IN THE UNI TED STATES DI STRI CT COURT
FOR THE WESTERN DI STRI CT OF TENNESSEE
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JAMES BOSTI CK and
BOBBY H THRASHER
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VS. No. 03-2636 BV

ST. JUDE MEDI CAL, INC., and
ST. JUDE MEDICAL S.C., INC
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Def endant s.

REPORT AND RECOMVENDATI ON ON PLAI NTI FFS MOTI ON FOR CLASS
CERTI FI CATI ON

This action involves a product liability claim against
defendants St. Jude Medical, Inc., and St. Jude Medical S.C., Inc.
(collectively “St. Jude”). Before the court is the March 31, 2004
notion of the plaintiffs, Janmes Bostick and Bobby Thrasher, seeking
a determ nation, pursuant to Rule 23(c)(1) of the Federal Rul es of
Cvil Procedure, that this action may be maintained as a class
action on behalf of the follow ng class:

Al'l persons inthe United States and its territories who
have had a coronary artery bypass graft procedure
utilizing the St. Jude Medical Symetry Bypass System
Aortic Connector Device, designed, nmanufactured and
mar ket ed by Defendant, St. Jude Medical, Inc. and/or St.
Jude Medical S.C, Inc.

in the alternative:

°

Al l persons who have had a coronary artery bypass graft
procedure utilizing the St. Jude Symmetry Bypass System
Aortic Connector Device, designed, nmanufactured and
mar ket ed by Defendant, St. Jude Medical, Inc. and/or St.



Jude Medical S.C., in the state of Tennessee.

The plaintiffs al so seek an order confirm ng that Janmes Bostick and
Bobby Thrasher may serve as the representative plaintiffs and may
be represented by the law firmof Deal, Cooper & Holton, PLLC, 296
Washi ngt on Avenue, Menphis, TN 38103. The notion was referred to
the United States Magi strate Judge for report and reconmendati on.
The magi strate judge held oral argunment on August 3, 2004. Present
at the hearing were Carroll Johnson for plaintiffs and DeWtt Shy
and Janmes Martin for St. Jude. Based on the briefs submtted by
t he parties, argunent of counsel, and the record as a whole, it is
recommended that the plaintiffs’ notion for class certification be
deni ed.
| . PROPOSED FI NDI NGS OF FACT
St. Jude Medical is a cardiac device manufacturer based in
St. Paul, M nnesota. (Defs.” Mem of Law in Opp'n to dass
Certification at 4.) St. Jude manuf actures pacemakers, prosthetic
heart val ves, and cardiac repair devices. One of their cardiac
products is the St. Jude Medical Symmetry Aortic Connector (“aortic
connector”). (ld. at 5.) St. Jude began devel opi ng, designing,
manuf acturing, marketing, and selling the aortic connector in 2001.
(Pl's.” Mem of Law in Supp. of Mdt. for Class Certification at 1.)
The aortic connector is a small, star-shaped nechanical
anastonosi s device nmade of Nitinol that was designed for use by
cardi ac surgeons during surgery. (1d.) Coronary artery bypass
graft surgery (“CABG') is designed to inprove blood flow through
coronary arteries to the heart nuscle. (Def.”s Mem of Law in

Qop’'n to Pl."s Mot. for Class Certification at 2.) During bypass



surgery, the surgeon renoves a portion of a blood vessel fromthe
patient’s leg, arm or chest and uses the vessel as a conduit to
bypass or detour an obstructed coronary artery. (ld. at 3.) Most
of ten, surgeons use the saphenous vein fromthe |leg as the bypass
vessel . (rd.) The aortic connector is used to attach the
saphenous vein graft to the aortic surface w thout sutures or the
need for cross clanping or side biting of the aorta during CABG
(Pl's.” Mem of Law in Supp. of Mdt. for Class Certification at 1.)

Prior to the aortic connector’s placenent on the market, St.
Jude submtted to the Food and Drug Adm nistration (“FDA’) a “pre-
mar ket notification”™ for the aortic connector claimng the device
was a “substantially equivalent device” as contenplated in the
Medi cal Device Amendnment at 21 U S.C. 8§ 301 et seq.' The aortic
connector received 8510(k) approval by the FDA on May 21, 2001
(1d. at 7.)

The plaintiffs allege that St. Jude received adverse event
reports from the nedical comunity regarding conplications
associated with the aortic connector as early as August 2001. (I1d.)
The adverse reports describe a significantly higher incidence of
conplications in the form of restenosis and occlusion at the
connector sites resulting in the need for re-operation using
tradi tional hand-sewn techniques or other devices. (1d. at 2.)

The first reported death associated with the aortic connector was

! Pursuant to the Medical Device Act of 1976, anmended in the
Federal Food, Drug, and Cosnetic Act, 21 US. C 88 301-95 a
nmedi cal device covered under the statute may be marketed pursuant
to a pre-market approval, or pursuant to a section 501(k) finding
of “substantial equivalence.” 21 US.C A 8 360c(i).
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on August 14, 2001. (Id.) The plaintiffs assert that since that
date, multiple deaths associated with the aortic connector have
been reported on the FDA's adverse events database. (1d.)

In addition to adverse reports, the plaintiffs also assert
that a study conducted by Dr. G Phillip Schoettle, a thoracic and
cardi ovascul ar surgeon in Menphis, on patients who had under gone
bypass surgery using the aortic connector “reveal ed an 80 percent
rate of occlusion or stenosis, uniformy occurring at the connector
site” on patients having a repeat cardi ac catheterization after the
bypass surgery. (ld. at 8; id., Ex. 1.) Dr. Schoettle’s research
indicated that in traditional bypass surgery using hand-sewn
grafts, there were roughly the same nunber of repeat cardiac
cat heterizations perfornmed but with only a 15 to 20 percent rate
of occlusion and stenosis. (1d.)

The plaintiffs also rely on mnutes obtained from a FDA
Circul atory SystemDevi ces Advi sory panel neeting during which U we
Klima, a professor of cardiac surgery at Hanover Medi cal School for
Cardi ac Surgery, stated that foll ow up angi ography six nonths after
bypass surgery on ten patients revealed six patients wth
occlusions and one with highly significant stenosis. (Id. at 9.)
Klima further stated “angiographic followup at six nonths after
surgery ‘was sufficient to detect a real, real problemat the site
of the anastonosis, even though these patients were asynptomati c.
This is a very clear nessage as | say that even though you have an
asynptomatic patient, you m ght have a significant problemat the
site of the anastonosis.’” (1d.)

In addition to the i ndependent studies presented to the court,



the plaintiffs also submtted the affidavit of Dr. H Frank Martin,
Jr., a cardiologist who is board certified in cardiovascular
di sease and internal nedicine.? Dr. Martin is not a cardiac
surgeon, but asserts that he is famliar with techniques used
during CABG and performs follow up care to CABG patients. (Martin
Supp. Aff. at 1.) Dr. Martin opines, based upon his own personal
know edge and a revi ew of Thrasher’s and Bostick’s medi cal records,

that the inplantation of St. Jude’s aortic connector results in a

“significantly increased risk of devel oping re-stenosis or
occlusion of the bypass graft . . . as opposed to traditional
bypass surgery using sutures.” (Martin Aff. at 2.) Dr. Martin

states in his opinion that the “re-stenosis and occlusion
associated with use of this device is uniformy |located at the
connector site and is causally related to use of the connector.”
(rd.)

