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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)

THIRTEENTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Special Masters/Trustees respectfully present their
thirteenth periodic report, covering activities from June 27, 2000
to December 13, 2000. This is the first periodic report made to
Judge Herman J. Weber, to whom the case was reassigned after the

recusal of Judge Spiegel.

I. CONSULTATION FUND

There remain checks on the Consultation Fund issued to
qualified claimants aggregating approximately $800,000 that have
not been negotiated and are outstanding. As previously reported,
the total approved distributions were $6,147 each for implantees
and $1,009 each for spouses of implantees resulting in a total
amount of $91,718,314 sent to claimants.

The Trustees continue to attempt to locate those claimants who
have checks outstanding and unnegotiated, and to pay themn. As

previously reported the Trustees have obtained the assistance of




heart valve registries (both U.S. and foreign), other foreign
governmental agencies, doctors and hospitals known to have assisted
claimants in filing claims, researchers with claimant data and
foreign legal counsel who have previously assisted Class Counsel in
the Settlement proceedings. In addition, assistance has been
provided by other legal representatives, relatives of claimants and
a CD Rom directory. The names and addresses of these claimants
have also been provided to Class Counsel. A major problem is that
many of the claimants are deceased and their next of kin do not
have the same mailing address. The Trustees will continue to
utilize all reasonable means to locate these claimants or their

beneficiaries.

II. PATIENT BENEFIT FUND

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

March 8, 2000 (Document 1440) that the Trustees provide to Class
Counsel and Special Counsel the materials used in designing the
2000 Amended Guidelines, the Trustees and the Chairman of the
Supervisory Panel delivered those materials that were controlled by
the Panel and used in guideline design, under a confidentiality
agreement. These materials did not include the Shiley research
database, which is owned by Defendant Pfizer. That database was
delivered to Class Counsel on August 30, 2000, after both parties
had signed a protective order (signed copy was filed September 5,
2000 as Document 1547, under the Court's order of July 18, 2000

approving the protective order, Document 1503.)




Dissemination of the 2000 Amended Guidelines has been
completed in accordance with the procedures outlined in the
Trustees' Twelfth Report.

B. Research:. The Supervisory Panel met in Cincinnati, as the
Court knows, on December 5 and 6, 2000. This Report covers the
activities of the Panel since the Twelfth Report plus the actions
taken and matters decided at the Panel meeting. Class and Special
Counsel and Counsel for Defendants were present and had full
opportunity to participate in the discussions on December 5, 2000.

The Epidemiology Committee held a conference in London,
England, September 25 and 26, 2000, attended Dby scientists and
physicians from United Kingdom, the Netherlands, Australia, Canada
and Sweden. Trustee Robert L. Black, Special Counsel James T.
Capretz and John T. Johnson, Counsel for Defendants-Robert B.
Conley, and Counsel for Public Citizen Brian Wolfman, all attended
and participated in the discussion. The purpose of the conference
was to review the prior epidemiological research forming the
foundation for the guidelines and to elicit comments and
criticisms, particularly from those persons who had no prior
association with the development and design of the guidelines.

At the December 2000 Panel meeting, the report of the
Epidemiological Subcommittee resulted in a series of decisions. A
feasibility study to determine the advisability of proceeding with
a cohort study of implantees in Poland and the Scandinavian
countries was authorized. Dr. Ron Brookmeyer will continue his

investigation of the latest data on those risk factors included in




the Guidelines, with attention being paid to the factors of age,
underreporting and gender. While there are less fractures being
reported in recent years than in the 1980s, there are also fewer
implantees still alive, and the rate of fracture should be
reexamined. Dr. William Blot will continue his investigation into
effect of rewelding or reworking of valves during the manufactuiing
processes. The work of both Dr. Brookmeyer and Dr. Blot, our
expert consultants, will maintain their surveillance of the latest
data.

The need to make the Guidelines "user friendly" was discussed,
and it was the consensus of the Panel that the manner of
communicating the impact of the Guidelines shall be carefully
considered when the next guideline amendment is approved.

The proposal from Dr. Yolanda van der Graaf to continue
monitoring the Dutch cohort for another two years (retroactive to
May 2000) was approved. Her project researching significance of
nartifacts" disclosed in MRI scans of the brains of implantees is
continuing.

Dr. Tom Ivey, reporting for the Guidelines Committee, stated
that in the absence of significant new data about the risk factors
used in the Guidelines, there is no need to consider amending them
at this moment. It is clear that this report in no way precludes
further guideline amendments in the future.

The Imaging and Acoustics Committee conferred in Pasadena,
Ccalifornia, October 26 and 27, 2000. The conference was attended

by the principal investigators (and their associates) of the




several research projects under way, two independent consultants,
and Trustee Peter J. Strauss. Also attending were Special Counsel
James T. Capretz and John T. Johnson, and Counsel for Defendants
Robert B. Conley.

