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IN THE UNITED STATES DISTRICT COURT

FOR THE SCUTHERN DISTRICT OF OHIO
WESTERN DIVISION

ﬂ\

ARTHUR RAY BOWLING, ot al. H CASE NO. C-1-91-23546

(1)

Plaintiffs,

v - .
.Judge §. Arthur Spiegel

PFIZER INC, et al.

-l

Defendants,

EUPPLEMENTED AGREEMENT
OF COMPRCMISE AND SETTLEMENT

The Flnintiffs {as hereinafter defined), by and through
their counsel, and the Defendants (as hareinafter defined),
hereby enter into this Supplemental Agreement of Compromise and
Settlement dated as of January 23, 1992 (tha "Agreement® or
"Settlement Agresmant®), providing for settlement of the claimsg
herain descrikbed against the Defendants pursuant to the terms and
canditions sat forth below, and subject %o the approval of the
Court. This Agreament incorporates and supersedea the original
"Agresment of Compromise and Settlement®™ exacuted by the parties
on January 23, 1992; the "Supplement to Agreement of Compromize
and Settlement" dated May 29, 19492, supplementad June 1, 19%2:
the "Amendad Supplement to Agreamant of Compromise and

Settlement™ dated ag of June 9, 1992; and the "Second Supplement
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to Agreamant of Counromige and Ssttlament® datad ag of July

19583,

1 Background
1.1 On April 19, 1591, Plaintiffs commanced the

proposad clags action in the United States District Court for the
Southern District af Ohio, Wastarn Diviﬁinn {the “"Cocurt®"), styled

as Arthur Ray Bowling at al. v, Pfizer Inc, et al., C-1-31-2356.
1.2 Defandant Pfizer Inc (“Pfizer®} is a corporation

ocrganizad under tha laws of tha Stata of Dalaware, and Dafendsnt
shilny Incorpoyatad ('Ehil-r ). a uurparatian organtizad undaer tha
laws of tha state of cnlifn:nin has hann s wholly ownad
suhlidinry of Pflzar Inc mince March of 1975.

1.3 From 1978-79 to 1985-86, Shilay manufacturad and
marketed the Bjork-Shiley convaxp-concava prosthetic hoart
valvas ("C/C haart valve”}. PleintiZfs' claimg regarding the C/C
heart valva are as stated in thelr Amanded Complaint. In 1288
and 1986, Shilay voluntarily ramovad the C/C heart velve from tha
markat.

l.4 Dafandanta have denied and continue to dany that
Flaintiffg hava any juaticisabls claim for raelief and that
Dafendants have any liahility to Plaintiffs, and have raised
numarcus affirmative deafanmeg. No plaintiff alleging claimm
similar to thosa raised by Plaintiffs in their Amandad Complatnt
hag won & judgmant, and no such action han reached trial to date.
Defendants support the propriaty of clasg cartification in this

mattar aolaly for purpomsas of settlemant.
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1.5 Based upon extensive analysia of the facts
invalving the C/C heart valve and the law applicable to
Plaintiff's claims, as well ag the history of previcus C/C heart
valve litigaticns, counsal for the Sattlement Class (as
hereinafter defined) has concluded that the Settlement provided
for by this Agreement {the 'Sattlamant‘l; in view of the
substantial benefits that the Settlement provides, 1s fair,
reasonable and adequate and is in the best interests of the
Sattlamant Class Members (as horeinafter dafined).

1.6 The Defendants have concludaed that the Settleﬁent
is desirable in order to avoid the time and axpanse of defending
protracted litigation:; to put the claims finally to rest: and
also to serve as an appropriata vehicle for the Defendants to

provide C/C heart valve implantees with the benefits provided for
herein. !

2 Agreeament

NOW, THEREFORE, the undersignad partias agree as follows,
and Plaintiffs’' Class Counsel recocmmends, subject to the approval
of the Court:

2.1 The Settlement Class and tha bDefandants now desire
to settle tha disputes existing betwean them, subject to the
toerms gat forth baiow which are the rasult of arms-length
negotliations of the parties.

2.2 The parties stipulata, for settlement purpcses
onnly, that a worldwide class be cartified pursuant to Rule

23(b3}(3) af tha Fadaral Rules of Civil Procedura, which will
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conslst of all living perscns currently implanted with C/C heart

valves, and thelr current spouses.

2.3 Wailte, Schnelder, Bayless & Chesley Co., L.P.A.
represents and warrants that it has the authority to enter into
this Agreamant on behalf of each of the Plaintiffsg.

2.4 Each Defendant has all EEqﬁisita corporate power
and authority to execute, deliver and perform this Agrsement and
to consunzate the transactions contemplated hereby. The
axecution, delivery and performance by each Defandant of this
Agreement and the consummation by it of the actions contemplated
hereﬁy have been dulf'uuthufizad by &if;hﬂcassary corporate
action on the part of such Defandant. This Agreemant has bean
duly and validly executed and dslivered by sach Defandant and
constitutes its legal, wvalid and binding cbligation.

2.5 Haithar this Sattlement Agreemant, approved or
not approved, nor any exhibit, document or instrument delivered
hereunder, nor any statement, transaction or proceeding fn
connecticn with the nagotiation, exacution or implemantation of
thiz Settlament Agreamant 1s intandad to be or shall ba construed
as or deemed to be avidance of an admigsion or concession by the
Defendants of any liability or wrongdoing or of the truth of any
allegations in the Amendad Complaint, and none of them shall be
admigssible in evidence for any such purpose in this or any other

proceeding.,

2.6 The headinge of the sactions and paragraphs of

thia Agreement are iacluded for convenience only and shall not be
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deamed tc constitute part of this Agreemant or to affect its

~——

construction.
3 Definitions
For the purpeses of this Agreement:

3.1 "Plaintiffas" maane the individualg named as

plaintiffs in the Amended Complaint in this action.

3.2 "Dafendants” means Pfizer Inc and Shiley
Incorporated.
3.3 "amended Complaint" means the Amended Complaint to

be filed pursuant to paragraph 4.1 of this Agreement.

3.4 "Settlement Class” maaﬁ;qfha clags conslsting of
all living parsons currently implanted with C/C heart wvalves, and
thelir cur:anf spouses.

3.5 "Settlement Class Members" means all peraons
included in the Settlement Class, except those persons who file
valid and timely requests for exclusion pursuant to the notice of
class action and settlement to be directed by the Court.

3.8 "Claimantz™ meang all Settlemant Class Memhgrg who
timely participate in the Medical and Psychological Consultation
Fund claims process. For purposes of this Agreement, a
Settlement Class Member with a C/C heart valve and his or her
spousa shall ba treated as one Claimant,

3.7 *Fracture Claimant™ meang any Sattlement Class
Membear whogsse C/C heart valve incurs a strut fracture after thea
date of this Agreement, and his or her astata, helrs, Successors,

legatees, and devisees.
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3.8 "Outside Banafit™ means health care servicas
provided or axpanses for health care services reimbursed by a
Settlement Class Member's private health insurance carrier or

health maintenance organizaticn, governmental benefit or other

third party payor.
3.9 *Initial Approval” means -tha Court's conditional

cartification of the Settlement Class pursuant to Fad. R. Civ.
P., Rule 23{c){l) and Rule 23(e), and antry &f the Orders

provided for in paragraph 4.1(b) of this Agreement.

3.1C “Final Appraval”™ of the Settlemant means when the
Crder and Final Judgﬁﬁnt approving thiéfhyraamant and Settlement
has been entered, all appeals hava been exhausted, and no further
appeal may ba taken,

3.11 "Supervisory Panel" mesans tha Panel to be galected
pursuant to subsection 5.4 hereof,

4 Requiraed events; Cooperation

4.1 Promptly after execution of thia Settlement
Agreemant,

(a) Plaintiffs ghall file an Amended Complaint on consent
pursuant to Fed. R, Civ, P. 15{a), in the form of Appandix A
hereta, adding spousea of C/C heart valve implantees as class
representatives; and

(b) the partiam shall jointly wmove the Court for an order,
in the samea form ag Appandix B, ordering class notica to ba

directed to all Sattlemen® Class Memnefs.

o BE3IPR0 5]



4.2 Plaintiffs, with the cogpperation of the
Defendants, will mcove tp dismiss wi££ prejudice this action and
other pending actions as preovided in paragraph 19.

4.3 Tha partiea will ccoperata and undertake all
reazonabla acticng in ordar to accomplish the above.

5  The Fatient Bemefit Pund '

Shiley will fund and undertake activities for tha
benefit of C/C heart valve patients as set forth below.

5.1 Within 30 days after Final Approval of the
Sattlement, Shiley will esgtablish the Patlient Benafit Fund by
depositing $12.5 miiiiun with the Cdﬁ;;; Beginning on the
saecond anniversary of Final Approval of the Sattlement, Shiley
will make annual deposits into the Fund of not less than $6.25
million. Shiley may also deposit additional amounts into the
Fund at any tima, and shall receive credit for such additional
deposity by a reduction in the amount of any subsequent required
annual deposit{s)., Except for Shiley's cbligation to continue
reimburgement of cartain expenses for valve replacement, ag
provided below, Shiley's obligaticon to contribute to the Patient
Benefit Fund shall ceaese when a total of 875 million has been
deposited. The Patient Benefit Fund will be invested in the same
manner ag provided for the Consultation Fund (as defined beloaw),
and any interest aarmed on portiona of the Fund priar to )
disbursement will become part of the Fund.

5.2 The Patient Benefit Fund will be used for the

following activities:
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5.2.1 {a} Research and development of diagnostic
techniques to identify implantees who wey have a mignificant risk
of strut fracture:; and

{b) Research concerning the characterization
and/or reducstion of the risks of wvalve replacement surgery,
ingluding improvement of the ta:hniquaﬁlfn: such surgery, as
provided in paragraph 5.3.1.

