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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF OHIO
WESTERN DIVISION
IN RE: : Case No. C=1-91-

BOWLING-PFIZER LITIGATION : (Judge Spiegel)

SIXTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Special Masters/Trustees respectfully present their sixth
periodic report, covering activities from December 13, 1996 to

June 4, 1997.

I. 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.
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At this time, 13,327 claims have been received and approved,
127 claims are pending approval (due to the lack of qualifying
documentation; final notices requesting the needed documentation
have been sent to these claimants), and 2,450 claims have been
rejected for various reasons (such as, lack of reasonable proof of
an implanted BScCC valve, implantation of another type of heart
valve, death or removal of the BSCC valve before January 23, 1992,
etc.).

With the resolution of those appeals to the Sixth Circuit
Court of Appeals that had prevented distributions from this Fund,
and with the approval of the Court, counsel having agreed, the
Special Masters/Trustees are now making additional distributions as
follows: $2,835 to implantees (so that each implantee will have
received $5,835), and $462 to spouses of implantees (so that each
spouse will have received $962). To date $86,653,191 has been paid
to implantees and spouses of implantees from the Consultation Fund.
There is in excess of $4,000,000 remaining in the Fund. It is
likely that final nominal distributions will be paid to both
implantees and spouses of implantees. It is anticipated that the
eventual total amount paid to implantees and spouses will be
substantially equivalent to the $90,000,000 paid into the Fund by
Defendants.

Whether another and final distribution will be made from the

Consultation Fund will depend primarily on the settlement of income

tax matters. The Trustees recently received a favorable revenue




ruling regarding the deductibility of certain expenses for Federal
income tax purposes. Due to the revenue ruling iefunds of Federal
income taxes have been received for 1993 and 1996 from the filing
of refund claims and additional refunds may result from the filing
of amended tax returns for 1994 and 1995. There are no issues in
dispute at this time and none are anticipated, but it is not
feasible to exhaust the fund, until these tax matters are put to

rest.

IXI. 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 wvalves, 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. As directed by the Court and pursuant to the
terms of the Settlement Agreement, the Supervisory Panel has
presented to the Court for its approval its "Proposed Guidelines to
Assess Patients with Bjork-Shiley Convexo-Concave Heart Valves for
Elective Explantation," in the form filed of record on April 25,
1997. During a conference in open court on May 2, 1997, the
scientific basis and methodology of the Proposed Guidelines were

reviewed.
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In brief layman's language, the Proposed Guidelines address
the two key questions facing an implantee. The first question is,
"How 1likely is it that my heart valve will fracture and stop
working?" The second question is, "How risky is reoperation for
me?" The Proposed Guidelines present a formula which considers all
the factors and data currently known to the medical community that
contribute in a significant way to answering these two questions.

First, the possibility that the valve will fracture and stop
working is calculated. This is done by using information about the
size of the valve, whefe it is placed (aortic or mitral), when it
was welded, by whom and as part of which shop order, and the
current age of the patient. It is scientifically established that
as a patient ages, it is less likely that the valve will break. A
baseline fracture rate is established for 60 degree and 70 degree
valves, and an adjustment is made for underreporting of fractures.
These factors multiplied together yield a prediction of the
l1ikelihood of fracture of each valve group, which is expressed in
percentages of fracture each Yyear. This percentage will be
somewhere between zero (that is with no measurable chance of
fracture), up to a probability that about 15 of 100 similar valves
will break during the year.

The second question asks about the risks of a second
operation, a reoperation, to replace a valve with a high risk of
strut fracture. This involves age, again, because as patients age,

the likelihood increases with age that they will die (or suffer
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morbidity, the medical term for disabilities or disease) as the
result of a second major heart operation.

These two probabilities about risk of valve breakage and risk
of reoperation are brought together in a table (Table 1 on page 3
of the Proposed Guidelines) to present threshold figures separately
for men and for women at a range of ages. These threshold figures
indicate that there will be a gain in expected life expectancy.
The Supervisory Panel would recommend consideration of reoperation
when the figures in Table 1 are exceeded in any one case.

The Proposed Guidelines are based on sound science and the
best medical judgment of this independent panel of distinguished
doctors. Amendments may be considered in the future as new data is
developed or presented. Research is still going on that could
produce new data of significance to the problem.

The Proposed Guidelines are the product of a deliberate and
careful process. The original Guidelines Committee, appointed
early in 1995, having been given the best available scientific data
and information by the Supervisory Panel, met for the third and
last time in October 1996 in Vienna, Austria, and recommended to
the Supervisory Panel a method of determining how to identify
"those circumstances in which replacement of a (BSCC) heart valve
would reasonable offer a meaningful extension of life expectancy
because of the risk of strut fracture." (Protocol, Document 383).
This method of identification was refined and validated
scientifically by the Supervisory Panel's consultants. A proposal

was then presented and discussed in detail by the Supervisory Panel




at its January 1997 meeting. The advisory group was restructured
as the Guidelines Subcommittee (Dr. Tom Ivey, Chair, Dr. Michel
Ibrahim, and Dr. Arthur Weyman), with instructions to draft a
proposal in accordance with the Panei's determinations.