Dr. Martin indicates that the increased risk associated with
the aortic connector can be attributed to the material from which
t he device is nade and the procedure in which the bypass graft nust
be installed. (1d.) He suggests that all persons who have
undergone a bypass surgery in which the aortic connector was used
are in “need of imediate testing and nedical nonitoring to

determ ne the extent of any conprom se of the bypass graft because

2 St. Jude has filed notions to strike both Dr. Martin's
initial affidavit and his supplenmental affidavit. At the tine of
the hearing, the plaintiffs had not responded to St. Jude’s notion
to strike Dr. Martin's supplenental affidavit and the tinme for

response had not | apsed. Therefore, for the purposes of this
report, the court will assune Dr. Martin' s affidavit is adm ssible
wi thout deciding it is so, and the notions to strike wll be

addressed by separate order.



of the significantly increased risk of devel oping re-stenosis or
occl usion associated wth this device.” (l1d.) According to Dr.
Martin, a cardiac catheterization is the “preferred procedure to
determ ne the extent of bypass graft conmpromse.” (l1d.)

The plaintiffs contend that St. Jude's device has led to
“severe and disabling nedical conditions resulting from coll apse
and scarring of the graft as a result of the inplanted aortic
connector.” (Pl's.” Mem of Law in Supp. of Mt. for dass
Certification at 2.) The plaintiffs assert that it is undisputed
t hat over 40,000° aortic connectors have been inplanted in persons
wor | dwi de, i ncluding at | east 300 i npl antations in Tennessee. (Id.
at 3, 18.) They contend that those patients receiving the
inplanted device “suffer a significantly increased risk of
devel oping severe and life threatening conpromse of the
aortic/venous bypass graft” and is at “risk of occlusion and/or
stenosis.” (ld. at 10.) The plaintiffs assert that the condition
has “necessitated renoval of the aortic connector in numerous
patients, and severe harmto others who nust now be nonitored for
further signs and synptonms of potentially fatal arterial bypass
graft conpromse.” (ld. at 2.)

The anmended conplaint alleges negligence, strict product
liability failure to warn, strict product liability, negligence,

breach of inplied and express warranties, and unjust enrichnent.

® In the class action conplaint, the plaintiffs aver that
over 50,000 aortic connectors have been inplanted in persons
wor | dwi de. (Conpl. at 6.) The di screpancy between 40,000 and
50,000 has little inpact on the court’s analysis of Rule 23(a)’s
nunmerosity requirenent.



On March 31, 2004, the plaintiffs filed a notion for class
certification with this court. The plaintiffs assert that their
nationwide class, or in the alternative, Tennessee class is
conprised of two sub-cl asses:

Class | consists of all people in the United States and
its territories who have had a coronary artery bypass
graft procedure utilizing the St. Jude Medical Symetry
Bypass System Aortic Connector Device, or in the
alternative all such people who received the device in
the State of Tennessee, except those whose injuries have
resulted in their death or serious injury resulting in
t he renoval of the device.

Class Il consists of all people inthe US. or the State
of Tennessee who received the aortic connector, or in the
alternative all such people who received the device in
the State of Tennessee, and who have sustai ned presently
conpensabl e physi cal injuries due to the aortic
connector, including, wthout Iimtation, injuries
requiring the renoval of the aortic connector and
injuries resulting in serious damages and/ or deat h.

(Pls.” Mem of Law in Supp. of Mdt. for Class Certification at 4-
5.) As a renmedy for Cass | (“nmedical nonitoring class”), the
plaintiffs seek access to a “coordinated program of nedi cal
nmoni toring services” to include diagnostic testing and preventative
screening care along with an approved epidem ol ogi cal study and
review of the results of the nonitoring. (rd. at 4.) The
plaintiffs suggest that nedical nonitoring could take place in the
form of a cardiac catheterization, MI, CT scan, stress test

and/ or echocardiogram They contend that the court should create

and control a trust fund to provide for necessary nedica



nonitoring and research.* (1d.) For Cass Il (“personal injury
class”), the plaintiffs seek damages for personal injury, and if
appl i cabl e, wrongful death and survival damages. (ld. at 5.)
Plaintiff James Bostick is a seventy-seven year old resident
of Shel by County, Tennessee who seeks to represent Class | and I
Bostick underwent triple bypass surgery perfornmed by Dr. Phillip
Schoettle on August 27, 2002 in which the St. Jude aortic
connectors were inplanted. (ld. at 12; Defs.” Mem of Lawin Qpp’'n
to Pls.” Mdt. for Class Certification at 8.) I n Novenber 2002,
Bostick experienced a sudden onset of intense chest pain. (Opp'n
at 8.) He subsequently underwent a heart catheterization, stress
tests, and an angi opl asty perfornmed on Novenber 15, 2002. (1d. at

9.) Bostick contends that he has experienced nedi cal probl ens due

* The plaintiffs assert that a medical nonitoring program
nmust i ncl ude:

| ocating and notifying the class nmenbers of the defects
and the potential nedical harm the creation of a
registry and a baseline database of O ass nenbers; the
funding for periodic nonitoring and assessnent of the
Cl ass nenbers; the researching, gathering and forwardi ng
of epidem ol ogical and treatnent/diagnostic nodality
information to Cass nenbers’ treating physicians and
other health <care providers; the researching and
assessnment of the injuries or conplications which are or
may result fromthe subject products’ defects, including
t he recogni ti on and assessnent of risks of explant versus
no- expl ant alternatives; providing nedical treatnent to
renove the aortic connectors in those individuals who
exhibit bypass graft conpronmise as a result of
i npl antation of the device; the research and devel opnent
and inplenentation of appropriate psychological and
enotion support and treatnment prograns for C ass nenbers
and their spouses.

(Pls.” Mem of Lawin Supp. of Mot. for Class Certification at 11.)
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to his initial bypass surgery and describes feeling tension, a
naggi ng pain in his chest and a general lack of confort in doing
many of the things he previously did. (Pls.” at 12; Qop’'n at 9.))
Nevert hel ess, Bostick has not had the aortic connectors renoved and
is purported to represent the class of presently asynptonatic
bypass patients. Bostick seeks conpensatory and ot her damages for
nmedi cal expenses and pain and suffering. He does not, however,
seek | ost wages or |oss of consortium danages.

Plaintiff Bobby Thrasher is a sixty-one year old resident of
Al corn County, Mssissippi who seeks to represent Cass |II.
Thrasher underwent bypass surgery performed by Dr. Schoettl e on May
2, 2002 during which an aortic connector was inplanted. Thrasher
al l eges that he began experiencing problens in Cctober, 2002.
(1d.) He continued to experience burning and pressure in his chest
into Novenber and Decenber of 2002. (ld. at 13.) A cardi ac
catheterization revealed blockage, and on January 16, 2003,
Thrasher underwent another bypass surgery to renove the aortic
connector as a result of occlusion at the connector sites. (ld. at
13, 29.) Thrasher seeks conpensat ory and ot her damages for nedi cal
expenses, pain and suffering, wage |oss, reduced earning capacity
and | oss of consortiumtype injuries.

