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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)

' FIFTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Special Masters/Trustees respectfully present their
fourth periodic report, covering activities from June 14, 1996 to

December 13, 1996.

I. APPLICATION FOR ADDITIONAL ATTORNEYS' FEES AND EXPENSES

Tn the Court's "Memorandum and Order on Applications for
Attorneys' Fees and Expenses" journalized March 1; 1996 by Hon.
John F. Nangle (Document 806) as amended by Order journalized March
12, 1996 (Document 802), the Special Masters/Trustees are directed
to "file a written report and recommendétion to this Court
indicating whether Counsel's application [for additional fees and
expenses payable from the defendants' annual payments of $6,250,000
into the Patient Benefit Fund] should be granted in whole or in
part, or denied." Class Counsel has duly filed an application for
such additional fees and expenses related to the first annual

payment of $6,250,000 (without specifying an amount). Amicus




Public Citizen and Class Members Gary Crane, et. al., have filed a
memorandum stating opposition to Class Counsel's application, and
in addition have filed their own application for additional fees
and expenses. Class Counsel opposes payment of additional fees and
expenses to Public Citizen.

The Special Masters/Trustees respectfully submit that because
the fee Order as amended (Documents 800 and 802) is now on appeal
to the Court of Appéals for the Sixth Circuit, they should be
directed to withhold their report and recommendations until the

Court of Appeals renders its decision on the appeal.

IT. 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 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.
To date, 13,178 claims have been recei?ed and approved, 298 claims
are pending approval, and 2,394 claims have been rejected for

various reasons (such as, lack of reasonable proof of a BSCC valve,



implantation of another type of valve, death before January 23,
1992, etc.). Distributions have been made as follows: $3,000 to
implantees, and $500 to spouses, or a total of $43,812,500.

The Special Masters/Trustees are prepared to make further
distributions from the Consultation Fund when and as approved by
the Court. The defendants have questioned whether any further
distributions should be made until the current appeals have been
resolved. Class Members Gary Crane et.al., Amicus Public Citizen
and Special Counsel James T. Capretz have filed a Motion and
Memorandum for an additional partial distribution. The Special

Masters/Trustees await the Court's decision.

ITII. PATIENT BENEFIT FUND

Under Section 5 of the Settlement Agreement, the Patient
Benefit Fund was established 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 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.__Guidelines. The Supervisory Panel has been working hard
to be in a position to establish new guidelines for valve
replacement surgeries. While progress has been made and a method

of evaluating risks established, it has not been possible to




~complete the necessary scientific research and to finalize a
proposal for the Court's consideration at this time.

The Guidelines Committee met in Vienna, Austria, on October 10
and 11, 1996, under the chairmanship of Dr. Tom Ivey. The
Guidelines Committee was furnished with the best available
scientific data and information by the Supervisory Panel. After
consideration thereof, the Guidelines Committee approved a method
of determining how to identify "those circumstances in which
prophylactic replacement of a [BSCC] heart valve would reasonably
offer a meaningful extension of life expectancy because of the risk
of strut fracture," in accordance with Section 5.4.4.2 of the
Settlement Agreement (as supplemented by Document 290). The
Guidelines Committee ordered certain revisions and refinements.
When those are accomplished and reviewed by the festructured
Guidelines Subcommittee, the complete recommendation will be
reported to the Supervisory Panel. These steps will be completed
as promptly as humanly possible.

As reported to the Couit in the Fourth Report, fhe Guidelines
committee has been restructured as the Guidelines Subcommittee of
the Supervisory Panel, consisting of threebmembers, with former
members of the Guidelines Committee as consultants.

The Supervisory Panel will give careful consideration to the
new method of identification of the risks of fracture and the risks
of reoperation. The Panel will follow the requirements for
consultation with various governmental and scientific organizations

as required by Section 5.4.4.2 of the Settlement Agreement. The
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Panel will of course ask for the comments of Class Counsel and
Counsel for Defendants. Thereafter, the Supervisory Panel will be
in a position to consider final adoption of the new guidelihes,
which will, as promptly as possible, be submitted to the Court for
approval. |

esearch P m The Supervisory Panel continues to
pursue its program of research in the three lines of investigation
(epidemiological, radiographic and acoustics), and in addition has
undef consideration new lines of research that are being pufsued to
determine whether they hold promise of benefit for the Class
Members.

The epidemiological studies in the United Kingdom and in The
Netherlands are progressing according to the agreed schedules,
which call for final reports at the'end of 1997. A pilot study is
underway to asses the feasibility of conducting a cohort study of
American implantees, but certain delays have pushed the expected
completion date into 1997. See "Ongoing Cohort Studies of Pafients
with BSCC Valves" dated September 30, 1996 attached'as Appendix 1.

The iﬁaging and acoustics studies have not, to date, produced
a medically acceptable diagnostic technique to identify implantees
with a significant risk of strut fracture. However, the
Supervisory Panel has concluded that it is in the best interests of
the Class to pursue these lines of investigation further, and to
consider initiating certain new studies, with the expectation that
a medically acceptable diagnostic technique can reasonably be

developed in the future. The report of Donald C. Harrison, M.D.,



Chair of the Subcommittee on Imaging and Acoustics, is attached as
Appendix 2.

c. Repository. To initiate the creation of a publicly
accessible repository of appropriate information about research and
the risks of valve failure and replacement, the Chairman of the
Supervisory Panel is seeking the advice a%d counsel of Supervisory
Panel members, Class Counsel, Counsel for Defendants, and persons
and organizations with skill and experience in this field. Care
must be taken to preserve the confidentiality of files and records
with information about individual,patients.v A report will be made
to the Court and the final plan, when developed, will be submitted
to the Court for approval.

