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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)

ELEVENTH REPORT OF THE SPECIAL MASTERS/TRUSTEES

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

Your Speqial Masters/Trustees respectfully present their
eleventh periodic report, covering activities from June 18, 1999 to

December 22, 1999.

I. CONSULTATION FUND

As previously reported, final distributions from the
Consultation Fund have been approved and sent to each qualified
implantee and spousal claimant and the Consultation Fund has been
closed. There are still checks on the Consultation Fund issued to
qualified claimants aggregating more than $1,000,000 that have not
been negotiated and are oufstanding. The Trustees continue to
attempt to locate those claimants who have checks outstanding and
unnegotiated, and to pay them. The Trustees have obtained the
assistance of heart valve registries (both U.S. and foreign), other
foreign governmental agencies, doctors and hospitals known to have

assisted claimants in filing claims, researchers with claimant data




and foreign 1legal counsel who have previously assisted Class
Counsel in the Settlement proceedings. In addition, assistance has
been provided by other 1legal representatives, relatives of
claimants and a CD Rom directory. A major problem is that many of
the claimants are deceased and their next of kin do not have the
same mailing address. Although progress has been made with some of
the unnegotiated checks, this is a slow process particularly for
the claimants in foreign countries. Follow-up correspondence has
‘been sent with respect to all foreign claimants and is being
completed for the U.S. claimants. The Trustees will utilize all

reasonable means to locate these claimants or -their beneficiaries.

ITX. PATIENT BENEFIT FUND

A. Amended Guidelines. On November 23, 1999, the Supervisory
Panel approved Amended Guidelines To Assess Patients With Bjork-
Shiley Convexo—-Concave Heart Valves For Elective Explantation
(herein "Amended Guidelines"). These have been presented to the
Court for approval. The production of the Amended Guidelines has
been a major'objective of the Panel for two and a half years, and
it carries out the promise made to the Court and the parties at the
hearing on June 18, 1999, to propose updated guidelines by the end
of the year. Credit must be'given to Chairman J. Kermit Smith for
this major accomplishment. Without his leadership, it would not
have been done.

The Panel has benefitted from two years of experience with the

1997 Guidelines, continued intensive investigation, and the reports




from cohort studies in the Netherlands, the United Kingdom and the
U. S. (MedicAlert). Those reports come from independent research
by the principal investigators and their scientific colleagues. It
has been an exemplary demonstration of international cooperation.
The contributions of Dr. Yolanda van der Graaf of the Netherlands
and Prof. Kenneth Taylor of the United Kingdom must be recognized
with appreciation.

The data derived from these studies have been merged, bringing
together the experience of 15,841 patients. That is a significant
base for epidemiological calculations. Using the same methodology
and the same scope of inquiry as was employed by the Panel and
approved by the Court in 1997, the scientists of these three
countries have agreed on what are the objective factors that must
be considered in order to determine the risks of strut fracture and
the risks of surgical replacement. The factors used to assess the
risks of surgical replacement are the same factors used daily by
the medical profession.

The Amended Guidelines contain significant changes from the
1997 Guidelines. One new predictive factor has been added to the
six factors that in 1997 comprised the set of factors relevant to
the determination of the risks of strut fracture. It is the gender
of the patient. Females aré close to half as likely to suffer a
strut fracture as males. Although this consideration was not used
in the 1997 Guidelines, the subsequent studies show that there is
a remarkable difference of risk of strut fracture between male and

female implantees.




Reexamination of the importance of the particular shop order
from which a valve emerged has caused this factor to be amended.
Rather than identifying 13 shop orders as high risk, the new

formula divides all shop orders into three groups:

A. Shop orders with fractures of more than 5% of the valves.
B. Shop orders with more than 1% and less than 5% fractures.

oe

C. Shop orders with less than 1 fractures.

Welders were a significant factor and remain so, but for 60°
valves the difference between Group A and Group B became
insignificant and these two Groups were combined. The result is
that there are two Groups of welders in the proposed Amended
Guidelines.

