UNITED STATESDISTRICT COURT
NORTHERN DISTRICT OF OHIO
EASTERN DIVISION

MDL Docket No. 1401
IN RE: INTER-OP HIP PROSTHESIS :
LIABILITY LITIGATION : JUDGE O'MALLEY

MEMORANDUM AND ORDER

OnAugus 29, 2001, this Court provisondly certified a class and granted preliminary approval to

the parties’ settlement agreement. This memorandum sets forth the Court’ s reasoning.

|. Background.

Sulzer Orthopedics, Inc. (“Sulzer Orthopedics’) is a designer, manufacturer and distributor of
orthopedic implantsfor hips, knees, shoulders, and elbows. Oneof itsproductsisknown asthe* Inter-Op
acetabular shell,” which is one component of a system used for complete hip replacements. Specificaly,
the Inter-Op shell isasocket-like deviceinserted into the acetabulum, whichisa part of the pevis, the shell
is designed to receive aseparate, bdl-likedevice, whichisinserted into the femur, or thighbone. The two
components thereby replace the articulating ball-and-socket structure of the hip joint. The Inter-Op shdll
is regulated by the federd Food and Drug Adminigration (“FDA”).

Proper surgica attachment of these replacement componentsin the body is critical. Orthopedic

implants are often cemented or screwed into position. Someimplantsare dso designed to dlow the bone




to grow into and around them, holding themsecurely inplace. TheInter-Op acetabular shell was designed
to bond with the natural bone.

Unfortunatdy, amanufacturing defect gpparently prevented some of Sulzer Orthopedics' Inter-Op
shdlls from bonding with the acetabulum. In early December of 2000, Sulzer Orthopedics announced a
voluntary recdl of certain manufacturing lots of its Inter-Op shdls. Most of the recalled products were
manufactured during or after October of 1999, but a limited number were produced as early as June of
1997. Therecdl stated that Sulzer Orthopedics had “received reports of post-operative loosening” of
some of the Inter-Op shells, apparently “related to a reaction of the body to a dight resdue of Iubricant
used inthe manufacturing process.” Sul zer Orthopedicsreca led approximately 40,000 unitsof itsInter-Op
shdll, of which about 26,000 had aready been implanted in patients.! About 90% of these implants
occurred in the United States.

One of the documentsissued by Sulzer Orthopedi csin connectionwiththe voluntaryrecall included
the following explanation:

Sulzer Orthopedics is the manufacturer of a hip implant that you received during
hip replacement surgery. Wesncerely regret to informyouthat we have recently learned
that a amdl number of the many implant parts that we manufactured may have atrace of

lubricant residue onthe surface that was not completely removed during the manufacturing
process.

The hip implant part is the acetabular *“ shell” which was implanted into the upper part of
your hip caled the acetabulum. Normally, the bone would form an integrated bond with
the shdl; however, it appears that bone does not dways bond with shells when the

! Sulzer Orthopedicsthen “reprocessed” some of the returned units—that is, it “re-cleaned” some
of the never-implanted, recalled shdlls — and then resold them. About 5,000 of these reprocessed units
werethenimplanted. Personswho received these* reprocessed” shellsarenot included inthe conditionally
certified class.




lubricant resdue is present. Reported symptoms include severe groin pain and ingbility to

bear weight on your leg. These symptoms are caused by the shell being loose from the

bone. Only a smal number of patients who received the shell during their total hip

replacement have experienced loosening of the shell.

Infact, to date, about 2,400 of the patients who received implants of the Inter-Op shells have undergone
“revision surgery” — remova of the defective? implant and replacement with anew one. For avariety of
reasons, not dl of the patients who were implanted with recalled Inter-Op shells will undergo revison
surgery.  For example, some patients will not experience any bone-bonding failure; other patients may
suffer severe falure but be medically inligible for revison surgery. Ultimately, Sulzer Orthopedics
edimatesthat approximatey 4,500 patientswill undergo revisonsurgery to replace the defective I nter-Op
acetabular shels, and that the needfor revisonsurgery will, invirtudly dl instances, become manifest within
the next two years.

Shortly after Sulzer Orthopedics issued its voluntary recal in December of 2000, a number of
plantiffs around the country filed lawsuits, in both state and federa courts. To date, there are pending
about 1,300 avil suits nationwide, about 200 of which are in federa court. These cases involve about
2,000 named plaintiffs, primerily induding implant recipientsand their spouses. Over 90% of the state court
actions have beenfiledin Cdifornia, Texas, Florida, or New York. About 19 of the state court cases are

styled as classactions, asare about 34 of the federa court cases. The defendants named in these lawsuits

indude not only Sulzer Orthopedics, but aso: (1) Sulzer MedicaUSA Holding Company (“ Sulzer Medica

2 The Court recognizesthat the defect iis, at thisjuncture, merely aleged and not proved. For ease
of reference, however, and inlight of Sulzer Orthopedics' voluntary recall and certain apparent concessions
made in the proceedings to date, the Court occasondly refers in this memorandum to the Inter-Op
acetabular shell as“defective,” rather than “dlegedly defective.”

3




USA”), a halding company that owns Sulzer Orthopedics, (2) Sulzer Medica Ltd., a Swiss holding
company that owns Sulzer Medica USA;3 (3) Sulzer AG, a Swiss company that previoudy owned a
mgority of the stock of Sulzer Medica Ltd.; (4) various other Sulzer-related entities, and (5) various
surgeons, hospitals, and medica supply companies connected to the distribution or implantation of the
defectiveproduct. The causesof actionin theselawsuitsinclude clamsfor defective design, marketing and
manufacture; breach of express and implied warranties; negligence; drict liability; and other legd theories
of recovery. Trid proceedings have dready begun in at least one state court case.

Pursuant to 28 U.S.C. 81407, threedifferent federa plaintiffsfiledmotionswiththe Federal Judicid
Panel on Multi-Didrict Litigation (“MDL Pand”), seeking to consolidate and centralize 30 of the federd
lawsuits.> MDL docket no. 1401. On June 19, 2001, the MDL Pand granted these motions,
consolidating and transferring al related pending federd litigation to the Northern Didtrict of Ohio and
assigning oversght of the MDL proceedings to the undersigned. Thus, virtudly al of the federd cases

involving the Inter-Op acetabular shell have either been transferred to this Court or are in the process of

3 Sulzer Medica Ltd. is a publicly traded company, its stock listed on the New York Stock
Exchange (symboal: SM).

4 Tria began on August 20, 2001 in the Nueces County, Texas state court case of Rupp v. Sulzer
Orthopedics, Inc., no. 01-60581-4, ending in a verdict exceeding $15 million on August 30, 2001.
Notably, these state court proceedings involved only Sulzer Orthopedics, Inc. asadefendant, and did not
involve dlams againgt Sulzer Medica, Sulzer AG, or any other related entity.

° Interestingly, Richard Heimann is one of the atorneys who filed a motion with the MDL Pand
for consolidation. Mr. Heimann asked that the MDL Pand trandfer dl federd “Sulzer hip implant” cases
to the Northern or Central Didtricts of Cdifornia; Mr. Heimann had filed a putative class action, in the
Northern Didtrict of Cdifornia, seeking to represent a nation-wide class of persons who received I nter-Op
hip implants. Mr. Heimann is now one of the most voca objectors to class certification and the proposed
class settlement agreement.




being transferred to this Court.®

On July 7, 2001, this Court issued an Order setting out the “practices and procedures’ it would
follow during its adminigration of the MDL proceedings. Among other things, this Order: (1) temporarily
appointed liaison and co-lead counsd for plantiffs; (2) set an initial case management conference for
August 17, 2001; and (3) directed counsel to submit anagendafor this conference, to indudeadiscovery
planand a so proposed deadlinesfor amendment of pleadings, expert and non-expert discovery, dispostive
motions, expert reports, and so on. Shortly before this conference, however, counse for the parties
informed the Court that they planned to submit an agendaincluding another Sgnificant item: discusson of
aproposed classcertificationand class settlement. The partiesthen filed motionsfor an order conditiondly
catifying a class, mations for prdiminary approval of a class settlement, and motions to enjoin related
litigation pending find approval of a class settlement.” As the Court had previoudy required, plaintiffs
liaison counsel forwarded copies of these motions, induding acopy of the proposed settlement agreement,
to counsdl for dl plantiffs whose cases had been consolidated in the MDL proceedings. In addition,
plantiffs liason counse made avalable the same materidsto virtualy every plantiffs counsel pursuing

litigation against Sulzer Orthopedics, both in federd and state court.

® As of August 28, 2001, about 160 federal cases have been transferred or conditionaly
transferred to this Court. Some cases have not been transferred pending resolution of the plaintiffs
objections to transfer. Apparently, one or more of the conditionaly trandferred cases relates to a different
implant manufactured by Sulzer Orthopedics, Inc. —the “Naturd Knee Tibia Baseplate’ — and does not
invave the Inter-Op acetabular shdl. As will be discussed below, persons who received these knee
implants are not included in the conditiondly certified dlass.

" At the case management conference, the Court granted the parties’ joint orad motion to
voluntarily withdraw their motions to enjoin related litigation, without prgudice. To date, the motion to
enjoin related litigation has not been renewed.




Given the quickly changing nature of the litigation, the Court used the initid case management
conference to question the parties in open court regarding their motions for class certification and class
settlement. The Court directed itsquestionsto plaintiffs' liaison and co-lead counsdl, and a so defendants
counsd. Giventhewide publication of the pending motions, about 125 attorneys from around the country,
representing plaintiffs and groups of plaintiffs a so attended the hearing. The Court permitted any attorney
present to address the Court. TheCourt heard fromthoseproposing preliminary certification and gpprovd,
and aso heard fromanumber of counse, induding counsel representing the interests of various state court
plantiffs who are not parties to the MDL proceedings but whose interests could be affected by class
trestment of the Sulzer-related dams. Some spoke strongly in favor of the proposed certification and
Settlement, while others strongly opposed it.

During the course of the hearing, it became gpparent that the proposed settlement agreement, as
drafted, contained provisons that did not accurately reflect the understanding of the parties. Accordingly,
the Court directed the parties to submit an amended proposed class settlement agreement by August 24,
2001. The Court then indicated it would alow any person (including persons not parties to any federd
proceeding) wishing to offer additiona objections to the proposed class and amended proposed class
Settlement agreement to submit their positionsin writing by August 24, 2001. The Court received about
41 such comments, dl of which it has reviewed in detail .

Hndly, on August 28, 2001, the Court held anadditiond hearing onthe pending mations for class

8 The commentsarrived in the form of lettersto the Court, lettersto liaison counsdl, e-mailsto the
Court, and formal docket entries within the MDL proceeding. Some were filed by counsdl representing
putative class members, and others were submitted directly by individuds who received an Inter-Op hip
implant.




certificationand preliminary approval of class action settlement. Having now received extensve argument

regarding the facts of this case and the gpplicable legd standards, the Court sets out its andysis below.

[1. The Nature and Context of the | ssues Presented.

Neither the Court’s andysis nor the effect of its rulings can be understood without consideration
of the context in which both occurred. The parties have jointly approached the Court, seeking only
conditiond certification of this matter as a class action and preiminary approva of ther proposed
setlement.  As the parties understand, their maotion, if granted, is only the first step in an extensve and
searching judicid process, which may or may not result in find gpprovd of a settlement in this matter.