An extended period of consultations then followed. The draft
pfoposal was transmitted on a confidential basis to all counsel.
Two in-person conferences were held with Class Counsel (one by
Judge Black as Trustee with the three Panel consultants, and the
other by the Chairman of the Supervisory Panel and Judge Black).
Consultations were had with those institutions and governmental
bodies noted in Section 5.4.4.2 of the Settlement Agreement. The
chairman and Dr. Ivey met with the FDA in Washington, and the
Chairman consulted in person or in writing with the national
authorities of Canada, the United Kingdom, Holland, Sweden, Spain,
France and Australia.

All comments received from these consultations, whether
written or oral, were considered by the Guidelines Subcommitttee
and the draft proposal, as amended, was submitted to the
Supervisory Panel at its meeting in Cincinnati on April 15, 1997.
A new draft was ordered to be prepared in accordance with the best
judgment of the doctors. The result was a Final Draft, which was
approved by the Supervisory Panel in a telephone meeting on April
23, 1997. It is this Final Draft that was presented and explained
to the Court on May 2, 1997.

As urged by the Court at the May second conferénce, and in the

light of Class Counsel's stated opposition to the Final Draft, a
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two-day conference was scheduled to be held in Cincinnati on May 29
and 30, 1997 to discuss the comments of Class Counsel, Special
Counsel, Counsel for Defendants, and Counsel for Amici, on topics
chosen by themn. The printing of this Sixth Report had to be
accomplished before the conference, and therefore, the results of
the conference are not included herein.

Implementation of the Guidelines as approved will be the next
step. The process will include setting up appropriate computer
programs, training staff, and disseminating information about the
Guidelines to physicians, patients, professional organizations and
governmental agencies in the countries where implantees live. This
process, it is now estimated, will take from four to six months.

B. Research Program. The epidemiological studies in the
United Kingdom and in The Netherlands are scheduled to be completed
at the end of 1997 and 1998, respectively. The UK cohort study may
be extended to cover manufacturing records. The conduct of a
cohort study on American implantees by Medic Alert is under
consideration.

The Supervisory Panel has concluded that it is in the best
interests of the Class to pursue some new studies and will not be
in a position to report on these until after review of the entire
research program at a meeting of the Supervisory Panel now
scheduled for June 19 and 20, 1997 in Cincinnati.

C. Repository. The Chairman of the Supervisory Panel has
sought the advice and counsel of Class Counsel, Counsel for

Defendants, Counsel for Amici, and persons with appropriate




knowledge and skill, about the publicly accessible repository of
information about research and the risks of valve failure and
replacement. The Supervisory Panel will be working on the
development of a proposal for consideration of the Court at a later
date.

Valve ery Clai ims. The
Claims Administrator has received 332 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 332 claims, there are 48 qualified outlet strut
fracture claims, 33 quaiified single leg fracture claims and 38
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.

I F (o] : (6) TION

At April 30, 1997, the total balance of cash and cash
equivalents was $4,317,647 for the Consultation Fund (class member
portion and spousal portion) and $7,279,297 for the Patient Benefit

Fund. These amounts include net interest earned from January 28,




1992 through April 30, 1997, in the aggregate amount of $17,127,019
for the Consultation Fund and $1,319,471 for the Patient Benefit
Fund.

An unaudited balance sheet as of April 30, 1997 and an
unaudited statement of income, benefit payments and funds balance
for the four months ended April 30, 1997 which includes the
budgeted amounts for expenses for the Research Management Group and
the administrative office for the period January 1, 1997 through
December 31, 1997, are attached as Appendix 1. Unaudited financial
statements for the year ended December 31, 1996 are attached as

Appendix 2.
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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 change in the Guidelines is

approved by the Court.

+ AP V.
Your honor, the Special Masters/Trustees request that the
Court:
(a) approve this report, and
(b) approve the Guidelines in the form submitted on June 4,
1997, and
(c) approve other actions specifically referred to in this

Report, and




(d) approve or provide direction with respect to each of the
Appendices to this Report, and

(e) fix the date of the next Report.

Respectfully submitted,

Dated: June 4, 1997

Hon. Robert L. Black, Jr.

Peter J. Strauss, Esq.
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RUSTE OR T B G= ZE
VALVE SETTLEM FUN

BA CE S T

OF RIL 30, 1997

UNAUDITED
ASSETS
CASH:
Consultation Fund $ 29,039
Patient Benefit Fund 62,318
U.S. TREASURY BILLS:
Consultation Fund (Par Value $4,375,‘000) 4,288,608
Patient Benefit Fund (Par Value $7,267,000) 7,216,979
OTHER ASSETS 59,014
11,655,958
IABILI 2] D D A CE
ACCOUNTS PAYABLE AND ACCRUED EXPENSES $ 484,813
FUNDS BALANCE 17 45

$ 11,655,958



















