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Presently before the court is the Joint Mdtion of the C ass
Representatives and Anerican Hone Products Corporation ("AHP") for
an order certifying and approving the nationw de settlenent class
enbodied in the Settlenent Agreenent entered into between the
parties on Novenber 19, 1999. For the reasons set forth bel ow, the
court will grant the notion and will certify the class and approve
the settl enment pursuant to Federal Rule of Civil Procedure 23. The
court's findings of fact and conclusions of |law are as foll ows.
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BACKGROUND

A. The Diet Drug Litigation




This litigationinvolves clains regarding the health effects of
two related prescription drugs--fenfluram ne and dexfenfl uram ne.
Fenfluram ne i s an appetite suppressant that affects bl ood | evel s of
t he neurotransmtter, serotonin. Dexfenfluramne, the "d-isoner"” of
fenfluramne, is chemcally related to fenfluram ne and acts as an
appetite suppressant by stinulating the rel ease of serotonin from
nerve cells in the brain and by reducing the reuptake of the
rel eased serotonin. In 1973, The United States Food and Drug
Adm nistration ("FDA") approved A . H Robins, Inc.'s new drug
application to market fenfluramne in the United States. (Ex. P-
180.)

Before 1989, A H Robins, Inc. was responsible for the
mar keting, sale and |labeling of fenfluramne in the United States.
In 1989, AHP acquired A H Robins. Fol l owi ng the acquisition,
fenfl uram ne was marketed by AHP under the trade nane "Pondimn."
Bet ween Decenber 1989 and Septenber 15, 1997, AHP was the only
conpany to market fenfluramne in the United States and had the
exclusive responsibility for its regulatory conpliance, adverse
event reporting, safety surveillance and | abeling.

Sales of Pondimn were relatively flat until 1992. 1In 1992, a
series of articles by Mchael Weintraub, MD., were published inthe

Journal of dinical Pharnmacol ogy and Therapy, in which Dr. Wei ntraub

advocat ed t he use of fenfl uram ne together with the drug phenterm ne
for weight |oss managenent wthout the adverse side effects

associated with the use of fenfluramne alone. This reginen



popul arly becanme known as "Fen-Phen." Wth the introduction of
"Fen- Phen" therapy to the market place, sales of Pondimn
skyrocketed. FromJanuary 1995 to m d- Septenber 1997, approxi mately
4,000, 000 persons inthe United States took the drug Pondimn. (Tr.
5/2/00 at 26-27; Ex. P-183 at 29 of 33; Ex. P-182 at 5 of 13.)

Dexf enfl uram ne, the chem cal cousi n of Pondi m n, was devel oped
by Les Laboratories Servier S.A ("LLS') in France. The drug
afforded the sane anorexic effects as Pondimn w thout the need to
add phentermne to aneliorate adverse side effects. Before 1994,
the Lederle Division of Anmerican Cyanam d Conpany had the right,
together with Interneuron Pharmaceuticals, Inc., to develop and
pronote dexfenfluramne in the United States under the trade name
"Redux." In 1994, AHP acquired Anerican Cyanam d. Foll ow ng that
acqui sition, responsibility for the devel opnent and pronotion of
Redux in the United States in conjunction with Interneuron was
assuned by AHP. Interneuron received approval to market Redux in
the United States in md-1996. As with Pondimn, sales of Redux
were brisk. FromJune 1996 t hrough Septenber 15, 1997, two mllion
people in this country took Redux. (Tr. 5/2/00 at 28; Ex. P-183 at
29 of 33; Ex. P-182 at 5 of 13.)

The distribution of Redux users by age and sex was virtually
the sanme as that for Pondimn. (Ex. P-94 at 3 of 41; Ex. P-53 at 9
of 54.) Most of the individuals who took the diet drugs Pondi m n
and Redux were m ddl e aged wonen. (Ex. P-94 at 3 of 41; Ex. P-53 at
9 of 44.)



Fromt he vi ewpoi nt of plaintiffs' counsel, the evidence reveal s
that before Pondi mn and Redux were withdrawn from the market in
1997, which 1is discussed infra, AHP received considerable
information from a nunber of sources that both drugs could cause
damage to the valves in the heart | eading to val vul ar regurgitation.
This information consisted of reports in the nedical literature,
reports fromani mal studies, reports concerning heart val ve damage
in patients taking drugs with simlar effects on serotonin
nmet abol i sm adverse event reports and reports from a doctor
comm ssioned to anal yze certain facts for Interneuron. Accordingto
plaintiffs, notwithstanding this information, during the period of
time AHP marketed dexfenfluram ne and fenfluramne, it failed to
i nvestigate these reports, to | ook at whether or not the drugs were
cardiotoxic or to |abel the drugs as being potentially harnful to
t he heart val ves.

In response, AHP has vigorously contested the plaintiffs’
interpretation of these events, noting that nuch of this information
was submtted to the FDA for its own analysis; that none of the
doctors or scientists who reported on Pondi m n or Redux, either in
t he published literature or in the adverse event reports, concl uded
t hat either product caused any val vul ar di sease; and that, given the
substantial preval ence of such valvular disease in the genera
popul ation, it was not possible to conclude, on the basis of these

reports, that its products caused disease.



In March 1997, researchers at the Mayo Cinic in Rochester,
M nnesota began observing an association between the use of
fenfluram ne and/or dexfenfluramne and a particular type of
val vul ar heart disease. Eventually, the Mayo Cinic researchers
observed t his unusual formof val vul ar heart di sease in 24 wonen who
had used fenfluram ne in conbi nati on with phentermne. (Ex. P-95 1
39; Tr. 5/2/00 at 29; Ex. P-113; Ex. P-181; Ex. P-182.) The
findi ngs of the Mayo researchers were first brought to the attention
of the public in a July 8, 1997 press release and were eventually

published on August 28, 1997, in the New England Journal of

Medi cine. (Exs. P-181 & P-113.)

