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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)

FIFTEENTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Special Masters/Trustees respectfully present their
fifteenth periodic report, covering activities from June 20, 2001
to November 26, 2001. Copies of this report are being served on
Class Counsel, Special Counsel and Counsel for Public Citizen
fifteen days prior to the status hearing before the Court scheduled

for December 12, 2001.

I. CONSULTATION FUND

There remain checks on the Consultation Fund issued to
gualified claimants aggregating approximately $600,000 that have
not been negotiated and are outstanding. Initially there were
approximately $1,500,000 of unnegotiated Consultation Fund checks.

As previously reported, the total approved distributions were



$6,147 each for 13,351 implantees and $1,009 each for 9,564 spouses
of implantees resulting in a total amount of $91,718,314 sent to
claimants. The Trustees believe that all reasonable means have
been utilized to locate the claimants with unnegotiated checks and
to pay them. At this point, the Trustees consider it cost
ineffective to continue these efforts.

Due to the nominal amount (approximately $40 per implantee
claimant and approximately $5 per spousal claimant) that each
claimant would receive and also due to the cost of another
distribution and the cost of follow-up of the payments, it does not
seem practical to redistribute the $600,000 to Consultation Fund
claimants. Therefore, the Trustees recommend that the funds for
any Consultation Fund claimant checks that remain unnegotiated at
December 31, 2001 be transferred to the Patient Benefit Fund to be
used for the administration of the Settlement. This matter was
discussed with Class Counsel and Counsel for Defendants and both
concur with this use of the funds for the unnegotiated Consultation

Fund claimant checks.

IT. PATIENT BENEFIT FUND

A. Guidelines. As reported to the Court in the Trustees'

Supplement to the Fourteenth Report (filed August 9, 2001, Document
1667), Class Counsel has filed a memorandum indicating it is
satisfied with the Production of Documents. A productive and
informative meeting was held July 16, 2001, in Cincinnati between

Class Counsel's epidemiology consultants and the Supervisory



Panel's epidemiology consultants. The Trustees have received no
further word about the Guidelines from Class Counsel.

The Guidelines Committee of the Supervisory Panel (Dr. Tom
Ivey, Chairman) will meet in Cincinnati on November 27, 2001, to
consider what action, if any, should be taken now. Since the
meeting occurs after this Fifteenth Report will have been filed,
the Chairman of the Supervisory Panel will make an oral report to
the Court at the December 12" status hearing.

B. Research. The work of the Supervisory Panel since June has

been conducted through its Committees. Members of the Research
Committee have met with Dr. Edmond Rambod of BioQuantectics in
Rochester, Minnesota, and with Edison Welding Institute (EWI) 1in
Columbus, Ohio. A joint meeting of British epidemiology scientists
and Special Counsel John T. Johnson was held in London during the
summer. London was also the location of an epidemiology conference
in October attended by members of the Panel, the Panel's
consultants, Special Counsel Johnson and Capretz, and doctors from
the United Kingdon, Australia, New Zealand and Sweden. (Scientists
from The Netherlands were not allowed to travel and the scientist
from Poland could not travel for health reasons at that time.) In
addition, there have been numerous phone and e-mail contacts

between the Chairman, other members of the Supervisory Panel, and
the principal investigators of ongoing projects. The Supervisory

Panel will meet again on January 8 and 9, 2002, in Cincinnati.
The Final Report of the Institute for Health Policy and Health

Services Research (University of Cincinnati) has been received. A



copy is being provided to the Court concurrently with the filing of
this Report, together with the written comments of Fay E. Stilz,
Esqg., and the responses of Panel Members and a Panel consultant
(Dr. William Blot).

Research projects now being pursued concurrently include the
following epidemiology projects, all of which have been previously
discussed in the Trustees' reports:

oA feasibility study about the advisability of conducting a
cohort study of implantees in Poland and the Scandinavian
countries;

oA British study of Shiley manufacturing records to evaluate the
effect of the hook deflection test and other procedures in the
manufacturing process;

eFollowup studies of the cohorts in The Netherlands, the United
Kingdom and the United States (through MedicAlert) ;

In addition, Special Counsel John T. Johnson is proposing an
in-depth study of Shiley manufacturing records of the wvalves
currently implanted in all known Class Members. The proposal has
been presented to a Committee of the Supervisory Panel and will be
discussed with Mr. Johnson at the January 2002 meeting.