5.2.2 I1f one or more dlagnostic technigues referred to
Faragraph 5.2.1 (a) is developed and is apprﬂvad.ar accapted by
the U.S. Food & Drug Adminigtration (“FDA") as safe and effactive
(in terms of gsensitivity, spacificity and reproducibility of tha
diagnoatic technique) for the intended use with respact to
personz curTently implanted with C/C heart valvas, than peyment
of the usual and customary costs of performing these dlagnostic
services on Settlement Clags Members with C/C heart valves, for
whom the dlagnostic servicae is medically necassary and reagonable
in accordance with diagnostic guldelines adopted by the
Supervisory Pansl pursuant to paragraph 5.4.4.2 hereof, to the
extent that such services are not covered by an Qutside Benefit.

5.2,3 Paymant of expensas for surgery to explant, dua to
the risk of strut fractura, a Settlement Clasa Member's C/C heart
valva and replacea 1t with another prasthetic valwva, under the
following conditions and limitaticns:

9.2.3.1 The surgery must be Iin compliance with guidelines
for C/C heart valve replacement a3 adopted from time to time by

the Supervisory Panel, with the approval of the Court, pursuant
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to paragraph 5.4.4.2 heraof. For purposas of datermining whathar
a valva replacament surgery cnmplia;hwitn the guidelines ana
gualifiss for wvalve replacement surgery benefits under this
section 5, the surgery must comply only with any cbjective
aspects of the guidelinas such as those that may relate to the
charactaristics of tha valve. Any subjactive aspects of the
guidalinas, such as thosa that may ralate to patient health
status, are matters for consideration between the Clags Mambar
and his or her physician and will not bhe ccnaidered for purposes
of determiniag qualification for valve raplacement surgery
benafits, .w

{(a) The Suparvisory Panel shall appoint a designee as its
liaison with Settlemant Class Members, Tha designee shall be
knowladgaabla concarning the Panel guidaelines for valve
replacamant and in the rigks of the valve snd of valva
replacament, Any clasa member who contemplates a valvae
replacamant that is not a gqualifying walve replacement (as
defined in subsection 5.6) may communicate with tha designee who
shall eaxplain the reasons behind the guidalinags and why the
contanplatad valve raplacement surgary doas not qualify for
benafits undar this Agreement. If a Sattlemant Clace Mombor
contends that the contemplated surgery is within tha Panel
guidelinea and thaerefors is & qualifying valve replacemsnt, he ot
sha may petition the Court for such determinaticn. Tha designea
will report annually +o the Panel concerning the quantity and

nature of all such comprunications.
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(b) A Settlemont Classz Membar whose valva raplacament
surgery would be within ths Panel gﬁzdslinaa for valve
replacemant surgary and tharnfbra would qualify for valve
raplacamant gurgary benefits under this Section 5 if ha or shae
undarwent such surgery, but who has not undergone the surgery and
has not receivad any benefits in raspadﬁ of a valve fracturs
under Section 7 of thia Agreement, may alact to bring an action
pursuant to paragraph 8.4 for damages for emctional distress from
fear of fracture of his or her working valva. The bringing of
such an action irrevocably waives the Sattlement Class Member's
rights to any further benefits undar this Agreemant, including
the right to banefits for qualifying valve raplacament surgery
under this Section 5 and to fracture compansation under Saction
7.

(c) If the Panel at any time modifies its guidelinss foz
valve replacemant surgery, then 8 Settlement Class Membar may
request that his or her previcusly non-qualifying wvalve
rapiscanent ba re-evaluated under the modified guidelinss. If
the surgery would have bean gqualifying under the modifiad
guidelines then the Settlement Clasa Mamber shall ba entitled to
the applicable benefitas for qualifying valve replacement undear
subsection 5.2.3 and under subsection 5.6, if not previously
waived by bringing an action for damages from tha valvae

replacemant.
(¢) If following & nnn-qualifying.vulva replacemant without

gymptome that have baan asgociated with a fracture it is
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determinad that ona leg of the strut of tha Settlement Class
Member's valva has separated from tE; flange pricr to the
surgery, than the valve replacemant shall ba traated as
qualifying under the Panal guidelines including for purposes of
electing valve replacement surgery benafits under this sgreement.

5.2.3.2 Payment will be prnvidad“nnly for +the usual and
customary costs actually incurred by the Settlement Class Members
for hospital care from admisnion for the valve replacement
surgary through dischargae, madical suppllias during that period,
and usual and custumary feea of physicians and allied health
prufessicnals during that pariod and fur a reascnabla peariocd
thareafter following discharge, for any complicationg directly
resulting therefrcm, to the extent that the costs and fees for
these services are not covered by an Outside Benefit.

9.2.4 Claims for payment

5.2.4.1 Tha Court shall appoint a designee, & major aspect
of whose experiance includes medical or health claims
administration, as a Master to administer claims under sub-
sections 5.2.2 and 5.2.3.

5.2.4.2 Tha Settlement Class Membar must make all
reasonablle efforts tao utilize or cleim every applicable Cutside
Bensfit. Upon a finding by the designee (which shall not bae
unreagcnably withheld) that tha Sattlement Clagsg Membar has mads
reasonable efforts to secure Outside Benefits, the designee shall
advizse such hospital, surgecon or otharlhaalth care provider as

the Settlement Class Membar may designate that the axpenses for
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valve raplacemant surgery covered by this Agresment wilil be paid
on the Settlemant Class Meaber's behalf from the Patiant Benefit
Fund. If in a particulaor case covearesd expanses must be advanced
to hesalth care provider in order to permlt the surgery to go
forward in a timely manner, the designee shall do so.

5.3 The Patient Beneflt Fundﬁﬁill be allpcated among
tha activitieas dascribed in paragraph 5.2 as follows:

5.3.1 The Suparviscry Panal may initially dewvete up to
$37.5 million from the Patient Banafit Fund to activitias
described in paragraphs 5.2.1 {a) and (b) and 5.2.2, inecluding
any related axpenaaé'nf thé SuperviaﬁifﬁPannl or consultanta
therete and the Magter appointed pursuant to paragraph 5.2.4.1.
If the entire 337.5 million has been expanded and no diagnostic
technigque has bean develaped or none hag been ilmplemented, then
the Supervisory Panal, subjact to tha approval of tha Court, may
allocate additional incremental amgunts to resgarch and
development described in paragraph 5.2.1 {a}) and {b) until such
tima as a diagnostic technique i3 developed and i3 approved or
accaepted as provided in this Agrsement.

5.3.2 The remainder of the Fund not expended pursuant to
gsubgection 5.3.1 above will be devoted to payment of expenses for
valve replacemant surgery as described in gubsection 5.2.3.

5.3.3 If tha Patient Benefit Fund has been fully
expanded and one or more Settlement Class Members who qualify for
payuent of expensag for replacement sufgary under paragraph 5.2.3

hava not received such reimbursement, Shiley will provide such
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reimbursement under this Agreement for as long aa there are
qualifying Settlement Class Mambers. Pfizer represents that it
hag and shall continue to hava adequate funds to perform, if
nocesssry, under Saction Il herscf with raspact to Shiley's
obligation undar this paragraph 5.3.3.

5.4 The programg required tazimplement the purposes of
the Patient Benefit Fund shall be determined, subject to the
tarms of this Agresment and tp the ovarall supaervisicon of the
Caourt, by a Supervizsory Panel as pravided belew. Tha Superwisary
Panel shall approve programs and protocols, and shall designate
one or more entitias to mnnﬁga and adninlster tha programgs and
disburge money from the Fund to persong angaged to perform
various activities, according to the approved protocols. Such

antities shall not have a past or presant affiliation with Pfizer
or Shiley:; provided, that this restriction shall not apply to the
axtent that the programs being mansged or administered are
pursuant to a proposal by HVRC approved under Paragraph 5.4.3.1.
The Supervisory Panal shall also pericdically report to the
Court, as tha Court shall direct, concerning expenditures from
the Fund and the progress of the activities financed from the
Fund. If the Pansl selacts the HVRC (as defined in paragraph
5.4.3.1) or othar Pfizar entity for any rola in sanagement,
parformance of resaarch and developmant, or diagnostic tasting
activities pald frcm the Fund, tha Pfizer entity shall perificrm
such rolae at cost, such cost to ba determined by Pfizer's ragular

accounting practices,

poc $8315540 13



S.4.1 The Supervisory Panel ahall congist of 7 mgmbarsa,
6 of whom (including any replacasant of any of these & mambars)
ghall ba Tecognized gclantific or medical experts (tenurad
profaseor, Board Certified or equivalant) in fields relevant to
the purposes of tha Patient Banefit Fund. Tha seventh member
(inciuding any raplacement of this mamber} shall not he a
scientist or physician. No namber of t£l panal shall be a past
or prasent officar or employee of defandants, or have or hava had
maaningful economic or profasgicnal tias to defendants, or has
bean a party, sxpart or otharwise participatad in any way in any
heact valve litigation (including this actiom).

Coungal for dafendants shall agres with laad counsgel

for the class on the initisl mezbara; pricr 0 such agrasmant
iead counsel shall first consult and receive input from special

counsal for implementation of tha Sattlement. OCther counsel for

tlagas membary may alao provida input. If counmal for dafendsnt

and lead counsal for tha class cannot agresa on all membars, then
those on whom they have agreed shall salect tha remaining
member(s). If at any time it ia nacessary to dagignate a
raplacement member of the Supervisory Panel, tha parties shall
agree upon the replacamant. If tha parties cannot agraa, then
such replacesant will ba szalected by the remaining membars of the
suparvisory Panal. Tha membership of the Supervisory Panel shall

ba subject to the approval of tha Court.
5.4.2 All faas and axpenses of the Suparvigory Fanal

shall ba paid from the Patient Benefit Fund. Tha Supsrvisory

L
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Panel may also reatain any medical or sciantific expert as a
consultant, and may retain an auditor to monitor expendltures
from tha Fund, and their fees and expengses shall ba paild out of
the Fund.

