approved
and 664 denied. There have been 3,475 payments to implantees
totalling $5,212,500.00 and 2,569 payments to spouses totalling

$642,250.00. A schedule relating to the claims is appended as

| Appendix 2.
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V. PATIENT BENEFIT FUND

Under Section 5 of the Settlement Agreemént, the Patient
Benefit Fund is created for the following purposes, briefly stated:
to conduct research on the diagnosis of the risks of strut fracture
and the risks of surgical replacement of valves, to establish
guidelines for diagnosis and valve.replacement, and to reimburse
Class Members for the expenses of diagnosis and valve replacement
that comply with the guidelines.

The implementation of the purposes of the Patient Benefit Fund
is given to a Supervisory Panel of seven persons, six of whom are
scientific or medical experts, with the seventh neither a physician
nor a scientist. They have a daunting task, because these seven
persons must learn about, understand and evaluate the activities of
a multinational company over a span of the fifteen years during
which it manufactured the valves and then sought ways to detect the
risks of strut fracture.

The members of the Supervisory Panel are:

Sir Donald Acheson

Dr. Donald Harrison

Dr. Michel Ibrahim

Dr. Tom C. Ivey

John Kermit Smith, Chair



.

Dr. Arthur E. Weyman

Dr. Robert L. White
To date, the Panel has met four times: June 29 and 30, 1994, in
cincinnati; August 5 and 6, 1994, in Cincinnati; November 10, 11,
and 12, 1994, in Cincinnati; and January 19, 20 and 21, 1995, in
Irvine, California (the location éf the offices, documents and
records of Shiley Heart Valve Research Center, (”shiley”) the
manufacturing subsidiary of Pfizer Inc.).

To accomplish its goal of conducting research in appropriate
ways, committees of Panel Members were created to make
recommendations in the following fields:

Epidemiology

Acoustics

Imaging (Radiography)

Biomechanics.

Epidemiology deals with the probabilities of valve failure as
derived from manufacturing data. Research in the fields of
acoustics and imaging seeks to detect a single leg separation by
non-invasive means while a valve is still implanted in the patient.

Biomechanics studies the physical capabilities and endurance of the

valves.
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Under Subsection 5.4.3.1 of the Settlement Agreement, the
Supervisory Panel’s first charge was to consider and act on the
research proposal made by Shiley. That proposal was presented at
the August meeting; the requested funding was $14,928,000. It was
rejected at the November meetingf A modified proposal was
submitted at the November meeting, and at the January meeting,
Shiley reviewed for the Supervisory Panel its entire research
program from the beginning to the preseht.

The Trustees, the Chair of the Supervisory Panel and most of
the Supervisory Panel members have met with representatives of the
FDA in Washington. A line of communication has been established
with that agency. The Chair and certain members of the Supervisory
pPanel have travelled abroad to meet with governmental officials in
the Netherlands, the UK and Sweden concerning research for
implantees in those countries. Governmental officials and
researchers from the Netherlands and a representative of the FDA
:have attended Supervisory Panel meetings in Cincinnati.

After considerable review of data and presentations concerning
the research conducted by and proposed by Shiley and review of
other research proposals, the Supervisory Panel decided to fund the
following initial research projects: (a) the second phase of a
cohort study of implantees in the Netherlands; (b) a cohort study

11





















































































































































































































































































































