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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)

TENTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Court:

Your Special Masters/Trustees respectfully present their tenth

periodic report, covering activities from December 16, 1998 to June

18, 1999.

I. CONSULTATION FUND

As previously 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. In addition, a $10,000,000
fund was established to be paid, after fees and éxpenses, equally
among all Claimants who are spouses of Class Members.

As previously reported, final distributions have been approved
and sent to each qualified implantee and spousal claimant. The

Consultation Fund has been closed as of August 31, 1998. Checks on
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the Consultation Fund issued to qualified claimants aggregating
more than $1,000,000 have not been negotiated and are outstanding.
The Trustees continue to attempt to locate those claimants who have
checks outstanding and unnegotiated, and to pay them. Although
progress has been made with some of the previously‘ reported
unnegotiated checks, there are now additional unnegotiated checks
resulting from the final distributions. A comprehensive report
regarding this issue will be presented at the next report of the

Trustees.

II. PATIENT BENEFIT FUND

A. Supervisory Panel Meeting. The Supervisory Panel met on

Tuesday, June 8, 1999, with Class Counsel, Counsel for Defendants,
Counsel for Public Citizen, the Panel's consultants, the principal
investigators of the cbhort studies in The Netherlands and the
United Kingdom, and a representative of UK's Medical Device Agency.
The focus of the full day meeting was the 1997 Guidelines and their
prospective improvement. Class Counsel presented five resolutions
about the Guidelines, and these were discussed at length. In
addition, all persons present engaged in open and frank discussion
of the several issues that were raised about the Guidelines. It is
fair to say that every one had full opportunity to speak and that
the communication was positive. Counsel also had an opportunity to
present their views at the Supervisory Panel meeting on March 9,

1999.
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B. Dissemination of 1997 Guidelines. The Claims Administrator

has identified 174 Class Members qualifying for surgical benefits
of their BSCC valves under the new 1997 Guidelines (whose valves
have not already been explanted). Sixty-seven of these are U.S.
residents, and the Court has already approved the letters that
inform their physicians of this qualification so that the patient
can decide in consultation with his or her doctor whether to have
the valve replaced. Four of these sixty-seven implantees have had
their BSCC valves replaced. In addition to those sixty-seven
implantees, there are twenty-one who meet the qualifications under
the Shiley guidelines (1995) that were incorporated in the 1997
Guidelines, aﬁd a mailing has been sent to all of them, using the
same method as was used with all the other qualifiers. The
Supervisory Panel and the Claims Administrator do not intrude on
the intimate personal relationship between the patient and his or
her doctor.

There are 107 foreign Class Members identified by the Claims
Administrator as qualifying for valve replacement benefits under
the 1997 Guidelines, but an Australian implantee has since had his
valve replaced. They are located in 22 different countries. The
Trustees recommend to the Court that the Chairman of the
Supervisory Panel and the Claims Administrator use the same methods
of communication that were used in the U.S.A. to send out
information about the 1997 Guidelines in order to advise these 106
foreign Class Members of their options. The Chairman of the

Supervisory Panel has been told many times and with great emphasis
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that direct communication with patients (implantees) is prohibited
in Australia, Canada, France, the Netherlands, sweden, and the
United Kingdom. The medical authorities in those countries believe
that information about heart valves and other matters of personal
health must be communicated by the treating physician, not by third
parties. This will mean that no direct communication will be made
to those who reside in those countries. The established lines of
commuhication will be used. The Chairman of the Supervisory Panel
and the Claims Administrator are prepared to do that immediately.

C. Research. The Supervisory Panel's research program
continues along the several lines previously reported as well as
along some new lines. The search continues for a reliable
diagnostic technique to detect and identify high risk valves.
Delays have been encountered by reason of the necessity to
negotiate research contracts with some institutions, particularly
those of higher learning. The sticking points have been ownership
of new techniques and discoveries, publication rights and
procedures, and confidentiality of data supplied to the researcher
by the Supervisory Panel. One example is the contract with
Vanderbilt University for investigation into a new, honinVasive way
to identify a break in one leg of the outlet strut by
electromagnetic technique. Considerable time was expended in order
to make clear to the people at Vanderbilt University that the
economic benefit of inventions and discoveries must belong to the
Class, that the Supervisory Panel must review all publications, and

that data it supplies must be kept confidential.
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The data being developed by the epidemiological projects is
being merged for the purpose of improving the reliability of the
data that constitutes the foundation of the 1997 Guidelines. No
technique has been discovered that will identify specific valves
with high risk of fracture, and the Panel has relied on
epidemiological studies. Three studies are underway, being those in
The Netherlands, the UK and Medic Alert in the U.S. The first two
studies are examining Shiley's manufacturing records, and all three
are using standard epidemiological methods. The data developed by
all three will be merged by the middle of August 1999, in
preparation for a meeting of the Supervisory Panel in September
1999, the purpose of which will be to consider refinements and
improvéments of the Panel's Guidelines, if any.

The cooperation of the Dutch and British researchers has been
exemplary. They have come together with American researchers in
London for meetings in October 1998 and May 1999 to coordinate
their work for the purposes of refining the epidemiological data
and making it as accurate as scientific methods can provide. Dr.
Yolanda van der Graaf of The Netherlands has already delivered to
the Chairman of the Supervisory Panel a disk containing the Dutch
data. This willingness to share scientific findings across national
lines should be acknowledged with appreciation.