At the August 3, 2004 evidentiary hearing, plaintiffs’ counsel
presented his argunent for class certification first. During his
openi ng remar ks, counsel acknow edged that the variations in state
law for the clains asserted in the conplaint would make the
certification of a nationwde class difficult but indicated

nevertheless that plaintiffs were not abandoni ng that request. He



t hen proceeded to address the certification of a Tennessee cl ass
al nost excl usively and presented no i nformati on on how a nati onw de
class action for either Cass | or Class Il could be nmaintained.
Furthernore, plaintiffs’ counsel failed to outline how variations
in state | aw could be managed on a nationw de basis and did not
addr ess choi ce-of -1 aw consi derati ons.
|| . PROPOSED CONCLUSI ONS OF LAW

The defendants argue that courts in every circuit and the
Suprene Court have deni ed certification of personal injury, product
liability actions |ike this one because the requirenents of Rule 23
could not be nmet. Essentially, the defendant’s prinmary argunent
agai nst certification is that there are too many individualized
| egal and factual circunstances in this case, which would make
class treatnent futile.

A Framewor k of Federal Rule of Cvil Procedure 23

Wthin the framework of Federal Rule of Civil Procedure 23,
the district court has broad discretion in determ ning whether an
action should be certified as a class action. Craft v. Vanderbilt
Univ., 174 F.R D. 396, 401 (MD. Tenn. 1996) (citing Sterling v.
Vel si col Chemical Corp., 855 F.2d 1188, 1197 (6th Cir. 1988)).
That being said, district courts are required to conduct a
“rigorous analysis” into whether the federal rule' s prerequisites
for a class action are net before certifying a class, “especially”
inproducts liability cases invol ving drug or nedi cal products that
requi re FDA approval. In re Am Med. Sys., Inc., 75 F.3d 1069,
1078-79, 1089 (6th Cr. 1996) (enphasis in original).

Rul e 23 provides a two-part test for class certification and
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the burden of proof is on the plaintiff to establish that the
lawsuit is mai ntainable as a class acti on. Id. at 1079. First,

a plaintiff seeking class certification nust neet the threshold
requi renents of Rule 23(a) of the Federal Rules of Cvil Procedure.
The plaintiff nust show that

(1) the class is so nunmerous that joinder of all nenbers
is inpracticable, (2) there are questions of |aw or fact
common to the class, (3) the clains or defenses of the
representative parties are typical of the clainms or
defenses of the class, and (4) the representative parties
will fairly and adequately protect the interests of the
cl ass.

Fep. R Cv. P. 23(a). After establishing those requirenents, the
plaintiff nust satisfy one of the three subsections of Rule 23(b)
that determ ne whether a class action is maintainable.

1. Rul e 23(a)
a. | npracti cabl e Joi nder of Al Mnbers

_ Rule 23(a)(1) requires that a proposed class be “so nunerous
that joinder of all nenbers is inpracticable.” Fep. R QGQv. P
23(a)(1). The inpracticability of joinder for class action
purposes is not determ ned by enploying a strict nunerical test.
In re Am Med. Sys., Inc., 75 F.3d at 1079. “When cl ass size
reaches substantial proportions, however, the inpracticability
requirenent is usually satisfied by the nunbers alone.” | d.
(citations omtted).

_ Here, the plaintiffs contend that the class nenbers are so
numer ous and geographi cally diverse that joinder of all nenbers is
i mpracticabl e. St. Jude does not dispute that both proposed

classes neet the nunerosity requirement of Rule 23(a)(1l).
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Accordingly, the requirenent for nunerosity as to both classes is
satisfied by the fact over 40,000 aortic connectors have been
i npl ant ed worl dwi de and approximately 300 in Tennessee.

b. Questions of Law and Fact Conmmpn to the d ass

_ This requirenment is ordinarily referred to as the commonal ity
test. The commonality test “is qualitative rather than
guantitative, that is, there need be only a single issue comon to
all nmenbers of the class.” Inre Am Md. Sys., Inc., 75 F. 3d at
1080 (quoting Newberg & Al ba Conte, Newberg on Cass Actions, 8
3.10, at 3-50 (3d ed. 1992)). Nevertheless, “the prerequisites of
commonal ity and typicality will normally be hard to satisfy” in a
products liability case. In re Tenple, 851 F.2d 1269, 1273 n.7
(11th Cr. 1988) (cited in In re Am Med. Sys. Inc., 75 F.3d at
1089) .

__ The plaintiffs contend that in this case, all class nenbers
seek to resolve the | egal issue of whether a product was defective

and caused plaintiffs harm?® |In turn, St. Jude argues that there

® The plaintiffs assert that the questions of |aw and fact
common to Cass | and Il include:

(a) whether the subject aortic connector designed,
devel oped, manuf act ur ed, di stri but ed, fabri cated,
suppl i ed, advertised, pronoted and/or sold by St. Jude
has a defect or defects;

(b) the nature of said defect(s);

(c) whether the aortic connector causes an i ncreased
ri sk of occlusion at the connector sites;

(d) whether St. Jude conducted testing on the aortic
connectors to the extent reasonably necessary to
determneits safety prior to selling and/or distributing
it;

(e) whether said testing was adequate and
responsi bl e;
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(f) whether St. Jude accurately reported its test
results;

(g) whether St. Jude failed to disclose to the FDA
information known to it and relevant to the aortic
connector’s safety and efficacy;

(h) whether the warnings, if any, given by St. Jude
were reasonable in Iight of what it knew or should have
known;

(i) whether St. Jude’s failure to give adequate and
tinmely warnings of the dangers of the aortic connector
constitutes negligence per se;

(j) whether consunmers who were inplanted with the
aortic connector are at an increased risk of devel oping
serious adverse health effects including respiratory
failure, heart attacks, and death;

(k) whether nonitoring and testing procedures which
make early detection and treatnent of the serious adverse
heal th ef fects caused by occl usion at the connector sites
are possi bl e and beneficial;

(1) whet her medi cal nmoni tori ng and an
epi dem ol ogi cal programis appropriate and necessary;

(m whether St. Jude designed and nanufactured
aortic connectors that were dangerously defective because
they had a tendency to cause occlusion at the connector
sites which could | ead to serious adverse health effects
including respiratory failure, heart attacks and deat h;

(n) whether St. Jude conceal ed adverse information
regarding the testing and safety of the aortic connectors
used during their bypass surgeries;

(o) what steps, if any, St. Jude took to cure or
mtigate the defects in the aortic connectors after it
knew of the defects and of the injuries and risks
associated with their use;

(p) whether St. Jude is strictly liable to those
injured by their defective aortic connectors;

(q) whether St. Jude acted negligently towards
Plaintiffs and menbers of the cl asses;

(r) whether Plaintiffs and others simlarly situated
need and would benefit from a notice and registry
program a nedical surveillance program and/or nedica
research program designed to address the substantially
i ncreased ri sk of harmthat St. Jude’s defective products
have put themin;
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are no conmon | egal issues and no conmon factual issues fromwhich
the commonal ity requirenent can be satisfied. As for common | egal
guestions, St. Jude contends that the court nust undertake a
choi ce-of -1 aw anal ysis to determ ne which state | aw applies to the
clains of each class nenber. Wth state | aw di fferences on issues
such as strict product, negligence, and nedical nonitoring, St.
Jude asserts that there will not be any | egal issues conmon to the
class as a whole.

__ As for comon factual issues, St. Jude contends that any claim
of commonality is overshadowed by individual variations in the
factual circunstances of each class nenber. St. Jude points to
differences in class nenbers’ individual case histories and the
fact that conplications with the device could be due to surgical
error. St. Jude notes that in a failure-to-warn case, each
plaintiff’s surgeon woul d be required to testify to determ ne what
oral and witten statenents were made by St. Jude to the physici an,
and what he in turn told the patient. See In re Am Med. Sys.,
Inc., 27 F.3d at 1081.

