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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)

THIRD REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Court:

Your Special Masters/Trustees respectfully present their third

periodic report, covering activities from July 6, 1995 to October

26, 1995.

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.

October 31, 1994 was fixed as the initial deadline for filing
Consultation Fund claims, and the final deadline was July 1, 1995,

originally.



Experience has demonstrated that Consultation Fund claims are
far fewer than the 20,000 to 40,000 claims contemplated by the
Settlement Agreement. By October 31, 1994, 9,860 implantee claims
had been received, of which 1,034 were denied and 1,773 were
incomplete. By June 26, 1995, when the Second Report was made, an
additional 1,342 implantee claims had been received.

In accordance with a desire that as many Class members as
possible participate in the distributions from the Consultation
Fund, two steps were taken. One, the Special Masters/Trustees sent
a reminder notice to approximately 7,600 Class Members in the
database who had not returned a claim form; approximately 800
additional claims were received. Two, the Court extended the final
deadline to December 31, 1995.

In mid-July 1995, after a review of the claims filed, the
Special Masters/Trustees considered two matters. The first was to
determine an amount that could reasonably be distributed to eaéh
gqualified claimant during the period prior to the final deadline,
when the total number of qualified claimants will be known. A
reserve of 25% of the total Fund for fees and expenses of Class
Counsel had to be kept, as well as a reserve to cover payments to
whatever would be the total number of qualified claimants as
determined after December 31, 1995. Consideration was also given
to the purpose of the Consultation Fund, which is to provide
relatively immediate funds so that Class Members could make such
psychological or medical consultations as each Class Member deems

best.



The second concern was what to do if the amount to be
distributed in the period prior to the final deadline exceeded the
jnitial payments ($1,500 to qualified implantees and $250 to
qualified spouses). It was felt that the implantees who had
diligently filed their claims before the initial deadline and
received the initial payment should receive a second payment so
that their benefits would equal those made to persons who filed
later and received the increased amount.

After discussion with both Class Counsel and Counsel for
Defendants and after receiving their concurrence, the Special
Masters/Trustees decided that under all the circumstances, it was
both prudent and appropriate to make the payménts as follows:
$3,000 to qualified implantees and $500 to qualified spouses. A
second payment would be made to those early-filing implantees and
their spouses who had received, respectively, $1,500 and $250.

Appendix 1 reports the current status of the Consultation Fu;d
claims. The third or last column shows the Funds Available after
deducting all payments of claims and setting aside reserves for
payment of fees and expenses of Class Counsel. The total number of
claims, whether paid, not paid but awaiting approval, and pending
further review, is 10,322. Most of these claims have already been
paid. Assuming payment of all of them and reserving $22,500,000
for payment of fees and expenses, there will be a balance of
$39,448,000 in the Consultation Fund (without considering interest
earned, taxes thereon or the costs of admiﬁistration). This
balance is amply sufficient to pay an additional 10,000 claims

should they be received.



After the total number of eligible claimants is known and
after providing for those fees and expenses that are directed by
the Court to be paid out of the Consultation Fund, the final
distribution will be made. The balance in the class member portion
of the Consultation Fund (after providing for fees and expenses)
will be divided so that all eligible class member claimants shall
have been paid equally. Likewise, the balance in the spousal
portion of the Consultation Fund (after providing for fees and

expenses) will be divided so that all eligible spousal claimants

shall have been paid equally.

I. PATIENT B FIT 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, ;o
establish guidelines for diagnosis and valve replacement, and to
reimburse Class Members for the expenses of diagnosis and valve
replacement that comply with the‘guidelines.

upervi el. The Supervisory Panel (sometimes
referred to as "the Panel") is pursuing simultaneously several
avenues of research aimed at identifying the risks of strut
fracture and the risks of replacement surgery. Each project
approved by the Panel requires the negotiation of a new contract on
terms that comply with this Court's established procedure and the

Settlement Agreement. Since these requirements are different from



those negotiated between private parties, considerable time and
effort have been expended in order to move ahead. For instance,
the Special Masters/Trustees cannot simply accept an assignment of
an existing contract that fails to meet the pertinent requirements
and must inform and educate the contracting party about such
requirements. Every contract is presented to Class Counsel and
Counsel for the Defendants, and then to the Court; no contract will
be effective until approved by the Court. |