The Supervisory Panel is sponsoring a follow-up study of the
implantees who participated in the imaging studies previously
conducted at Beaumont, Stanford and Glasgow. The study was

conducted by mailing an extensive questionnaire covering a range of




items related to the experiences of the implantees since the
imaging was completed. A concerted effort was made to elicit
replies, and there is now a 75% response. The answers to the
questionnaires are now being tabulated for the Panel's
consideration.

As to acoustic research, a meeting was held in Cincinnati on
June 3, 1999 of investigators and support personnel from Lawrence
Livermore National Laboratories, ERI and Vanderbilt University.
The purpose of this meeting was to review and discuss acoustic
projects being conducted, coordinate the work, refine the efforts,
and give direction to the ongoing research. The project at
vVanderbilt University, a new one, will search into an area
indicated by the title of the project, which is "Electromagnetic
and Acoustic Techniques for Non-Invasive Detection and Catheter-
Based Confirmation of Outlet Strut Fracture in the Bjork-Shiley
Heart Valve." The negotiation for this work is in process of
completion, being complicated by the fact that the principal
investigator desires to use techniques developed at and owned by
Iowa State University. Officials at that university have raised
questions about contract provisions. Negotiations continue.

Three studies are under way to review the rate of operative
mortality after surgical replacement of a BSCC valve, under the
guidance of Dr. Tom Ivey. In addition to his own study, Drs. Scott
Page and Eugene Blackstone are at work on different aspects of this
item. The point is to determine whether the rate of operative

mortality used in the 1997 Guidelines can be confirmed or must be
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changed.

The Supervisory Panel has approved three proposals to
investigate different methods of detecting a single leg fracture or
break in the outlet strut of a BSCC valve. One of these originated
with Dr. van der Graaf of The Netherlands; it is designed to
research the possibility of detecting a single leg break by MRI
scanning of the brain to find paramagnetic defects. The study will
commence in September 1999.

Edison Welding of Columbus is under contract to bring
practical metallurgical experience to bear on the cause or causes
of failure of the weld or fusion of the outlet strut of a BSCC
valve. Their work will be coordinated with Dr. Pat Lawford of the
University of Sheffield (UK), who has extensive experience in this
field.

The third project is at the California Institute of
Technology, which is under contract to investigate the application
of Doppler ultrasound for diagnostics of outlet strut resonance of
a single leg fracture in a BSCC valve.

D. Tmaqing Tests. The Supervisory Panel continues to look

for an institution to carry out two imaging programs. One is for
implantees with wvalves that have been identified as high risk
valves under the 1997 Guidelines. The other program is to make
imaging available for all other implantees, at their cost.
Negotiations with Stanford University, which did one of the
original three imaging studies, were canceled due to circumstances

unacceptable to the Panel. Negotiations are now proceeding with




Penn State to do these two programs. In addition, Massachusetts
General Hospital has indicated an interest in discussing this work,
since the principal investigator who ran the imaging program at
Stanford is now at Mass General.

E. Independent Review of Research. A contract‘has been

negotiated with the Institute for Health Policy and Health Services
Research at the University of Cincinnati to make an independent
review of all the research carried on to date about the BSCC heart
valve, the risks of strut fracture, and the rate of operative
mortality, whether sponsored by Pfizer/Shiley or by the Panel. The
Chairman of the Panel is seeking another organization to supplement
the work of the UC Institute.

F. Repository. There is a great deal of work to be done
before the Repository will be in place énd operative. The Court
has approved the repository document adopted by the Panel in March
1999, but that is not the end of the matter. That document was
very general in its description of the contents of the Repository.
Tt did not include those manufacturing records known as abbreviated
Device History Records (DHRs). At the March 1999 meeting of the
Supervisory Panel, Class and Special Counsel proposed to include
DHRs, and Counsel for Defendants opposed that idea. The
Supervisory Panel, after full consideration, decided that it did
not wish to have the DHRs included in the Repository, but in the
interest of fairness, the Panel voted to request the Court to order
the Defendants to keep all manufacturing records (including

abbreviated DHRs) until the termination of the Patient Benefit
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Fund, and in the meantime, to make the same available to the Panel
for research purposes, and to physicians for medical purposes fof
individual Class Members upon signed authorization of the Class
Member. The Panel's position is more fully set out in the
Trustees' Motion For An Order To The Defendants To Maintain All
BSCC Heart Valve Manufacturing Records Until the Disposition Of The
Patient Benefit Fund, Making Then Available For Reséarch. And
Medical Purposes. The contents of the Repository cannot be
determined until the resolution of this difference of opinion.
Further, the Chairman of the Panel must consult with Class
Counsel and Counsel for Defendants about removing the confidential
classification of specific documents and data. There is a
considerable volume of material in the Supervisory Panel's office
in california that accumulated undervthe supervision of the (now
dissolved) Research Management Group that has to be catalogued,

indexed and scanned.

G. Valve Replacement Surgery Claims and Fracture Claims. The

Claims Administrator has received 424 claims for valve replacement
surgery and outlet strut fracture claims. The processing of many
of these claims had been initiated by Shiley in the interim period
from the date of the Settlement Agreement until the Claims
Administrator was appointed. 1In addition, other qualified claims
were settled by Shiley with the Settlement benefits during this

interim period.

Of the above 424 claims, there are 68 qualified outlet strut

QL
fracture claims, B4 qualified single leg fracture claims and.iﬁ;'




