5.4.3 Euperviﬁian of rasearch and development

5.4.3.1 Pfizer, through a Heart "W.;lve Research Center
{*"HVRC" ) established for this purpcse, may submit a proposad
program {including protocels) for, and comments and recommen-
dations concerning, research and development contemplated by
paragraph 5.2.1 hareof. HVRC shall submit its proposad program
(including protocols) as prﬁmptlr ag -.ﬁﬁﬁ:ticahle after Final
Approval, but not later than 30 days after establighment of tha
Suparvisory ﬁml. I1f HVRC doas not, then the Panal wmay eclicit
proposals from third parties, If HVRC timely submits its
proposal, the Supervisory Panel shall indicate its approval of
HVRC'a proposed program, or suggest modifications, and HVRC shall
have a reasonabla time thersafter to submit a revised proposal.
Tha Supervisgsory Panel may than adopt HVRC's program, or do
whatever else it deams scientifically and medigally appropriate
to adopt a program and protocols, including entartain aubmissions
of othar qualified persons or entities. The Panel shall then
submit its adopted program as its recommendation to the Court,
Depending on tha Court's raesponsa, the Panel may impiement its
recommanded program, modify that program, or do whatever else it
deems scientifically and medically apprupriate to prepare a

further recommendation. All entitiea selected to do research
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paid from the Patliant Benefilt Program shall submit progress and
final reports to the Supervisory Panel.

5.4.3.2 In the event that tha FDA approves or accepts one
or more dlagmostic techniques ag raferred to in Paragraph 3.2.2
heresf, then the Supervisory Panel may cease further expenditures
from the Fund for research and &Evalﬁpﬁant undexr paragraph 5.2.1
(a) and/or (b) sc that the remaindar of the Fund can be devoted
to the purposes specified in paragraphs 5.2.2 and 3.2.3.

5.4.3.3 Any protocol approved by the Pansl shall require
that any patant or tachnnlugy rights un:ruing a8 A rasult of
rasaurch and dnvalupment funded undar fhia Agreament be dedicated
to the Settlamant Claga; providad, that if in tha Panal's
judgmant the best interests of the Sattlament Class are sarved by
permitting contracting entities othar than Shiley or Pfizer to
retain sald patent or technology rights, the Panael may do so.
Any protocol approvaed by the Panel shall also entitle tha Fanel
to obtain any tachnical information concarning the prograss and
results of research and development funded under this agreement
and to make such information availabls to the FDA and to any
othar agency or body as the Panal deams appropriata. The Panel
may also in its discretion place any such information in thae
public repomitory provided under paragraph S5.4.4.3.

5.4.4 Suparvigion of diagnostic tasting and valva
replacaement

5.4.4.1 1f the FDA approves or accepts one or more

diagnostic techniques as referred to in paragraph 5.2.2 hereof,
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then the panel may direct expenditures from the Fund pursuant to
paragraph 5.2.2 to provida diagneostic services to Settlement
Class Members using those technigquas. No such diagnostic
sarvices shall be provided to Settlement Class Mambers, including
in clinical testing, except affer approval or acceptance by the
FDA. o

5.4.4.2 Tha Supervisory Panel, sublact to Court approval,
shall adopt guidelines for use of diagnostic testing technigues
(as referred te in parasgraph 5.2.2) and for valve replacement
surgery (as referred to in subsection 5.2.3). 1In adopting such
guidelines the Supervisory panel shall Sonsult with the
International Secciaty of Cardisvascular Surgeons, the American
College of Cardioclogy, and tha Bjork-Shiley 60* and 70* C/C Heart
Valve medical advisory panels. The Panel or the parties shall
invite the U.S. Food & Drug Administration and any appropriate
instituta of the National Institutas of Health to consult with
the Panel in & manner agreesable to the agency or institute and to
tha Panal, and the Panal shail comsider the findings of foreign
agencias with gimilar responsibilities. Until -the Panal has
issued its guidelines, availability of banafits for valve
replacemant surgery shall be determined by tha current guidelines
of the Bjork-Shilay 60" and 70° C/C Heart Valve medical advisory

panels.

5.4.4.3 The Supervisory Panel will create a publicly
accaveible rapository of information concarning the statua of the
regearch and tha risks of velve fracture and of valve
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replacement. The Panel shall place in such repository such data,
scientific and statistical information as it deems ugeful to the
nedical community regarding heart valves, including but not
limited to information useful in assesging the risk of valve
fracture; the daveiopmant, availability use and evaluation of
diagnostic tasting; and the propriety of valve replacement
BUrgery.

5.5 2 the Suparvisory Panal at any time
datarminaes that any money remaining in the Patient Benefit Fund
cannot productivaly be spant for thea lpunific purposes set forth
harain including paymnnt of bennfits’ fnr valva raplacement
surgery, it may recommand to thé Court that such remainder should |
therafora ba devotad to some othar purposa for the benefit of the
Setrlement Clape (other than direct distributicn to class
' mgnbars). Subject to tha approval of the Court, the Panel shall
then direct the disposition of the remainder of the Fund, At
such time, all of Shiley's and Pfizer's obligations under this
saction 5 shall ceasa, axcept to sake any remaining unpaid
required ingtallments {(up to a maximum of §75 million) into the
Patiant Banafit Fund.

5.6 Any Settlament Claas Membar who undergoes valva
replacensant surgery that qualifies for payment of cartain
incurred costs under subsection 5.2.3 hereof (“gualifying valve
replacement”) may alact to receive additicnal or alternstive

benafits as provided halow.
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5.6.1 A Settlement Class Member whose qualifying valve
raplacement doas not repult in death-or parmanant total
disability may elect the benefits provided in this subsection
5.6.1 under the conditions and limitations specified. Benefits

paid under this subsection 5.6.1 are not subject to subrogation.
5.6.1.1 Allowance for all misc&l}ﬁnanus costs and expenses
relating to and following hospitalization (including travel and
lodging expenges: care of family during hospitalization and
recuparation; poat-oparative homa carae: miacellanacus other
econamle losg; etc.) in the amount of 338,000, No category of
expense covered by this paragraph 5.6.1.1 shall be a covered
expanse under paragraph 5.2.3.2 relating to medical expenses for

valve replacement surgery.

£.6.1.2 The Saettlement Class mamher's actusl lost incoma
due to tima lost from work during hogpitalization and
recupaeration from the gqualifying valve replacement, to ths extent
not covared by workman's compensation, gick pay, disability
insurance or Qutside Benefit; up to a mazimum of $1500 per week.

{a) The Settlament Class Member shall ba entitled to such
lost income for up teo 16 weeks following the qualifying valve
replacemant upon submigsicon of evidance of such lost income
satigfactory to tha Court dasignee (appointad pursuant to
paragraph 5.2.4.1). The designea shall detarmine tha amount due.

{bk) The smettlement Class Member shall be entitled to such
lost income for tha period from 16 through a maximum of 52 weeks

following the qualifying valva replacement upon submission of the

poc IE1Z9%0 19



svidanca contamplatad by subparagraph {a) above and medical
avidence satisfactory to tha deﬂign;; establisghing disability
directly resulting from the qualifying valve replacement. The
Settlement Clasa Hembqr may apply & months after the surgery for
incoma lost sinca the expiration of the banafita provided under
subparagraph (a), and again 12 montha ﬁfter the surgery for
incom& lost during the prior 4 montha.

5.6.1.3 1f, ona year after tha valva replacement surgery,
the Sattlement Class Mambar ig partially disahled ag a direct
result of complications of :he surgery, and as a direct result aof
such partial disability continues to suffer economic loss in the
form of diminished earning capacity and/or sxtracrdinary medical
aXxpensas {utﬁar than thcse normally associated with uze of a
prosthetic hesrt valva), thaen ha or she shall racaive
compensation for the furure amount of such loss, to tha axtoent
that it iz not covared by workmen's compensation, sick pay,
disability insurance or Qutside Benafit, as follows:

Tha Sattlement Class Mamber shall gsubmit to the Court
degignee (1) his or her income tax returns for the three yvears
prior to tha surgery, (2) evidance of his or har current
earnings, (3) evidanca of any raplacamant income from workmen's
compensation, sick pay, disability insurance or Cutszide Benefit,
and (4) a written statament by one or more treating physicians
concerning his or her current and anticipated future medical
condition and current and anticipated ﬁaad for madical care

diractly resulting from the gualifying valva replacement. Tha
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designea shall provide such information to Shiley, and shall
consider any responsive tnformation that Shiley may provide. The
designee may request any additional information from the
Settlement Class Member or frum Shiley, and shall then determine
the amount due, which shall not in any event excead 75 % of the
amount that would be payable under subsection 5.6.2 below 1f the
qualifying valve replacement had resulted in daath or permanent
total disability.

5.6.2 Alternative payment for death or permanant total
disability. ,

5.6.2.1 1In tha event that s Setilement Class Member
suffers death or permanent total disability diractly resulting
from a qualifying valve replacament, then the Sattlement Class
Membar or his ¢r har astata may select tc raceive an amount
determinad by (1) the formula payment that would ba availabla
under subsection 7.2 or 7.3 hareof If the death or permanant
total disability had resultad from a valve fracture, or (1} an
arbitration of compensatory damages under the procedure set forth
in subsection 7.4.

5.8.2.2 A benefit elected under paragraph 5.6.2.1 ia
axclugsive and 1s in lieu of all othar banafite otherwise
available undar this subsection 5.6. Any amount receivad by the
Settlement Class Mamber or his heirs or assigns under subsection
5.2.3 shall be deducted from any award under this subsection
5.6.2.
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5.6.3 Elaction of a banefit under subsection 5.6.1 or
5.6.2 18 irrevocable when made and constitutes a waiver of and a
covenant not to sua Jefandants concerning any snd all claims
relating to the gualifying valva replacament that the Settlement
Class Member might otherwise have. As a conditicon of receiving
payment of a benefit under subsection 5.6.1 or 5.6.2, the
Settlement Clasa Member and all other persons who may make a
claim relating to tha qualifying valve replacement under
applicable law shall each executa and daliver to Defendants a
full Releasa of all Claimzg in a form to ba provided by Dafendants
subject to Court approval. .Tha'para&ﬁ;f}aquirad to executa tha
Relense shall be reascnably determined by tha Defendants based
upcn a review of those perscna, if any, who are financially
depandent upon tha Sattlement Class Mambar who undarwant the
qualifying valve replacement and any other criteria reasonably
daterminad by defendants to ba relevant.