C. Typicality of Cains and Defenses of the Representative
Parti es as Conpared to the d ass

Rule 23(a)(3)'s typicality requirenent requires that “clains

or defenses of the representative parties [be] typical of the

clainms or defenses of the class.” Fep. R CGv. P. 23(a)(3).
(s) whether Class Il Plaintiffs have suffered injury
and/ or death as aresult of the inplanted St. Jude aortic
connect or.

(Pl's.” Mem of Law in Supp. of Mdt. for Class Certification at 20-
22.)
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Typicality determ nes whether a sufficient relationship
exi sts between the injury to the naned plaintiff and the
conduct affecting the class, so that the court may
properly attribute a collective nature to the chall enged
conduct . In other words, when such a relationship is
shown, a plaintiff’s injury arises fromor is directly
related to a wong to a class, and that wong includes
the wong to the plaintiff. Thus, aplaintiff’'s claimis
typical if it arises fromthe sane event or practice or
course of conduct that gives rise to the clains of other
class menbers, and if his or her clains are based on the
sane | egal theory.

Inre Am Med. Sys., Inc., 75 F. 3d at 1082 (6th Gr. 1996) (quoting
1 Newberg, supra, 8 3.13, at 3-76). “A necessary consequence of
the typicality requirenent is that the representative’'s interests
will be aligned with those of the represented group, and in
pursuing his own clainms, the naned plaintiff will al so advance the
interests of the class nenbers.” 1d. The plaintiff “whose claim
is typical will ordinarily establish the defendants’ liability to
the entire class by proving his or her individual claim” ALBA CoNTE
& HerBERT B. NeEwBERG, 6 NEWBERG ON CLAss AcTions § 18:8, at 29 (4th ed.
2002) .

The named plaintiffs contend that their clains are typica
because each representative plaintiff’s claimarises fromthe sane
course of events as other nenbers of each class, apparently
referring to, wthout explicitly stating, bypass surgery and
i mpl antation of the aortic connector. The plaintiffs argue that
their clainms “involve specific actions taken by St. Jude which
af fect each class nmenber, including the marketing of thousands of
aortic connectors each of which had the same dangerous defect.”
(Pl's.” Mem of Lawin Supp. of Mdt. for Class Certification at 24.)

Bostick and Thrasher assert that the relief they seek is exactly
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the sane as the relief sought by absent class nenbers and that each
individual claimwill rely on the sanme evidence proving St. Jude’'s
wongful conduct. (l1d.) Mreover, the plaintiffs argue that St.
Jude’ s defenses will be the sane. (1d. at 26.)

St. Jude contends that are “nunmerous aspects” of the
representative class nenbers’ clains that establish the absence of
typicality. (Qpp’'n at 24.) In support of its argunment, St. Jude
directs the court’s attention to the case of In re Baycol Products
Litig., 218 F.R D. 197, 205 (D. M nn. 2003), where a district court
in Mnnesota rejected plaintiff’s argunent that their clains were
typi cal nmerely because they involved a single product and the sane
purported conduct. Cf. Inre Paxil Litigation, 212 F. R D. 539, 550
(C.D. Cal. 2003) (“In focusing its typicality argunment al nost
exclusively on the fact that there is a single defendant [], a
single drug [], and a single set of alleged m sleading statenents
nati onwi de, Plaintiffs m sconstrue the typicality requirenment.”)
The court went on to recognize the existence of issues such as
“injury, causation, the learned internediary defense, and
conparative fault” would require the presentati on of individualized
evidence. |d. Furthernore, the court noted that “[b]ecause the
theories asserted by this putative class are based on what
Def endants’ knew at the tine Baycol was prescribed, and whether
Def endants acted reasonably based on such know edge, the clains of
t he named representatives are not typical of the class.” 1d. at
205-06; see al so

Applying the rationale of In re Baycol Products Litigation to

the facts at hand, St. Jude argues that the plaintiffs clainms are

16



not typical of the classes they seek to represent. First, St. Jude
contends that the plaintiffs allege breach of warranty, which may
require in some states that plaintiffs present proof that they
relied on statenments nmade regardi ng the product. However, Thrasher
and Bostick cannot recall whether they were inforned Dr. Schoettle
woul d be using St. Jude’s aortic connector during bypass surgery or
not. Thus, St. Jude argues that the plaintiffs are not typical of
class nmenbers who were informed of the use of aortic connectors.
(Opp’' n at 24.)

_ Furthernore, St. Jude asserts that plaintiff Bostick’s clains
are not typical of the thousands of other patients who received an
aortic connector and have experienced no trouble with the device.
It contends that other aspects of Thrasher’s and Bostick’s mnedi cal
and famly histories are unique, which present substantial proof
probl enms that nmay not be shared by all class nmenbers. St. Jude
al so argues that the plaintiffs’ damage clains are not typical of
the class and notes that Class |l includes aortic connector
recipients with claims for wongful death and survival while the
plaintiffs thenselves are alive and well. But see Alpern v.
UiliCorp. United Inc., 84 F.3d 1525, 1540 (8th Cr. 1996) (“The
fact that damage cal cul ations mght differ slightly for [different
plaintiffs] is a mnor matter in conparison with the fundanmenta
simlarities.”) See also In re Telectronics Pacing Sys., Inc., 172
F.R D 271, 288-89 (S.D. Chio 1997) (“No matter how i ndividualized
the issue of danages may be, these issues nmay be reserved for
i ndividual treatnent with the question of liability tried as a

class action.”).
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d. Adequacy of Representation

The final requi renent  of Rule 23(a) is that “the
representative parties will fairly and adequately protect the
interests of the class.” Fep. R Cv. P. 23(a)(4). This rule has
two requirenents. First, “the representative nust have common
interests with unnanmed nenbers of the class.” Inre Am Med. Sys.,
Inc., 75 F.3d at 1083. Second, “it nmnust appear that the
representatives wll vigorously prosecute the interests of the
cl ass through qualified counsel.” 1d. The adequate representation

requi renment “overlaps with the typicality requirenment because in
the absence of typical clainms, the class representative has no
incentives to pursue the clains of the other class nenbers.” Id.

In addition to their argunents for typicality, the plaintiffs
contend that Thrasher and Bostick possess all of the qualities of
adequate class representatives. They assert that each naned
plaintiff mnmeets the definition of his respective class and is
willing to represent others simlarly situated. Thrasher and
Bostick have responded to St. Jude’s discovery requests and the
di sclosure requirenments of the federal rules. Mor eover, both
plaintiffs have attended and participated in a class representative
deposi tion. The plaintiffs argue that no facts suggest that
Bostick and Thrasher have any «conflict or other interest
antagonistic to the vigorous pursuit of class clains against St
Jude on behal f of the entire class. Finally, Bostick and Thrasher
propose that they have retai ned experienced and qualified counsel
to vigorously represent the interests of the proposed cl asses.

St. Jude does not chal | enge t he adequacy and qualifications of
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plaintiffs’ counsel; however, St. Jude does chal |l enge Bostick’s and
Thrasher’s suitability as class representatives on the sane grounds
upon which it opposed the representative plaintiffs’ satisfaction
of the typicality requirenent.