On July 8, 1997, the FDA issued a public health advisory,
followed by letters to 700,000 physicians requesting information
about simlar patients. Based on information the FDA received in
response, the FDA requested the wthdrawal of fenfluram ne and
dexfenfluramne fromthe U S. market. On Septenber 15, 1997, AHP
and the FDA announced that there would be no further sales of
Pondi m n and Redux in the United States. Subsequently, the causal
rel ationship between valvular heart disease and the use of
dexfenfluram ne and fenfluram ne was investigated and confirmed in

t hree epi dem ol ogi cal studies published in the New Engl and Journal

of Medicine in Septenber 1998. (Exs. P-127 (Jick), P-130 (Khan) &
P-170 (Wi ssnan).)

A wave of litigation foll owed. As of the tinme that class

notice issued in this matter, approxi mately 18, 000 i ndi vi dual s who



used Pondimn or Redux filed | awsuits agai nst AHP. (Tr. 5/2/00 at
196-97.) Many of these lawsuits involved actions in which
i ndi vidual s sought to recover for personal injuries, primarily
val vul ar heart disease, that they sustained as a result of using
Pondi m n or Redux. In addition, over one hundred plaintiffs
instituted class actions in which they sought either: (1) to create
an equitable fund to provi de nedi cal screening services to patients
who had used Pondi m n and/or Redux for varying periods of tine to
determne if they had asynptomatic val vul ar heart disease; and/or
(2) to recover the anpbunts expended by consuners to purchase
Pondi m n and/ or Redux or to obtain echocardi ograns as a consequence
of exposure to these drugs; and/or (3) to recover personal injury
damages on behalf of classes of persons who took Pondi m n and/or
Redux. (Tr. 5/2/00 at 20-21 & 36-39.)

To the extent that these actions were filed in the federal
judicial system the Judicial Panel for Miltidistrict Litigation
entered an order transferring all of the actions to the United
States District Court for the Eastern District of Pennsylvania for
coordi nated and/or consolidated pretrial proceedings under NMDL
Docket No. 1203. As the transferee court, this court entered an
order creating and appointing a Plaintiffs’ Mnagenent Committee

(“PMC’) to oversee the conduct of the coordinated/ consolidated
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pretrial proceedings on behalf of the plaintiffs. See Pretrial
Order No. 6.1

By t he summer of 1999, a conbination of state court and federal
court decisions certified classes to pursue sone formof relief on
behal f of those persons who had used AHP’' s di et drugs. See Pretri al
Order No. 865, Jeffers v. Anerican Hone Prods. Corp., C. A No. 98-

CV- 20626 (certifying nationw de nedical nonitoring class in ML

court); Burch, et al. v. Anerican Hone Prods. Corp., C. A No. 97-C

204(1-11) (certifying medical nonitoring and personal injury class

in West Virginia); Rhyne v. Anerican Hone Prods. Corp., 98 CH 409

(certifying nedical nonitoring classinlllinois); Vadino, et al. v.

Anerican Honme Prods. Corp., Docket No. M D-L-425-98 (certifying

class seeking nedical nonitoring and damages for unfair and

deceptive trade practices in New Jersey); Inre: New York Diet Drug

Litig., Index No. 700000/98 (certifying nedical nonitoring class in

New York); In re: Pennsylvania Diet Drug Litig., Master Docket No.

9709- 3162 (CCP, Phila.) (certifying nedical nonitoring class in

Pennsyl vania); Earthman v. Anerican Hone Prods. Corp., No. 97-10-

03970 CV, (certifying nedical nonitoring class in Texas); St. John
V. Anmerican Honme Prods. Corp., 97-2-06368-4 (certifying nedica

nmonitoring class in Washi ngton).
By t he summer of 1999, the parties in both the state litigation

and the federal MDL litigation had virtually conpleted discovery

! Pursuant to Pretrial Order No. 6, the court appointed

Arnold Levin, Esq., John J. Cumm ngs, Ill, Esg. and Stanl ey
Chesl ey, Esq. as co-chairs of the PMC
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With respect to AHP's conduct. (Tr. 5/2/00 at 21-23.) Mre than
6, 000, 000 docunents were produced by AHP and carefully reviewed,
anal yzed and collated by the plaintiffs. Id. In the federal
litigation, the PMC took nearly 100 depositions of present and
former enployees of AHP, Interneuron, the FDA and other third
parties. (Tr. 5/2/00 at 21-23; Ex. P-1000.) The state court
pl aintiffs conducted sim |l ar deposition di scovery, deposi ng many of
t he individuals who were the subject of the MDL discovery effort.
In both the MDL |itigation and the state court litigation, the
plaintiffs consulted with experts invarious subjects relatedtothe
litigation, I ncl udi ng pri mary pul nonary hypertensi on,
car di oepi dem ol ogy, cardiol ogy, cardio-thoracic surgery, clinical
phar macol ogy, cardi opat hol ogy, economcs, and the |ike. These
experts revealed their opinions in Rule 26 disclosures and were
subject to both discovery depositions and, in nmany cases,
depositions designed to preserve their testinony for use at trial.
Thus, by the summer of 1999, the plaintiffs had a thorough
understanding of the facts underlying the question of AHP s
l[iability to those individuals and cl asses of individuals who had
used Pondi mn and Redux, as well as a firmgrasp of the relevant
scientific principles pertainingtoliability, injury and causation
in these cases. Also, by the sumer of 1999, cases agai nst AHP had
begun to go to trial. The nost significant of these was the New

Jersey Vadi no case in which New Jersey Superior Court Judge Marina
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Cor odenus presided over a trial of the class clains certified in
t hat action.

B. The Settl enent Neqgoti ations

Inlate April 1999, AHP invited representatives of the varying
constituencies of state and federal plaintiffs to begin negotiations
withit for a "global resolution" of the Diet Drug Litigation. 1In
response to that invitation, a negotiating coalition was forned
anong representatives of the PMC in the ML court and
representatives of the plaintiffs in state courts wth pending
certified class actions. (Tr. 5/2/00 at 40-42; AHP Ex. 629 at 65-66
and 71; AHP Ex. 628 at 60-61.)