Asthe Manua on Complex Litigation indicates, this threshold inquiry often involves no more then

an informal presentation of the parties’ proposas to the Court. Manua for Complex Litigation, 830.41,

at 236 (3 ed. 1995) (“in some cases this initid [fairess] evaluaion can be made on the basis of . . .
informd presentations by the settling parties’). Thisistrue because the Court’ sconditiond certificationand
preliminary gpprovd: (1) triggers a mechanism for more forma notice to dl potentia class members; (2)
determines whether opt-out rights are to afforded putative class members; (3) defines the scope of
discovery to be conducted from that point forward — that is, focuses discovery on the fairness and
adequacy of the proposed settlement to the class, aswel as on any issues which might cdl into question
the propriety of find certification of the matter asa class action; (4) setsin motion thosejudicia processes
that will culminate in a detailed, full, and find fairness hearing (at which time the question of fairness is
reviewed de novo); and (5) establishes proceduresfor classmembersto register withthe Court objections

to or support for the proposed settlement.




Thus, while it is certainly not the role of this Court to smply “rubber-stamp” a motion for
conditiona certification or preliminary approva (or, for that matter, any motion), the Court also must be
mindful of the substantia judicia processes that remain to test the assumptions and representations upon
which the parties motions are premised.

Itistruethat, to date, this case hasbeen somewhat unusud. Partly because of wide publicity within
the plantiffs bar and the generd public, the Court has dlowed the breadth and extent of the inquiry already
conducted with respect to the pending maotionsto far exceed what it might normally employ. Indeed, the
objections raised by some of the class members and their counse, together withthe Court’ s own probing,
have aready resultedinsubstantia revisonsto the proposed settlement agreement. The process employed
to date, however, as searching as it has been, iscearly preiminary and is no subdtitute for that which can
be, and now in this case will be, accomplished through afull fairnessinquiry.

For thesereasons, the Court mug, to alarge extent, premise its determinations at this stage of the
proceedings upon certain of the representations and assumptions made by the movants, at least to the
extent those representations and assumptions have been supported by sworn declarations or statements
of counsd and are not, onthear face, suspect. The Court reserves for another time the right and obligation
to test dl of the premises behind the parties motions and the Court’ s ruling, through the most probing of

inquiries.

[1l. Class Certification

TheCourt firgt examinesthe propriety of conditiond certificationof the proposed class. OnAugust

15, 2001, plantiffs co-lead counsd filed an amended complaint in this case, stating clams under the




falowing legd theories: (1) grict liaility, (2) negligence, (3) breach of implied warranty, (4) breach of
expresswarranty, (5) “fear of future product fallure’ (inflictionof emotiona distress), (6) misrepresentation,
(7) equitable rdlief viamedical monitoring, and (8) punitive damages.® The amended complaint also states
that plantiffs are seeking relief “on their own behdf and as representatives of aclass” Complaint at 1.
Intheir complaint, the plantiffs define the class as consgting of: “dl dtizens or residents of the United States
who have had Affected Inter-Op acetabular shell hip implants placed in their bodies, . . . or their estates,
adminigtratorsor other legd representatives, heirs or beneficiaries, and any other personassarting the right
to sue independently or derivatively.” 1d.° The plaintiffs aso define two subclasses: “ Subclass 1consists
of those Class memberswho have had Affected Inter-Op shells placed into their bodies and have already

undergone revison surgery prior to the Find Judicid Approva Date and Subclass 2 consdts of Class

members who may need to undergo revison surgery after the Fina Judicial Approval Date to correct

problems with the Affected Inter-Op shells” 1d. (emphasis added).

In plain English, the plaintiffs propose that the class be made up of dl Americansin whom were
implanted arecaled Inter-Op acetabular shell, together with their loved ones. This class would then be
divided into two sub-classes: those who have dready had revison surgery, and those who have not had
(but yet may have) revison surgery. The plaintiffs ask the Court to certify this class under Fed. R. Civ. P.

23(b)(3). Theplantiffsalso ask the Court to certify the classunder Fed. R. Civ. P. 23(b)(2), for thelimited

° The amended complaint can aso fairly be said to state a claim under the legdl theory of loss of
consortium, athough it does not set out this clam separatdly.

10« Affected Products’ is defined in the complaint toinclude dl of therecalled Inter-Op acetabular
shdlls, induding those that were returned, “reprocessed,” and re-sold. As noted, however, the plaintiffs
subsequently indicated they do not seek to include in the class persons who received the “reprocessed”
shdls




purpose of obtaining injunctive relief in the form of medicad monitoring.

A. Rule 23(a).

The plantiffs have submitted their motion to certify a class in the context, and for the primary
purpose, of consummating a settlement of this case. Although there is certainly “ nothing inherently wrong
with this practice,” this Court “must pay ‘undiluted, even heightened, attention’ to class certification

requirements in a settlement context.” Hanlon v. Chryder Corp., 150 F.3d 1011, 1019 (9™ Cir. 1998)

(quoting Amchem Prods,, Inc. v. Windsor, 521 U.S. 591, 620 (1997)). “Strict adherenceto Rule 23 in

products ligbility cases invalving drug or medica products which require FDA approva is il

important.” In re American Medical Systems, Inc., 75 F.3d 1069, 1089 (6™ Cir. 1996) (emphasis in

origind) (hereinafter, “AMS’).
Rule 23(a) “dates four threshold requirements applicable to dl class actions,” incdluding actions

invalving proposed certifications of a*“ settlement-only” class. Amchem, 521 U.S. at 613. Thesethreshold

requirements are:
(1) numerogity (a “class [so large] that joinder of dl members is impracticable’); (2)
commondity (“questions of law or fact common to the class’); (3) typicdity (named
parties dams or defenses “are typica . . . of the dass’); and (4) adequacy of
representation (representatives “will farly and adequately protect the interests of the
dass’).
1d. (quotingFed. R. Civ. P. 23(a)(1-4)). “ Subsection (a) of Rule 23 containsfour prerequisiteswhich must
al be met before aclasscanbe certified. Oncethose conditionsare satisfied, the party seeking certification
must a so demondtratethat it fals within at least one of the subcategories of Rule 23(b).” AMS, 75F.3d

at 1079.
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1. Numerosity.

Inthiscasg, it is clear that the proposed classis so numerous that joinder of dl the proposed class
members is impracticable. “Thereis no drict numerica test for determining impracticability of joinder.”
AMS, 75F.3d a 1079. Rather, “[t]he numerosity requirement requires examination of the specific facts

of each case and imposes no absolute limitations.” Genera Td. Co. v. EEOC, 446 U.S. 318, 330(1980).

“When class 9ze reaches substantia proportions, however, the impracticability requirement is usually
satisfied by the numbersaone.” AMS, 75 F.3d at 1079. The Sixth Circuit Court of Appedshas affirmed
the certification of a class made up of lessthan 100 individuds. See Haytcher v. ABS Indudtries, Inc.,
1991 WL 278981 at *1-2 (6™ Cir. Dec. 27, 1991) (“approximately 61 individuas’). The numerosity
requirement is also satisfied more easly upon a showing that thereiswide* geographicd diversty of cass

members,” whichmakesjoinder of dl the class members more impracticable. Coundl of and for the Blind

of Delaware County Valey, Inc. v. Regan, 709 F.2d 1521, 1319 (D.C. Cir. 1983).**

In this case, the proposed class of persons who received implantation of arecalled Inter-Op shdll
includes over 26,000 people — not induding persons, like spouses, who have derivative clams. Over
2,400 of these people have aready had revison surgery. Furthermore, these class members reside
throughout the entire United States. The undisputed evidence shows that the plaintiffs have carried their

burden of showing that the proposed classis so large that joinder of al membersisimpracticable.

1" One objector argued that members of the proposed class are dispersed across so wide a
geographic region, and have so idiosyncratic an array of circumstances, that the classis“too numerous.”
The Court rejectsthisargument. First, other cases haverecognized national classes. Second, the question
of highly individud crcumstances goesto typicdity and commondity, not numerodty. The Court doesnot
believe that this classis so numerous that it creates subgtantial problems with giving adequate notice or
digtribution of settlement recoveries.

11




2. Commondlity.

The commondity requirement states that there must be “ questions of law or fact common to the
class.” Thecommondity test “isquditativerather than quantitative, that is, there need be only asingleissue
common to al membersof thecdass” AMS, 75 F.3d at 1080 (quoting 1 Herbert B. Newberg & Alba

Conte, Newberg onClassActions, §3.10, at 3-47 (3 ed. 1992)). On the other hand, the reason behind

the commonality requirement isthat “the class-action device savesthe resources of boththe courtsand the
parties by permitting an issue potentialy affecting every [class member] to be litigated in an economica

fashion under Rule23.” Cdifano v. Yamasaki, 442 U.S. 682, 701 (1979). Thus, if questions of law or

fact common to dl of the class members are far outweighed by differences, then class certification is
ingppropriate.

With regard to mass torts, like the defective hip implants at issue inthis litigation, there are specia
congderations. The Sixth Circuit Court of Appedls has explained:

In mass tort accidents, the factud and legd issues of adefendant’ s liability do not differ
dramaticdly from one plaintiff to the next. No matter how individualized the issue of
damages may be, these issues may be reserved for individud trestment with the question
of liahility tried asa class action. Consequently, the mere fact that questions peculiar to
eachindividud member of the class remain after the commonquestions of the defendant’s
lidbility have been resolved does not dictate the conclusion that a class action is
impermissible.

In complex, mass, toxic tort accidents, where no one set of operative facts establishes
lidhility, no Sngleproximate cause equaly appliesto each potentia class member and each
defendant, and individud issues outnumber common issues, the didtrict court should
properly question the appropriateness of a class action for resolving the controversy.
However, wherethe defendant’ slighilitycanbe determined onaclass-wide basis because
the cause of the disaster isasngle course of conduct which is identical for each of the
plaintiffs, aclass action may be the best suited vehicle to resolve such a controversy.

Sterling v. Velsicol Chem. Corp., 855 F.2d 1188, 1197 (6™ Cir. 1988).
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The Court concludes that, in this case, there do exis questions of law or fact common to all
members of the class.'? The most obvious of these common questions is “[w]hether the Inter-Op
acetabular Sdls designed, developed, manufactured, distributed, fabricated, supplied, advertised,
promoted and/or sold by [Sulzer Orthopedics] had a defect(s).” Complaint at f26a Other questions
common to each class member are whether the defendants adequately tested the safety of their product,
when the defendants learned of the defect, and whether they timdy took action upon learning the defect
might exist. All of these questions go to Sulzer Orthopedics course of conduct, and when “the cause of
[a] disasster isasingle course of conduct which isidenticd for each of the plaintiffs, aclass action may be
the best suited vehide to resolve such a controversy.” Vedscol, 855 F.2d at 1197. There are also
common questions pertaining to the rel ationships between the various “ Sulzer-related” corporate entities
and, hence, the potentid ligbility of those entities for the activities of Sulzer Orthopedics, Inc. These
questions, necesstating detailed factud inquiry and complex legd andyss, are common to all class
members and can be resolved most efficiently in a class action context.*®

It is true, of course, that there are aso substantid differences of fact and law between class
members. For example, some class members may suffer no adverse medica affects, while others may
auffer (and have suffered) terribly. Some class members may live in sates where the law alows them to

recover only if they suffer actual physica injury, while the state law gpplicable to other class members may

12 Indeed, the MDL Pand hasaready sofound. See Transfer Order from MDL Pandl at 2 (June
19, 2001) (“the Pand finds that the actions in this litigation involve common questions of fact”).