D. _Valve Repl ment Surgery Claims and Fracture aims. As
previously repofted, the Claims Administrator has been processing
claims for valve replacement surgery and strut fracture claims. As
of December 6, 1996, 309 claims have been received. There are 44
gqualified outlet strut fracture claims, 28 qualified single leg
fracture claims and 33 qualified valve replacement sﬁrgery claims.
The remaining claims have been reviewed and they either do not
qualify or additional information is needed and has been requested

from the claimants.

I NANCIA IO
At October 31, 1996, the total balance of cash and cash
equivalents was $46,408,208 for the Consultation Fund (class member

portion and spousal portion) and $9,969,999 for the Patient Benefit



Fund. ‘These amounts include net interest earned from January 28,
1992 through October 31, 1996, in the aggregate amount of
$15,970,543 for the Consultation Fund and $1,093,730 for the
Patient Benefit Fund.

An unaudited balance sheet as of October 31, 1996 and an
unaudited statement of income, benefit payments and funds balance
for the ten months ended October 31, 1996 which includes the
budgeted amounts for expenses for the period January 1, 1996
through December 31, 1996, are attached as Appendix 3.

The Trustees have received the audit report for the years
ended December 31, 1995 and 1994 from Deloitte & Touche. A copy of

their independent auditor's report is attached as Appendix 4.

V. COMMUNICATIONS

The Claims Administrator and the Trustees' office are in daily
contact with individual Class Members, but no mass communication
with the Class is contemplated until a distribution from the
Consultation Fund is approved or a change in the'Guidelines is

approved by the Court.
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VI. APPROVALS

Your honor, the Special Masters/Trustees request that the
Court approve this Report and the actions specifically referred to
herein, and approve or provide further direction with respect to
each of the Appendices to this Report. We ask that the Court fix

the date of the next Report.

Respectfully submitted,

Dated: December 13, 1996

Hon. Robert L. Black, Jr.

Peter J. Strauss, Esqg.
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ONGOING COHORT STUDIES OF PATIENTS WITH BSCC HEART VALVES

- September 30, 1996

- Followup of patients with BSCC heart valves is currently ongoing in cohort studies in the
Netherlands and the United Kingdom, and is being considered in the United States. These
.. ... investigations are ascertaining the mortality experience of the patients-and will provide estimates
- of the rates of valve fracture as a function of both valve and patient characteristics.

The Dutch study, led by Dr. Yolanda van der Graaf, involves a continuation of research begun in

- the 1980s (with results through 1990 described in Lancet 339:257-261, 1992). In brief, patients
with 2,309 60° and 279 70° valves are being tracked for mortality and valve fracture. ‘Special
attention is being placed on a review of the original manufacturing records for these valves, in a

= search for new clues to aspects of the manufacturing process that might predict valve failure.
Rates of mortality and valve fracture in the entire cohort are being updated through 1996, of

: importance because in the past the highest rates of fracture have been reported from the

= Netherlands and have led to acceptance of the notion that fractures elsewhere in the world are
being underdetected. Information on mortality following elective replacement of the BSCC.
valves is also being compiled. Initial results are expected in early 1997.

The UK cohort study, led by Professor Ken Taylor and initiated in 1996, involves the followup
of approximately 3,600 patients with 4,000 BSCC valves (almost all 60° valves). Medical
= records at the time of implant are being abstracted to determine patient characteristics for later
examination of their effect on valve fracture. Complete ascertainment of all deaths is possible
through national vital statistics registration in the United Kingdom, and post mortem
examination data and medical records for deaths with suspicion of valve-related etiology are
being obtained to evaluate potential underreporting of valve fractures. A manufacturing record
review may be initiated should the Dutch study indicate its advisability . In addition, the UK
- Heart Valve Registry, a systematic recording of all artificial heart valve patients since the mid
1980s, is being accessed to provide estimates of in-hospital vs 90-day mortality associated with
reoperations to replace artificial heart valves. Results are expected in late 1997.

In the United States, a pilot study is nearing completion to assess the feasibility of conducting a
cohort study among American BSCC patients. The study would utilize Medic Alert records on
approximately 12,000 BSCC patients and ascertain mortality during the period 1991-96. The
full-scale study would help evaluate the postulated nearly 50% underreporting of valve fracture
in the United States, and provide direct estimates of risk in the 1990s. The pilot study,
evaluating access to and followup of the patients, is expected to be completed in late 1996.
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MepicAL EbucATION AND CONSULTATION, INC.
9250 OLD INDIAN HILL ROAD
CINCINNATI, OHIO 45243
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E-Mail: LauraH22@AOL.com

DONALD C. HARRISON, M.D. LAURA M. HARRISON
PRESIDENT MANAGER
DATE: December 10, 1996

TO: Kermit Smith Q@E\W&
FROM: Donald C. Harrison, M.D.

Attached is the revision which you needed. I believe the Appendices A, B, C1, C2 should be
included, but I have removed Appendix D. Appendix E is now relabeled Appendix D. I have
also removed the Repository section.

Hope this is satisfactory.
























































































































































