The collaborative studies of a finite element model by the
Edison Welding Institute (EWI) of Columbus, Ohio, and the
University of Sheffield in the United Kingdom are awaiting approval
of Class Counsel. As stated to the Court in the Fourteenth Report,
the purpose of this project is to learn more about the forces that

cause cracks, single leg separations and valve fractures, and the



ability of the valve's metal to withstand those forces.

EWI is proposing two new projects, now being negotiated. One
is to review the capability of available passive acoustic
techniques to detect high risk valves. The other is to create a
database of design changes that took place during production of the
valves.

The attempt to identify high risk wvalves wusing an
electromagnetic acoustic transponder (in a technique known at EMAT)
is under way at Michigan State University.

Two proposals have sprung from Dr. Tom Ivey's broadly cast
request for proposals for a perspective of studies including basic
research in areas of cardiac physioclogy myocardial OM protection,
improving methodology in reoperative procedures, and clinical
reviews that would more clearly define operative risk factors. One
of the two proposals comes from the University of Alabama at
Birmingham. The purpose of this project is to define a combined
therapy approach to protecting the heart during cardiac operations
that will be directly applicable to clinical surgery.

The other proposal is being negotiated with Duke University
Medical Center. Its purpose 1is to compare the mortality and
morbidity of mitral reoperations using Port Access versus standard
right thoractomy versus redo sternotomy, as a way to decide whether
Port Access may be a means to minimize reoperative risk for BSCC
patients.

The research project at Information Systems Laboratories (ISL)

using electromagnetic techniques has been completed, and the



Chairman has called for a final report. ISL's request for an
extension of the project will be considered by the Panel at its
meeting in January 2002.

The active acoustic project at BioQuantetics using vibro-
acoustography was terminated one month early. Dr. Edmond Rambod
has delivered a final report of the work completed to date and all
data from the project. The Panel will be considering whether to
fund a continuation of this research, and how to proceed. Another
matter is the disposition of the research equipment. If no longer
needed, the research equipment purchased with Patient Benefit Funds
will have to be sold.

C. Imaging Test.

The 1maging testing at Penn State has not been extended or
renewed.

D. Repository. Pfizer's review of the documents selected by

the Chairman for inclusion in the repository has been received by
the Chairman. Class Counsel will now review Pfizer's position and
confer with the Chairman. The expectation is that agreement will
be found to the end that a final proposal may be made to the Court
for its approval of the establishment of the repository.

E. Web Site. The Supervisory Panel has come to agreement on

the contents and the style of the web site. This matter is now
being discussed with Class Counsel, Counsel for Defendants, Counsel
for Public Citizen, and Counsel for the Trustees. We expect an
agreement on the web site and its operation around the first of the

year.



F. Valve Replacement Surgery Claims and Fracture Claims. The

Claims Administrator continues to receive and process claims for
valve replacement surgery and outlet strut fracture. The
processing of some claims had been initiated by Shiley in the
interim period from the date of the Settlement Agreement until the
Claims Administrator was appointed. Also, some qualified claims
were settled by Shiley with the Settlement benefits during this
interim period. In addition, some of the claimants have elected
other courses of action rather than to receive the Settlement
benefits.

Since the last Trustees' report on June 20, 2001 there has
been confirmation of 2 qualified outlet strut fractures (both of
which occurred prior to June 20, 2001), 1 gualified single leg
fracture (the replacement surgery for this BSCC heart valve
occurred prior to June 20, 2001), and 3 other qualified valve
replacement surgeries (2 of these surgeries were since June 20,
2001 and 1 was prior to that date). During the period from the
last Report to the date of this Report, $9,517 Australian was paid
from the Patient Benefit Fund for the medical expense component of
the benefits for qualifying replacement surgeries. Also, Pfizer
Inc. paid $204,590 US, 115,503 Spanish Pesetas, $2,181 Australian
and 4,215 British Pounds Sterling for the other components of the
benefits for claims processed by the Claims Administrator. In
addition, Pfizer Inc. paid $200,000 US for qualifying strut
fracture benefits during this period for a claim processed by the

Claims Administrator.



The total number of qualified claims received from the
beginning are now: 86 (67 foreign) qualified outlet strut fracture
claims; 38 (16 foreign) qualified single leg fracture claims; and
87 (33 foreign) other qualified valve replacement surgery claims
including 10 previous nonqualifying replacement surgeries that now
qualify under the 2000 Amended Guidelines.