The plaintiffs' negotiating coalition presented its initia
proposal to AHP in the formof a "termsheet” on June 1, 1999. (Tr.
5/2/00 at 47-48.) AHP responded to that proposal with a counter-
proposal on June 28, 1999. (Tr. 5/2/00 at 48-49.) Thereafter
i ntense, adversarial and arm s-length negotiations ensued for nore
than four nonths, during which tinme: Cass Counsel in New Jersey
prepared for and began the nedical nonitoring class action tria
bef ore Judge Corodenus; cases in Texas proceeded to trial and, in
one case, to a substantial verdict agai nst AHP; and i ndi vi dual cases
were poised for remand for trial in the MDL 1203 proceedings. (Tr.
5/2/00 at 39; AHP Ex. 628 at 35.) Al toget her, nmenbers of the
negotiating coalition and representatives of AHP participated in
approxi mately 73 negoti ati ng sessions, over a period extending from

April through Novenber 1999. (Tr. 5/2/00 at 59.)

- 13-



Those negotiating the settlenent on behalf of the plaintiffs
had no under st andi ngs, or even negotiations with AHP with respect to
any of their individual cases. (Tr. 5/2/00 at 41 & 58-61.) The
terns and conditions of the Settl enent Agreenent were the product of
a bargaining process between the parties involving separately
negotiating or "building up" the settlenent’s benefits and
obligations in contrast to a process of negotiating a lunp sum
dol | ar amount that would then be allocated or "broken down" anong
cl ass nenbers. The negotiators proceeded by negotiating the types
of screeni ng and conpensati on benefits to be made avail abl e to cl ass
menbers and the eligibility for those benefits. Only when those
benefits and conpensati on anounts had been essentially resol ved did
t he parti es negoti ate the maxi numnonetary conm t nent t hat AHP woul d
i ncur in providing those benefits. (Tr. 5/2/00 at 59.) During the
negoti ati ons, AHP never offered, and the plaintiffs never requested,
paynment of a lunp sumto resolve the clains of class nenbers. To
the contrary, the negotiations were devoted to working out a
structure that would appropriately resolve the clains of al
i ndividuals who took Pondimn and/or Redux. Only when that
structure was agreed upon did the parties determ ne the anount of
noney t hat woul d be necessary to fund the structure. (Tr. 5/2/00 at
58-61; Tr. 5/3/00 at 210-211; AHP Ex. 628 at 100.) Each of the
maj or benefit features of the settlenment was the subject of a
separate, independent and, at tines, heated negotiation process.

| nportantly, under the settlenent process that was enpl oyed, there
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was no intra-class trading off of benefits. That is, one benefit of
the settlenment did not have to be reduced in exchange for the
creation or increase of another benefit. (Tr. 5/2/00 at 42-59, 154-
61 & 166-67; AHP Ex. 628 at 110-12.) Mor eover, the subject of
attorneys’ fees was not discussed until the end of the negotiations
and then only to limt the award of fees that m ght otherw se be
payabl e, subject to appropriate |imtations for the benefit of the
class. (Tr. 5/2/00 at 88; AHP Ex. 629 at 208-39.)

Thr oughout the negotiations, the nenbers of the negotiating
coalition were wlling to litigate their clients’ clainms in the
event that negotiations broke down. (Tr. 5/2/00 at 49, 60-61.)
Menbers of the negotiating coalition were arnmed with substanti al
| everage in their negotiations with AHP as a result of plaintiffs’
wi |l lingness and ability tolitigate their clains shoul d negotiations
fail. This | everage derived from anong ot her things, the pendency
of the Jeffers action brought by the PMCin the MDL court, several
certified state court nedi cal nonitoring class actions in which the
negotiators or their constituencies were participating, individual
di et drugs cases pending in the MDL proceedings and in state courts
seeki ng conpensation for personal injury, and the trial of the
Vadino nedical nonitoring case which was underway when the
negoti ati ons were taking place.

By Cct ober 7, 1999, the parties had reached an under st andi ng on
the principal terns of the settlenent, enbodied in a Mnorandum of

Understanding ("MOU'). (Ex. P-49.) After the execution of the MO,
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the parti es conti nued wi th round-the-cl ock negoti ati ons with respect
tothe terns left open by the MOU. (Tr. 5/2/00 at 57.) The court
al so ordered the PMC to nake periodic reports to it on fifteen-day
intervals concerning the status of the Settlenent Agreenent. The
court was kept apprised of the status of the negotiations. See
Pretrial Oder No. 929.

Utimately, on Novenber 18, 1999, the parties executed a
Nati onwi de Cl ass Action Settlenent Agreenment with AHP. (Exs. P-3
t hrough P-30.) The Court granted prelimnary approval of the
Settl ement Agreenent on Novenber 23, 1999 and set May 1, 2000 as the
date to commence a Fairness Hearing regarding the Settlenent
Agreement. See Pretrial Oder No. 997. The Agreenent has since
been subject to four anmendnents. (First Anrendnent, Ex. P-31; Second
Amendnment with Exhibits, Exs. P-32 through P-48; Third Anendnent,
Ex. P-47; and Fourth Amendnent, Ex. P-278.)

C. Pr ocedur al Background and Fairness Heari ng

On January 28, 2000, the court entered Pretrial Order No. 1071.
That order established a "Special Discovery Court"” to convene on a
weekl y basi s conmenci ng Wednesday, February 2, 2000 "for thelimted
and exclusive purpose of pronptly admnistering discovery
requirenents and resolving discovery disputes applicable to
proceedi ngs before the Court regardi ng consi deration of the judicial
approval of the nationwi de class action Settlenent Agreenent."”

Pretrial O der No. 1071 at 1.
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On February 3, 2000, the court entered Pretrial Order No. 1109.
That Pretrial Oder manifested the court's "intention that an
eligible party have the opportunity to conduct, under reasonable
terns and conditions: (1) discovery pertinent to the issues to be
deci ded at the Fairness Hearing; or (2) discovery deened inportant
by the eligible person in order to nake the deci si on whet her or not
to object to the settlenent, appear at the Fairness Hearing to
object or provide the Court with witten comments w thout an
appearance at the Fairness Hearing." Toward this end, Pretrial
Order No. 1109 directed that:

on or before February 20, 2000 class counsel
and the defendant shall file with the Court:
(i) a statenent identifying all fact w tnesses
to be called to testify at the Fairness
Hearing, together wwth a brief statenent on the
anti ci pat ed substance of the testinony of each
wi tness; (ii) copies of all docunents or other
exhibits to be offered into evidence; and (iii)
the identities of all expert witnesses to be
called together with the information required
in Federal Rule of Gvil Procedure 26(a)(2)(B).
On or before April 10, 2000 any person or party
who has fulfilled the requirenments of paragraph
17 of PTO No. 997 shall provide to class
counsel and the defendant: (i) a statenent
identifying all fact witnesses to be called to
testify at the Fairness Hearing together with a
brief statenent on the anticipated subject of
the testinony of each witness; (ii) copies of
all docunents or other exhibits to be offered
into evidence; and (iii) the identities of all
expert witnesses to be called, together wth
the information required in Federal Rule of
Civil Procedure 26(a)(2)(B).