2. Rul e 23(Db)

Even if the prerequisites of Rule 23(a) are net, the plaintiff
al so has the burden of neeting one of the three criteria listed in
23(b). A class action will be nmaintained only if one of the
criteria of Rule 23(b) is satisfied. In this case, the plaintiffs
seek certification under all three provisions of Rule 23(b). They
first seek to certify both classes under Rule 23(b)(3), which
permts certification where plaintiffs can show that comon
guestions predomnate and that a class action is the superior
nmet hod to adjudicate the controversy. Plaintiffs also seek to
certify Class |, the nedical nonitoring class, under Rule 23(b)2),
which permts injunctive relief, if plaintiffs can show that St.
Jude acted or refused to act on grounds generally applicable to the
cl ass. Finally, plaintiffs seek certification of Class | under
Rule 23(b)(1)(A), which provides for class certification when
separate actions would create a risk of inconsistent or varying
adj udications that would establish inconpatible standards of
conduct for the party opposing the class.?®

a. Certification of Medical Mnitoring dass under Rule

® The plaintiffs did not seek class certification under Rule
23(b)(1) in their conplaint. They raise this argunent only in
their notion for class certification, and plaintiffs’ counsel
indicated at the hearing that the plaintiffs primarily sought
certification of the nmedical nonitoring class under the second and
third subsections of Rule 23(b).
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23(b) (1) and (b)(2)

St. Jude challenges certification of Class | under Rules

23(b) (1) and (b)(2) on four grounds. First, St. Jude contends that
plaintiffs in Cass | do not have constitutional standing to bring
a nedi cal nonitoring claim Second, St. Jude argues that nedical
nmonitoring is not an injunctive remedy and i s therefore unavail abl e
under Rule 23(b)(2). Third, St. Jude asserts that the nedica
monitoring class is not sufficiently cohesive. Finally, St. Jude
clainms that certification under Rule 23(b)(1) is inappropriate
because there is no risk of inconsistent judgnents.
_ Rule 23(b)(1)(A) provides for <class certification when
separate actions would create a risk of inconsistent or varying
adj udications that would establish inconpatible standards of
conduct for the party opposing the class. The plaintiffs contend
that nmedical nonitoring relief nust be uniformto be effective. In
response, St. Jude argues that any risk of divergent results from
multiple cases exists only because the individual issues
surroundi ng each class nenbers clains will dictate each class
menber’ s prospective entitlenent to nmedical nonitoring. Therefore,
St. Jude contends that class certification is inappropriate as a
al t oget her.

Rule 23(b)(2) provides that plaintiffs my be eligible for
relief when the party opposing certification has acted or refused
to act on grounds generally applicable to the class. Feb. R Qw.
P. 23(b)(2). The rule permts class actions in which the
plaintiffs seek damages, but only in those cases where the primary

relief sought is injunctive or declaratory. Al exander v. Aero
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Lodge No. 735, 565 F.2d 1364, 1372 (6th Cr. 1977) (enphasis in
original). Unlike Rule 23(b)(3), Rule 23(b)(2) has no requirenent
of superiority or predom nance. Inre St. Jude Med., Inc. Silzone
Heart Val ves Prods. Liab. Litig., MDL No. 01-1396, 2004 U. S. Dist.
LEXIS 149, at 14 n.7 (D. Mnn. Jan. 5, 2004). However, the rule
does include “an inplicit ‘cohesiveness’ requirenment, which
precl udes certification when individual issues abound.” Thonpson
v. Am Tobacco Co., 189 F.R D. 544, 577 (D. Mnn. 1999) (citing
Barnes v. Am Tobacco Co., 161 F.3d 127, 143 (3d. Gr. 1998)
(relying on the cohesiveness requirement enunci ated by the Suprene
Court in Anthem Prods., Inc. v. Wndsor, 521 U S. 591 (1997)).
Here, Bostick and Thrasher seek nedical nonitoring relief
consisting of a “supervised trust, funded by St. Jude, that would
provide to the class the nedical procedures and diagnostic tests
recommended to uncover the likely conditions resulting from the
i npl antation of an aortic connector.” (Pls.” Mem of Lawin Supp.
of Mot. for Class Certification at 37.) The plaintiff’s assert
that the nonitoring program they seek would not provide
conpensation for any personal injuries that patients have suffered
or mght suffer. (Id. at 37-38.) Furthernore, the plaintiffs

contend that the tests and procedures they propose are “not
routinely perfornmed as part of a routine followup of a patient who
has received a bypass surgery.” (ld. at 38.)

St. Jude contends that Class | nmay not be certified under this
subsection of Rule 23(b) because plaintiffs do not seek equitable
relief. St. Jude clains that because the proposed nedical

monitoring trust fund would be paid for by St. Jude, the nedica
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nmonitoring claimis equivalent to one for noney damages. There is
a Tennessee case holding otherwise. In Craft v. Vanderbilt Univ.,
174 F.R D. 396, 406-07 (MD. Tenn. 1996), the court held that an
action for court-supervised nedical nonitoring could qualify as
injunctive relief under Rule 23(b)(2). See also In re St. Jude
Med., Inc. Heart Valves, 2003 W 1589527 (D. Mnn., Mrch 27,
2003); Day v. NLO Inc., 144 F.R D. 330, 336 (S.D. Onhio 1992)
(holding that a nedical nonitoring program could constitute
injunctive relief as required by Rule 23(b)(2)). But see Zinser v.
Accufix Research Inst., Inc., 253 F/3d 1180, 1195-96 (9th Cr.
2001) (addressing Craft decision and citing other cases where the
equi table nature of nedical nonitoring was at issue). The key
query is whether the plaintiffs can denonstrate that the “primary
relief they are seeking is injunctive or declaratory” as opposed to
a request for what is essentially nonetary relief. Kurczi, 160
F.R D. at 672.

b. Pr edom nance of Commpon |ssues Versus | ndividual
| ssues under Rule 23(b)(3) for Casses | and |1

The plaintiffs argue that both cl asses can be certified under
Rule 23(b)(3). This rule has two requirenents: (1) that conmon
questions of |aw or fact predom nate over any questions affecting
only individual class nenbers and (2) that a class action is
superior to other available nethods of adjudicating the
controversy. Feb. R Qv. P. 23(b)(3). This rule parallels Rule
23(a)(2) in that both subdivisions require that commobn issues
exi st, but 23(b)(3)’s predom nance test goes further by insuring
that the comon i ssues predom nate over individual issues. Inre

Am Med. Sys., Inc. 75 F.R D. at 1084.
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St. Jude argues that certification under Rule 23(b)(3) is not
appropriate because there are too nmany factual and |[egal
differences anong the <class nenbers, t hereby destroying
predom nance. Furthernore, St. Jude contends that a class action
would not be a superior method of adjudicating either class’s
al | egati ons because of the inherent difficulties in dealing with
the |l aws of nany states.

“I'Al claimw Il neet the predom nance requirenent when there
exi sts generalized evidence which proves or disproves an el enent
on a simultaneous, class-w de basis, since such proof obviates the
need to exam ne each cl ass nmenber’s individual issues.” Winberg
v. Insituform Tech., No. 93-2742, 1995 W 368002, at *7 (WD
Tenn. April 7, 1995) (G bbons, C. J.). “Predom nance is usually
decided on the question of liability, so that if the liability
issue is comon to the class, conmon questions are held to
predom nate over individual ones.” 1d.