13 Indeed, as experience has shown, attempts by some of the state court plaintiffs counsd to
resolve these questions on an individual basis have been both cost-prohibitive (particularly given the
complexities of the Hague Convention and Swiss law) and pointedly unsuccessful.
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alowthemto recover evenabsent actud physica injury. And, even under legd theories normdly alowed
to classmembershby dl sates (e.g., negligence or gtrict liahility), the legd formulation of those theories may

vary fromstateto state. See generdly Inre NorthernDigt. of Cdif., DakonShidd IUD Prods. Liab. Litig.,

693 F.2d 847, 854 (9" Cir. 1982), cert. denied, 459 U.S. 1171 (1983) (on issues of negligence, strict
products lighility, adequacy of warnings, fraud, and conspiracy, “commondity begins to be obscured by
individud case higories’). The Court concludes, however, that the questions of fact and law that are
common to the members of the class are substantia, and are not outweighed by questions of fact and law
idiosyncrtic to each plantiff. Accordingly, the Court concludesthat the plaintiffs have carried their burden

of showing that the proposed class meets the requirement of Rule 23(3)(2).

Thetypicdity requirement ismeant to ensurethat thenamedparties dams aretypica of the dams
advanced by theentireclass. A plantiff’ sdamistypicd “if it arises from the same event or practice or
course of conduct that givesrise to the clams of other class members, and if hisor her dams are based
onthe same legd theory.” AMS, 75 F.3d at 1081 (quoting 1 Newberg, supra, 8 3-13, at 3-76 (footnote
omitted)). The typicality requirement ensures that the representative plaintiffs interests are digned with
those of the proposed dass, and in pursuing their own clams, the named plantiffs will aso advance the
interestsof the classmembers. 1d. “Sometimestheissuesare plain enough from the pleadingsto determine
whether the interests of the absent parties are fairly encompassed within the named plaintiff’s clam, and
sometimes it may be necessary for the court to probe behind the pleadings before coming to rest on the

certification question.” Genera Telephone Co. of Southwest v. Falcon, 457 U.S. 147, 160 (1982).
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In the plantiffs amended complaint, there are five named representative plaintiffs. Harlan and
Brenda Herman, Linda Wells, and George and Mary Jean Y asenchack. Harlan Herman was implanted
witharecdled Inter-Op shell, but has not undergone arevison surgery. The sameistrue of LindaWels.
George Y asenchack was implanted with a recalled Inter-Op shell and, on April 9, 2001, underwent
revison surgery to correct problems he was experiencing with the implant.

Based onthese dlegations, Harlan Herman and LindaWéls appear to have daims commonto the
proposed “ Subclass 2” of plantiffs — persons who may need, but have not yet undergone, revision surgery
to correct problems with the Affected Inter-Op shdlls. Harlan's wife, Brenda, appears to have clams
common to those plaintiffs in Subclass 2 who have derivative clams, such asloss of consortium.

Similarly, George Y asenchack gppears to have clams common to the proposed “ Subclass 17 of
plantiffs — persons who have aready undergone revision surgery to correct problems with the Affected
Inter-Op shdls. And George' s wife, Mary Jean, gppears to have clams common to those plaintiffsin
Subclass 1 who have derivative claims, such asloss of consortium.**

The Court’ sreview of those cases that have been transferred to the undersigned pursuant to the
MDL Pandl’ sorders —including other putative class actions — reveds tha, in fact, the clams asserted by
the five named representative plaintiffsin this case are atogether typica of the dams asserted by other
prospective class members. Repegtedly, the plaintiffs in these other lawsuits invoke the same theories of

lidbility againg the same defendants as do Wells and the Y asenchaks and the Hermans, and assert that the

14 While one objector contends that Mr. Y asenchak has “ disavowed” the settlement and, hence,
cannot be considered an adequate representative for post-revision-surgery damants, the record does not
support that contention. The Court finds that Mr. Y asenchak has neither rescinded his support for the
Settlement nor withdrawn his willingness to represent certain members of the proposed class.
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defendants’ liability stems from the same course of conduct.

It is worth noting that some of the plantiffs in these other, transferred cases refer to particular
modds of the Inter-Op shell implants they received. The Court’s own researchdlowed it to view a copy
of Sulzer Orthopedics' origind recdl natification to the FDA.*® The notification makes clear that Sulzer
Orthopedicsisrecaling four different modds of Inter-Op acetabular shells. Seeletter fromLarry Beeman
to Sherry Krolczyk (Dec. 14, 2000) at 1, 13 (dating Sulzer Orthopedics was recdling the “Rim Flare,
Hemisphericd, Revisonand Protruso” modes of the Inter-Op acetabular shell). That thereexigt different
modds of the recdled implantsrai ses concerns that typicaity may not exist. See AMS, 75 F.3d at 1082
(“[Elach plaintiff used a different model, and each experienced a digtinct difficulty. * * * Thesedlegations
fal to establish a claim typicd to each other, let done a class”). The evidence presented to the Court
shows, however, that, in fact, the different modes of Inter-Op shells are redly just different Sizes, made
to attach to different pdvic configurations, and that the underlying function of the models are entirely
equivdent. See Beeman letter a 6 7 (“The Inter-Op Acetabular Shdl is provided in four basic
configurations and is offered invarious Szeswithin these configurations’); seea so Beeman' s Supplementad
Declaration (docket no. 52) (same).

Furthermore, the evidence shows that the aleged reason for the failure of each of these implant

5 This document may well be a part of the record in this case by virtue of having been included
as an exhibit to one of the pleadings contained in one of the cases transferred by the MDL Pand. The
Court’ s view of this document, however, was actudly obtained viaits own research on the internet. See
http:/Avww.hipimpl antlaw.com/sitemap.htm (webste maintained by Lieff Cabraser Heamann & Berngein,
LLP, which represents a number of plantiffs in this case, and alows viewing of an Adobe Acrobat
reproduction of “Sulzer’s Recal Noatification letter to the Food and Drug Adminigtration, December 14,
20007).
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modds is the same — the differences in mode configuration are essentidly irrdlevant to their reason for
falure. Thus, the Court is satisfied that the claims asserted by the five named representative plaintiffs are
typicd, notwithstanding the fact that the implantsthey received may bear different mode numbersthanthe
implants received by other class members.

Insum, the Court concludesthat the representative plantiffs interests are adigned withthose of the
proposed class, and inpursuing their own clams, the named plaintiffs will dso advance the interests of the
class members. Assuch, the plantiffs have carried their burdenof showing that the proposed class meets

the requirement of Rule 23(3)(3).

4. Adeguacy.

The adequacy requirement ensures that the named representative plantiffs “will farly and
adequately represent the interests of the class” Fed. R. Civ. P. 23(a)(4). The Sixth Circuit Court of
Appeds has “aticulated two criteria for determining adequacy of representation: ‘1) the representative
mugt have common interests with unnamed members of the class, and 2) it must agppear that the
representatives will vigoroudy prosecute the interests of the class through qudified counsd.”” AMS, 75

F.3d at 1083 (quoting Senter v. Generd Motors Corp., 532 F.2d 511, 525 (6™ Cir. 1976), cert. denied,

429 U.S. 870 (1976)). Essentialy, the adequacy requirement is meant to test “the experience and ability
of counsd for the plaintiffs and whether there is any antagonism between the interests of the plaintiffs and

other membersof the classthey seek to represent.” Crossv. Nationa Trugt Lifelns. Co., 553 F.2d 1026,

1031 (6" Cir. 1977). “The adequate representation reguirement overlaps with the typicality requirement

because in the absence of typica dams, the class representative has no incentives to pursue the clams of
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the other class members” AMS, 75 F.3d at 1083.

There does not appear to be any serious question of inadequacy inthiscase. At thehearing, even
those attorneys who expressed some concern regarding the propriety of class certification agreed that
proposed class counsdl had the ability and experience to prosecute the case as a class action, and had
reputations for doing so quite vigoroudy in other, amilar cases. The Court has gppointed the following
individuds as class co-counsd: (1) John R. Climaco, of Climaco Lefkowitz Peca Wilcox & Garofali
(Cleveland, Ohio); (2) R. Eric Kennedy, of Welsman, Goldberg& Weisman(Cleveland, Ohio); (3) Dondd
Barrett, of Barrett Law Office, P.A. (Lexington, Missssppi); (4) KeithM. Heischman, of Milberg Weiss
Bershad Hynes & Lerach, LLP (New York, New York); (5) Richard S. Wayne, of Strauss & Troy)
(Cincinnai, Ohio); (6) Stanley M. Chedey, of Waite, Schneider, Bayless & Chedey Co. LP (Cincinnati,
Ohio); (7) Wenddll H. Gauthier, of Gauthier, Downing, LaBarre, Beiser & Dean(Metairie, Louisana); and
(8) Danid E. Becnd, Jr., of The Law Offices of Danid E. Becnd, Jr. (Reserve, Louisang). These
individuds and ther experienceinrepresenting plaintiffsin other nationd class action lawsuits is known to
the Court and appearsto be known, to anevengreater extent, to those many attorneys who have attended
the hearings conducted to date in this matter.

Furthermore, there does not appear to be any antagonism between the interests of the named
plantiffs and other members of the classthey seek to represent. Asnoted, the proposed classis separated
into two subclasses — implantees who have not yet had revision surgery, and implantees who have. The
five named plantiffs, themsdves, are it between these subclasses. As the Supreme Court has noted,
these subclasses might have intereststhat do not completely dign: “for the currently injured, the critica god
is generous immediae payments,” but “[t]hat god tugs againg the interest of exposure-only plaintiffs in

18




ensuring an ample, inflation-protected fund for the future” Amchem, 521 U.S. at 626. Thus, “aclass
divided between holders of present and future clams. . . requires divison into homogeneous subclasses
under Rule 23(c)(4)(B), with separate representation to eiminate conflicting interests of counsd.” Ortiz

v. Fibreboard Corp., 527 U.S. 815, 856 (1999) (citing Amchem, 521 U.S. at 627).

In this case, plaintiffs have provided “ structura assurance of fair and adequate representation for
the diverse groups and individuds affected,” by dividing the class into homogeneous subclasses and

providing each subclass with its own counsel. Amchem, 521 U.S. a 627. Subclass 1 is separately

represented by Mr. Kennedy, and subclass 2 is separately represented by Mr. Wayne. Thus, to the extent
there exigts any “antagoniam” between the interests of the named plaintiffs anongst each other, and as
agang other class members, the plantiffs have cured this conflict by the use of separately represented
subclasses.

Inlight of this structure, the only red “adequacy” concernasserted by some objectorsisthat class
counsel cannot be deemed adequate, within the meaning of Rule 23(a)(4), because they have not
“adequatdy” protected the interests of those individuds who might choose to opt out of the proposed
settlement. This argument makes no sense. Whileit istruethat “ opt-out clamants’ are entitled to certain
procedural and even condtitutiond protections, which this Court must safeguard (a point discussed further
below), it is not true that class counsd is charged with negotiating a settlement as beneficid to “ opt-out
clamants’ as to clamants who choose to participate in the settlement. If class counsd does their job
“adequately,” moreover, the structure of the settlement will contain protections designedto assurethat class
participants actudly do receive the payments they have agreed to accept. And, if classcounsd doesthar

job “adequatdly,” the sums promised, dong with any assurances of payment, will be such that few
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clamants, if any would hesitate to participate in that settlement.