5.6.4 If a Settlemant Class Member institutes a lagal
action against Defendants alleging any injury or damage with
respect to a qualifying valve replacement, the Settflement Clasas
Membar shall jrrevocably waive any and all right to any benefit
under this subeection 5.6. Any paymant receivad by the
Settlement Class Mamber or his helrs or assigng pursuant to
subsgction 5.2,.3 shall be deducted from any award resulting from
such legal action.

5.6.5 This subgection 5.6 dae§ not apply to any

replacement or attempted replacement of a fractured valve; i.e.,
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madical amergancy surgery whare the valve ceagsad functigning
pricr to surgery. Such cir:umstancé; are governed by saction 7

hereof.

5.6.6 No payment to a Settlement Class Member under this
subsection 3.6 shall reduce the amount available under paragraph
5.3.1 for research mctivities dascribed-in paragraphs 5.2.1 {(a}
and (b). If regquired benefits undar section 5 exceed at any time
the amount available in the Patient Benefit Fund under the
payment schadula provided in paragraph 5.1, then Pfizer will
accelerate its payments into the fund {(aa permitted by paragraph
5.1) so that benefits dus under section 5 can be paid from the
fund in a timely mannar. Payments provided under this subsection
5.6 are covared by subgection 5.3.3 hareoct.

6 The Madical and Psychological Congultation Fund

6.1 The Medical and Psychological Consultation Fund
{"Consultation Fund®) is intended to provide Claimants with funds
tc obtain aedical and psychological consultation with respect to
their C/C heart valvas.

6.2 A8 scocn as practicable aftar signing of this
Agraamant, but bafore notice ia sant to mambers of tha elass,
Shiley shall deposit with the Clerk of the Court for the Southern
District of Onio, or other Court designee, the sum of eighty
million dollarm (5$80,000,000) designated for the chaultatinﬁ-
Fund. Thig sum shall be depasited by tha Court in an intarest-

bearing account or invested in an interest-bearing instrument
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approved by the Court. Interest earned by the Consultation Fund
shall hecoma part of the Congultatidn Fund.
6.3 The Court may in 1ts discretion salect a Master to
administer the Consultaticn Fund and its disbursement, as needed.
6.4 If tha total numbar of Claimants exceeds twenty
thousand {(20,000), than sShilay sghall maké additional payments to
the Consultation Fund bagsed on the number of additional
Claimants, as fallows:
a) For esach Claimant owver 20,000 up te 30,000, £2,500 per
Claimant,
b) For each Claimant over 30,000 wp to 35,000, S$I,500 per
Claimant.
c} For each Claimant ower 35,000 up to 40,000, $1,200 per
Claimant,
d) For each Claimant over 40,000, $750 per Claimant.
Shiley shall hava until 1B months after the date af Final
Approval of the Settlement to make any additicnal paywments

specified in this paragraph.

6.5 After providing for the fees and axpensas to ba
pald cut of the Fund, the total amount of the fund will he
divided among all Claimants &and all Claimants shall be paid
egqually.

6.6 As soon as practicable after final approval, -~
Shiley shall deposit an additional ten million dollars (S10
million) designated for the Consultation Fund which shall ba

traated in accordancae with paragraph 6.2. After providing for
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thea fees and expanses to be paid out of thae Fund, the £10 millicn
will ba divided agqually among all Claimants who are spouses of
class members with C/C wvalves; provided, that any such spousal
claimant whose apouse with a C/C valve has opted out of this
settlemant ahall not receive such a paymgnt and shall not be
countad for purposes of calculating the- amount of such payments.

7 Fracture Compensation Mechanism

7.1 Fallowing Final Approval of tha Settlement, all
Fracture Claimants shall receive fair compensation, which shall

be determined in accordanca with the following provisicns.

7.2 In the case of a strut fracture where the c/C
valve implantee i a United States razident at the time of
fracture, the Fracture Claimant may elect toc recaiva fair
compensation from Shiley determined in accordance with the
formula sat forth in Appendix C. All costs and expanses incurred
in determining the fair compensation to he received by the
Fracture Claimant pursuant tc Appendix C shall be borne by

Defendants.

7.3 In the case of a strut fracture whara the C/C
heart valve implantee is not a United States resident at the time
cf the fracture, tha Fractura Claimant may elect to receive fair
compansation from Shiley to be determined as follows:

7.3.1 As soon as practicable after Initial Approval: the
parties, subject to approval of the Court, shall select a panel
of appropriate lagal or other experts to determine failr

conpensation formulae for strut fractures for countries other
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than the United States. The Panel shall agtablish a formula for
each of four groups of countries, aﬁbspacifiad in Appendix D.

The cost and expanses of the panel shall ba borne by the
Dafendants. NO membar of tha panel shall be a past or presant
afficer or employea of defandante, or have or have had maaningful
econcmic or professional ties to dafand&ﬁts, or hag bean a party,
axpert ¢or ctharwise participated in any way in any heart valve
litigation (including this action).

7.3.2 The Panal shall davelop falr compensation formulae
for each group of countries. The formulae shall be bagad upon,
and consistent with, the amﬁunts of &6ﬁﬁhnsatury damages
generally awarded or agrsad upon in settlamantz, in the countries
comprising the group, for comparable personal injury or wrongful
death claims,

7.3.3 Tha Panel may move any country to a highar GNP/GDP
group if it concludes that the level of comparable parsonal
injury or wrongful death awarda in such country is more typical
of that highar group than it is of any other group in Appendix D.
All such comparisons shall be made using the groups as originally
constituted in Appendix D, without giving efifect to the prior
novanant of any other countries pursuant ta this paragraph 7.3.3.
No country ahall ba movad to a lower GNP/GDP group.

7.3.4 Ragardless of the formula for each group of
countriaes as datarmined by the Panel, the compensation that 2
Fracture Claimant may elact undar thiﬂ.nuhﬂnctian 7.3 shall ba

not less than two hundred thousand dollars ($200,000) for
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fracture claimantg who are residents of countries in groups I or
II at the tima of tha fracturse {takihg in account any movement of
countries by the Panal pursuant to paragraph 7.3.3), and not less
than f£ifty thousand dollars ($50,000) for fracture claimants who
are residants of countries in groupa III or IV at the time of the
fracture. |

7.4 As an alternative to recelwving paymant in
accordance with the spplicable formula, the Fractura Claimant may
elaect binding arbitration by a three person panel, one member of
such panel being selected by tha Fracture Claimant, the second
member bsing selectad by the Dafandants and the third member
being selected by the first two members. The arbitration shall
be conducted in accordance with the rulea of the American
Arbitration Association. The arbitration panel will determine
and awzrd an amount that constitutes failr compensation for the
strut fracture in the Fracture Claimant's country of residence at
the time of the fracture, based upon tha historic levels of
damages for perscnal injury and wrongful death tort claimg in
that country for a perscn in the Fracture Claimant's
circumstances. The panal will be empowarad to award compensatory
damages cnly and may not award any punitive damages. Tha

decigion of the arbitratorz shall be final and binding on the

parties,
7.5 In crder to receive a payment under the applicable
formula or to elect the binding arbitration under this Secticon 7,

the Fracture Claimant shall submit proof of occurrence of a strut
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fracture and any othar information relevant to datermining
coppensation under the applicable formula. In addition, as a
condition of tha Fracture Claimant's recaeiving any payment under
the applicable formula or any award pursuwant to binding
a:bitratinn, tha Fracture Claimant and all other persons who may
make a claim ralating to the fracture ﬁﬁder applicable law shall
aach axacute and deliver to Defendants a full Relsase of all
Claims in a form to be provided by defendants subject to Court
approval. The persons required to execute the Release shall be
reasonably determined by the Dafandants based upon a review of
those persons, if anf; who are finanﬁigiiy depandent upon the
Settlement Class Member incurring the fracture and any other
critaeria reasonably determined by Defandants to be ralevant.
Dafendants gpacifically waive and will not raisa ag a dafanse,
with raspect to any payment to a Fractura Clalmant under the
formula or pursuant to binding arbitraticn under this Agreement,
any statuta of limitation or statute of repose which would be
otherwise applicabla.

7.6 Any Fracture Claimant may decline to elact aither
tha formula payment or binding arbitration, and may bring a
litigation in an appropriata forum to seek claimed damageg
resulting from the fracture. By this agreement, Defendants do
not conaent to jurisdiction or venue in thia ox any other Court
for any such litigation. In thea avant_uf litigation regarding a
fracture, all partieg retain the claizme and procedural and

substantiva defensas that they would have had if thera were no
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class action datermination or Sattlemant. In this regard,
Defandants will not raise any defeﬁgh in such fracture litigation
that arises because of a plaintifi's participation in the class
action or Sattlement or any alternate dispute reselytien pursuant
toc this paragraph 7.6, and will nct asse;t that, Iecause of any
plaintiff's participation in this clasalactinn or the Sattlement,
OoT any alternata digpute resclution pursuant to this paragraph
7.6,

(a) a statute of limitation or statute of repose bacame
applicable (whan it otherwlse would not have baan applicabla), or

(b) plaintiff krew of any hllag§a¥fa=ts ralating to the C/C
heart valve, split a cause of action, or in any respect waived or
1s estopped from assarting his or her fracture claim.
Dafandants may assert any dafense that would have baan available
to them had this class acticon not been commenced or settled.

a Settled Claims, Covenant Not TG Sue and Release

8.1 All parties hersto desire and intend that this
Agreement apply to and settle all claims of infury, leoss or
damage deriving from the implantation of ar relating to any C/C
heart valve, othar than (a) claims for banefits provided under
this Agreemant, (b) claims alleging injury (ezcept for allaged
erxotional digtress relating to fear of fracture of a working
valve), including pain and suffering, from a Ssattlament Class
Member's surgery to raplace a C/C valva without symptoms that
have been associated with a fracturae but due to risk of strut

fracture, and (¢) claims alleging injury due %o an actual in vivo
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malfunction of the Claimant’'s valve (the "Sesttled Claims*}. All
of the Settled Claime shall be and hereby are conclusively
compromiged and sattlad, and shall ba diamissed with prejudica
pursuant to Saction 10 hareof.