The office of the Claims Administrator continues to fulfill
requests to calculate estimated annual fracture rates for BSCC
heart valves under the 2000 Amended Guidelines. In addition, the
office of the Claims Administrator continues to respond to
inquiries by telephone, fax and mail regarding the notice about the
effective dates of the guidelines that was sent to Class Members.
To date there has only been one inquirer who has been identified as
gqualifying under the 1997 guidelines (actually the Shiley
guidelines) but not qualifying under the 2000 Amended Guidelines.
Through these inquiries, the office obtained and updated
information pertaining to Class Members' address changes, deaths,

and valve replacement surgeries.

ITT. FINANCIAL INFORMATION

At October 31, 2001, the total balance of cash and cash
equivalents was $26,017,495. This amount takes into account net
interest earned from January 28, 1992 through October 31, 2001, in
the aggregate amount of $22,408,603.

Attached as Appendix 1 are the following: an unaudited balance

sheet as of October 31, 2001 and an unaudited statement of income



and funds balance for the ten months ended October 31, 2001 (which
includes the budgeted amounts for expenses for the administrative
office for the period January 1, 2001 through December 31, 2001).
Attached as Appendix 2 is a copy of the Independent Auditors'
Report for the year ended December 31, 2000.
Attached as Appendix 3 is a copy of the proposal of Deloitte
& Touche for auditing services for the year ending December 31,

2001. The Trustees recommend that the Court approve the proposal.

IV. COMMUNICATIONS

Communications remain open, whether with physicians, members
of the Class, Class Counsel, Special Counsel or Counsel for

Public Citizen.

V. APPROVALS

Your honor, the Special Masters/Trustees request that the Court:
(a) approve this Report, and
(b) approve or provide guidance with respect to each of the
Appendices to this Report, and
(c) fix the date for the next Report.

Respectfully submitted,

Dated: November 26, 2001 Vol %(CJ,

Hon. Robert L. Bladk, Jr.

A W@w

Peter J. Strauss, Esqg
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TRUSTEES FOR THE BOWLING-PFIZER
HEART VALVE SETTLEMENT FUNDS

BALANCE SHEET

AS OF OCTOBER 31, 2001

UNAUDITED
ASSETS
CASH S 232,515
U.S. TREASURY BILLS 25,784,980
OTHER ASSETS ' 22,819

S 26,040,314

LIABTILITIES AND FUNDS BALANCE

ACCOUNTS PAYABLE AND ACCRUED EXPENSES $ 1,175,486(1)

FUNDS BALANCE 24,864,828

$ 26,040,314

(1) - Does not include any provision for fees and expenses for

Class Counsel and Special Counsel and Public Citizen,
for the period since October 2000.

Inc.



TRUSTEES FOR THE BOWLING-PFIZER
HEART VALVE SETTLEMENT FUNDS

STATEMENT OF INCOME AND FUNDS BALANCE

FOR THE TEN MONTHS ENDED OCTOBER 31,

2001

UNAUDITED

INCOME - INVESTMENT INTEREST
VALVE REPLACEMENT SURGERY BENEFITS
RESEARCH PROGRAMS - COSTS
LITIGATION ATTORNEYS - FEES & EXPENSES
EXPENSES:
Supervisory Panel
Trustees' fees and expenses
Professional fees
Administrative office
Total
CONTRIBUTION BY PFIZER INC.
NET CHANGE IN FUNDS BALANCE

FUNDS BALANCE, DECEMBER 31, 2000

FUNDS BALANCE, OCTOBER 31, 2001

(1) - See Schedule 1 herewith.
(2) - See note (1) on Balance Sheet herewith.

S 826,560

61,175

1,364,095

451,308

930,905
149,127
117,739
375,268

1,573,039

6,250,000

3,586,943

21,277,885

S 24,864,828

(1)

(1)



Schedule 1
TRUSTEES FOR THE BOWLING-PFIZER
HEART VALVE SETTLEMENT FUNDS_

SCHEDULE OF EXPENSES
UNAUDITED

BUDGET
1/1/01-12/31/01

ACTUAL
1/1/01-10/31/01

SUPERVISORY PANEL:

Panel members' compensation S 542,673
Consultants' compensation 163,218
Travel expenses 192,663
Miscellaneous 13,963
Notification expenses _ 18,388
Total S 930,905
ADMINISTRATIVE OFFICE:
Rents 67,000 S 56,298
Office payroll 332,000 255,302
Payroll taxes 20,000 15,618
Employee benefits 28,000 22,164
Outside services 48,000 14,197
Printing and postage 12,000 8,046
General insurance 2,000 908
Telephone 18,000 5,843
Office supplies and expense 12,000 4,266
Travel 6,000
Depreciation 6,000 3,851
Miscellaneous 6,000 239
Administrative services income (11,464)
Total S 557,000 S 375,268