Attached as Appendix 2 is a statement by counsel to the
Special Masters/Trustees of the current status of the negotiations
for contracts that have been approved by the Panel. Attached as
Appendix 3 is an interim progress report for the Supervisory Panel
made October 16, 1995 by Donald C. Harrison, M.D. to Chairman J.
Kermit Smith. What follows now is a summary of the actions taken
pursuant to the authorizations of the Panel. ,

l. Epidemiological Research. Contracts for cohort studies in
the Netherlands and in the United Kingdom have been approved by the
Court and these studies are in process. A meeting to coordinate
them is planned for December in London, England.

Complementing these studies are other statistical projects. At
the request of the Guidelines Committee the Panel approved the
following: (a) funding for an update of Shiley's database for re-
analysis by Dr. William Blot, Dr. Ron Brookmeyer and Dr. Gary
Grunkemeier, to determine if the re-operation risk is constant over
the years, (b) literature analysis of re-operation risk of
morbidity and mortality, and study of rate of outlet strut fracture
by Dr. Grunkemeier; (c) a statistical analysis of fracture rates by

Dr. Brookmeyer.



Discussions are under way Wwith MedicAlert about the
feasibility of having a cohort study in the U.S. MedicAlert is a
privately-fﬁnded registry in which Class Members may voluntarily
register so that they may be kept informed.

2. Radiographic and Acoustic Research. Radiographic and

acoustic research has proceeded along tracks that are sometimes
joint (performed under one contract) and sometimes parallel. The
first joint study was performed and completed at William Beaumont
Hospital under contract with Shiley (by which term we mean to
include both Shiley Incorporated and Shiley Heart Valve Research
Center). The Panel will have the benefits of that study and has
voted to fund the current clinical follow-up of patients x-rayed in
that study.

Shiley initiated a second imaging/acoustic project at Stanford
University that is in progress and that the Panel has decided to
continue to completion. A new contract has been negotiated by tﬁe
Special Masters/Trustees and will soon be presented to the Court
for approval. However, negotiations are continuing on the details
of the protocol and the informed consent associated with the
contract. Because this radiographic/acoustic research cannot be
conducted unless the sponsor has an investigational device
exemption (IDE) from the Federal Food and Drug Administration
(FDA) , the request to the Court for approval of the contract will
be subject to a subsequent valid transfer of the IDE from Shiley to
the Special Masters/Trustees.

For the analysis of acoustic recordings made in the Stanford

study, an appropriate phonocardiographic system is needed.



Negotiations are nearing completion on contracts with Tracor
Applied Sciences, Inc. to provide and to maintain that system.
Further, the Panel has authorized a contract with Structural
Acoustics, Inc. (SAI) for the development of a competitive systen,
and with Lawrence Livermore National Laboratory (LLNL) for a blind
study of Stanford acoustical recordings and for an anechoic
acoustic analysis of BSCC valves. The Panel also authorized the
employment of Mr. John Newell of MIT for the statistical analysis
of research to be done by SAI and LLNL.

Associated with the sStanford project 1is a similar
radiographic/acoustic project at the Western Infirmary in Glasgow,
Scotland, being performed under essentially the same protocol so
that the results are comparable with Beaumont and Stanford. The
contract has been executed by the representatives of the Western
Infirmary and the principal investigator. The FDA has no
regulatory authority over this project and an IDE transfer is n;t
involved.

For the appropriate controls of both the Stanford and Glasgow
projects, the Panel has authorized the engagement of suitable
organizations to monitor the research, and to make adequate copies
of x-ray films for review by a panel of experts. Contracts for
these support services are either complete or in progress.

The Panel approved the continuation of an imaging project at
the Penn State University that involved sheep implanted with BSCC
valves of known status. The Special Masters/Trustees have
negotiated, and the Court has approved, the pertinent contracts.