8.2 Dafendnﬁts and their foreign end domestic
predecessory, succassors, parents, suhsiﬁiarias, affiliatea and
insurers, as well as any of their stockholders, directors,
officers, employees and agents {(the "Defendant Related Parties”],
are not, and in the future shall not ba, subject to liability or
expenga of any kind to any Settlemant Clags Member or their
respective estates, exacutors, heirs, siiccessors and agsigns (the
"Class Mambar Related Parties") with respect te any of the
Settled Claimg., Claims under this Agreement shall be the
exclusive remedy of Settlement Class Members and the Class Mapber
- Related Parties against Defendants and the Defendant Related
Parties concerning the Settled Clalms. Each of the Settlement
Class Members and Clags Membaer Related Parties is forever barred
from agserting any of the Sattled Claims againet Defandantx or
any of the Lefendant Ralatad Parties.

E.3 When this action is dimmigsed pursuant to Section
10 herecf, each Settlement Class Member and Class Member Related
Party shall be deemed to hava covenanted and agreed (a2) that 1t
will foraver refrain from ingtituting, maintaining, or procedding
against Defendanta or any of tha Defendant Related Parties on any
Settled Claim, including Settled claimﬁ known and not now known,

suspected or claimed, which it ever had, now has or hersafter may
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have against them; and (b} that it reieases Defendants and each
of the Defandant Related Parties from each and evary such Settled
Claim.

8.4 Tha foragoing provisions of this Section 8
notwithstanding, & Settlement Class Member may alect to bring a
claim for damages from emotional distress due to fear of fracture
of a working valve under the conditions specified in Sub-
paragraph 5.2.3.1(b).

9 Coungel Fees and Adminlgtrative Expances

9.1 Counsal for the Settlement Class shall ;e:eive, as
compensation for nli_serviéés parfurﬁéat'n Court award of fees
and exkpenses based upon gross amcunts of monies aﬁd benefits
recalved by the Settlement Class from both funds.

9.2 At tha time Class Counsel makes an application to
the Court for compenzation, the Defendants shall not oppose the
application or any portion of the application, and the Defendants
shall not cppose any award to Class Counsel ordered by the Court.

9.3 All expenses ilncurred in administering the
Settlement, including thae cost of all required notices to Class
Members and compensation to all masters and trustees, shall be
paid from the amcunt in the Consultation Fund as ordered by the
Court; providad, howavar, that expenses directly related to the
Patient Benefit Fund, including fees and expenses of all medical
or sclentific experts retained by the Supervisory Panel, and
expenses incurred aft+ar tha Consultation Fund is fully expendad,

may be taken from the Patient Benefit Fund as ordared by the
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Court. Defendants shall assisat and cooperata with Plaintiffsg’
clasg counsel in issuing tha class rmotice ordered by tha Court.

9.4 In no event will Defendanta be required to make
any further pzymenta on account of compensaticn to Class Counsel
or administrative ar other expenges of this Settlement.

10 Dismigeal of Actions .

10.1 Upon Initial Approval of this Sattleﬁent,
Plaintiffs, with_tha coaparation of the Defandants, shall move
the Unitad Statas Diatrict Court for the Eastern Distriet of
Kentucky for a stay, and upon Final Approval shall mova for a
voluntazry dismigsal with prejudice, of "tha action stylad as Emma

C. Wright, at al, v, Pfizer Ingc, et al., Civil No, 91-5B.

Counsal for Plaintiffs shall cooparate with Defandants to cause
the dismisaal, with prejudice, of any cther similar action of a
Settlement Class Member, pending in state or faderal court.

10.2 Upon distribution of tha Congultation Fund,
plaintiffs shall move for a voluntary dismissal with prejudice
and the Court shall dismisa with prejudice the lawsult sattled
harein. The Court shall ratain jurisdiction with respect to
future performance of, and any claims seeking performance of,
this Agreemant. The Court's retained jurisdiction shall not
apply to any actions by Settlement Class Members not settled
hereby, including acticns alleging damagesa from a strut fracture
as permitted in paragraph 7.6 hereof. Whether or not this action
has yet bean dismissed pursuant to thiﬁ paragraph B.2,

Defendants’ entry into this Agreement shall not constitute
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congant to jurigdiction or venua in this Court for any such

-

action.
11 Pfizer Performance in Event of Shiley Default.

Ffizer hereby agrees to guarantee all of Shiley's
cbhligations under thig Agreemsnt. Notwithstanding tha foragoing,
ir. the event that Shiley fails to perform any of its material
okligaticns hareunder, then Pfizer shall directly perform such
obligations, including but not limited to all £inancial
obligations, on bahalf of Shiley. In nc event shall Settlement
Class counsel, or any Plaintiff, be required to proceed against
Shilev or any other ﬁﬁrsnn 5afnta Eaéﬁiﬁh +o enforce Pfizer's
agreemants under this paragraph.

12 Migcallansgus Provisions

12.1 All parties hereto agree to aexercize thair hest
efforts and to take all reascnable steps necessary to effectuate
the Settlement set forth in this Agreement. Defendants will make
reasonable efforts to provide Clasa Counsel with any information
in their possession that Class Counsel requests in aorder to
facilitate giving notice to potential Settlement Class Members.

12.2 This Agreement shall be binding upon and inure to
the benaflt of thae parties hereto and their respaective astates,
helrs, successors and assigns.

12.3 This Agreement, including the appandices hereto,
congtitutaes the antire agreament amang_tha partias with regard to
the subject matter of thia Agreement and supersedes any pravious

agreements and understandings between the partiea with respect to
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the subject matter hereof. This Agreament may not be modified or
amended except in writing signed by all parties hereto.

12.4 This Agreement may be exaecuted in one or more
counterpartg, aach of which shall ba deaemad an original but all
of which together shall constitute one and the same instrument.

| 12.5 Except aa octherwise spaﬁiéiunlly provided for in
this Agreament, no party shall ba liabkle for any coasta or
expenses incurred by or on behalf of any othar party in
connection with thig Agreement and tha actions contemplated
hareby.

12.6 Any notice, raquest, instruction or other document
to be given heresunder by any party hareto to any othar party
{ether than class notification) ashall ba in writing and delivered
personally or sant by registered or cartified mail, postagae

prepaid, if to Defendants to:

Paul 5. Miller, Esq. Attantion: Prasidant
General Counsel Shilay Incorporated

Pfizer Inc 17600 Gillette Ava.

235 East 42nd St. Irvine, CA 92713

New York, N.Y. 10017
If to Class counsel, any Plaintiff or Class member to;
Stanlay M. Chesley, Eag.
Wailte, Schneider, Bayless
& Chaslay Co.., L.P.A.
1513 Cantral Trust Towar

Fourth & Vine Streots
Cineinnati, Ohio 45202

or at such other addregs for & party as shall be specified by
like notica. Any notice which is delivered perscmally in the
manner providad herein shall be deemed to have been duly given to

the party to whom it is directed upon actual recelpt by such
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party (or 1ts agent for notices hereunder). Any notice which is
addressed and mailed in the manner herein provided shall be
conclusively presumed to heve bean duly given to the party {other
than clase notification) to which it is addressed at the =losa of
bhusinasg, local time of the recipient, on the third day after the
day 1t ig so0 placed in the mail. E

12.7 This Agreement shall be construed in accordance
with and governed by the laws of the State of Ohio applicable to
agreaments made and to be performed in such jurisdiction.

12.8 Plaintiffs shall make availabla to the Madic=
Alert Foundaticn, confidentially and &olely for the purpose of
permitting Medic-Alert to contact implantees concerning the C/C
heart valve pationt raglstry and medical information raelating to
thelr C/C heart valve, the names and addresses of all persons

responding to the Class Notice.

12.9 Waiver of valve replacaement benefits under section
5 and of fracture compansaticn under section 7 dum to tha filing
of a legal action for damages shall be effactive 15 days after
the filing of such action uniess the action is previcugly
dismigged with prejudica.

13 Termination ¢of the Agreement

13.1 This Settlement Agreement shall, without notice,
be automatically terminated 1f the Court, or any appellata court,

denies the certification of tha Settlement Class pursuant to

paragraphs 3.3 and 4.1.
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13.2 The Defendants shall hava tha option and
discretion to terminate and withdraw from this Settlement
Agresment if:

a. the Court, or any appellate court, denies leave to
file the Amended Complaint, or denies or changes any portion ar
term of this Settlement Agreement; or |

b. the Dafendantg, in their sole discretion,
determine that the number of persons who have elected to be
excluded from the Settlement Class is significant, substantial or

material.

13.3 The Defendants shall exercise their right to
withdraw from and terminate this Agreament, pursuant to paragraph
13.2(b} abova, within 90 days after the lagt date for progspective
Sattlemant Clazms Membars to file requests for exclusion from the

Settlement Classa.

13.4 Should this Sattlemant Agreemant terminate
pursuant to this Section 13, the Settlement Agreement shall have
no further force or affact; all moneys deposited by Shilay (and
not yvat axpanded pursuant to this Agresemant), including all
attorneys feas, will be returned to it with all interast earned
thereon; and all parties herein shall be restored to thedr
respective positions immaediately prior to execution of this

Sattlamant Agreemant.