What these objectorsfal to recognize isthat “ opt-out” clamants not only opt out of the settlement,
but opt out of the dassaswdl. Aslongasaclamant’sright to opt out remans intact — a point which,
again, is discussed further, below — dass counsd has no further obligation to protect the interests of thet
clamant. Indeed, the objectors would place an impossible and inherently irreconcilable obligation upon
classcounsel — to negotiate a class-wide sattlement whichisfair, adequate, and beneficid to itsparticipants,

whileleaving completely unaffected the interests of those who would choose not to participate init. The

Court does not believe that Rule 23 imposes any such burden on class counsdl and does not believe
“adequacy,” within the meaning of that Rule, is to be measured in such afashion. Tdlingly, the objectors
provide no case law supporting ther interpretation of Rule 23 and class counsdl’ s obligation to opt-out
clamants

Accordingly, the Court concludes that the plaintiffs have carried their burden of showing that the

named representative plaintiffswill fairly and adequately represent the interests of the classin this case.

B. Class Definition

Notably, over the course of the last few weeks, the parties have presented the Court with different
classdefinitions. For example, thefirst verson of the proposed settlement agreement definesthe settlement
classto include persons having an unsatisfied clam involving: (1) Inter-Op shells “identified in the Safety
Alert dat ed December 5, 2000;” (2) “Natura Knee Tibial Baseplates identified in a Specia Notification
dated May 17, 2001;” and (3) “Reprocessed Shells.” Proposed agreement at 81.1(d & eee). Themost

recent version of the proposed settlement agreement doesnot includeinthe settlement class persons having
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unsatisfied clams related to “ reprocessed shells,” and the class proposed in the amended complaint does
not refer to persons having unsatisfied clams related to kneeimplants. Thus, the Court addresses herethe
precise definition of the conditiondly certified class.

The Court conditionaly certified the following class

“All atizens or residents of the United States who have had Affected Inter-Op acetabular

shdl hip implants placed in their bodies, together with their associated consortium

daimants™® Further, this class shal be divided into two subclasses, asfollows: Subclass

1 shdl congst of those class members who undergo revision surgery prior to the Fina

Judicia Approval Date to correct problems with the Affected Inter-Op shells and their

associated consortium claimants. Subclass 2 shdl consist of cassmemberswho may need

toundergo revisonsurgery after the Fina Judicid Approval Dateto correct problemswith

the Affected Inter-Op shells, and their associated consortium claimants.t’
For two primary reasons, this conditional class does not indude persons in whom were implanted
reprocessed shells. Firg, the parties explicitly excluded such persons from the settlement class definition
used in the mogt recent version of the proposed settlement agreement. Second, even had the parties not
excluded persons asserting claims related to reprocessed shells, the Court had serious concerns whether
commondlity, typicdity, and adequacy existed in connectionto thesecdams. Becauseit appearsthat there
may exigt dgnificant factual and legd differences between (&) persons who received Inter-Op hip implants
bearing lubricant residue on ther surface and (b) persons who received implants that, at one time, had

lubricant residue on their surface but were first reprocessed and cleaned, it is appropriate that the parties

16 In this context, the term “ Affected Inter-Op acetabular shell hip implants’ means the Inter-Op
Acetabular shdls identified in the Safety Alert issued by Sulzer Orthopedics, Inc., dated December 5,
2000, and dso certain other Inter-Op Shells machined after porous coating, al of whichwill be identified
with particularity by the parties to the proposed settlement agreement.

17" 1n this context, the term “Find Judicia Approva Date’” means the date (if any) on which this
Court’s gpprovd of the proposed settlement agreement becomes final by the exhaustion of al appedls.
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agreed not to include the latter dlamantsin the class.

Turning to knee implant clamants, in the most recent verson of the proposed class settlement
agreement, the parties did indudein the sattlement class persons having unsatisfied dams involving certain
kneeimplants. For at least three separate reasons, the Court concludesthat the conditionally certified class
cannot include these persons (and, therefore, that the parties must submit an amended proposed class
settlement agreement that does not purport to settle dams related to the implantation of “Natural Knee
Tibid Baseplates”).

Firg, the Court does not currently have jurisdiction over any case involving a knee implant.
Although there are apparently one or more “knee implant cases’ that have been conditiondly transferred
to this Court by the MDL Panel, the Court does not believe any of those transfers have become find. Until
transfer of akneeimplant caseisfind, subject matter jurisdictionover any related damislacking. Second,
there again exig serious questions regarding whether the persons bringing‘knee implant cases” (1)
auffidently share questions of law or fact in common with the hip implant cases, (2) Sae cdams that are
“typicd” of those made by the “hip implant class” or (3) would be adequately represented by the “hip
implant” class counsdl. At the very leas, it gppears that “knee implant” plaintiffs would need their own
subclass counsdl.*8

And third, the defendants’ identification of knee implants as problematic on May 15, 2001 —and

18 | ndeed, the Court was presented with virtually no factua development regarding the reason the
kneeimplantsaredlegedly defective, the effect of the aleged defect, the type and leve of damages suffered
by persons who recelved knee implants, and so on. Without this factual development, the Court cannot
assess adequacy, typicdity, commondlity, or evennumerogty, asthose requirements apply to kneeimplant
clamantsin particular, either as a subclass or asincluded within alarger “hip and knee implant” class.
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not within the April 2000/ April 2001 time period — suggeststhat claims related to knee implants may be
covered by adifferent insurance policy. If there exist insurance funds avalable to pay for knee implant
clams additiond to and different from insurance funds to pay for hip implant cams, then indluson of the
kneeimplant dlamantsinthe settlement class, pursuant to the exiding provisons contained inthe settlement
agreement is inappropriate.  Accordingly, the Court has been careful to conditiondly certify a class
conggting only of persons who received Inter-Op acetabular shell hip implants, together with persons who

have closdy associated claims.

C. Rule 23(b)(3).

Not only mugt the “four prerequisites[of Rule 23(a)] . . . dl be met before aclass canbe certified,”
“the party seeking certification must lso demondtrate that it fallswithin at least one of the subcategories
of Rue23(b).” AMS, 75 F.3d 1079 (emphedsinorigind). Theplantiffsin thiscase assart they fal within
both the subcategories outlined in Rules 23(b)(3) and dso 23(b)(2).

Rule 23(b)(3) requiresthe court to find “that the questions of law or fact commonto the members
of the class predominate over any questions affecting only individua members, and that aclassaction is
superior to other avallable methodsfor the fair and efficient adjudication of the controversy.” Subdivison
(b)(3) pardlds subdivison(a)(2) inthat “ both require that common questions exi<t, but subdivison (b)(3)
contains the more Sringent requirement that commonissues ‘ predominate over individud issues” AMS,
75F.3d at 1084 (citing 1 Newberg, supra, 83.10, a 3-56). Therule statesthat common issuesneed only

predominate, not outnumber individua issues. See In re School Asbestos Litigation, 789 F.2d 996, 1010

(3" Cir. 1986) (“There may be cases in which resolution of one issue or asmall group of them will so
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advance the litigationthat they may fairly be said to predominate. Resolution of common issues need not
guarantee acondugve finding on lighility, . . . nor isit adisqudificationthat damages must be assessed on
an individua bass”).

The Sixth Circuit Court of Appedls, discussing class action treatment of cases (like this one)
invalving masstorts, has drawn adigtinction betweentwo sorts of cases. Therearethose, onthe onehand,
“whereno one set of operative facts establishesliability, no Sngle proximate cause gppliesto each potentia

class member and each defendant, and individua issues outnumber common issues.” Vescol, 855 F.2d

at 1196-97. Ontheother hand, other “masstort accidents[share] factua and legd issues of adefendant’s
lidbility [that] do not differ dramatically from one plaintiff tothenext.” 1d. Intheselatter cases, “no matter
how individudized the issues of damages may be,” the fact that “questions peculiar to each individua
member of the classremain after the common questions of the defendant’ sliahility have beenresolved does
not dictate the conclusionthat aclassactionisimpermissble” I1d.; see Amchem 521 U.S. at 625 (“[e]ven
meass tort cases arisng from a common cause or disaster may, depending upon the circumstances, satisfy
the predominance requirement”).
The evidence so far provided to the Court suggests this case fdls solidly into the latter category.

It gppearsthat asingle set of operative facts establishes liability in this case — the Court hasread many of
the complaintstransferred here by the MDL Panel, and the plaintiffs repeatedly recite identicd dlegations,
withno substantia factual additions or differences, to support thair dams. Furthermore, it appearsasingle
proximate cause applies to each potential class member and defendant — that is, Sulzer Orthopedics

manufactureand sale of Inter-Op shell implants with, asit has admitted, “a trace of lubricant resdue [l€ft]

on the surface.”
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In concluding that class certification under Rule 23(b)(3) was appropriate in another medica
product masstort case, one well-respected court wrote:

the diet drugs at issue here are essentidly asingle product . . . marketed by asngle mgor
manufacturer . . . . In addition, use of the diet drugs spanned a finite and relatively short
period of time. Moreover, thereis, in generd, acommon injury type. . . [and] thereisa
common body of science establishing the causal connection between the diet drugs and
[the] . . . injuries In addition, plantiffs damsin this litigetion dl sem from dlegations
involving a common course of conduct followed by [the defendant]. Plantiffs negligence
and falure to warn damswill revolve around [the defendant’ s| conduct and knowledge
in developing and marketing [the drugs]. Although there are some individud differences
among class members, the common class-wide focus on [the defendant’ 5| knowledge and
conduct predominate such that judicia efficiency will be improved through the class
mechanism as opposed to rditigaing these same issues in a series of individua cases.
Furthermore, the class wide need for medica monitoring . . . establish another concern
common to the class. In sum, these common concerns which preexisted the settlement
confirm the cohesiveness of the class.

In re Diet Drugs, 2000 WL 1222042 &t *41-42 (ED. Pa. Aug. 28, 2000) (Bechtle, J) (certifying a

nationwide settlement class and approving the settlement). Every statement in this excerpt gpplies equdly
to this case. A single manufacturer (Sulzer Orthopedics) marketed a single product (the Inter-Op
acetabular hdl) over afiniteand relatively short period of ime(1997-2000). Thereexistsacommon body
of science establishing how implantation of this product caused plaintiffs a common type of injury. The
focus of each plaintiff’s case indudes Sulzer Orthopedics conduct and knowledge in developing and
marketing the Inter-Op shdl. It is dear in these circumstances that “judicid efficiency will be improved
through the class mechanism as opposed to rditigating these same issuesin a series of individua cases”
Id. at *42.

It is dso worth noting that the proposed class “is more cohesive than the classes sought to be

certified in the ashestos and tobacco litigation arenas.” 1d. The proposed class is not as “sorawling” as
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the class regjected by the Supreme Court in Amchem, where class members: (a) experienced different

means of exposure to asbestos, (b) were exposed to awide array of asbestos-containing products, (c)
were exposed to products manufactured by 20 different asbestos defendants, and (4) suffered a variety

of injuriesinvolving severa scientific theories of causation. Amchem, 521 U.S. at 624. To the contrary,

the proposed classinthis case appearsto avoid dl of the class deficienciesnoted in Amchem. Importantly,
there is no question in this case regarding who was actudly exposed to the defective product. Cf.
Amchem 521 U.S. at 627 (“[m]any personsin the [class] . . . may not even know of thar exposure, or
redlize the extent of the harm they may incur”).