Pretrial Order No. 1109. On February 10, 2000, the court entered
Pretrial Order No. 1116 nodifying Pretrial Oder No. 1109 as

foll ows:
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PTO No. 1109 is nodified to the effect that

class proponents shall have wuntil Mnday,
February 28, 2000, to disclose the nanes of all
their intended Expert Wtnesses, provi de

Curriculum Vitae for each Expert Wtness,

provide a list of any prior case in which any

of the experts have testified, and provide a

summary of the expected subject area of each

Expert’s testinony consistent with Rule

26(a)(2)(B). Al so on that date, class counse

shal | provide the conpl eted di scl osures for at

| east half of the expert w tnesses identified.

For any remaining Experts, full disclosures

shall be conpleted on a rolling basis by March

20, 2000.
Pretrial Order No. 1116. Acting as liaison counsel for the
plaintiffs in the above-entitled matter, Arnold Levin, Esqg.
transmtted copi es of each of the above orders to each attorney in
the United States known or believed to be representing individuals
who are nenbers of the class as defined above.

The beginning of the Fairness Hearing was adjourned, by one
day, to May 2, 2000. At the Fairness Hearing, the proponents of the
Settl| enent Agreenent and t he persons who objected to the settl enent
pursuant to the ternms of Pretrial Oder No. 997 ("the Qbjectors")
had a full and fair opportunity to offer all of the evidence that
they wished to tender to the court concerning the proposed
nati onw de class action Settl enent Agreenent.

Cl ass Counsel offered the foll ow ng w tnesses in support of the
settl ement:

1. M chael D. Fishbein, Esquire. M. Fishbein's testinony

concerned the litigation background for the Settl enent Agreenent,
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the negotiations leading up to the execution of the Settlenent
Agreenent, and the terns of the Settl enent Agreenent.

2. Robyn J. Barst, MD.. Dr. Barst is one of the |eading

experts regarding primary pul nonary hypertension. The subject of
Dr. Barst's testinony concerned the proper definition of primary
pul monary hypertensi on under the Settl ement Agreenent.

3. Troyen A. Brennan, MD., J.D.. Dr. Brennan was offered as

an expert in the fields of public health and epi dem ol ogy.

4. Pr of essor John C. Coffee, Jr.. Pr of essor Coffee is the

Adol f A. Berle Professor of Law at Col unbi a University Law School .
Prof essor Coffee was offered as an expert in class certification in
the mass tort context.

5. Mol Iy Kuehn Watson. Ms. Watson is a nedia planning

consultant wth 14 years of experience. M. Watson testified as an
expert in media planning as it related to class noti ce.

6. Professor Arthur R  Mller. Professor MIller is a

professor of law at Harvard Law School . Professor MIler was
offered as an expert on issues related to Federal Rule of Cvi
Procedure 23.

7. Harvey S. Rosen, Ph.D.. Dr. Rosen was offered as an

expert in the field of econom cs.

8. Eric D. Caine, MD.. Dr. Caine was offered as an expert

witness in the field of neuropsychiatry, which involves the
psychiatric and neuropsychol ogical synptonms and signs of brain

di seases.
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9. Dean G Karalis, MD., F.A.C.C.. Dr. Karalis was offered

as an expert in the field of cardiol ogy, val vular heart di sease and
echocar di ogr aphy.

10. Steven N. Goodman, MD., MH.S., Ph.D.. Dr. Goodman was

of fered as an expert in the design and anal ysi s of epi dem ol ogi ¢ and
clinical studies, neta-analysis and nethods for neking inferences
fromstatistical sunmaries.

11. Sanuel J. Kursh, D.B.A.. Dr. Kursh serves as Vice

president of the Center for Forensic Economic Studies where his
responsi bilities include danmage nodel i ng and projections in conpl ex
[itigation.

12. Kenneth R Feinberg, Esquire. M. Feinbergis an attorney

and founder of the Fei nberg Group, LLP, headquartered i n WVashi ngt on,
D.C. M. Feinberg was offered as an expert on the resolution of
mass tort litigation, particularly under Federal Rule of Civil
Procedure 23.

13. Professor Sam Dash. Professor Dash is a professor of | aw

at CGeorgetown University Law Center. Professor Dash was called to
testify as an expert in the area of legal ethics, particularly as
they apply in the class action context.

14. dass Counsel also offered other evidence including live
testi nony by Peter Pakradooni, a Declaration by Deborah A Hyl and,
deposition transcripts, and a nunber of exhibits.

AHP offered a nunber of wtnesses, subject to cross-

exam nation, on matters relevant to the settlenent, including:
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15. Sanjiv Kaul, MD.. Dr. Kaul is a professor of nedicine
and t he Frances Myers Bal |l Professor of Cardiol ogy at the University
of Virginia where he is director of its Cardiac | magi ng Center.

16. Pravin Shah, MD.. Dr. Shah is the nedical director of

the Hoage Heart Institute and professor of nedicine at Loma Linda
Uni versi ty.

17. Walter F. Stewart, Ph.D., MP.H . Dr. Stewart is adjunct

associ ate professor of epidem ology of Johns Hopkins School of
Hygi ene and Public Health, former consultant to the EPA, OSHA,
National Cancer Institute, and the NIH, and a reviewer for the

American Journal for Epidem ol ogy, Epidem ology Review, and the

Anerican Journal of Public Health.

