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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 Spiegel)

EIGHTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Special Masters/Trustees respectfully present their
eighth periodic report, covering activities from December 5, 1997

to June 10, 1998.

I. CONSULTATION FUND

As . viously reported, 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'deem best. It~is to be divided
equally among Claimants after paying or providing for fees and
expenses to be paid out of this Fund. 1In addition, a $10,000,000
fund was established to be paid, after fees and expenses, equally
among all Claimants who are spouses of Class Members. The final
deadlines for filing Consultation Fund claims were March 31, 1996
for Class Members resident in the United States, and May 31, 1996,

for Class Members resident in all other countries.




The Trustees received 15,907 proof of claim forms from
implantee claimants. All of these claims have been processed and
13,351 have been approved. The other 2,556 have been rejected for
various reasons (such as, lack of reasonable proof of an implanted
BScC valve, implantation of anothef type of heart valve,‘ death or
removal of the BSCC valve before January 23, 1992, etc.).

The approved distributions are as follows: $5,835 to
implantees and $962 to spouses of implantees. To date $87,072,554
has been distributed to implantees and spouses of implantees from
the Consultation Fund. There is in excess of $3,500,000 remaining
in the Fund. It is anticipated that final nominal distributions
will be paid to both implantees and spouses of implantees. The
eventual total amount paid to implantees and spouses is estimated
to exceed the $90,000,000 originally paid into the Fund by
Defendants.

The timing of a final distribution from the Consultation Fund
depends primarily on the settlement of Federal income tax matters.
It will be remembered that the Trustees received a favorable
revenue ruling regarding the taxability of the Settlement Fund
(Fund) and the deductibility of certain expénses for Federal income
tax purposes. Due to the revenue ruling, the Fund received refunds
of taxes related to a net operating loss carryback for 1993 and a
refund of 1996 estimated tax payments. In addition, amended
returns were filed for 1994 and 1995 which have been audited by the
Internal Revenue Service and the Trustees are awaiting refunds for

these two years. The Consultation Fund will be liquidated as soon




as practical after receipt of these tax refunds.

ITI. PATIENT BENEFIT FUND

Under Section 5 of the Settlement Agreement, the Patient
Benefit Fund was established for the following purposeé, 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 valve replacement surgeries, and to create
a publicly accessible repository of appropriate information
concerning the status of research and the risks of valve fracture
and valve replacement.

A. Dissemination of 1997 Guidelines. The Supervisory Panel

has made extensive efforts to disseminéte and publicize the
Guidelines approved by the Court on August 28, 1997 (Document
1130). Using the procedure employed in the past and updated
mailing lists, and with the Court's approval, a letter was sent by
direct mail to physicians in most of the world enclosing the
Guidelines (with the sole major exception of The Netherlands, where
permission has not yet been granted for such mailing). This method
of informing patients is the only method allowed‘in all contacted
countries except the United States. 1In the U.S., a brief letter,
approved by the Court, was mailed to all Class Members known to the
Administrator through the filing of claims under the Consultation
Fund or otherwise and to those implantees who are registered in
Medic Alert and were not known to the Administrator. Appendix 1

shows the numbers of letters sent out, the countries to which they




were sent and the cost of this mailing.

The Supervisory Panel has written an article to be submitted
to a leading U.S. medical journal describing the Guidelines in
summary form and the procedures leading up to the promulgation
thereof. A copy is attached as Appendix 2. It has been.submitted
to and reviewed by Class Counsel and Counéel for Defendants. The
Supervisory Panel requests Court approval so that it may be
submitted to prospective publishers.

Accompanying the medical article is a brief notice which the
Supervisory Panel wishes to publish in leading medical journals, as
is also shown in Appendix 3. Court approval is requested.

The U.S. Food and Drug Administration has placed the
Guidelines in their web site, available to all through the
internet. The Supervisory Panel is exploring the possibility of
creating its own web site, but this cannot be done until after the
Panel's public repository is in place. The Chairman continues to
work on the questions of what will be in the repository and which
parts of it will be available to public scrutiny and which parts
must be kept confidential. Court approval will be sought before
the establishment of either the repository and tﬁe web site.

B. Research. Projects are under way or planned in a number of
different areas. With respect to imaging, a follow-up study of the
approximate 1,000 patients imaged in the Stanford, Beaumont and
Glasgow studies is close to being presented to the Court for
approval. The purpose will be to study how patients have fared

whose valves have been evaluated with respect to estimated risk of




valve failure. In addition, a project at Stanford will offer
reimaging evaluation to all mitral patients (aortic patients are
not included) who qualify for benefits for surgical replacement of
a high risk valve under the Guidelines. Furthér, this imaging
center will be available to all other patients (not Qualifying
under the Guidelines) who wish to have their valves x-rayed at
their cost.

As to acoustic research, further anechoic studies by Lawrence
Livermore National Laboratories are under way (under the
supervision of Drs. Weyman and Harriéon), a contract with
Information Systems Laboratories (formerly Quantum Magnetics) to
study in vivo sounds is being conducted, and Dr. Wikswo's proposal
to record induced sounds is under consideration. The purpose of
these projects is to determine the advisability of pursuing the
possibility of finding reliable acoustical detection of a high risk
valve.

The Panel is also working on establishing a project to study
the characteristics and durability of the metal from which the BSCC
heart valve is manufactured. Past research projects have not
turned up data of any useful significance, but thé Panel desires to
address this subject from a fresh point of view.