Underreporting of strut fractures (particularly aortic valves)
was reexamined in the three cohort study. While the old standard
for underreporting was based on the original Netherlands study, the
new standard derives from the combined figures from the Netherlands
and the United Kingdom. Further, an inflation factor (addition to
reported fractures) of 10% is included in order to account for
underreporting in the Netherlands and the United Kingdom.

In order to calculate 1life expectancy, new background
mortality rates from competing causes of death were derived from
actual experience with BSCC.valve patients. These rates: are now
incorporated in the Amended Guidelines rather than the general
population life tables. Different methodology has been used in

patients with double valves by including the additive fracture

rates of both valves.




The operative mortality rate was reduced from 6% to 3% at age
58 (on a curve showing lesser rates at younger ages and higher
rateé at older ages). This change came from the merger of the
three cohort studies and the incorporation of published and
unpublished recent mortality rates in reoperative patients.

The data shows that even with a 97% survival of replacement
surgery, there are serious morbidities from replacement surgery,
including stroke and other problems (terminal renal faiiure,
pulmonary disability, among others). These morbidities are
quantifiable and have such an impact on a person's>1ife after
surgery that they must be considered life-changing events affecting
a person's ability to return to the presurgery state of health and
well being, given any length of time to recover. (The Clains
Administrator reported, for instance, that 2 of 10 implantees
claiming benefits for surgical replacement suffered serious
morbidity.) There is data in this regard from three studies of
postsurgical events, but it is not extensive.

Members of the Panel used their 1long experience with
morbidity, and it is the best medical judgment of the Supervisory
Panel that the serious morbidity rate equals the mortality rate.
At age 58, to provide for serious morbidity, a factor of 3% must be
added. Taken together, theée two factors, being 6% at age 58,
émphasize operative outcome and are called reoperative risk.

The matter of a meaningful extension of life expectancy is

addressed and taken into account by use of the 6% operative risk

factor. The factor of a two-year extension of life is no longer




needed and is dropped. Any postsurgical gain (survival) is
sufficient.

The experience of the last few years as observed by scientists
in three countries demonstrates the crucial centrality of the
patient's age at the time of replacement operation. Risk of strut
fracture is shown to reduce with age, while risk of replacement
operation increases with age. For this reason, the Panel decided
that it was no longer scientifically reasonable to consider the old
guidelines, whether promulgated by Pfizer-Shiley prior to 1997 or
approved by the Court in 1997.

It has been determined that the median-age of the Class is
calculated to be 70 years. Half of the Class are younger than 70
and half are older than 70.

It is estimated (1) that the number of patients with 60 degree

BSCC heart valves who are alive and will qualify for reoperation

are:
1997 Guidelines Amended Guidelines
No. alive: 38,936 No. alive 29,937
No. qualify: 385% No. qualify: 1,042

* Does not include patients who met only the pre-1997

Guidelines (Shiley).

(2) that the number of patients with 70 degree BSCC heart valves

who are alive and will qualify for reoperation are:




1997 Guidelines Amended Guidelines
No. alive: 1,758 No. alive 1,348
No. qualify: 144* No. qualify: 269
* Does not include patients who met only the pre-1997

Guidelines (Shiley).

For patients with 60 degree valves and those with 70 degree valves,
approximately 92% who would have qualified under the 1997
Guidelines on August 1, 1997 would still qualify under the Amended
Guidelines on January 1, 2000.

Prior to adoption by the ‘Supervisory-Panel, the Amended
Guidelines were sent for comment to counsel for the parties and for
public Citizen, to health authorities in the Netherlands, the
United Kingdom, Canada, Australia and France, and to Sweden. The
only recipient who has commented adversely on the Amended
Guidelines is Class Counsel, who declined to give approval.