18. Arthur E. Weyman, MD.. Dr. Weyman is a professor of

medicine at Harvard Medical School, director of the Cardiac
U trasound Laboratory at Massachusetts General Hospital, forner
chief of cardiology at Massachusetts General, president of the
Nat i onal Board of Echocardi ography, forner president of the Arerican
Society of Echocardi ography, author of the text entitled

Echocardi ography, and is board certified in internal nedici ne and

car di ol ogy.

19. Professor Peter Schuck. Professor Schuck hol ds t he Si neon

E. Bal dwi n Professorship at Yale Law School. Professor Schuck is a
menber of the American Law Institute advisory conmttee on the

Restatement of the Law (Third) of Torts: General Principles.
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20. Mark edellan, MD., Ph.D.. Dr. McClellan holds a Ph.D.

i n Econom cs fromt he Massachusetts Institute of Technol ogy, an M D.
fromthe Harvard- Massachusetts Institute of Technol ogy D vi sion of
Heal t h Sci ences and Technol ogy, and an M A. fromthe Kennedy School
of Governnment at Harvard University. Dr. McCellan is an Assi stant
Prof essor of Econom cs and an Assistant Professor of Medicine at
Stanford University, and recently served as Deputy Assistant
Secretary for Economic Policy at the Departnent of the Treasury.

21. Elizabeth Krupnick. Ms. Krupnick is an expert in

communi cati ons and President of the Farago & Partners adverti sing
agency. Ms. Krupnick’'s previous positions in the conmunications
industry include (1) Senior Vice President of Corporate
Conmruni cations and Advertising at New York Life | nsurance Conpany,
(2) Chief Communications Oficer and Vice President of The
Prudential Insurance Conpany of Anmerica and (3) Senior Vice
Presi dent of Corporate Affairs for Aetna Life and Casualty.

Less thanthirty cl ass nenber objectors fil ed objections tothe

Settl ement Agreement. No public interest group filed any objection

to the Settlenent. No academc filed any objection to the
Settl enment. Several Objectors cross exam ned w tnesses at the
Fai rness Heari ng. In addition, sone objectors entered various

docunments and articles into the Fairness Hearing Record.

D. The Medical G rcunstances of the d ass

The record before the court includes a substantial anount of

nmedi cal testinmony and evidence, including approximtely ninety
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clinical and epidem ol ogi cal studies, which is the foundation for
the wvarious nonitoring and conpensation provisions of the
Settlenent. By contrast, no expert for any party or any objector
testified that any aspect of the Settlenent was contrary to the
scientific studies or was not a reasonabl e response to the nedical
issues raised in the lawsuits that the Settlement will resolve.
1. The R sk of Valvul ar Heart Di sease
a. The Heart

The principal risk created by wuse of fenfluramne and
dexfenfluramne is the risk of valvul ar heart disease ("VHD'). The
human heart has four chanbers. The upper chanber on the right side
of the heart (the right atrium functions to receive deoxygenated
bl ood from the body. The |ower chanber of the right side of the
heart (the right ventricle) punps the deoxygenated bl ood t hrough t he
pul ronary arteries into the |lungs where carbon dioxide is renoved
fromthe blood and replaced with oxygen. The upper chanber on the
left side of the heart (left atrium receives and collects
oxygenat ed bl ood whi ch has been punped fromthe lungs to the heart
t hrough the pul nonary veins. The | ower chanber on the | eft side of
the heart (the left ventricle) punps oxygenated bl ood fromthe heart
through the aorta and into the arterial system (Ex. P-95 14; Tr.
5/2/00 at 216; Ex. P-63.)

Just as the heart has four chanbers, it also has four val ves.
The val ve structures function to assure that bl ood noves t hrough t he

heart in a forward direction and that effective blood flow is
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mai nt ai ned. The valve | ocated between the right atrium and the
right ventricleis the tricuspid valve. The valve between the right
ventricle and the pul nonary artery i s the pul noni c val ve. The val ve
| ocated between the left atriumand the left ventricleis the mtral
val ve. The val ve | ocated between the left ventricle and the aorta
is the aortic valve. (Ex. P-95 Y 5 & 6.)

b. VHD i n Genera

VHD i s a group of different conditions which cause a di sruption
in the normal structure and/or function of the heart valves. Wen
a patient suffers from VHD, blood that is supposed to nove in a
forward di rection through the heart | eaks backward or "regurgitates"”
t hrough the di seased valve. (Ex. P-95 9 8.) The existence of VHD
and the extent of regurgitation associated with it can be di agnosed
wi th echocardi ography--a non-invasive study in which ultrasound
waves are used to image cardiac structure and blood flow in the
heart. (Ex. P-95 ¢ 9.)

Apart from VHD related to the use of diet drugs (which is
descri bed bel ow), several other conditions are the principal causes
of valvular regurgitation in the left side of the heart. (Ex. P-95
1 10.) Each of these other conditions may be diagnosed with an
echocardi ogram in accordance with accepted, objective criteria.
(Ex. P-95 { 10.)

The prevalence of valvular regurgitation in the general
popul ati on also varies wth the age of the population--with nore

regurgitation present in older individuals as aresult of the nornal
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agi ng process, as well as their exposure over tine to these various
di seases or agents that are known to cause such regurgitation. (EX.
P-95 9 16; AHP Ex. 613 § 9; AHP Ex. 610 T 13.) Because there is
such a "background" or "control" rate of valvular regurgitation
anong t he general popul ati on who never took di et drugs--and because
that rate varies with the age of the patients and various other
conditions--it is essential that any denonstrati on of causationw th
respect to diet drugs and such regurgitati on be predicated on
control | ed studi es which, on a blinded basis, conpare the preval ence
of such regurgitation anong those who took the drugs and a
simlarly-situated popul ati on of others who did not. (AHP Ex. 611
19 6-10 & 14-16; AHP Ex. 613 § 18; AHP Ex. 610 T 7-9.)