Moreover, whentaking the proposed settlement (discussedinmoredetall below) into consideration
for purposes of determining dass certification, “individud issues which are normdly present in personal

injury litigation become irrelevant, dlowing the common issues to predominate” In re Diet Drugs, 2000

WL 1222042 at *43. For example, “differencesin state law . . . do not destroy class cohesion because
the settlement agreement provides for digtribution of benefits based on the objective criteria described
therein.” Id. Smilarly, individud issues rdating to causation, injury, and damage a so disappear because
the settlement’ s objective criteria provide for an objective compensation scheme. The Court does not
mean to dtate that the benefits of the settlement itsdf provide a common issue which satiffies the
predominance requirement; rather, this Court finds that *the common issues that preexisted the proposed
settlement — involving a common product, defendant, and course of conduct —whenconsideredinlight of
the proposed settlement, predominate over any individua issues between class members.” 1d.

In addition to finding that questions of law or fact common to the membersof the proposed class

predominate over any questions affecting only individua members, the Court aso concludes thet dlowing
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the plantiffsto litigate this case as a class action will provide a superior method for farly and efficiently
adjudicating the controversy. When assessng whether a class action is superior under Rule 23(b)(3), the
Court must normdly consider “(A) the interest of members of the class in individudly controlling the
prosecution or defense of separate actions, (B) the extent and nature of any litigation concerning the
controversy aready commenced by or against members of the class; (C) the desirability or undesirability
of concentrating the litigation of the cdlams in the particular forum; [and] (D) the difficulties likely to be
encountered in the management of aclassaction.” Fed. R. Civ. P. 23(b)(3). In the settlement context,
however, the latter consderation is not rlevant. See Amchem, 521 U.S. at 620 (“[c]onfronted with a
request for a settlement-only class certification, a district court need not inquire whether the case, if tried,
would present intractable management problems, for the proposdl isthat there be no trid”).

With regard to the interest of class members in individudly controlling their litigetion, the Court
notesthat the partieswithdrew their motions to enjoin related litigation. Thus, thereisnothing thet currently
prevents any plantiff from continuing to prosecute his or her case individually, and the opt-out provison

of the proposed settlement agreement preservesthisright. See In re Diet Drugs, 2000 WL 1222042 at

*55 (“the combination of medical monitoring and . . . opt out rights

dlows. . . class member[g] to make informed choices about how to control their own destinies, whether
through settlement or through litigation”). On the other hand, the Court was presented with evidence
showing the fantastic expense and difficulties plaintiffs have faced in Smply organizing the massive amounts
of discoveryobtainedto date, muchless merdly procuring discovery fromthe foregn defendants. Pursuant
to the proposed settlement agreement, however, (as discussed further below) the defendants (induding

foreign defendants with consstently asserted jurisdictiond defenses) will provide and asss plaintiffsin
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organizing further discovery regarding their financid condition. The practicd redlity of this powerful class
action discovery mechanism, incorporated into the proposed settlement agreement, overwhelms the
interests any individud plantiff may havein pursuing her litigation individudly.

Anadditiond factor weighing infavor of superiority, moreover, isthat the medical monitoring relief
provided in the settlement agreement would not be available, as a practica matter, inthe absence of class
treatment. The “maost compdlling rationde for finding superiority in aclassaction. . . [i] the existence of

anegative vaue slit.” Allison v. Citgo Petroleum Corp., 151 F.3d 402, 420 (5" Cir. 1998). Negative

vaue dams are damsinwhichthe costs of enforcement inanindividud actionwould exceed the expected
individua recovery. Inthiscase, it appearsthat about 70-80% of the class members may have negative
vadue dams —they were implanted with recaled Inter-Op shdlls, but are not expected to need revison
surgery.’® Asto these class members, the most important component of reief is medica monitoring, to
determine whether, in fact, they fdl in the minority of class members needing revison surgery or
experiencing subsequent pain or limitation of movement. The smal monetary amount involved with a
medica monitoring dam “makes an individua dam for monitoring prohibitive in the absence of class

treatment.” Inre Diet Drugs, 2000 WL 1222042 at *56.

With regard to the extent and nature of any litigation aready commenced by class members, this
factor “isintended to serve the purpose of assuring judicid economy and reducing the possibility of multiple

lawsuits” Zinser v. Accufix Research Indtitute, Inc., 253 F.3d 1180, 1191 (9™ Cir. 2001) (quoting 7A

19 In this context, the Court is not characterizing those who may need revision surgery but, for
whatever reason, cannot have this surgery and suffer pain or debilitation from the very absence of surgery.
Rather, the Court isreferring to those who will never need revison surgery because, even though their
Inter-Op implant may have been manufactured defectivey, their implant does not fail.
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Charles Alan Wright, Arthur R. Miller & Mary Kay Kane, Federal Practice and Procedure 81780 at

568-70 (2" ed. 1986) (footnotes omitted)). If “several other actions already arependingand . . . aclear
threat of multipliaty and a risk of inconastent adjudications actudly exist, a class action may not be
appropriate since, unless the other suits can be enjoined, . . . a Rule 23 proceeding only might create one
moreaction.” |d. “Rather than dlowing the class action to go forward, the court may encourage the class
members who have indituted the Rule 23(b)(3) action to intervene in the other proceedings.” 1d.

Here, it iscertainly the case that other actions are pending — over athousand of them. But thisfact
tendsto support the proposition that alowing this case to proceed as a class actionwould tend to reduce
the posshility of multiple lawsuits. It is likely that many class members will accept class treetment and
choose not to opt out of this case, and will forego their individud lawsuits. Because there is virtudly no
likelihood thet class members will Smply “intervene inother proceedings,” and because class certification
will actudly tend to increasejudicid economy by reducing the number of rel ated lawsuits, the factor recited
in Rule 23(b)(3)(B) weighsin favor of class certification.

Fndly, with regard to the desirability of concentrating the litigation of the plaintiffs dams in this
particular forum, the MDL Pandl hasaready answered this questionto some degree. See Transfer Order
from MDL Pandl at 2 (June 19, 2001) (“the Panel findsthat . . . centrdization in the Northern District of
Ohio will serve the convenience of the parties and witnesses and promote the just and efficent conduct of
thelitigation”). “[F]rom the perspective of judicid effidency, there is a strong desirability in implementing

a stlement inthis MDL . . . transferee court.” In re Diet Drugs, 2000 WL 1222042 at *55. Thisis

especidly true giventhat plaintiff’ sliaisoncounsd islocated in thisjudicid didtrict, asare some of plantiffs
proposed co-lead counsd and plaintiffs proposed separate counsel for Subclass 1.
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Insum, this Court concludesthat certificationof thislitigationas a classaction under Rule 23(b)(3)
is appropriate because the questions of law or fact common to the members of the class do predominate
over ay questions affecting only individual members, and because a class action is superior to other
available methodsfor the fair and efficient adjudication of the controversy. Accordingly, the Court grants

the pending motions for settlement-purposes class certification.

C. Rule 23(b)(2).

In addition to class certification under Rule 23(b)(3), plaintiffs also seek class certification under
Rule 23(b)(2). Certification of aplaintiff classunder thisruleisappropriate when the defendant “has acted
or refused to act on grounds generdly gpplicable to the class, thereby making appropriate find injunctive
relief or corresponding declaratory relief with respect to the class asawhole.” Subsection (b)(2) class
actions are “limited to those class actions seeking primarily injunctive or corresponding relief.” Barnesv.

AmericanTobacco Co., 161 F.3d 127, 142 (3" Cir. 1998) (quoting 1 Newberg, supra, § 4.11, at 4-39).

Fantiffs in this case seek equitable relief and injunctive rdief through “the creation of a medica
monitoring fund,” which would:

provide for amedicad monitoring program, induding: natifying Plantiffs and the Class and
subclasses of the defects and the potentid medica harm; funding of a program for the
surgical removd of the Inter-Op acetabular shells; funding astudy of the long term effects
of the Inter-Op acetabular shells within the body of Plaintiffs and the Class; gathering and
forwarding to treating physicians information relating to the diagnosis and treatment of
injuries which may result from the product; aiding in the early diagnods and trestment of
resulting injuries; and providing funding for diagnosis and preventable medica treatmernt,
particularly radiologica monitoring and for the surgical remova of the defective Inter-Op
acetabular shdls.

Complaint at §[77. The establishment of a court-supervised program through which class members would
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undergo periodic medica examinations in order to promote early detection of physical harm is a
“paradigmatic request for injunctiverdief.” Barnes, 161 F.3d at 132.

In this case, the primary benefit provided under the settlement agreement to plaintiffsin Subclass
1-that is, those persons who received an Inter-Op implant but who have not “regected” the implant and
have not had to under go revision surgery —is medica monitoring of their condition.? This monitoring is
critical to diagnose any futurergjection of the implants, inwhich case the plantiff will probably needrevison
surgery (under the settlement agreement, the plantiff will then receive additiond monetary compensation
and defendants will pay for the surgery). The evidence shows that Subclass 1 is expected to be the
subgtantidly larger of the two subclasses— of the roughly 26,000 class members implanted with a recaled
Inter-Op shell, less than 5,000 are expected to undergo revison surgery. Thus, it is fair to say thet the
injunctive relief requested by the dlassis more than merdly tangentia and is an gppropriate dement of the
redress awarded to the class as a whole. Accordingly, the Court concludes that certification of this

litigationas a settlement class action under Rule 23(b)(2) is aso appropriate. See In re Diet Drugs, 2000

WL 1222042 a *59 (certifying amass tort settlement class action, inwhichthe settlement provided both

monetary compensation and medical monitoring, under Rules 23(b)(2) and 23(b)(3)).

V. Fairness of the Proposed Settlement Agreement.

A. Standards under Rule 23(€).

20 The proposed settlement provides Subclass 1 implanteeswith, inter alia, monetary compensation
worth about $2,750, plus rembursement for costs of medical monitoring inthe formof periodic physician
vidgtsand x-rays.
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In addition to the plantiffs motion for class cettification are motions by both the plaintiffs and
defendants for preliminary gpprova of the class settlement agreement. Thus, the Court must undertake a
separate inquiry to determine the fairness of the proposed class action settlement, pursuant to Fed. R. Civ.
P. 23(e). When, ashere, the partiessmultaneoudy seek class certification and settlement approva, acourt
should * be even more scrupulous than usua” when examining the fairess of the proposed settlement. In

re General Motors Corp. Pick-Up Truck Fuel Tank Products Ligbility Litigation, 55 F.3d 768, (3" Cir.

1995), cert. denied, 516 U.S. 824 (1995); see In re Prudentia Ins. Co. of America Sales Practices

Litigation, 148 F.3d 283, 317 (3" Cir. 1998), cert. denied, 525 U.S. 1114 (1999) (“[t]his heightened
standard is designed to ensure that class counsal has demonstrated ‘ sustained advocacy’ throughout the
course of the proceedings and has protected the interests of al class members’). The Court must
determine whether the settlement is “fair, adequate, and reasonable, as well as consstent with the public

interest.” United Statesv. Jones & Laughlin Sted Corp., 804 F.2d 348, 351 (6 Cir. 1986); Williamnsv.