The plaintiffs contend that the controlling i ssues of whether
aortic connectors are defective, and whet her St. Jude was negli gent
in failing to adequately test the product before placing in the
streamof commerce “plainly predom nate over any individual issues
in this case.” (Pl's.” Mem of Law in Supp. of Mt. for dd ass
Certification at 33.) The plaintiffs also argue that as to C ass
|, there are no legally relevant individual issues at all because
Dr. Frank Martin contends that anyone with an aortic connector is
injured by the aortic connector’s presence in them al one and thus
requires nonitoring. (Pls.” at 33.) The plaintiffs do not address

the fact that all class nenbers clainms will not be governed under

23



the law of a single jurisdiction. Various jurisdictions have
rejected class certification where the applicable states’ | aws vary
and preclude a finding that comon issues predomnate. In re Am
Med. Sys., Inc., 75 F.3d at 1085.

“[ T] he purpose of the superiority requirenent is to assure
that the class action is the nost efficient and effective neans of
settling the controversy . . . .” Wight, 7 Federal Practice &
Procedure, 8 1780 at 562. Rule 23(b)(3) identifies four factors
whi ch shoul d be exam ned by the court to determ ne whether class
treatnent would be fair and efficient:

(A) the interest of nenbers of the class in individually
controlling the prosecution or defense of separate
actions;

(B) the extent and nature of any litigation concerning
t he controversy al ready comrenced by or agai nst nenbers
of the class;

(C the desirability or undesirability of concentrating
the litigation of the clains in the particular forum
(D) the difficulties likely to be encountered in the
managenent of a class action.

FeEp. R CGv. P. 23(b)(3)(A-(D). In analyzing superiority, the court
primarily considers “the difficulties likely to be encountered in
t he managenent of a class action.” Feb. R Cv. P. 23(b)(3). Here,
the main factor affecting superiority involves application of state
law to plaintiff’s clains. Even if common questions of |aw exist,
the application of nultiple state laws may render the case
unmanageabl e as a class action. See Telectronics, 172 F.R D. at
290-91.

Bostick and Thrasher claimthat variations in state | aw shoul d
not bar this class action and assert that “[i]f the el ements of the

cause of action are the sane and |egal standards on significant
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i ssues are substantially simlar the state | aws can be grouped for
pur poses of class certification.” (Pls.” Mem of Law in Supp. of
Mot. for Class Certification at 34 (citing Telectronics, 172 F. R D
at 292).)

B. Certification of a Nationwi de d ass

After a careful review of the record, argunent presented at
the hearing, and the briefs submtted to the court, it is clear
that the plaintiffs have not carried their burden of establishing
that this nedical product liability action is maintainable or
manageabl e as a nationwi de class under either prong of Rule 23.
Turning first to the threshold requirenents of Rule 23(a), the
plaintiffs have not presented any argunment or evidence to the court
as to how choice of | aw considerations and variations in state | aw
can be reconciled with the requirenents of comonality, typicality,
and adequate representati on of a nationw de nmedi cal nonitoring or
personal injury class.

Before the court can determne, for instance, whether the
commonal ity requirenment of Rule 23(a)(2) is satisfied, the court
nmust undertake a choice of |law analysis to determ ne which state’s
| aw applies to the clainms of each class nenber. See Inre Am Med.
Sys., Inc. 75 F.3d 1069, 1085 (6th Cir.). |In diversity cases, a
federal court nust apply the choice of law rules of the forum
state. Klaxon Co. v. Stentor Elec. Mg., 313 U S. 487 (1941).
Thus, Tennessee’'s choice of law rules will apply to this case.
Tennessee follows the approach of the Restatenment (Second) of
Conflicts of Laws and “provides that the | aw of the state where the

injury occurred will be applied unless sone other state has a nore
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significant relationshiptothelitigation.” Hattaway v. MKinl ey,
830 S.wW2d 53, 59 (Tenn. 1992). The plaintiffs have averred that
approxi mately 40,000 patients in all fifty states have received t he
aortic connector in bypass surgeries. Therefore, the possibility
exists that the laws of all fifty states could apply to the rights
and liabilities of the parties.

Wth state | aw differences on issues such as strict product
liability, negligence, nedical nonitoring, and the availability of
affirmati ve defenses, such as conparative fault and the | earned
internediary doctrine, this court finds it difficult to see a
common | egal standard applicable to all class nenbers, and the
plaintiffs have not provided the court with any analysis on the
i ssue. At nost, the plaintiffs have listed generic “conmon
guestions” that can be characterized as “comon” at the nost
superficial |evel. For instance, the plaintiffs include within
their list of commbn questions issues such as whether St. Jude is
strictly liable, whether St. Jude is negligent, and whether a
nmedi cal nonitoring programis appropriate and necessary. Because
a choice of law analysis will be required to determne the law to
be applied to the clains of each class nenber, the | awthat applies
to these questions necessarily will differ as to each cl ass nenber.
Even t he basi c questi on of whether St. Jude’s aortic connectors are
defective will depend on the application of the laws of all fifty
states and perhaps upon facts particular to each individual
plaintiff.

The plaintiffs, bothintheir briefs and during oral argunent,

nmerely gl oss over the choice of |aw issues. They give the court
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general assurances that any issues arising out of state |aw
variations will be overconme. They have not submitted to the court
a plan as to how the differences in state |aw could be managed
Wthout nore, the plaintiffs have failed to neet their burden of
proof under Rul e 23 and have not illustrated that a combn question
of law exists, much |ess predonm nates as required under Rule
23(b)(3). See Chin v. Chrysler Corp., 182 F.R D. 448, 453 (D.N. J.
1998) (finding that the plaintiff failed to neet its burden to
“credi bly denonstrate, through an ‘ extensive anal ysis’ of state | aw
vari ances, ‘that class certification does not present insuperable
obstacles’”); Inre Am Med. Sys., Inc., 75 F.3d at 1079, 1085.
For this reason and for others that will be discussed belowin the
court’s analysis of the certification of a Tennessee class, this
court does not reconmend the certification of Class | or Il on a
nati onwi de basis.

C. Certification of a Tennessee O ass Action

In the alternative to a nati onw de class, the plaintiffs seek
certification of a Tennesseee class action with two subcl asses
[imted to patients who received the aortic connector in Tennessee.
St. Jude asserts, however, that limting the classes to Tennessee
will not solve the problem plaintiffs face with state |aw
vari ati ons because patients receiving the bypass in Tennessee may
resi de el sewhere, which would necessitate a choice of |aw anal ysis
for the clains of each Tennessee class nenber. As this court
stat ed above in the court’s choice of | aw analysis for a nationw de
class, there is a presunption in Tennessee that the |law of the

| ocation of the injury controls. Under the plaintiffs’ theory of
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this case, the location of the alleged injury is the place where
the patients were inplanted with the aortic connector and that
pl ace woul d be Tennessee under the plaintiffs’ alternative class
definition. In light of the place-of-injury presunption, this
court submits that narrowing the nedical nonitoring class and
personal injury class to Tennessee would in fact renove the
overwhel m ng choi ce-of -1 aw i ssues facing a nationw de class. The
plaintiffs have asserted, w thout challenge by St. Jude, that at
| east 300 aortic connectors have been inplanted in the state of
Tennessee. That figure, as opposed to the 40,000 possible
nati onwi de cl ass nenbers, woul d be manageabl e even i f the court had
to determine if another state had a nore significant relationship
tothe plaintiffs’ clains. Thus, there are conmon i ssues of lawin
a Tennessee class, and there is no dispute as to the nunerosity
requi renent. Accordingly, the court nust anal yze the two Tennessee
classes in nore detail to determ ne whether the other requirenents
of Rule 23 are satisfied.