The levels of valvular regurgitation caused by the varying
conditions underlying VHD vary in severity. The degree of val vul ar
regurgitation is neasured by an echocardi ogramin accordance wth
standardi zed techni ques and criteria. (Ex. P-95 ¢ 11.) Using these
t echni ques of neasurenent, the degrees of val vul ar regurgitation are
characterized as trace, mld, noderate or severe. (Ex. P-95 9 12.)
Such valvular regurgitation occurs to varying degrees in the
maj ority of entirely healthy individuals. As all of the cardi ol ogy
experts testified, today’'s echocardiography technology is so
sensitive that it can detect even trivial anpbunts of regurgitation
that require no nedical treatnent and are not a precursor of any

di sease. (Ex. P-95 ¢ 12; AHP Ex. 613 T 6; AHP Ex. 610 Y 11.)

- 25-



MId or greater aortic regurgitation ("AR') and noderate or
greater mtral regurgitation ("MR') is frequently referred to as
"FDA positive regurgitation” based on the FDA's observation that
"[Minimal degrees of regurgitation (i.e., trace mld mtra
regurgitation or trace aortic regurgitation) are relatively comon
in the general population and are not generally considered
abnormal ." (Ex. P-95 ¢ 13; Ex. P-182 at 2 & 6 of 13.) Al of the
experts who testified on this issue agreed that the FDA case
definition--which has cone to be known as "FDA Positive"--is the
appropriate way to defi ne nedi cal |y rel evant val vul ar regurgitation.
Specifically, all the experts testified that the | esser degrees of
regurgitation--including mld mtral regurgitation--are comobn in
t he general popul ati on and have no nedi cal significance. (Ex. P-95
19 13, 18; AHP Ex. 613 1Y 6 & 10.)

Al t hough t he progression in severity of val vul ar regurgitation
resulting fromconditions other than di et drugs has not been subj ect
to rigorous clinical investigation, it is generally accepted that
VHD from such other causes is potentially progressive in nature;
that is, once significant valvular regurgitation exists, it tendsto
beget nore severe regurgitation in asignificant subset of patients.
(Ex. P-95 at T 14.) dinical experience tends to suggest that the
risk of progression of valvular regurgitation is related to the
severity of regurgitation inthe first instance, with mld forns of
regurgitation tending not to progress, and noderate to severe |l evel s

of regurgitation tending to be progressive. (Ex. P-95 9 15.) Trace
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AR, trace MR and mld MR are relatively common conditions, while
nore severe forns of regurgitation tend to be |less comon in the
general population. See, e.q., Ex. P-95 { 16 (di scussing results of
Fram ngham St udy) .

The exi stence and degree of synptons caused by VHD and the
medi cal care required to manage such disease vary significantly
dependi ng upon t he degree of val vul ar regurgitation that the patient
presents. Trace AR, trace MR and mld MR are conpletely
asynptomatic conditions that do not inpose any limtations on a
patient’s ability to function normally. Wthout sone additiona
factor, such as inpaired nobility of the valve "leaflets," patients
wth trace AR, trace MR and mld MR do not require nedica
managenment or treatnent. (Ex. P-95 Y 17 & 18.)

MId ARis an asynptomatic condition that does not inpose any
[imtation on an individual’s ability to function normally.
However, mld AR poses two distinct health risks. First, the
abnormal aortic valveis susceptible to bacteriaintroduced intothe
bl ood streamt hrough i nvasi ve procedures, such as surgery or nor nal
dental hygiene. This, in turn, creates an increased risk of the
patient suffering an infection of the heart valve and surroundi ng
heart nuscle known as "bacterial endocarditis.” Bacteri al
endocarditis is an extrenely serious and often fatal condition
Patients suffering frombacterial endocarditis can devel op severe
regurgitation or peripheral enboli which, in turn, can lead to

stroke, loss of an extremty or major organ failure. Second, mld
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AR can progress to nore severe | evel s of val vul ar regurgitation that
can inpair the functioning of the heart. (Ex. P-95 ¢ 19; Tr. 5/3/00
at 102-103.)

G ven these risks, the accepted regi nen of nedi cal nanagenent
for patients with mld AR is the prescription of antibiotic
prophyl axi s in connection with invasive procedures, such as surgery
or normal dental hygi ene, and periodi c eval uati on by a cardi ol ogi st
to determne if the degree of valvular regurgitation in the patient
IS progressing. (Ex. P-95 1 20.) Typically, the reginmen for
foll owi ng such asynptomatic patients is a yearly exam nation by a
cardi ol ogi st and serial echocardi ographic testing. Since the risk
of progression of valvular regurgitation indiet drug-induced VHDIi s
unknown, an echocardi ogram shoul d be perfornmed one year after the
di agnosis of wvalvular regurgitation is nade. If the aortic
regurgitationremains mld, thenfoll ow up echocardi ograns shoul d be
performed every two to three years to screen for progressive
val vul ar regurgitation. |f the valvular regurgitationis found to
be nore severe on follow up echocardi ographic studies, then the
echocar di ogram shoul d be perforned yearly. (Ex. P-95 ¢ 21.) MId
ARis difficult to appreciate by nerely listening for abnormal heart
sounds wth a stethoscope (auscultation), particularly in obese
i ndi vi dual s. Because of this, and because of the risks of
endocarditis and progression of asynptomatic disease described

above, many physicians believe that patients who are at risk for
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devel opi ng AR shoul d recei ve screeni ng echocardi ograns. (Tr. 5/3/00
at 98-99; Ex. P-95 { 41.)

At the other end of the spectrumof VHD, severe AR and severe
MR are conditions in which the percentage of blood ejected fromthe
heart (the "ejection fraction") canfall significantly bel ownornmal.
Wth chronic severe aortic and mtral regurgitation, patients are
often asynptomatic at first and becone synptomati c when the heart
function begins to fail. (Ex. P-95 9 22.) When such patients are
synptomatic, their synptons wll include shortness of breath,
fatigue and/or di m nished exercise capacity. (Ex. P-95 § 23.)

Severe val vul ar regurgitation | eads to a vol une overl oad of the
heart. The size of the left atriumand/or |left ventricle tends to
increase in response to the volune overload created by severe
regurgitation. This phenonenon is described as left ventricul ar
and/or left atrial "dilatation" ("LV/LA"). In addition, the
t hi ckness of the walls of the atriumand/or ventricle also tends to
increase in response to the volunme overload created by severe
regurgitation. This process is known as left ventricular
hypertrophy and/or left atrial hypertrophy. Over tinme, heart
function will deteriorate, and as the left ventricular ejection
fraction decreases, the pressure wthin the left wventricle
increases. This, inturn, will lead to an increase in the pul nonary
venous pressures and an increase in the pulnonary artery pressure.
This secondary pulnonary hypertension (PH) is a marker of

significant cardiac dysfunction and may not return to normal even
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after valve surgery. |In addition, the hypertrophy and dilatation
may al so be permanent conditions that may not be corrected nedically
or surgically follow ng valve repair or replacenent. (Ex. P-95 1
24.)