Vukovich, 720 F.2d 909, 921 (6™ Cir. 1983).

It is important to note that the parties currently seek only preiminary approva of the class
Settlement agreement. The Manud for Complex Litigation explains that:

Approva of class action settlements involves atwo-step process. First, counsdl
submit the proposed terms of settlement and the court makes a preliminary fairness
evaduation. * * *

If the preliminary evauationof the proposed settlement does not disclose grounds
to doubt itsfairness or other obvious deficiencies, such asunduly preferential treatment to
classrepresentatives or of ssgmentsof the class, or excessve compensationfor attorneys,
and appearsto fdl withinthe range of possible approva, the court should direct that notice
under Rule 23(e) be given to the class members of a formd fairness hearing, a which
arguments and evidence may be presented in support of and in oppostion to the
Settlement.
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Manua for Complex Litigation, §30.41, at 236-37 (3 ed. 1995). Thus, the Court, at thisjuncture, isnot

obligated to, nor could it reasonably, undertake a ful and complete fairness review. Nor is the Court
obligated, at thistime, to alow affected persons to object to the proposed settlement agreement — dthough
the Court has, in fact, done so. 1d. a 237 (noting that objections to the settlement are normally solicited
only a thefull, find farness hearing). The Manua adsowarns that, “[w]here settlement is proposed early
inthe litigetion, before Sgnificant discovery, the court and class counsel may have alimited factud basis for
ases3ng its merits. In some cases, the court may require further discovery to judtify the settlement or to
secure information needed to implement it, such as determining afair dlocation.” 1d. 830.42, at 238.

In making a preliminary assessment of the fairness of the proposed settlement agreement, the
Court’s “intrusion upon what is otherwise a private consensua agreement negotiated between the parties
to alawsuit must be limited to the extent necessary to reach areasoned judgment that the agreement isnot

the product of fraud or overreaching by, or colluson between, the negotiating parties, and that the

settlement, takenasawhole, isfarr, reasonable and adequateto dl concerned.” Officersfor Justicev. Civil

Serv. Comm’ n of the City and County of San Francisco, 688 F.2d 615, 625 (9" Cir. 1982), cert. denied,

459 U.S. 1217 (1983). A prdiminary fairness assessment “is not to be turned into atrid or rehearsa for
trid on the merits,” for “it is the very uncertainty of outcome in litigation and avoidance of wasteful and
expendve litigation that induce consensud settlements” |d. Rather, the Court’s duty is to conduct a
threshold examination the overdl fairness and adequacy of the settlement inlight of the likely outcome and

the cogt of continued litigation. Ohio Public Interest Campaign v. Fisher Foods, Inc., 546 F. Supp. 1, 7

(N.D. Ohio 1982).

As part of this evauation, the Court may not second guess the settlement terms. See Armstrong
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v. Board of School Directors of City of Milwaukee, 616 F.2d 305, 315 (7" Cir. 1980) (“[j]udges should
not subgtitute their own judgment as to optima settlement terms for the judgment of the litigants and their

counsd”); Officersfor Judtice, 688 F.2d at 625 (“[t]he proposed settlement is not to bejudged againgt a

hypothetical or speculative measure of what might have been achieved by the negotiators’). Moreover,
whenasettlement isthe result of extensive negotiations by experienced counse, the Court should presume

itisfar. Vukovich 720 F.2d at 923; see Duhaime v. John Hancock Mut. Lifelns. Co., 177 F.R.D. 54,

68 (D. Mass. 1997) (“[i]n generd, a settlement arrived at after genuine arm'’ s length bargaining may be

presumed to befair”); In re Orthopedic Bone Screw Prods. Liab. Litig., 176 F.R.D. 158, 184 (E.D. Pa.

1997) (“[g]ignificant weight should be attributed ‘to the belief of experienced counsd that settlement isin
the best interest of the class™) (internd citations omitted).

The Court’s assessment of the fairness of the proposed settlement will necessarily involve a
baancing of several factorswhichmay include, anong others, some or dl of the following: (1) the strength
of plantiffs case, both as to liability and damages, (2) the risk, expense, complexity, and likely duration
of further litigation; (3) the risk of maintaining class action satus throughout the trid; (4) the amount offered
insettlement; (5) the extent of discovery completed, and the stage of the proceedings; (6) the experience
and views of counsd; (7) the reaction of the class members to the proposed settlement; (8) the public
interest; and (9) the ability of the defendants to withstand a greater judgment. Girshv. Jepson, 521 F.2d

153, 157 (3" Cir. 1975); Officers for Judtice, 688 F.2d at 625 (citations omitted); In re Southern Ohio

Correctional Facility, 173 F.R.D. 205, 211 (S.D. Ohio 1997).

Ultimately, the Court’ sdeterminationisnothing morethan* anama gamof delicate balancing, gross

gpproximations and rough justice” Officers for Justice, 688 F.2d at 625 (citations omitted). And the
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Court “mustnot. . . overlook[] that voluntary conciliationand settlement are the preferred means of dispute

resolution. Thisis especidly true in complex classaction litigation . .. .” Id.

B. The Terms of the Settlement Agreement.

The partiesfiled a proposed settlement agreement on August 15, 2001. At the August 17, 2001
case management conference, the Court heard the partiesinitia explanation of the terms of the agreement,
and aso dlowed counsdl for various interested parties to offer an initid critique of the agreement. The
parties agreed that some of the critical statements were valid, both because the proposed settlement
agreement, as drafted, contained provisons that did not accurately reflect the understanding of the parties,
and because they had not fully addressed certain issues. Accordingly, on August 24, 2001, the parties
submitted an amended proposed settlement agreement.  In addition, on August 27, 2001, the parties
submitted revisions to the amended version (docket no. 50). The provisons of the agreement arelengthy
and complex. Thus, the Court setsout only the basic e ements of the agreement here, in smplified fashion.
. The parties will create a “ Settlement Trugt,” which will administer a Research Fund, a Medical

Monitoring Fund, a Patient Benefit Fund, and an Extraordinary Injury Fund.

. The defendants will put $4 million in cashinto the Research Fund, whichwill be used for “medicd
research relating to recongtructive orthopedic implants.. . . for the benefit of Class Members”

. The defendants will put $20 million in cash into the Medica Monitoring Fund, which will be used
to monitor the implants of clamants who have not yet had revison surgery, by paying for “the
reasonable unreimbursed costs of one physicians visit and one set of x-rays associated therewith

during each of the annud periods ending onthe second year, third year and fifth year following the
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date of” the origind implantation.

. The defendants will put at least $361.5 million in cash and stock into the Patient Benefit Fund
(moreif required), to pay compensation to implantees and their associated consortium claimants,
asfollows

— to daimants who do not have revision surgery, $750 in cash, $2,000 in stock,? and
$500 to their spouses.

— to damants who have one revison surgery, $37,500 in cash, $20,000 in stock, and
$5,000 to their spouses.

— to daments who have more than one revision surgery, $63,500 in cash, $34,000 in
stock, and $5,000 to their spouses.

. The defendants will put ancther $125 million in cash into the Patient Benefit Fund, to pay for any
medica expenses a clamant incurred in connection with revison surgery (or to pay related
subrogation claims).

. The defendants will dso provide $33.3 million in cash and stock as payment of attorney feesto
clamants individud attorneys, at the rate of 1/3 of the clamants compensation.

. The defendants will aso provide $4.5 million in cash to cover the costs of adminigtration of the

Settlement Trust.

2L Actualy, the clamant receives a certain number of shares of “stock” in Sulzer Medica Ltd. —
that is, a certain number of American Depositary Receipts (“ADRS"), vaued a $5.10 per ADR. If the
ADRshave ahigher vdue whenissued, that vaue goes to the benefit of the damant. The vdue of ashare
of Sulzer Medica at the market’s close on August 30, 2001 was $7.95. Participating class members and
their counsdl will ultimately receive about athird of dl the outstanding stock in Sulzer Medica Ltd.
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The defendants will put a minimum of $30 million in cash and stock into the Extraordinary Injury
Fund, to pay for additional compensationto implantees and their associated consortium clamants.
Any amountsnot paid out of the other Fundswill be transferred into the Extraordinary Injury Fund,
0 that this Fund may ultimately exceed $100 million in cash and stock.

None of the money or stock placed into the Settlement Trust will revert to the defendants; rather,
it will dl eventudly be paid to participating class members.

There will not be any reduction of the amounts that the defendants must pay into the Settlement
Trust based on claimants who opt out of the class.?

The defendants will place liens on virtudly dl of thelr assets in favor of the Settlement Trugt, to
secure dl of thar obligations; these liens will not be released until the defendants have met dl of
their obligations?

To pay the amounts listed above, the defendants will: () put dl availableinsurance proceedsinto
the Settlement Trugt; (b) put dl avallable cash into the Settlement Trust, except for one month's
working capitd; (c) put the required number of stock sharesinto the Settlement Trust; and (d) put
50% of their net annua income into the Settlement Trug.

If the defendants settle a case with an opt-out damant onterms morefavorable thanare received
under the Settlement Agreement by participating clamants, then the defendants agree to pay dl

participating claimants the incremen.

22 The effect of this provisionisthat the more daimantswho opt out of the class, the higher will be

the amounts ultimately paid to clamants who do not opt ouit.

2 |t is predicted that the Settlement Agreement will have paid out al amounts owed within about

sax years. Accordingly, the Court refersto these liens, below, as“sx-year liens”
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C. Andysis.

At this stage of the litigation, the Court is principaly obligated to determine whether there are
“grounds to doubt its fairness or other obvious deficiencies, such as unduly preferentid treatment to class
representatives or of segments of the class, or excessive compensation for attorneys, and appears to fdl

withinthe range of possible approval.” Manua for Complex Litigation, §30.41, at 236-37 (3" ed. 1995).

As noted above, there are a multitude of factors that might enter into the Court’s priminary andyss of
whether the terms of the proposed settlement agreement are fair, reasonable, adequate, and in the public
interest.

After consderable anayss, the Court concludes that, in fact, there are no substantial grounds to
doubt the prdiminary fairness, reasonableness, or adequacy of the proposed settlement agreement, and
that the agreement isinthe public interest. The Court focuses below on afew of those factorsit consders

the mogt important in reaching its concluson.

. The Ability of Defendants to Withstand a Grester Judgment.

Thisfactor isone of the keysto the fairnessof the proposed settlement agreement. The agreement
is designed with the understanding that plaintiffs counsel will have a period of time to pursue further
discoveryregarding the defendants’ financid wherewitha. Put smply, the defendants have agreed to make
avaladle dl information plaintiffs reasonably request that would reved: (1) dl of the assets of Sulzer
Orthopedics, its parent Sulzer Medica USA, and its Swissgrandparent, Sulzer MedicalLtd.; (2) dl of the

insurance policies hed by these entities that might be avallable to pay dams, and (3) thelikdihood the
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plantiffs could “pierce the corporate val” and pursue dams against Sulzer Orthopedics “great
grandparent,” Sulzer AG. If plaintiffs conclude that the information they obtain through this discovery
shows there is more money available to pay plaintiffs than is currently contemplated by the settlement
agreement, then the plaintiffs can withdraw fromthe agreement, or ingst it be modified to account for those
other sources of payment; class counsel has assured the Court, infact, that plaintiffs will withdraw fromthe
proposed agreement if they conclude that the defendants are contributing to this settlement less than
subgtantidly al of their avallable and reachable assets.