PFIZER INC SHILEY INCORPORATED
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WAITE, SCHNEIDER, BAYLESS &
CHESLEY ©O., L.P.A.
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Amended Complaint
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APFENDIX B

Form of Order directing notice
to Sattlement Class Members
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APPENDIX C

Falr Fracture Compensaticon Formula for U.S. residents
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APPENDIX C

Falr Fracture Compensation Formula for U.S5, Residents

In the case of a strut fracture incurred by a
Settlement Clagsa Member wheo iz a residénﬁ cf the United States at
the tima of the fracture, if tha fractura results in death or
permanent total disability, the Fracture Clalmant shall receive
compansation egqual to the sum of the amounts allowed under
componenta {(a), (b)), (c) and {4} below; provided, that in no
event shall the tﬂtal'paymaﬁt beé less than §500,000 or ﬁnre than
$2,000,000.

a) 8500, 000

b} $100,000 if the Settlemant Class Member incurripg the
fracture has a spouse at the time of fracture.

<) 5100, 000 multiplied by the number of minor children, 1if
any, that the Sattlement Clasa Member haa at the time of
fracture.

aj The Settlement Class Member's lost income, calculatad
ags the sum of (i) a percentage of the "adjusted current annual
income" equal to the nurber of days from the fracture to the end
of the year divided by 365, and {(ii) the present wvalue of future
*adjusted current annual incoma" beginning the year follnwinguthe
fractura, ending the year of tha Sattlement Class Member's 65th
birthday, and discounted to the year of the fracture at a net

interast rate of 1.3% (which percentage is calculated as tha
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difference betweaen 5.5% growth and a 7%t discount rate),
"Ad{usted current annual income” means 7B.5% (which percentage is
calculated to reflect fringe benafits as well as perscnal
maintenance expenditures) of the Settlement Class Member's
average actual Iincome from wages, salary, personal services,
personal businass activity or other fcfﬁlaf income from galf-
employmant, as reported on his or her Federai Income Tax Return
gvar the three years prior to the year of the fracture. If the
Settlement Class Member has no such inZome or is age 65 or
greater at the time of the fracture, then there 1s no paymant
under this component of the formula.

If the strut fracture does not result in death or
permanent total disability, the Fracture Claimant shall reaceive
compensation egqual to the sum of tha amounts allowed undar
" components {(a}, {b), (c} and (d) below; provided, that in no
avent shall the total payment exceed the amount that would have
baen payable under this Appendix € if the fracture had resulted
in death or permanent total disability.

{a} $500,000

(b} $£100,000 if tha Settiemant Class Mamber incurring the
fracture has a spouse at the time of fracturs.

(c} the Fracture Claimaint's medical expensea directly
related to the fracture, determined in the same mannar as
provided in paragraph 5.2.3.2 of the Settlement Agreemant.

(d) the Fracture Claimant' s actual lost income due to

temporary and/or partial disability rasulting from tha fracture,
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not to exceed the amount that would have bean allowed under
component {d) of this Appendix C fof fractures resulting in death

or permanant total disasbhility.
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APPENDIX D

Groups of countries for determination of fair
fracture compensation ocutside the United

Stataa
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APPENDIX D

Groups of Countries For Datermination Of Fair
Fracture Compensation Qutside The Unlted States

CATEGORY 1 (Countries with common law tort system)

Australia
Canada

United Kingdom
Now Zealand

CATEGORY II {Countries with per capita GDP/GNF greater than
50% of United States lavel)

Andarra Iceland
Austria Italy
Balgium Japan
Bermuda Lischtenstain
Cayman Islands . Luxembourg
Cenmark Natherlands
Faroe Islands Horway
Finland Portugal
France ’ San Marino
Garmany Spain
Greacn Swaden
Switzarland

CATEGORY III (Countriegs with per capita GDP/GNP 30% - &0% OF
United States lavel)

Aruba Iraland Salnt Plerre and
Bahamas Israsal Miguelon
Bahrain Kuwait Singapore
British Virgin Macau Soviet Union
Islands Man, Isle of { Former
Brunei Manaco congtituents)
Cyprus Nauru Tailwan
Czechoslovakin Northern Mariana United Arab
Greenland : Iszlands Emirates
Guam Qatar V¥irgin Islands

Hong Kong
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CATEGORY IV (Countries with per caﬁita GDP/GNP Delow 30% of U.S.

Afghanistan
Albania
Algeria
Amarican Samoa
Angola
Anguilla
Antigua and
Barbuda
Argentina
Bangladash
Harbados
Belize
Eenin
Bhutan
Bolivia
Botswana
Brazil
Bulgaria
Burkina
Burma
Burunadi
Cambodia
Camaroon
Capa Verde
Cantral Afzrican
Republic
Chad
Chile
China
Colombia
Comoros
Congo
Cook Islands
Costa Rica
Cuba
Diibouti
Dominica

Dominican Republic

Ecuadaor

EgyDpt
El Salvador

Egquatorial Guinea

Ethiopina

Fiji

French Gulana
French Polynesia
Gabon

DOC 4837990

loaval)

Gamkia

Gaza Strip
Ghana
Gibraltar
Granada
Guadeloupe
Guatemala
Guinaa
Guinsa-Aissau
Guyana
Haltdl
Honduras
Hungary
India
Indonesis
Iran

Irag

Ivary Coast
Jamaicon
Jordan
Kenya
Eiribati
Koraa, Neorth
Korea, South
Laos
Labanon
Lashatho
Libarla
Libya
Madagascazx
Malawi
Malaysia
Maldivas
Malf

Malta
Marghall Islands
Martinique
Mauritania
Mauritiua
Maxico
Micronesia,

Fedarataed Statos

of
Mongolia
Montgerrat
Morooso
Mozambigqua

Namibia

Nepal

Netherlands
Antilles

Naw Caledonia

Nicaragua

Niger

Nigeria

Niua

Oman

Pacmific Islands,
Truzt Terri tory
of

Pakistan

Panama

FPapua New Guineoa

Paraguay

Paru

Philippinea

Poland

Reunipn

Romanisa

Ruwanda

Saint Kitts and

Navie

Saint Lucia

Saint Vincent
and tha
Grenadines

Sag Tome and

Principa

Saudl Arabia

Sanegal

Seychelles

Slarra Leona

Solamon Ialands

Eomalia

South Africa

Sri Lanka

Sudan

Surinama

Swariland

Syria

Tanzania

Thailand

Togo

Tokalau



Tonga
rrinidad and
Thagao
Tunlisia
Turkey
Turks and Caicos
Iglandsg
Tuvalu
Uganda
Uruguay
vanuatu
Venezuela
Viatnam
Wallis and Futuna
West Bank
Western Samoa
Yaman
Yugoslavia
Zalre
rambia
Zimbhahwe

noae AT



that may relate to patient health status, are matters for
congsideration batween the Class Member and his or her physician
and will not be considered for purposes of detarmining
ualification for valve replacement surgary hengfits.

II. A new paragraph 6.6 is added to section & as follows:
6.6

III. A new paragraph 7.3.4 15 added to section 7 as follows:
7.3.4 sand dollars (S50,000) for fracture claimants who

Dot B51ZT0H
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n served upon the

I hereby certify that a copy of the foregoing document has’
' Mo 1992,

following counsel of record, by regular U.S. Mail, this 3 day of ;

John T. Johnsen, Esq.
1000 Louisiana, #4500
Houston, TX 77002-5012
Facsimile: 713-654-8023

Gates T. Richards, Esq.
3807 Carew Tower

441 Vine Street
Cincinnati, Ohio 45202
Facsimile: 513-621-2036

Brian Woifman, Esq.
Public Citizen

2000 "P* Sueet, NW. #700
Washington, D.C. 20026
Facsimile: 202-452-8658

Brign Magana, Esq.

1801 Avenue of the Stars, #5810
Los Angeles, CA 90067
Facsimile: 310-785-9143

Paul Tabias, Esq.
414 Walnut Street
Cincinnati, Ohio 452(2
Facsimile: 513-241-7836

Lawis Sanl

7315 Wiscansin Avenne

Suite #601, North

Bethesda, MD 20814

Facsimile; 301-961-9561 -

Charles Wolison, Esq.

P, 0. Box A-266

Sydney, South

NSW, 2000 AUSTRALIA
Facsimile: 011-61-2-261-3318

David Klingsburg, Esq.
425 Park Avenue
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It is agreed among the undersigned class counsel

for plaintiffs, counsel for defendants and counsel for

amicus Public Citigen that the provisions set forth on

exhibit A herets shall be zubmitted to and enforceakle

by the Court as part of the hinding protocols for

inplementation by the Supervisory Panel of § 5.4.4.2 of

the Supplemented Agreement of Compramize and Settlement.

[
7 2

S g Ly

é@ﬁén&ﬁ? M. Cheslley, Esqg.

WAITE, SCHNEIDER, BAYLESS
& CHESLEY
Class Counsel for Plaintiff

Dctcberizﬁiffisaz

David Elingsberg, Esg.

KAYE, SCHOLER, FIERMAN,
HAY¥S & HANDLER

Counsel for Defendant
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Brian Welfman, Esgt

Public Citizen Litigatien
Group

Counsel for Public Citizen

oetober L7, 1592



"EXHIBIT A

In its guidelines for valve replacement surgery, the
Supervisocry Panel is to identify those cilircumstancag in
which prophylactic replacement of a Bjork-Shiley
Convexo-Condave heart valve would reasanablyicffer a
meaningful extension of life expectancy because of the risk
of strut fractura. The Paneal shall, to the axtent
possibla, establish these gquidelines premised on an
implantaee whose health histery and status presants the
optimal estimated rizks for valve replacement surgery: the
Panel shall also, to tha saxtent possible, separately
identify thosa factors of an implantee‘s health history or
status that might increase these risks. Additionally, the
Panel shall establish these guidelines on the assumption
that the experisnce of the facility at which the surgery
will be parformed presents the optimal estimated risks for
valve replacement surgery; the Panel may also, to the
extent possible, separately identify those factors of

facility experience that might increase these risks.