When dil atation and/or hypertrophy progress to a sufficient
| evel of abnormality, the patient is exposedto the follow ng risks,
anong ot hers:

. The patient is at risk of developing chronic atrial
fibrillation in the case of severe MR, that can lead to a
stroke or peripheral enbol us;

. The patient is at risk of developing ventricular
fibrillation or ventricular tachycardia, dangerous
arrhythmas, that can precipitate the patient’s sudden
deat h;

. The patient has a high risk of devel opi ng congesti ve heart
failure, an often fatal condition; and

. The patient is at risk of devel opi ng permanent pul nonary
hypertension, that can lead to persistent synptons of
shortness of breath, fatigue, congestive heart fail ure and
deat h.

(Ex. P-95 ¢ 26.)

Drug therapies can be used in the treatnent of severe AR and
severe MR, particularly before the patient devel ops synptons,
hypertrophy, dilatation and/or pulnonary hypertension. These
i ncl ude drugs that increase the strength or the contractility of the
heart and drugs that decrease the afterload of the heart to allow
the heart to beat nore easily. (Ex. P-95  27.) However, where a
patient with severe MR or severe AR exhibits significant synptons or

begins to exhibit hypertrophy, dilatation and/or pulnonary

hypertension (PH), surgery is usually the treatnment of choice.
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Surgery involves the operative repair of the diseased valve, if
possi ble, or the replacenent of the diseased valve with either a
nmechani cal valve or a porcine valve. (Ex. P-95 f 28.)

The average cost of valvular repair or replacenent surgery,
i ncl udi ng bot h physi ci an and hospital fees, ranges between $30, 000-
$50, 000. (Ex. P-94 at 7-8 of 41.) Valvular repair/replacenent
surgery in properly selected patients is a safe procedure. The
norbidity/nortality associated with valvular repair/replacenent
surgery during the intra-operative and post-operative period in | ow
risk patients is between 2 and 4 percent, wth a long-term
norbidity/nortality for such patients averagi ng about 3 percent per
year. (Ex. P-95 ¢ 29.) Patients who undergo valve repair or
repl acenent surgery are nornmally able to resune their activities of
daily living without significant restrictionor disability. (Ex. P-
95 ¢ 30.)

However, val vul ar repair or replacenent surgery i s not wthout
risk. Patients who receive netallic prosthetic valves nust take
bl ood thinning agents for the rest of their lives. Patients who
receive tissue valves do not require blood thinners. However
ti ssue valves are | ess durable than netallic valves, and over one-
third of patients with tissue valves wll have valve failure within
11 years of surgery. (Ex. P-95 ¢ 31.) Valve repair/replacenent
surgery i s acconpanied by the risk of stroke, peripheral enbolus
wWth severe inpairnent to the kidneys, abdom nal organs, or

extremties, renal failure, quadriplegia or paraplegia resulting

-31-



fromcervical spine injury and post-operative infection. (Ex. P-95
1T 31.) Therefore, the decision to perform valve repair or
repl acenent surgery invol ves striking a bal ance between the ri sks of
surgery and the risks of severe regurgitation. (Ex. P-95 | 32.)

As Dr. Brennan, a public health expert and board-certified
internist, testified--and as is well-accepted in the nedical
literature--the use of echocardiograns to screen and nonitor
patients who are at sone increased risk of developing val vular
regurgitation should further reduce the norbidity and nortality
associated wth possible progression and conplications of the
di sease (which takes years toinjure a patient’s heart after it can
be detected on an echocardi ogran) as conpared to patients who are
not so screened and nonitored. Specifically, a higher-risk
popul ation that is screened and nonitored in this fashion can be
treated--either through nedi cation, val ve repair or repl acenent--at
the optimal tine to reduce the likelihood that they wll suffer
per manent heart damage or other conplications of unchecked val ve
di sease. No expert testified to the contrary. (Tr. 5/3/00 at 101-
104, 114-116.)

G ven the above, the reginen to be followed in the nanagenent
of patients suffering fromsevere AR and severe MR consists of:

1. prescribing antibiotic prophylaxis in connection w th any
I nvasi ve procedures, such as surgery or dental hygi ene;

2. frequent exam nation and evaluation of the patient by a
cardi ol ogi st, including frequent use of echocardi ograns,
to assess the degree of regurgitation, the presence and
extent of LV/LA dilatation, the presence and extent of
LV/ LA hypertrophy, the patient’s ejection fraction, the
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patient’s pul nonary artery pressure, the patient’s synptom
status and ot her cardi ovascul ar paraneters;

3. treatment with nedication; and
4, surgery, where indicated.
(Ex. P-95 at Y 33.)

Finally, noderate MR and noderate AR are asynptomatic
conditions that do not inpair an individual’s ability to function
normal |y. Typically, these conditions pose the sanme risk and
require the sane reginen of nedical managenent as that which is
appropriate for the managenent of mld AR  However, when noderate
MR and/ or noderate AR approach the |level of severe regurgitation,
the patient can begin to develop PH LV/LA dilatation, and LV/LA
hypertrophy. \When such conditions develop, it is appropriate to
treat the patient in the same nanner as one would treat a patient
who had severe regurgitation with such findings. (Ex. P-95 f 34.)