1. Class | - The Medical Mnitoring d ass

At the outset, the court nust address whether Class | has
standing to bring an action for nedical nonitoring because standi ng
is a requirenent of Article Ill. Sutton v. St. Jude Med., Inc.,
292 F. Supp. 2d 1005, 1007 (WD. Tenn. 2003) (citations omtted)
(“Standing nust be determined at the outset of litigation, as
failure of aplaintiff to show standi ng deprives the federal courts
of jurisdiction to hear the case.”); see also Anthem Prods., Inc.
v. Wndsor, 521 U S 591, 612-13 (1997) (“Rule 23's requirenents

must be interpreted in keeping with Article Ill constraints .
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).

The burden is on the plaintiff to prove standing. Standing
consists of three elenents: (1) the plaintiff nmust have suffered an
injury in fact; (2) there nmust be a causal connection between the
infjury and the defendant’s conduct of which the plaintiff
conplains; and (3) it nust be likely that the injury wll be
redressed by a favorable decision. 1d. (citing Lujan v. Defenders
of Wldlife, 504 U S. 555, 560 (1992)). The “injury in fact nust
be actual or immnent, not conjectural or hypothetical.” | d.
Furthernore, in a class action, “the naned plaintiff nust all ege an
i ndi vidual personal injury in order to seek relief on behalf of
hi msel f, or herself, or any other nmenber of a class.” 1d. (citing
O Shea v. Littleton, 414 U. S. 488, 494 (1974)). \Wen anal yzing
standing at the class certification stage, the court assunmes the
truth of facts alleged by the plaintiff. See Lujan v. Defenders of
Wldlife, 504 U S. 555, 560-61 (1992).

The plaintiffs have stated in support of their notion for
class certification that “[t]here can be no confusion as to who
belongs to Cass |I. Quite sinply, Cass | includes every U S. or
Tennessee patient who still has an aortic connector.” (Pls.” Mem
of Law in Supp. of Mit. for Class Certification at 12.) At the
hearing, plaintiffs’ counsel repeatedly referred to Class | as the
cl ass enconpassi ng those pati ents who have been inplanted with the
aortic connector but are asynptomatic or without injury. After the
heari ng, however, the plaintiffs filed a Supplenental Statenent
Regarding Oral Argunent on Mtion for Cass Certification that

indicated that Cass | also includes patients |i ke Bostick who have
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all egedly suffered injury related to the aortic connector. (See
Pls.” Suppl enental Statenent Regarding Oral Argunment at 1.) Thus,
proposed C ass | includes not only those peopl e who have all egedly
been injured but also patients who have experienced no trouble
what soever with the inplantation of the connector.

In addition to proposed class nenbers who allege injury in
fact, the plaintiffs argue that all nenbers of Cass | have been
injured nerely by the aortic connector’s presence in their bodies.
The plaintiffs cite the opinion of Dr. Martin, the study conducted
by Dr. Schoettle, and statenents made by Dr. Klima as support for
their assertion. (See Pls.” Mem of Law in Supp. of Mdtion for
Class Certification at 33.) The argunent plaintiffs nake here is
basically the sane argunent nade by the plaintiff in Sutton v. St.
Jude Medical, Inc., 292 F. Supp. 2d 1005, 1007 (WD. Tenn. 2003).

In Sutton, the plaintiff represented a class of individuals
who had had an aortic connector inplanted in their bodies. | d.
Wil e sonme patients included in the class had actually incurred
physical injuries, the plaintiff had not suffered any physical
injury or nedical consequences from inplantation of the aortic
connect or. | d. Neverthel ess, the plaintiff argued that he and
simlarly situated class nenbers suffered an increased risk of
physi cal conplications by nerely having the device. 1d. The issue
confronted by the District Court of Western Tennessee in Sutton was
“whet her [plaintiff’s] increased risk of conplications constitutes
an ‘“injury in fact’ sufficient to confer standing.” 1d. The court
noted that the i ssue was one of first inpression in Tennessee. |d.

After analyzing cases outside the Sixth Grcuit, including a case
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specifically relied upon by Bostick and Thrasher in the present
case, ' the Sutton court held that the plaintiff's increased risk of
harmdi d not nmeet the “constitutional requirenent that an injury be
nei ther ‘conjectural’ nor ‘hypothetical’” because the plaintiff had
not presented any evidence of increased risks or conplications
anong aortic connector recipients or any specific incidents of
harm ld. at 1008. Consequently, the court found that the
plaintiff was unable to denonstrate standing and the court was
wi thout jurisdiction to hear the case. Id.

Here, Bostick and Thrasher are essentially making the sanme
“increased risk of harnmi argunent. Unlike the plaintiff in Sutton,
however, Bostick and Thrasher have presented what they contend is
evi dence of an increased risk of harm associated with the aortic

connector by way of a study perforned by Dr. Schoettle, coments

! The plaintiffs rely on an unreported nedical device
products liability case currently pending in the District of
M nnesota in support of their increased risk of harmargunent. In
Inre St. Jude Med., Inc. Silzone Heart Val ves Prods. Liab. Litig.,
No. MDL 01-1396 JRTFLN, 2003 W. 1589527 at *11-12 (D. M nn. March
27, 2003), a district court found that a class of patients who had
heart valve inplants, but who had not suffered any injurious side
effects as a result, had an increased risk of harm constituting
injury in fact. That nmedical nonitoring class, however, was | ater
limted to patients fromfifteen states in which nedical nonitoring
is recogni zed as a stand-al one cause of action, wthout proof of
injury. InlInre St. Jude Med., Inc. Silzone Heart Val ves Prods.
Liab. Litig., No. MDL 01-1396 JRTFLN, 2004 U.S. Dist. LEXIS 149 at
*17 (D. M nn. Jan. 5, 2004). Tennessee was originally included as
a state recogni zing such a claimbut was withdrawn fromthe class
in alater order. See In Inre St. Jude Med., Inc. Silzone Heart
Val ves Prods. Liab. Litig., No. MDL 01-1396 JRTFLN, 2004 U.S. Dist.
LEXI'S 13965 at *15-16 (D. M nn. July 15, 2004). Accordingly, this
case no | onger supports Bostick’s and Thrasher’s increased risk of
har m argunent because Tennessee was specifically excluded fromthe
medi cal nonitoring class.
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made by Dr. Klima, and an affidavit filed by Dr. Martin. The
evi dence presented, however, does not denponstrate to a reasonabl e
nmedi cal certainty that the aortic connector, in and of itself,
increases the risk of physical conplications. See Sterling v.
Vel si col Chem Corp., 855 F.2d 1188, 1204-05 (6th Cr. 1988).