2.9

AMENDED FTINAL REPORT OF THE FORTEISN FRACTURE FANEL

In the case of a strut fracture incurred by a Settlement Clasa
Member who i3, abk the time of fracture:

{a} zresident in one of the countries listed in Schedule 1
harets; and

{b) has been resident in that country for the three years
immediately preceding the date of fracture.

compensation shall be paid in accordance with Clause 7.5 of
the Settlement Agre=ment. ZIZuch compensabtion shall be egual to
the sum of the amount allowed for a counktry in the relevank
Category of Schedule 1 provided that in no event shall the
tokal payment for a Frachbture Claimant (hereinafter referring
to a person whozse C/C heart valve incurs a strut fracture
after the date of tha Settlement Agreement) resident in a
country in Categories 1 or 2 be less than $200,000 US or in
the case of Categories 3 cr 4 be less than $50,000 us,

In the event that at the date of Eracture the Fracture
Claimant has nok bezen resident in the counkry in which he is
then resident for three years his claim will be determined by

reference to the amcunt payable to a resident of the country
af his habitual residence.

In the evenk that Ehe habitual residence of a Fracture
Claimant 15 a counkry in a higher Category than the countrcy im
which he has been resident for three years at the date of
fracture, he or his personal representatives may elect, at
their sole discretion, to ceceive compensation calculated as
appropriate Eo the country of his habitual residence.

In the case of a Fracture Claimant resident or hahiftuallwy
resident (as may be appropriate ta the claim) in a Category 1
or a tCategory 2 country if the fracture resulks in death or
permanent total disability compensation shall be equal to the
sum of the amounts allowed under components (a), (b}, (<} and

{d) below provided that in no event shall the total payment
excaed 51 mill:on OS5,

{a} S160,000 DS,

(b} 360,900 US i1f the Fracture Claimant incurring the
fracture has a "'spouse” akt the date of fracture.

(c) $40,000 US multiplied by the number <f children, if any,
that Ehe Fracbure Claimant has at the time of fracture

who fall into one or more of the following categories
namaly:

(1} Mincrs.,



3.

.2

{i1) Those who are undergoing full time education or

training for a trade or profession and are under
the age of 26 years.

{iii} Theose who provide evidence in writing to satisfy
the Defendanks in accordance with Clause 7.5 of
the Settlement Agreement that they are under a
rhysical ar menkal disability which has
reasonably reguired the Fracture Claimant to
maintain and support them.

{d) The Fracture Claimankt's lost income, calculated as the
sum of (1} a percentage of the adjusted current annual
income equal to the number of days from the date of
fracture tgo the end of the year divided by 365, and {2}
the present wvalue of fubture adjusted current annual
income beginning with the first day of the calendar year
following the fracture, ending the year 0f the Fracture
Claimant's 85th birthday and discounted to the year of
the fracture at a net interest rate of 1.5% (which

percentage is calculated as the difference bebween 5.5%
growth and a 7% discount ratel.

"Adjusted current annual income" means 78.5% {which percentage
is calculakted tg reflect fringe benefits as well as personal
maintenance expenditures} of the Fracture Claimant's average
actual income from wages, salary, perscnal services, personal
business activities or other form of income from self
employment as reported to relevant tax authorifties in the
three years immediately preceding the date of fracture or as
avidenced by such octher public records reasconably to be
regarded as satisfactory proof of income over the three years
prior to Ehe year of the Erackuere. If the Fracture Claimant
has not suach income or if aged 65 or greater at the btime of

tha fracture, then there is no payment under this component QF
the formula.

If the sktrut fracture does not result in death or permanent
total disability, the compensation shall be equal to the sum
of the amocunts allowed under componenks (a), (b), {¢) and {4)

below; provided, that in no ewvent shall the total payment
axceed £1.5 millionm US.

(a)] $1649,C00 US,

(b) %$60,000 05 :if the Fracture Claimant incurring the
fracture has a spouse at the time of fracture.

{c} The Fracture Claimant's medical expenses directly related
ko the Eracture, determined in the same manner as
provided in Clause 5.2.3.2 of the Settlement Agreement.



{d} The Fracture Claimant's actual lost incame due to
tempocrary and/or partial disability resulting from the
fracture, not to exceed the amount that would have been

allowed under component {(d}) of the formula for fractures

rasulting in death or permanent diszability.
4.1 In the case of a Fracture Claimant resident or habitually
rasident {as appropriate to the claim) in a Category 3 zounkroy
if the fracture results in death or permanent total digability
compensation shall he equal to the zum of the amounts allowed
under componernts {a), (b), (¢) and (d} below provided that in
no event shall tha total payment exceed 3500,000 US.

(a2} $80,000 U5,

(b} $30,000 U5 if ¢the Fracture <Claimant incurring the
fracture has a "spouse” at the date of fracture.

{c) 520,000 U3 multiplied by the number of children, if any,
that the Fracture Claimant has ak the time of fracture
wha fall inte one or more of the following categories

namely:
(i) Minors,
{it} Those who are undergeing full time education or

kraining for a trade oxr preofession and are undar
the age of 26 years.

{11i} Those who provide evidence in writing to satisfy
the Defendants in accordance with Clause 7.5 of
the Settlement Agreemenk that they are under a
physical ar mental disability which has
reascnahly reguired the Fracture Claimant to
maintain and support them, '

(d3) The Fracture Claimant's lost income, calculated as the
sum of (1} a percentage of the adjusted current annual
income equal o the number of days from the date of
fracture to the end of the year divided by 365, and (2)
the present wvalue of future adjusted current annual
income beginning with the first day of the calendar year
following the fracture, anding the year of the Fracture
flaimant's £5th birthday and discounted ko the year of
the fracture at & net inkterest rate of 1.3% ({which
percentage is calculated as the difference betwesn 5.5%
growth and a 7% discount ratej.

4.2 "adjusted current annual income" means 785.5% {which percentage
is calculated to raflect fringe henafikts as well as personal
maintenance expenditures} of the Fracture Claimant's average
actual income from wages, salary, personal services, persconal

3



4.3

buginegs activities or other form of income from sgalf
employment 2as reparted to relevant tax authorities in the
three years immediately preceding the date of fracture or as
avidenced by such other public¢ records reasonably to be
regarded as satisfactory proof of income over the three years
prior to the year of the fracture. If the Fracture Claimant
has not such income or if aged 6% or greater at the time of

the fracture, then there is no payment undexr this component of
the formula.

If the strut fracture does not result in death or permanent
total disabhility, the compensation shall he aqual tao the sum
of the amounts allowed under components (a), (h), (g} and {d4)

below; provided that in no event shall the total payment
exceed %£T50,.000 US.

{a} $80,000 US

{b) %30,000 US if the Fracture Claimant incurring the
fracture has a gspouse at the time of fracture.

{c) The Fracture Claimant's medical expsenszes directly related
to thea fracture, determined in the same manner as
provided in Clauge 5.2.3.2 of the Settlement Agreement.

{d) The Fracture Claimant's actual lost income due to
temporary and/or partial disability resulting from the
fractura, not to exceed tha amcunt that would have been
allowaed under component {d) of the formula for fractures
resulting in death or permanent disability.

In the fase of a Frackure Claimant resident or habitually
resident {as apprepriabte to the ¢laim) in a Category 4 country
if the fracture results in death or permanent btotal disability
compensaticon shall be equal to the sum of the amounts allowed
under components (a), (b}, {¢) and {d) below provided that in
no event shall the total payment exceed 3$500,000 US.

(a} $40,000 US

{bY $15,000 U3 4if the Fracture Claimant incurring the
fracture has a "spouse" at the time of fracture.

{c) $10,000 US multiplied by the number of children, if any,
that the Fracture Claimant has at the time of fracture

who fall iabko one or more of the following categories
namely:

(i} Minors.



.2

fiil Those who are undergoing full time education or

training for a trade or profession and are under
the age aof 26 years.

{iii) Those who provide evidence in writing to satisfy
the Defendanks in accordance with Clause 7.5 of
the Settlement Agreement that khey are under a
physical or mental disability which has
reascnably regquired the Frachture Claimant to
mainktain and supporct them.

{d) The Fracture Claimant's lost income, calculated as the
sum of (1) a percentage ¢of the adjusted current annual
income egual to the number of days £from the date of
fracture to the end of the year divided by 365, and {2}
the present walue cf fubture adiusted current annual
income beginning with the first day of the calendar year
following the £racture, ending the vear gf the Fracture
Claimant's 6%th birthday and discocunted to the year of
the fracture at a net interest rate of 1.5% (which
percentage is calculated as the differsnce between 3.5%
growth and a 7% discount rate).

"adjusked current annual income' means 78.5% !which percentage
is calculated to reflact fringe Lenefits as well as perscnal
maintenance expenditures} of the Fracture Claimant's average
actual income from wages, salary, personal services, perscnal
business activities or other form o¢f income from self
employment as reported to relevant kax authorities in the
three years immediately preceding Ehe date of fracture or as
evidenced by such other public records reasonably to be
regarded as satiszsfactory prooef of incocme over the three years
prior to the year af the fractura. If the Fracture Claimant
has not such income or i€ aged €% or greater at the time of

the fracture, then there is no paymeni under this cocmpaonant of
the formcela,

If the strut fracture does nct result in death or permanent
total disability, the compensation shall be equal to the sum
af the amounks allowed under components (a), {(b), (c) and {d)

below; provided that in no event shzll the tokal payment
exceed $750,000 US.