Shiley has an imaging project in progress at RWTH in Aachen,




Germany, similar to the Stanford and Glasgow projects, but using
entirely different x-ray equipment ("feinfocus," which has not been
approved by the FDA for use on human beings in the U.S.). Due to
the problems encountered to date with this equipment, the Panel has
not approved the continuation of this project. However, the Panel
is considering the establishment of a new research project in
Aachen using different x-ray equipment, and the Chairman is
investigating the possibility of making this project a Jjoint one
between German and French institutions. Considerable time and
effort have been spent in negotiating the terms of a prospective
contract that will comply with German law as well as meet the
requirements of contracts under the Settlement Agreement.

3. John T. Johnson's Review of Manufacturing Records.

Pursuant to the order of July 25, 1995 (Document 601), which

granted Special Counsel John T. Johnson's Motion to inspect
shiley's manufacturing records subject to the Panel's approval, tﬁe
Panel set forth certain stipulations for a pilot study, whereby
1,000 valve manufacturing records will be chosen, blinded, copied
and delivered to Mr. Johnson's office for his review. Mr. Johnson
states that he will be able to determine high risks of outlet strut
fracture from these records. We respectfully direct attention to
the Report on Action of Supervisory Panel (Document No. 676), filed
September 26, 1995, in which the Panel's stipulations are fully set
forth. The Chairman is implementing the selection and delivery of
the manufacturing records.

t fo o s. In August and October, 1995, the

Panel extended a formal Request for Proposals (RFP) for other



research projects designed to identify the risk of strut fracture
of BSCC valves. An announcement about the availability of the RFP
was published in six scientific journals. The RFP was mailed to
all persons who expressed an interest. Letters of intent are due
November 15, 1995, and the deadline for submission of proposals is
December 31, 1995. The Panel is preparing to assess responses to

the Request for Proposals.

B. Guidelines Committee. The Guidelines Committee held its

first meeting in Dallas, Texas on July 7 and 8, 1995, to begin its
deliberations. Its requests for statistical studies submitted to
the Panel were all granted, and the second meeting is scheduled to

be held in Irvine, California on November 16 and 17, 1995.

C. Valve Replacement Surgery Claims and Fracture Claims. As
previously reported, the Claims Administrator has been processigg
claims for valve replacement surgery and strut fracture claims. As
of October 20, 1995, twenty strut fracture claims and fifty-six
valve replacement surgery claims have been received in addition to
the sixteen single leg fracture claims mentioned in the following
paragraph. Based upon information presently available, not all of
these claims are qualifying claims. Although there have been
numerous inquiries from persons who do not qualify for Patient
Benefit Fund benefits, most of the Patient Benefit Fund claims that
are under consideration have been forwarded from Shiley.

The issue regarding the motion for interpretation of' the

Settlement Agreement to clarify benefits available for a person



whose valve has suffered a single leg fracture has been resolved.
In accordance with a joint understanding between Class Counsel and
Counsel for Defendants, it was agreed that when a valve replacement
surgery claim or inquiry is presented to the Claims Administrator
in a case in which after surgery it was determined that a single
leg fracture had occurred prior to surgery, the ‘claimant or
inquirer will be referred to Class Counsel so that Class Counsel
may discuss the options available for resolution of the claim. As
of October 20, 1995, sixteen single leg fracture claims had been

referred to Class Counsel.

IIT. FINANCIAL INFORMATION.

At August 31, 1995, the total balance of cash and cash
equivalents was $71,527,032 for the Consultation Fund (class member
portion and spousal portion) and $11,519,625 for the Patiept
Benefit Fund. These amounts- include net interest earned from
January 28, 1992 through August 31, 1995, in the aggregate amount
of $12,209,256 for the Consuitation Fund and $554,209 for the
Patient Benefit Fund. A combined unaudited balance sheet as of
August 31, 1995 and an Unaudited statement of income, benefit
payments and funds balance for the period ended August 31, 1995 is
attached as Appendix 4.

The expenses of the Supervisory Panel, the Trustees'
compensation and expenses and the professional fees have been
approved by the Court, or will be (for accrued items) presented to
the Court for approval. The expenses of the Research Management

Group (RMG) commenced on April 1, 1995. The expenses for the RMG
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