B. Dissemination of Amended Guidelines. Once the Amended

Guidelines are approved by the Court and the calculator database is
updated, the Claims Administrator will be able to identify those
Class members known to qualify for valve replacement benefits, both
foreign and domestic.  The Trustees and"the Chairman of the
Supervisory Panel are prepafing a plan for informing these Class
Members and their physicians (where known) promptly, advising that
they should consult about valve replacement. In addition, a plan
is prepared to advise selected physicians, hospitals and health

officials about the Amended Guidelines, and to take other steps, so




that the information will be in the hands of Class Members. The
Trustees will promptly submit for Court approval the forms of
letters to carry out this notification. They will also honor the
established practices about the means of notifying individual
patients in Australia, Canada, France, the Netherlands, Sweden, and
the United Kingdom.

C. Research. The Supervisory Panel's research program

continues to be pursued along the lines previously reported to the
Court, seeking a reliable diagnostic technique to detect and
identify high risk valves. We cannot report any significant
success at this time, but the search continues in order to make
sufe that no avenue with probable success is ignored. A brief
review of the existing research projects follows.

Ccal-Tech is seeking to develop an acoustic reporting device,
or an acoustic vibrometer, and has contracted with the Mayo Clinic,
which has developed the necessary tools for this purpose.

vanderbilt University, working with Iowa University, 1is
working on the recording of magnetic signals from the valve when
placed in a transducer.

The researchers at Lawrence Livermore Nuclear Laboratories
continue their pursuit of a way to refine'the sounds coming from an
implanted valve in order to.distinguish an intact valve from one
with a break in one leg of the outlet strut. This work is being
carefully monitored by Panel members so that its promises can be

made real.




Information System Laboratories, San Diego, is trying to do
with external coils what Vanderbilt University is trying to do with
detector positioned close to the valve.

The Edison Welding Group is continuing its metallurgical
investigation of the weld and the outlet strut in order to
determine whether there are discernible factors that would aid in
identifying a high risk strut.

In addition to the search for a diagnostic technique to detect
a high risk valve, the Panel has completed a follow=-up study of the
implantees who participated in the imaging studies at Beaumont,
stanford and Glasgow. The implantees were asked to fill out an
extensive questionnaire, and responses have been received from 76%
of them. The results are that their health status was not good.
Oover half had been hospitalized again during the periocd since valve
replacement surgery. Many of this group of implantees are taking 7
to 10 cardiac drugs each.

D. Dutch Studies. The first and second Dutch BSCC cohort

studies, which have been completed, began in 1989 and 1994,
respectively. 1In both studies the risk of outlet strut fracture
has been examined in relation to a number of patient and valve
related risk factors. The findings of al; these studies have been
used to develop decision anaiytic models.‘ The end results of both
studies were scientific papers that have been published in peer-
reviewed journals;

In June 1998 the Dutch team started to gather the follow-up

data on the surviving Dutch BSCC recipients for the Third Dutch




BSCC follow-up study. This time the data have been gathered
through the cardiothoracic surgeons. Currently, data from two
Dutch hospitals still need to be collected.

In addition to the continued monitoring of the cohort, new
research activities are being done in the Netherlands. A study
examining the relevance of findings on MRIs of the brain of
patients who experienced strut fracture is underway. In the
pipeline are also studies on the risk of reoperation of the cohort
and the association between manufacturing characteristics and the
wear status of BSCC valves. Finally, the Dutch researchers have
expressed their wish to externally validate-the latest decision
analytic model.

Dr. Yolanda van der Graaf presented the design of the planned
MRI study: An occasional observation was brought to the attention
of the Dutch researchers: a patient whose BSCC heart valve was
replaced, because of a perivalvular leakage, was found to have
suffered from brain hemorrhage. On the brain MRI round "black
holes" (also found to be related to neurosurgery operations) were
seen. The explanted BSCC valve showed a single leg separation.
Results of a pilot study, performed after this occasional
observation showed that nearly all BSCC.patients with explanted
BSCC valves showed artifacfs on the brain MRI. Defects were
largest in patients who experienced outlet strut fracture but also
patients with single leg fractures and intact BSCC valves showed
artifacts on the MRI. Artifacts were also present in the two

patients with fractured Duromedics heart valves. There are several
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