{al £40,000 Us

(b} &15,0080 U5 4if the Fracture <Claimant incurring tha
fracture has a spouse at kEhe time of fractura,

{c) The Fracture Claimant's medical expenses directly related
ko kthe fracture, Jdetermined in the same manner as
provided in Clause 3.2.3.2 of the 3ettlement Agreement.
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(dy The Fracture Claimant's actual lost income due to
temporary and/or partial disability resulting from the
fracture, not ke excesd the amcunt that would have heasn

allowed under component (d) of the formula for fractures
resulting in death or permanent disability.

Pursuant te Clause 7.5 of the Settlement Agreement, the
Defendants may require a Fracture Claimant (here defined in
accordance with Clause 3.7 of the Settlement Agreement) o
provide or causa to be provided to them either:

{a) a release of all claims by such Social Sscuriby

Department, or any other legally oabligated provider,
appropriate to the c¢laim; or

{b) satisfactory evidence that such Scgcial Security
Department, or any other legally cbligated provider has
no right to make any claim against the Defendants.

Pending receipt of a release or satisfactory evidence in
accordance with Clause 6.1 heregf, the Defendantz shall be
entitled to withhold payment to the Fracture Claimant only of
such sum as may reasconably be expected to be claimed by the
Social Security department or other legally ochligated provider
as may be appropriate to the claim,



1.3

PROPOSED ARBITRATION CLAUSE

Once an election to accept compensation under the formulae for
fair fracture compensation for 1.S. non-residents has been
made by a Fracture Claimant, any dispute or difference hetween
a Fracture Claimant and the Defendants arising from these
formulae shall be referred to and determined by a sole
arbitrator {"the arbitrator"}, such arbitration to be held in

Cincinnati, Ohio, ar such other place as the arbitrator may,
in his sole discretion, determine.

The reference shall ke reduced to writing and signed by the
parties thereto,

The arbitrator shall be appointed by agreement betwesn kthe
Fracture Claimant and the Defendants gr in default of that
agreement by the Special Masters/trustees of the Settlement
Fund. The arbitrator shall not be a current or former agent
or employee of eitcher Defendant nor a relative, current aor
former agent or employee aof the Fracture Claimank.
The procedure to be followed and liability for the costs of
the arbitration shall bhe agreed between the Fracture Claimant

and the Defendants or, in default of agreement, determined by
the arbitrator.

The award shall be in writing and shall be delivered after duae

payment To fthe parties to the reference and the Special
Masters/Trustees,

In the event of default by either party in respect of any
procedural drder made by the arbitrator, the arbitrator shall

have power to proceed with the arbitration in the absence of
that party and to deliver his award.

Any arbitraticn shall be governed by and conducted in
accordance with the laws of the State of Chio applicable to
agreements made and to be performed in such jurisdiction,



APPEMNDTIYX b

Groups of Countries For Detarmination of Fair
Fracture Comoensation Outside Eh nti +

Group 1

Countries having a Common law tart svstem

Australia
Canada
Mew Zoaland
Including TokelLauy
United Kingdom
Including GFuarngey,
Isle of Man,
Jargsay
Group 2

Ccuntries with GOP or GNP per capita greater than 50% of that af
the United States, and all memdbers of the European Uniaon

Andorra

Austria

Bahamas

Belgiam

Bermuda

Cayman Islands

Denmark

Including Faroe Islands,

Greenland

Finland

France

Including French Guiana,

French Polynesia,
Guadelcupse,
Martinigue,
Mew Calendonia,
Reuniaqn,
Saint Pierre and Miguelon,
Walli=s and Futana

Germany

Gihraltar

Greecea

Hong XKong

Iceland

Ireland

Ttaly

Japan

Kuwaikt

Liachtenstein



Luxembourg
Monado
Metherlands
Including Aruba

Netherlands antilles

Norway
Portugal

Including Macan
Qatar
3an Marino
Singapora
Spain
Swaden
Switzerland
United Arab Emirates

Graup 13

Countries with GDP or GNP per capita or more than 30% but lessg that
50% of that of the United States

Bahraein

Barbados

Rruneai

British Virgin Islands
Cyprus

Czech Republic

Gaam

Israeal

Malaysia

Mayuritiuns

Mewi oo

Hauru

Northern Mariana Islands {(U.5.A.)
oman

Saudi Arabkia

Slavakia

Slovenia

South Korea

Taiwan

Trinidad

Venezuyela

Virgin Islands {Q.5.4.]

Group 4

Countries with GDF or GNP per capita less than 30% of that of the
United States :

Afghanistan
Albania
Algeria



American Samoa
hAngola

Anguilla

Antigua and Barbuda
Argentina

Armenia
Azerbaijan
Bangladesh
Bailers

Belie

Begin

Bhukan

Balivia

Boania and Hercegovenia
Datswana

Brazil

Bulgaria

Burkina

Burma

Burundi

Cambodia

{ame oo

Cape Verde
Central african Hep.
Chad

Chile

China

Colombia

Comaros

congo

Cook Islands
Costa Rica
Croatia

Cuba

Diibouti

Cominica
Dominican Republic
Ecuador

Egypt

El Salwvador
Equatorial Guinea
Eritrea

Estonia

Ethiopia
Federated States of Micronssia
Fi3i

Former Yugoslav Republic of Macedonia
Gabon

Gamkia

Gaza

Geogrgia

Ghana

10



Srenada
Guatemala
Guinea
Guinea-Bissau
Guyana
Haiti
Honduras
Hungry
India
Indonesia
Iran

Iraqg

Ivory Cosk
Jamaica
Jordan
Kazakhstan
Kenva
Kiribati
Kyrgystan
Laos
Latvia
Lebanon
Lesotho
Liheria
Libya
Likthuania
Madagascar
Malawi
Maldives
Mali

Malta
Marshall Islands
Mauritania
Moldova
Montserrat
Moroooo
Mozambigque
Hamihia
Nepal
Nicaragua
Niger
Nigeria
Hiue

torth Korea
Pakistan
Fanama
Paupa HNew Guin=a
paraguay
Feru
Fhilippines
Foland
Eomania



Hussia

HEwanrda

S5aint Kitts & Nevis
Saint Lucia

Zaint Vincent & Grenadines
3aoc Thome & Frincipe
Sanagal

Serbia and Montenegro
Seychelles

Sierra Leone

Solomon Islands
Spmalia

South Africa

Sri Lanka

Sudan

Suriname

Swariland

Syria

Tajikistan

Tanzania

Thailand

Togqo

Tonga

Trust Terr. of Pacifig I=l.
Tunisia

Turkey

Turkmenistan

Turks and Cairog Islands
Tuvalu

Uganda

Jkraina

Uruguay

Uzhekistan

Vanuatu

Viaetnam

Wastern Samca

Hest Bank

Yemen

Zaire

Zambia

2imbabwe

F&1R\HOME\S TR\ D725, ke

[Panlau]

12
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UNTYED STATES DISTRICT COCMT -~
SOUTHERN DISTRICT OF OHIO 7~ A
WESTERN DIVISION ~ .-...-7~ 707 .0 =7
ARTHUR RAY BOWLING, et al. Civil Action No. C-1-91.15}
PlaintifTs, R (I
. L L -

A
PFIZER, INC., <t al. LT
Defendants. UIE@C

ORDPER APPROVING AMENDED FINAL REPORT OF THE
FOREIGN FRACTURE PANEL WITH CERTAIN MODIFICATIONS

Subject o the medifications below, the Court bereby approves the Amended Final Raport
of the Foreign Fracture Panel (the "Report™), Appendix | o the First Report of the pri-al.
Masters/Trustees Covering Period From Jaouary 28, 1992 to February 28, 1995, as presanied
o the Court on March 3, 1993,

The Amended Finai Report of the Foreign Fracture Panel, zs approved, shall be deemed
modified as follows:

1. With regard o paragraphs 3.1, 3.3, 4.1, 4.3, 5.1 and 5.3 of the Report, for all
country groups ihe maximum totzl payment under the formuiae shafl be 32,000,000 US, rather
than the amounts specified in those paragraphs.

2. The following clarifying sentences is added to pamgraph 2.1 of the Report: “In
such a case, a fracture claimant’s country of habinizl residence shall be determined by the
Claims Administrator. taking imto account appropriate’ evidernce concerning the fracture
claimant's eurrent residence, and may be a country where the fracture claimant has resided for

less than three years.”

<



3. Witk regard to paragraphs 3.1(b), 3.3(b), 4.3(b}, 5.1¢b) and 5.3(b), whether the
fracture claimant has an efigible spouse shall be determined under the law of the country in
which the fracture claimant is deemed resident for purposes of determining the appiicable
formula ameunts. Only one spousal amount shall be paid even if there are two or more eligible
SpOUSES.

4. Paragraphs 6.1 and 6.2 of the Report are deleted apd the fullowing new
Paragraphs 6.1 and 6.2 are substimited as follows:

6.1 Incases where a Social Security Department or any other legally obligated provider may
have claims against Defendants, Defendants under Paragraph 7.5 of the Semlement
Agresment may withhold paymemnt (o the Fructure Claimant on account of such claims
only of such sum as may reasonably be expected o be claimed by such Social Security
Deparunent or other legally obligated provider. Dsterminacioun of such sum (if apy) in
each ¢ase is subject to approval of the Special Masters/Trustess.

6.2  If the fracture claimant provides
(a)  a release of all claims by the Social Security Department, or any other legally

obligated provider, appropriate to the claim, or

{b} sdtisfactory evidence that such Social Security Deparunent, or aoy odter legally

obligatad provider, has no rAght to make amy claim against the Defendapts, then
the Special Masters/Trustees may determine that the fracnire claimant has
complied with Parzgraph 7.5 of the Setilemment Agreement with respect to such
¢lzims and upon such determigarion Defendants shall pay to the Fracture Claimant

the sum withheld oo 2ccount of such claims.



5. With regard to the praoposed arbitration clause appended o the Repar, the Special
Masters/ Trustees shall determine whether or not to impiement such an arhitration for any

particular claim in lght of the circumstances thereof,

Dated: ZLVML\ 31995 &,@;/t . {
. ATthur Zpiegel | R
N/

D1 BSSST N