BOWLING-PFIZER HEART
VALVE LITIGATION
SETTLEMENT FUND

Statements of Assets, Liabilities and Fund Balance
- Modified Cash Basis as of December 31, 2000
and 1999 and Statements of Income, Expenses
and Benefit Payments and Change in Fund
Balance - Modified Cash Basis for the Years
Ended December 31, 2000 and 1999 and
Independent Auditors' Report



Deloitte & Touche LLP

250 East Fifth Street

P.O.Box 5340

Cincinnati, Chio 45201-5340

Tel:(513) 784-7100
www.us.deloitte.com

Deloitte
& Touche

INDEPENDENT AUDITORS' REPORT

Bowling - Pfizer Heart Valve Litigation Settlement Fund:

We have audited the accompanying statements of assets, liabilities and fund balance - modified
cash basis of the Bowling - Pfizer Heart Valve Litigation Settlement Fund (the “Fund”) as of
December 31, 2000 and 1999 and the related statements of income, expenses and benefit payments
and change in fund balance - modified cash basis for the years then ended. These financial
statements are the responsibility of the Fund’s management. Our responsibility is to express an
opinion on these financial statements based on our audits.

We conducted our audits in accordance with auditing standards generally accepted in the United
States of America. Those standards require that we plan and perform the audit to obtain reasonable
assurance about whether the financial statements are free of material misstatement. An audit
includes examining, on a test basis, evidence supporting amounts and disclosures in the financial
statements. An audit also includes assessing the accounting principles used and significant
estimates made by management, as well as evaluating the overall financial statement presentation.
We believe that our audits provide a reasonable basis for our opinion.

As described in Note 2 to the financial statements, these financial statements were prepared on the
modified cash basis of accounting, which is a comprehensive basis of accounting other than
accounting principles generally accepted in the United States of America.

In our opinion, such financial statements present fairly, in all material respects, the assets, liabilities
and fund balance of the Fund as of December 31, 2000 and 1999 and its income, expenses and
benefit payments and change in fund balance for the years then ended on the basis of accounting
described in Note 2.

Dbt v Tkl P

October 1, 2001

Deloitte
Touche
Tohmatsu



BOWLING-PFIZER HEART VALVE LITIGATION SETTLEMENT FUND

STATEMENTS OF ASSETS, LIABILITIES AND FUND BALANCE - MODIFIED CASH BASIS

AS OF DECEMBER 31, 2000 AND 1999

ASSETS
CASH
INVESTMENTS (Note 3)

OTHER ASSETS (Note 2)

TOTAL ASSETS

LIABILITIES AND FUND BALANCE

ACCOUNTS PAYABLE AND ACCRUED
EXPENSES (Note 2)

FUND BALANCE (Note 1)

TOTAL LIABILITIES AND FUND BALANCE

See notes to modified cash basis financial statements.

2000 1999

$ 336037 $ 255422
22,143,767 18,468,400
42,739 21,672
$22,522,543  $18.,745,494
$ 1244658 S 708.741
21,277.885 18.036.753
$22.522.543  $18.745.494




BOWLING-PFIZER HEART VALVE LITIGATION SETTLEMENT FUND

STATEMENTS OF INCOME, EXPENSES AND BENEFIT PAYMENTS AND

CHANGE IN FUND BALANCE - MODIFIED CASH BASIS
FOR THE YEARS ENDED DECEMBER 31, 2000 AND 1999

INCOME:
Settlement payments by Pfizer/Shiley (Note 1)
Net investment income

Total income

EXPENSES AND BENEFIT PAYMENTS:
Benefit payments - valve replacement surgery
Research programs
Litigation attorneys - fees and expenses (Note 2)
Supervisory panel expenses (Note 1)

Trustees' fees and expenses
Notification expense
Professional fees

Other administrative expenses

Total expenses and benefit payments

INCREASE IN FUND BALANCE

FUND BALANCE, BEGINNNG OF YEAR

FUND BALANCE, END OF YEAR

See notes to modified cash basis financial statements.

2000 1999
$ 6,250,000 $ 6,250,000
1,123.230 798,421
7,373,230 7,048,421
374 199,565
1,696,007 1,690,430
324,385 987.322
1,106,805 1.451,561
272.829 169,091

204,375

77,387 75,647
449,936 422,122
4,132,098 4.995.738
3,241,132 2.052.683
18.036,753 15.984.070
$21,277,885  $18.036.753

