Furthermore, the parties contemplate sharing dl of this discovery information with counsd for all
class members, including counsd gppearing only in state court. Thisarrangement will ensure an extremey
thorough viewing of the defendants’ financid circumstances by those persons most interested in ensuring
thet, in fact, the defendants are * suffering” the maximum judgment they can withstand.

Itisalso notable that, by virtue of the settlement agreement, at least one of the defendants (Sulzer
Medica Ltd.) is forgoing jurisdictiona defenses and contributing to the funds available to the class. It
gopears that a strong argument can be made that the tota judgment avalable to the plaintiffs pursuant to
the settlement agreement is far larger than the sum of any judgments they could ever collect individudly.
This, again, is an assumption that will be subject to chalenge by way of the fairness hearing and discovery
process.

The real question, though, iswhether the settlement agreement could beeven® sweeter.” The Court
has aready received objections suggesting that, as currently arranged, the settlement agreement does not
ensure the greatest possible amount of funds avalable to the plaintiffs, and that certain “retained funds’

should instead go to them.  Some of these objections do not withstand andysis — for example, Sulzer
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Orthopedics' retentionof a portion of its profitssmply alowsit to survive and continue doing business, and
will ultimately inure to the benefit of the plaintiffs by virtue of their stock ownership. Other objections may
be wdl-taken —for example, the defendants are dlowed to settle clams with certain persons outside the
class(e.g., “non-U.S. clams’), and the defendants have not adequately explained how diversionof funds
to aResearch Fund benefits the current class of clamants. Despite these lingering questions, the Court’s
current rulingis premised onthe belief that the discovery period will ensurethat, in fact, the defendants are
forced to suffer asgreat ajudgment asispossible. Ultimately, the Court concludesthat the proposed terms

are “reasonably within the range’ of possible arrangements to maximize payments to the plaintiff class.

. The Avalability of Opt-Out Rights.

Under the terms of the proposed settlement agreement, any claimant may choose to “opt out” of
classmembership and not participateinthe agreement. By doing S0, that claimant forgoesdl of the benefits
guaranteed to participating classmembers. If the clamant timely and properly exercises his opt-out right,
he may initiate, continue with,?* or otherwise prosecute any legal claim againgt the defendants, without any
limitation, impediment or defense arising from the terms of the settlement agreement. Of course, the
defendants may thenassert againgt the opt-out damant any defenses and rightsthey would otherwise have,
in the absence of the settlement agreement.

The cdculus an opt-out daimant would make in this particular case is amilar to the caculus an

24 As noted, there is currently nothing preventing any claimant who expects to opt out from
continuing with his separate, individud lawsuit; thus, he may continue to do so even before formaly opting
out of the class.
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opt-out claimant would makeinany Rule 23(b)(3)class action: the clamant can decide to take the risk of
foregoing certain benefits guaranteed to him by the settlement agreement, and instead take the risk of suing
the defendants” onhis own,” withthe hope of obtaining uncertain but possibly greater benefits. Inthiscase,
the certain benefits the opt-out damant would decide to forego indude: (1) payment of al medica
expensesassociated withrevisonsurgery; (2) freedomfromany subrogationdams seeking reimbursement
of medica expense payments aready made on his behdf; (3) receipt of compensation in the form of
amounts certain in stock and cash, for imsdf, his pouse, and his attorney; (4) the opportunity to receive
additiona compensationfor “extraordinary injuries,” (5) medicd monitoring, if needed; (6) the knowledge
that certainof the* Sul zer-rel ated” defendants have effectively dropped possibly meritorious defenses (e.g.,
Sulzer Medica, Ltd.); and (7) subgtantidly reduced time and expense in connectionwithpursuing hisclams.
On the other hand, a claimant could possibly obtain even greater benefits by opting out of the settlement
and, for example: (1) obtaining ajudgment for a grester amount; (2) obtaining ajudgment againgt certain
“Sul zer-related” defendantsthat may not have contributed settlement fundsinanamount satisfactory to the
damant (e.g., Sulzer AG); and (3) obtaning a judgment againg certain other defendants that have not
contributed to the settlement (e.g., the surgeon or medical supply company).

That aclamant may undertake this calculus and chooseto opt out of the settlement speaks to the
farness of the proposed agreement — if adamant does not believe the agreement is reasonable, adequate,
or equitable, he may sue the defendants, just as he could in the complete absence of the settlement
agreement. In this case, however, many of the objectors argue that the proposed settlement agreement
leaves them with an unacceptable calculus, because the possible benefits of opting out are too low. The

objectors note that, under the proposed settlement agreement, the defendants will place preferentia
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gx-year liens on thar assatsin favor of the class; this means that an opt-out plaintiff would have to “ stand
in ling" behind participating class members for severa years before he could collect on a successful
judgment. The objectors adso note that, under the proposed settlement agreement, any settlement funds
alocated to clamants who opt out will be awarded to participating class members; this means that an
opt-out plantiff who succeeds in obtaining ajudgment might have fewer assets againg which to collect,
since the settlement share alocated to him was not retained by the defendants. Inaddition, the objectors
note that, if the defendants settle withan opt-out daimant onterms more favorable thanare recelved under
the Settlement Agreement by participating clamants, then the defendants agree to pay dl participating
camantsthe excessfinancid consderation; objectors assert this givesthe defendants a strong disncentive
to afford them “better” settlements. The objectorsgo so far asto argue that the proposed agreement does
such a thorough job of ensuring dl of the defendants assets will be paid to the settlement class, the
settlement classisredly the sort of Rule 23(b)(1)(B) “mandatory” class that has been disdlowed by the

Supreme Court in Amchem and Ortiz.

The Court rgects this argument completely. The essence of thiscomplaint is that the settlement
agreement is “too good” to opt out of. If true, thisis an extremely strong indication that the settlement is
fair. These objectors, however, push their positionevenfarther, asserting that so minuscule a bendfit isleft
to an opt-out clamant that opting out is “illusory” or “hollow” or “a sham;” that, ultimatdy, the
Sulzer-rel ated defendants have collected virtudly dl of their assets, created a*limited fund,” and arranged
to make conditions so onerous to an opt-out damant that participation in the settlement agreement is
effectively mandetory.

This argument, however, ignores the redity that opt-out clamants are entirdly free to: (1) pursue
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their ownlitigation, whereinthey can name thair “own” defendants and follow their own strategy; (2) secure
an immediately-collectible judgment against those defendants whom they have most objected should not
be released from lidhility, induding Sulzer AG, physicians and hospitas, and medicd suppliers; (3) dso
secure a judgment againgt those defendants that placed six-year liens on their assets; and (4) enjoy the
accumulation of post-judgment interest on any such judgments until the liens are released, and then fully
collect on those judgments. Indeed, given the likdihood that any successful judgment may be gppeded,
having to wait for release of the “sx-year liens’ does not redly represent a substantid delay. Thislist of
benefits may not be as long as an opt-out clamant would like, but it is not “illusory.” Moreover, there is
currently no impediment preventing any clamant from pursuing their own case; the Court hasnot enjoined
any related litigation. Thus, at thisjuncture, aclaimant who wantsto opt out does not even haveto actudly
do s0 before proceeding with his own lawsuit.

Woven through these same objections is the assertionthat class ssttlement of masstorts, where it
islikely that the total of individud judgments againgt a defendant would exceed the entirety of itsassets, is

never gppropriate. Thisassertion, however, isbased on amisreading of Amchemand Ortiz. Itistrue that

these cases stand for the proposition that trestment of mass tort cases as mandatory class actions under
Rule 23(b)(2)(B) is highly problematic. E.Q., Ortiz, 527 U.S. at 844-45 (dating “[i]tissmply implausble
that the Advisory Committee, so concerned about the potentid difficulties posed by deding withmasstort
cases under Rule 23(b)(3), withits provisons for notice and the right to opt out, see Rule 23(c)(2), would
have uncriticdly assumed that mandatory versons of such class actions, lacking such protections, could be
certified under Rule 23(b)(1)(B),” but adding the Court did not “decide the ultimate questionwhether Rule

23(b)(1)(B) may ever be used to aggregate individud tort clams’). The Supreme Court was dso careful
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to state, however, that “the text of the Rule does not categoricadly exclude mass tort cases from class
certification.” Amchem, 521 U.S. a 625 (emphasis added). Further, the Supreme Court suggested quite
expliatly that Rule 23 is“understood. . . to authorize the courts to provide for classtreatment of masstort
litigation,” and that “the Rule€'s growing edge for that purpose would be the opt-out class authorized by
subdivison (b)(3), not the mandatory class under subdivison (b)(1)(B).” Ortiz, 527 U.S. at 862.

The Sixth Circuit Court of Appedls has recently resffirmed the vigbility of class action settlements

in mass tort caseswhere opt-out rightsare preserved. In re Telectronics Pacing Systems, Inc., 221 F.3d

870 (6™ Cir. 2000). InTeectronics, the Court examined the question of “how far the courts should go in
dlowing classaction, masstort cases to deviate from th[€] tradition” of dlowing for an “ adversary trid by
anindividud plantiff daiming redress for a particular wrong.” 1d. at 872. The Court noted that “[c]lass
certification, whether mandatory or not, necessarily compromises various rights of absent classmembers.”
Id. at 881. Accordingly, “class members rights to notice and an opportunity to opt out should be

preserved whenever possible.” |d. at 881 (quoting Jeffersonv. Ingersoll Int’l Inc., 195 F.3d 894, 889 (7"

Cir. 1999)). Thismeansthat certification of aclassunder Rule 23(b)(1)(B) should be* carefully scrutinized
and sparingly utilized.” 1d. On the other hand, the Sixth Circuit emphasized that “Rule 23(b)(3), with its
notice and opt-out provisons, strikesa balance betweenthe vaue of aggregatingsamilar daims and the right
of anindividud to have his or her day in court.” 1d. The Court of Appeals noted, moreover, that this
ba ance is maintained aslong as opt-out rightsexist, evenif, as practica matter, an opt-out claimant would
have little chance of actudly collecting on anindividud judgment. Seeid. at 877 (*[c]learly any potentidly
large judgment creates the risk of depletion of a defendant’s assets and sets up the possibility thet, as a

practical matter, adjudication may be ‘digoogtive of the interest of other members not parties to the
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adjudications or may ‘substantialy impair or impedethar ability to protect thar interests ) (quoting Fed.
R. Civ. P. 23(b)(2)(B)). Thus, despite the contention of some objectorsthat Telectronics prohibitsthe use
of dl class action settlements in mass tort cases, Telectronics, instead, Smply steers district courts away
from Rule 23(b)(1)(B) and toward Rule 23(b)(3) as the appropriate vehicle for such settlements.
Tdectronics, quitecorrectly, followed the Supreme Court’ s lead in Amchem on this point. See Amchem,
521 U.S. a 625 (holding that Rule 23(b)(3) isthe “Rul€ s growing edge’ for class treatment of masstort
litigation). This Court does the same.®

The proposed settlement agreement in this case, repeatedly characterized by even its detractors
asinventive, amply isnot amandatory classaction. Rather, it gopearsto be onthe® growing edge’ of Rule
23(b)(3)'s providons for an opt-out class action. The opt-out provisons provided to the class are not
illusory, and present acaculus not very different fromthat whichadamant inany opt-out classactionmust
undertake. The opt-out structure of the proposed settlement agreement passes the test for preliminary

farness and iswithin the range of reasonableness.