Epidemiological research continues and will be increased.
current and ongoing projects are the studies in the U.K. (which has
the assistance of Dutch researchers trained in the examination and
evaluation of Shiley's manufacturing records) and in the U.S. where

Medic Alert and the International Epidemiology Institute, Ltd. are
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conducting epidemiologic studies. The Second Dutch Follow-up Study
has been completed and a final report was made to the Panel. Dr.
Yolanda van der Graaf gave the Panel at its last meeting (March
1998) a detailed and impressive review of her conclusions, and her
request for a follow up study was approved for a two yeér period.
The Dutch cohort is, to date, the best defined and the most closely
studied group of implantees in the world. The research in The
Netherlands has been one of the most reliable and influential
sources of information.

In this connection, the Supervisory Panel has approved the
creation of a Data and Publication Committee consisting of the
principal investigators of the three cohort studies (the Dutch, the
U.K. and the U.S.) and others, to meet periodically to perform
functions such as reviewing the consistehcy of definitions and
groupings of data sets, facilitating the pooling of data, and
arranging for combined data analysis. Court approval will be
sought when this proposal is properly documented.

Under the guidance of Dr. Tom Ivey, studies of the rates of
operative mortality and operative morbidity are in process of
formation. This was promised last summer wheﬁ the Supervisory
Panel, the Chairman and the Trustees presented their Guidelines for
court approval, because operative risks are key to the
determination of which Class Members will qualify for valve
replacement surgery. A contract with Health Data Research has been
drawn up and will be submitted for court approval, and two other

studies are being detailed and budgeted before they can be




submitted.

The Supervisory Panel has approved a proposal made by the
Epidemiology Subcommittee to hold a workshop of leading
epidemiological experts and professionals on the subjects of the
synthesis of ongoing studies and recommendations of othef studies.

C. Broad based Independent Review of Research. The

Supervisory Panel has authorized the Chairman to find a group of
gqualified research experts (perhaps a think tank) to review all
former research projects and reports that the Supervisory Panel has
access to or knowledge of (whether done under its aegis or the
aegis of Shiley or Pfizer), in order to determine and/or define
other potential areas of research that would benefit the Class.
This group will work closely with the Supervisory Panel and will
have authority to consult with other experts worldwide.

D. Valve Replacement Surgerv Claims and Fracture Claims. The

Claims Administrator has received 383 claims for valve replacement
surgery and outlet strut fracture ciaims. The processing of many
of these claims had been initiated by Shiléy in the interim period
from the date of the Settlement Agreement until the Claims
Administrator was appointed. In addition, other~qualified claims
were settled by Shiley with the Settlement benefits during this
interim period.

Of the above 383 claims, there are 58 qualified outlet strut
fracture claims, 34 qualified single leg fracture claims and 43
qualified valve replacement surgery claims. Some of the claimants

have elected other courses of action rather than to receive the




Settlement benefits. The remaining claims have been reviewed and
they either do not qualify or additional information is needed and
has been requested from the claimants.

As previously reported, the computer system in the Trustees'
office has been upgraded in order to implement the new guidelines
for valve replacement surgery. Software was installed which
includes a data table consisting of selected manufacturing and
implantation data derived from the Bjork-Shiley convexo-concave
research data base of Shiley Incorporated. This data is needed to
determine the eligibility of implantee Class Members for valve
replacement surgery benefits under the Supervisory Panel's new
guidelines formula.

The office of the Claims Administrator has provided, upon
requests, the estimated annual fracture rates under the new
guidelines formula for approximately 3,000 implantees. There are
three known recent valve replacement surgeries that qualify for
benefits under the new guidelines formula. By reviewing the valve
replacement surgery claims and the Consultation Fund claims, there
have been identified 213 implantees who may dqualify for wvalve
replacement surgery benefits under the new guidelines formula. Of
these implantees, 42 have already had their BSCC heart valves

explanted.

III. FINANCIAL INFORMATION
At April 30, 1998, the total balance of cash and cash

equivalents was $3,642,232 for the Consultation Fund (class member




portion and spousal portion) and $11,690,668 for the Patient
Benefit Fund. These amounts include net interest earned from
January 28, 1992 through April 30, 1998, in the aggregate amount of
$17,448,909 for the Consultation Fund and $1,844,188 for the
Patient Benefit Fund. |

Attached as Appendix 4 are the following: an unaudited balance
sheet as of April 30, 1998 and an unaudited statement of income and
funds balance for the four months ended April 30, 1998 (which
includes the budgeted amounts for expenses for the administrative
office for the period January 1, 1998 through December 31, 1998).

Attached as Appendix 5 are the following: an unaudited balance
sheet as of December 31, 1997 and an unaudited statement of income,
benefit payments and funds balance for the year ended December 31,
1997 (which includes the budgeted amounts for expenses for the
Research Management Group and the administrative office for the

year ended December 31, 1997).

IV. COMMUNICATIONS

There is a daily contact with Class Members about a variety of
their concerns. The Claims Administrator, the Chairman of the
Supervisory Panel and the Trustees' office are in contact with

Class Counsel.




V. APPROVALS

Your honor, the Special Masters/Trustees request that the
Court:
(a) approve this report, and
(b) approve the publication of the medical articie and the
notice to be published in medical journals, and
(c) approve or provide direction with respect to each of the
other Appendices to this Report, and

(d) fix the date of the next Report.

Respectfully submitted,

Dated: June 10, 1998

Hon. Robert L. Black, Jr.

Peter J. Strauss, Esq.
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