In light of the court’s ruling in Sutton, this court finds
that the asynptomatic nenbers of Cass | |ack standing to bring an
action for nedical nonitoring under the laws of Tennessee.
Mor eover, not only have the plaintiffs failed to denonstrate that
asynptomatic Cl ass | nenbers have standi ng, they have not presented
to the court any case | aw from T Tennessee supporting their assertion
t hat Tennessee recogni zes an action for nedical nonitoring in the
absence of a present injury. |In fact, a review of the applicable
case | awreveal s that Tennessee does require a present injury. See
In re St. Jude Med., Inc., Silzone Heart Valves Prods. Liab.
Litig., MDL No. 01-1396(JRT/FLN), 2004 U S. Dist. LEXIS 13965 at
*12 n.3 (July 15, 2004) (noting that Tennessee requires present
injury for nedical nonitoring clainms); Jones v. Brush Wll man
Inc., No. 1:00 CV 0777, 2000 W. 33727733 at *8 (N.D. Onio, Sept.
13, 2000) (“No Tennessee cases support a cause of action for
medi cal nonitoring in the absence of a present injury.”); Potts v.
Cel otex Corp., 796 S.W2d 678, 681 (Tenn 1990). Because there can
be no showi ng that each class nenber has been injured, this court
recommends that a nedical nonitoring class not be certified because
the class is overly broad and | acks standing.

The court al so recommends that Cass | not be certified on the

grounds that plaintiff Bostick is not an adequate class
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representative as required by Rule 23(a)(4). Bostick is said to
represent Class | and Class |l because he still has an aortic
connector and has been injured, although not injured enough to
require the renoval of the device. However, Bostick does not
represent those nmenbers of Class | that are asynptomati c because he
al |l eges he has been injured. An adequate class representative
“must be part of the class and possess the sane i nterest and suffer
the same injury as the class nenbers.” Anthem Prods., Inc. v.
W ndsor, 521 U S. 591, 594-95 (1997); see In re Baycol Prods.
Litig., 218 F.R D. 197, 210-11 (D. M nn. 2003) (“Gven the nature
of a nedical nonitoring claim the Court is not convinced that the
named representatives will adequately represent the interests of
t hose cl ass nenbers who have not suffered any injury as a result of
taking Baycol . . . .7). As a patient who allegedly has been
injured by the i nplantation of the aortic connector, Bostick cannot
adequately represent the portion of Cass | that has experienced no
pr obl em what soever with the devi ce.

The fact that Bostick has been injured also affects his
satisfaction of the typicality requirenment of Rule 23(a)(3). See
Valentino v. Carter-Wallace, Inc., 97 F.3d 1227, 1234 (9th Grr.
1996) (no typicality where class representative alleges different
injuries fromthose suffered by other class nenbers).

As the definition for Cass | stands, an undeterm ned portion
of the class has not established standing to bring an action for
medi cal nonitoring because they | ack an injury-in-fact as required
under Tennessee |aw, and they are not adequately represented by

plaintiff Bostick who has allegedly sustained an injury. In
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addition, Bostick clainms are not typical of the other nenbers of
the nedical nonitoring class. While the court has the discretion
to redefine the class, it is recommended that the court decline to
exercise that discretion. Accordingly, it is recomrended that the
plaintiffs’ notion to certify a Tennessee nedi cal nonitoring class
be deni ed.

2. Class Il - The Personal |Injury d ass

In additionto its argunment that the plaintiffs cannot satisfy
the requirenents of Rule 23 for a personal injury Tennessee cl ass,
St. Jude contends that the definition of lass Il, whichislimted
to patients who have “sustained presently conpensabl e physica
injuries due to the aortic connecter,” is an inproper definition
because “it purports to identify the class nmenber by reference to
the ultimate question in this case — whether either plaintiff or
any individual they purport to represent has a ‘presently
conpensable injury due to the aortic connector.”” (Qpp’'n at 26.)
The court need not conduct a detailed evaluation of the
requi renents of Rule 23(a) and 23(b) and an anal ysis of whether
those requirenents are met in this instance, because the court
agrees with St. Jude’'s argunent that the definition of Class Il is
an i nproper definition.

“Al t hough not specifically nmentioned in Rule 23(a), a class
nmust be sufficiently definite in order to warrant certification.”
Hagen v. Wnnenuca, 108 F.R D. 61, 63 (D. Nev. 1985). An inquiry
into the nerits of the case should not be required of the court in
its determ nation of whether a person is a nenber of a class. Id.

at 63-64; accord Forman v. Data Transfer, Inc., 164 F. R D. 400, 403
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(E.D. Pa. 1995) (rejecting class defined to include all those who
“recei ved unsolicited facsimle adverti sements” because
determ nation of class nenbership wold require a “mni-hearing on
the merits” as to the central issue of liability); Dunn v. M dwest
Buslines, Inc., 94 F.R D. 170, 172 (E.D. Ark. 1982) (finding cl ass
definition *“vague[] and anbigu[ous]” where class definition
depended on an initial determ nation by the court that the each
potential class nenber experienced discrimnation); see also
Tel ectroni cs Pacing Sys., Inc., 172 F.R D. at 282 (“Wile the Court
nmust probe behind the pleadings in order to determne if class
certification is proper, it is inappropriate for the Court to
exanmine the nerits of the <claim in doing so.”). The
ascertainability of class nmenber is inportant so a court can deci de
“who will receive notice, who will share in any recovery, and who
will be bound by the judgnent.” Van Nest v. Mdland Nat’'| Life
Ins. Co., 199 F.R D. 448, 451 (D.R 1. 2001). The requirenent of
ascertainability “is not satisfied when the class is defined sinply
as consisting of all persons who may have been injured by sone
generically described wongful conduct allegedly engaged in by a
defendant.” Id.

This appears to be exactly what the plaintiffs have done in
this case in their definition of Cass II. To establish who
belongs in the personal injury class, the court would have to
conduct “mni-trials on the nerits” to determne the patients who
have “sustai ned presently conpensabl e physical injuries due to the
aortic connector.” The fact that the aortic connector caused

injury to each bypass patient would have to be established before
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class notice could be issued. Furthernore, the court would have
t he daunting task of determ ning whether the injury caused by the
aortic connector is “presently conpensable” for over 300 patients
receiving the device in Tennessee. As St. Jude has indicated to
the court, such a determination “would involve all the diverse
i ssues of liability, causation, etc. that these clains present” and
woul d essentially require the adjudi cation of every potential class
menber’s individual claim (Defs.” Mem of Lawin Cpp’'n to PIs.
Mot. for Class Certification at 27.) Because the nenbers of O ass
Il are not presently ascertainable without an adjudication of the
nerits of their claim it is recomended that the court decline
class certification of a Tennessee personal injury class as C ass
Il is presently defined. Therefore, this court finds it
unnecessary to conplete further analysis of class certification
pursuant to Federal Rule of Procedure 23.
CONCLUSI ON

Accordingly, for the reasons stated herein, it is recomended
that the plaintiffs notion for certification of a nationw de
class, a Tennessee nedical nonitoring class, and a Tennessee
personal injury class be denied.

Respectfully submtted this 17th day of August, 2004.

DI ANE K. VESCOVO
UNI TED STATES MAG STRATE JUDGE

NOTI CE
ANY OBJECTI ONS OR EXCEPTIONS TO THI S REPORT MJST BE FILED
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W THI N TEN (10) DAYS AFTER BEI NG SERVED W TH A COPY OF THE REPORT.
28 U.S.C. § 636(b)(1)(C). FAILURE TO FILE THEM W THI N TEN ( 10)
DAYS MAY CONSTI TUTE A WAl VER OF OBJECTI ONS, EXCEPTI ONS, AND FURTHER
APPEAL.
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