. The Fairness of the Procedure for Processing Individua Claims.

The Court admits it is somewhat unsettled with regard to thisfactor. The settlement agreement

5 Someobjectorscontend that Tel ectronics stands for two sweeping propositions: (1) classaction
trestment is never appropriate inthe mass tort context; and (2) bankruptcy is dways the preferred option
when a defendant faces potentialy debilitating personal injury judgments. Because this Court is bound by
SixthCircuit precedent, the objectors contend, this Court may not certify a classinthis case, conditiondly
or otherwise, and may not consider endorsaing the proposed settlement agreement. WhilethisCourt agrees
that it is, of course, bound by dl Sixth Circuit precedent, including Telectronics, it does not read
Tdectronics nearly as broadly as do the objectors. This Court believes, moreover, that its decision here
isnot inconsstent with Telectronics and, in fact, istrueto its lead.
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provides that an individud plantiff can apply to recelve payment of additiond damages under the
“Extraordinary Injury Fund.” To processthesegpplications, the Court will gppoint a“ clamsadministrator,”
who will award additiona damages, the size of these awards will be controlled by factors contained in a
written “matrix.” Thus, for example, the clams adminigtrator will award additiond payments to persons
who developed medica complications during revision surgery, who bore pain to an unusud degree, who
suffered extreme loss of income, and so on.

The matrix, however, isyet to be created. Precisely what factors will be included, and precisdy
what eachfactor is“worth” inthe cdculus of extraordinary injuries, hasnot been determined. The question
of the degree to which the clams adminigtrator exercises his own discretion isnot settled. Cf. In re Diet
Drugs, 2000 WL 1222042 at * 43 (“the determination of a matrix benefit is not subject to the exercise of
discretion by the Adminigrators of the Settlement or by any court. Rather, benefits determinations are
based on the sworn certification of aboard certified physician— primarily aboard certified cardiologist or
cardiothoracic surgeon”). Furthermore, the actual amount of money available in this fund remains vague
—at least $30 million, but perhaps as muchas $100 million. The Court’sfind determinationof the fairness
of the settlement will depend in large part upon the parties’ ability to craft afar and equitable scheme for
awarding “matrix compensation benefits” and the amount of money available to pay them. A full
descriptionof these benefits, and of those qudified to recaive them, will need to be determined, moreover,
prior to any opt-out notices are sent to class members; in the absence of such information, no informed
opt-out decision could be made.

At this juncture, however, the Court concludes prdiminarily that the fairness of this scheme is

supported by: (1) the fact that the parties have provided for some mechanism to processindividud dams,
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(2) the parties tentative identification of appropriate factors to include in the matrix; (3) the apparent
farness of the tentative dams adminigtration mechanism, which is designed to indude an independent
adminigrator and “appedal rights” and (4) the apparent likelihood that the amount of money in the
Extraordinary Injury Fund will be substantidly more than $30 million. Thus, while the Court retains red
concerns regarding the sufficiency of the total funds contained in, and the details of adminigration of, the
Extraordinary Injury Fund, the Court concludes prdiminarily that the fairness of the procedure for

processing individua clamsiswithin the range of reasonableness.

. Treatment of Subrogation Interests.

The Court findsthat the key provisioninthe proposed settlement agreement regarding subrogation
damsisthis “[t]he Settlement Trust shdl defend and hold Class Membersand Flantiffs Counsel harmless
agang any dams by a subrogee directly agang such Class Member or PlantiffS Counsd for
reimbursement of medica expenses....” Agreement a 88.1. This provison ensuresthat any amounts
received by class memberswill not later be taken from them by, for example, medicd insurers who pad
for revison surgery.

The agreement al so states, however, that the partieswill “move the Court . . . to enter a bar order
to preclude the assertion of . . . subrogation claims againgt Sulzer and/or the Released Parties. . ..” The
parties admitted that this provison was unclear, and was meant only to preclude a subrogee from
recovering twice; the parties sated it was their intent, under the settlement agreement,
that defendants would negotiate with subrogees and work out payment on their subrogation clams.

Accordingly, the Court concludes that the proposed agreement isintended to treat subrogation interests
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fairly, but that the provisons as written do not reflect thisintent. For this reason, the Court preliminarily

approves the proposed class settlement agreement conditioned upon the submisson of an amended

proposed class settlement agreement clarifying the trestment of subrogee' s clams under “Aurticle 8.

. Reaction of the Class to the Settlement.

As noted, despite the fact that the Court is here undertaking only a prdiminary fairnessevauation,
the Court undertook the unusud step of alowing any interested party or counsd to submit written
comments regarding the proposed settlement agreement, and recelved argument from some of those
counsdl during the August 17, 2001 hearing. The Court received 41 written submissions, some of these
were filed on behdf of a angle plaintiff, and some on behdf of as many as 60 or more plantiffs. The
comments represent the impressions of about 300 dlegedly injured individuds or their counsd, and dso
anumber of thar subrogees (e.g., medicd insurers). Theremaining 90-plus % of the roughly 35,000 class
members (including consortium-type clamants) were slent.

Importartly, virtudly none of these commentors objected to class certification in its entirety.
Indeed, a large number of the comments were submitted by counsal seeking to pursue their own class
action cases. To the extent these comments objected to class certification, they expressed dissatisfaction

withthe subcl assfication scheme, or withthe nationwide scope of the proposed class, or with the concept

of a“settlement class,” not the ideaof class treetment. Primarily, the commentors attacked the fairness of
the proposed settlement agreement, tending to focus on the argument that the opt-out provisions of the
agreement were a“sham.” The Court addressed this particular argument earlier.

The Court notes here, however, that the abbsence of written comments supportive of the proposed

48




Settlement is not tantamount to lack of support. The Court, at this stage, invited objectionsonly. 1t did not
establish amechanism for, or encourage the filing of, | etters of support, leaving to the proponents the task
of arguing in favor of the motions and partly diminating the burden upon the Court of a multiplicity of
submissons. Severd attorneys did oraly address the Court on August 17, 2001, however, and strongly
urged approva of the settlement. At least one of these attorneys, who has filed a putative class action
lawsuit, admitted to being highly suspicious of the proposed agreement initidly, but contended hisresearch

led himto bdieve it wasinhisclients best interest to accept itsterms. See dso John Caniglia, “ Planto Pay

Hip Patients Approved Here,” The Plain Dedler, August 30, 2000, at A1 (quoting aNew Jersey attorney
who represents some class members as stating, “1’m disappointed in the amounts, but I’'m pleased to tell
my clients, some of whom are ederly, that they won't have to wait eight years for a company to get out
of bankruptcy court to get their money”).

In sum, this factor tends to weigh at least dightly in favor of the concluson that the proposed

Settlement agreement isfair and within the range of reasonableness.

. Likelihood of Prompt Recovery.

The Court cannot ignorethe redlity that the settlement agreement creetes a very high likelihood of
prompt recovery of not inggnificant compensatory rdief by participating class members. In contrast, the
mogt likdy outcome if this case does not settle as a class action is that at least one of the Sulzer-related
entiieswill go bankrupt, the mgority of the class members will not actudly receive compensatory relief

promptly (if a dl), and a business that has hisoricaly provided vauable medical products will cease
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continuing to do s0.2° It is in the greater interest of the class as awhole (and especialy this class, which
has an average age over 60 years old) to obtain some prompt payments, and it is in the greater public
interest to avoid, if reasonably possible, forcing the defendantsinto bankruptcy and liquidation. Thisfactor

weighsin favor of finding preiminarily that the settlement agreement isfair.

. Other Factors.

Thereare anumber of other factorsthat, to varying degrees, did weighinto the Court’ s preiminary
conclusion that the proposed settlement agreement isfair, adequate, and reasonable, aswel as cons stent
with the public interest. Some of these other factors, which are aso reflected in the discussion above,
include: (1) acomparison of the recovery the classwill likely receive pursuant to the settlement agreement
to the tota recoveriesthat actualy might be received (and collected) by dlamants acting individudly; (2)
the complexity, expense, and likdy duration of the litigaion; (3) the stage of the proceedings and the
amount of discovery so far completed and yet to be done; (4) the risks of establishing lighilityand damages;

(5) the dlocations and trade-offs contained within the settlement agreement; (6) the risk of maintaining a

%6 The Sixth Circuit discussed the defendant’s option of filing for bankruptcy in mass tort class
action cases certified under Rule 23(b)(1)(B), gaing: “[gimply demondrating that thereis aposshility,
even alikdihood, that bankruptcy might a some point occur cannot be the bass for finding that there is
a‘limited fund’ inan ongoing corporate concern.” Telectronics, 221 F.3d at 880. This tatement isamost
completely unrelated, of course, to the question of whether, in a Rule 23(b)(3) class action, bankruptcy
would serve the interests of the participating class or the greater public more than would an opt-out
Settlement agreement.
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class action throughout trial; (7) counsd’ s negotiations;?” (8) the reasonableness of attorney fees that will
be pad to dass counsd, defense counsd, and class members individua counsd;® and (9) the
reasonableness of the settlement fund in light of the best possible recovery and dl attendant risks of
litigation.

In light of the Court’s discussion above, and in light of the fully developed record, the Court
concludes it is not necessary to explicate its analysis of each one of these factors. It is suffident to State
herethat, having undertakenathorough, but prdiminary, andyss of the fairness of the proposed settlement
agreement, the Court concludes the agreement sdtisfies the fairness requirement of Rule 23(e).
Accordingly, the Court conditionaly approves the parties proposed settlement agreement.

Within the next severa days, the Court shdl issue a case management Order, which, among other
things, will definethe scope and timing of discovery, establish proceduresfor notice to the conditiond class,

provide amechanismfor the assertion of comments regarding the proposed settlement agreement, and set

2" The parties have assured the Court that the settlement negotiationsin this case were extensive,
heated, and conducted at arm’s length.  There has been nothing submitted to date that would cause this
Court to doubt that representation. The Court expects, however, that it will examine this factor in more
detall during the find fairness hearing.

%8 Giventheethica constraintson class counsd —essentialy prohibiting negotiation of classcounsd
fees during negotiation of the class settlement — this particular sub-factor remains somewhat undefined.
While the Court has questioned class counsal more than once on this issue, no clear response has been,
nor indeed could be, provided to date. The Court was encouraged, however, by class counsdl’s
preliminary indications that the absol ute percentage of the fee recovery sought would be rdatively low and
that class counsd would congider accepting some or dl of their feesin the form of stock (or “ADRS’), if
that could be done without undue dilution of the stock’s value. The Court hasinformed class counsel both
that an unreasonable fee request could done cause the Court to withhold find approva of the settlement
agreement, and also that the measure of any anticipated fee request must be determined prior to, and
included in, any opt-out noticetothe class. Similarly, the Court retains concerns regarding the amount of
fees the defendants have promised ther retained counsel, but the Court was encouraged that defense
counsdl suggested awillingness to submit his own fee arrangement for Court approvd.
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adate for a ful fairness hearing. The case management Order will dso identify more particularly those
issues to which the Court expects to give strong scrutiny, at the full fairness hearing.

IT ISSO ORDERED.

sKathleen M. O’Malley
KATHLEEN McDONALD O'MALLEY
UNITED STATESDISTRICT JUDGE
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