The emphasis continues on research to develop effective and
useable acoustic techniques for the identification of defective or
high risk valves. As to the pursuit of passive acoustic
techniques, the project at Lawrence Livermore National Laboratories
has been terminated, and by reason of the unresolved controversy
over the impartiality of Dr. Allen Eberhardt (he has served as an
expert witness for Pfizer in BSCC heart valve litigation), no
project has been authorized at Structural Acoustics, Inc. The
panel does not discard the possibility of returning to passive
acoustics in the future because the development of new technology
proceeds unabated.

The research project at BioQuantetics, Inc., to develop an
active acoustic technique using vibro-acoustography to identify
high risk valves continues to hold encouraging promise. This
project is important to the Class, and its scientific goals and
milestones for the year 2001 should be clear. The first step of
this project began in May, 2000, and it has now been authorized by
the Panel to continue into the next steps to be completed in 2001,
subject to appropriate adjustments to the proposed budget.

The project using an electromagnetic acoustic transponder was
originally under the aegis of Vanderbilt University working in

conjunction with researchers at Iowa State University. Dr. John P.




Wikswo, the principal investigator at Vanderbilt, has reported that
the technique being developed at Iowa, known as EMAT, has much
greater promise of success than the Vanderbilt technique, known
SQUID. The reason is that it has been demonstrated to Dr. Wikswo's
satisfaction that EMAT can be tuned to discriminate between single
leg separation valves and intact valves, whereas SQUID cannot be so
tuned. At his suggestion, the contract with Vanderbilt is being
terminated and a new contract (and protocol) with Iowa State was
approved in principle, subject to a revised budget and clear goals
and milestones for the year 2001.

After considerable discﬁssion with Class Counsel, who
initially opposed any project to study the effect of what is known
as the "hook deflection test," and the withdrawal of the Trustees'
initial application for approval, a revised proposal was agreed
upon and thereafter approved by the Court. This research will be
pursued by the Imperial College School of Medicine at Hammersmith
Hospital. The "hook deflection test" was a procedure used for a
limited period of time at one step in the manufacture of BSCC heart
valves, whereby the outlet strut was weighted and stressed. The
Dutch and British studies developed data that suggested that those
valves that had been submitted to two or more hook deflection tests
were many times more likely to fracture than valves not so tested.
However, the data was so sparse that a study of 1100 of Pfizer's
manufacturing records will be necessary before any conclusions

could be reached.




Edison Welding Institute proposed three new studies, and the
Panel approved two. One will study outlet strut fracturing
process, and the other seeks improved frequency ~analysis for
determination of damage in heart valves. These projects are
closely linked and will have only one budget to achieve
considerable savings. |

The Panel wants the project at EWI tb be coordinated with a
metallurgical research study proposed by Dr. Pat Lawford of the
United Kingdom. The first phase of her study was approved with the
requirement that the principal investigators of both studies meet
and work together. The other phases of her ’proposal need
clarification. The two investigators should attend the next Panel
meeting together with their reports on progress to date.

The proposed project at Information Systems Laboratories
(ISL), using a coil to induce an eleétronic beam to detect the
status of a valve, raised a number of gquestions to be answered
before approval can be given. The Panel will engage a specialist
for consultation on this project.

The Imaging and Acoustics Subcommittee recommended adoption of
a nhew proposal (made the day before) by the University of
Cincinnati TInstitute for Health Policy and Health Services
Research, to continue their present contract in order to create a
database with web-based system of abstracts of scientific and
medical articles pertinent to the BSCC valve. This database will
be of great benefit for Panel investigators and the medical

profession. The project was approved subject to modifications




required by the Panel and the negotiation of the budget and a
review of both indexing and instructions for its use.

c. Independent Review of Research. At the December 2000

meeting of the Supervisory Panel, Dr. Robert L. Ludke, Ph.D.,
presented the Preliminary Final report of the U.C. Institute For
Health Policy and Health Services Research, being an independent
review of all research on BSCC heart valves, whether conducted by
pPfizer, Shiley or the Panel. The Chairman assigned each
Subcommittee to review those aspects of this extensive report that
impinge on their jurisdiction. It was agreed that further
conference with Dr. Ludke and his associates will be necessary for
a thorough understanding of the criteria used by the Institute and
the consequences of the recommendations.

D. Imaging Test. The program to offer an imaging test of

Class Members' valves at the‘Hershey Institute of Penn State has
imaged 9 Class Members to date, who qualify for replacement
surgery benefits under the 2000 amended Guidelines (costs fully
paid), and no Class Members who do not qualify. One of the
patients received an imaging grade of 4 (probable SLSs) and
subsequently had her BSCC heart valve explanted. The explanted
valve was examined by L. Raymond & Associates and the outlet strut

was found to be intact.

E. Repository. As previously reported, the Repository is

being established. The documents that will be included are being

scanned and indexed. This process is ongoing.


























