C. VHD and Di et Drugs

The relationship between the ingestion of the fenfluram ne
derivatives and VHD has been subject to extensive scientific
i nvestigation. Since the withdrawal of Pondi m n and Redux fromthe
mar ket in Septenber 1997, a nunber of investigators have conducted
controll ed studies that have conpared the preval ence of valvul ar
regurgitation anong patients who previously took fenfluram ne
dexfenfluram ne or the Fen/Phen conbination to simlarly situated
subjects (i.e., matched controls) who had not taken diet drugs.
There are 14 princi pal studi es and a nunber of other investigations

that studied a total of nore than 12,000 patients who took
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fenfluram ne and/or dexfenfluram ne for varying lengths of tine.
(Exs. P-113, P-127, P-170, P-172, P-173, P-122, P-115, P-153, P-228,
P-111, P-118, P-119, P-126, P-138, P-148 & P-149.) As stated in a
February 1999 Review article that summarized a nunber of these
st udi es, "Fenf | uram ne and nor e recently its d-i soner
Dexfenfl uram ne have been the nobst extensively studied anorexic
drugs for the past 30 years." (Dunn LT 84 at 123.) Al though these
studies vary in their design, each is a valid scientific study
supported by the undisputed expert testinony as reliable and
aut horitative.

As a result of the unprecedented anount of study that diet
drug-rel ated val vul opathy has received, it is possible to reach
reliabl e conclusions regarding the nature of the di sease process,
the effect of duration of use, |atency, progression, incidence and
preval ence. It appears clear that the fenfluram ne derivatives,
Pondi mn and Redux, cause valvular heart disease by producing
pl aques that becone "stuck-on" to the valve structures causing
regurgitant lesions. (Ex. P-113.) Equally clear is that there is
a duration-response rel ati onshi p between exposure to the drugs and
t he devel opnent of regurgitant | esions. An enornous body of
epidemologic data from the authoritative, reliable studies
descri bed above establishes with a high degree of confidence that
the population of patients who took fenfluramne and/or
dexfenfluramne for less than three nonths does not have a

significant increased risk of FDA Positive levels of valvular
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regurgitation. (Tr. 5/3/00 at 93-96; Ex. P-90 1 5; Tr. 5/8/00 at
24; Ex. P-122; AHP Ex. 587A; Ex. P-115; Ex. P-228; Ex. P-170.)

Mor eover, al though short-termtherapy with Pondimn or Redux
was reported to produce an i ncreased ri sk when bot h FDA Positive and
non- FDA | evel s of regurgitation were consi dered, there was no | onger
a significant difference between exposed and control subjects when
the sanme population was re-evaluated 3 to 5 nonths after
di scontinuation of the use of the drugs and agai n at one year after
di sconti nuati on. (Exs. P-172 & P-173.) In contrast, there is
epidem ol ogic evidence that the use of fenfluramne or
dexfenfluram ne for durations of three to six nonths or |onger
produces a significant increased risk of FDA Positive |evels of
regurgitation and that this risk increases in proportion to the
duration of therapy. (Ex. P-90 1 5; Tr. 5/5/00 at 24; Tr. 5/3/00 at
96.)

Wth respect to the I evels of regurgitation which the FDA has
defined as nedically relevant ("FDA Positive"), the studies are
consistent in finding that the only increased risk of such
regurgitation anong patients who previously took fenfluram ne or
dexfenfluramne is a risk of mld aortic regurgitation, and that
such increased ri sk does not occur until patients took the drugs for
a "threshol d" duration of three to six nonths or nore. (Tr. 5/3/00
at 94-95; AHP Ex. 609 1 8; Tr. 5/8/00 at 78-79; AHP Ex. 611 | 17;
AHP Ex. 610 7 10.) Al of the other clinical studies are consi stent

wWiththis durational findingwth respect tothe associ ati on between
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FDA Positive aortic regurgitation and the use of the drugs.
Specifically, inthe Ryan-Jollis, Weissman |, Weissman ||, Wi ssnan
11, Gardin |, Gardin Il and Davidoff Studies, there was no
statistically significant increase inthe preval ence of FDA Positive
aortic regurgitation anong the pati ents who had taken fenfl uram ne,
dexfenfluram ne, or the fen-phen conbination for three nonths or
| ess. (AHP Ex. 174A at Table 2; AHP Ex. 175 at 10; P-170 at Tabl es
1 and 2; P-172 at Tables 1 and 2; AHP Ex. 185A at Tables 1-4; P-122
at 1706; AHP Ex. 587A; AHP Ex. 121 at 11, 20 & 28; Tr. 5/3/00 at
94-95; AHP Ex. 609 1 8; Tr. 5/8/00 at 78-79; AHP Ex. 611 f 17; AHP
Ex. 610 ¥ 10.)

Wth respect to the relative prevalence of mtral
regurgitation, the controlled clinical studies do not denonstrate a
statistically significant increased risk of FDA Positive (noderate
or greater) mtral regurgitation regardl ess of duration of use. For
exanple, the Ryan-Jollis Study found that--in conparison to a
background rate of 2 percent of FDA Positive mitral regurgitation
anong the untreated control subjects--none of the patients treated
Wi th the fen-phen conbination for 90 days or | ess, 2 percent of the
patients treated for 90 to 180 days, 3 percent of the patients
treated 181 to 360 days, 3 percent of the patients treated 361 to
720 days, and 2 percent of the patients treated for 720 days or nore
had such regurgitation. None of these slight differences was
statistically significant for any of the durational subgroups, nor

was the rate of FDA Positive mtral regurgitation anong all of the
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treated patients taken as a whole (2.5 percent) significantly
different fromthe control rate of 2 percent. (AHP Ex. 175 at 12.)

All of the other controlled clinical studies simlarly found
that there was no statistically significant increased risk of FDA
Positive (noderate or greater) mtral regurgitation anong patients
treated with fenfluramne, dexfenfluramne, or the fen-phen
combi nati on, regardl ess of duration of use. (Exs. P-153 at 2163; P-
130 at Table 2; P-170 at Table 2; P-172 at Table 2; AHP Ex. 185A; P-
122 at 1707, AHP Ex. 587A; AHP Ex. 121 at 13; AHP Ex. 609 | 8, AHP
Ex. 611 1 18; AHP Ex. 610 7 10.) None of the clinical studies have
reported an increased risk of either tricuspid or pulnonic
regurgitation anong patients treated wth fenfluramne or
dexfenfl uram ne regardl ess of duration of use. (Exs. P-170, P-115,
P-111 and P-122.)

Al'l of the expert w tnesses who testified in this case and
expressed an opinion with respect tothe increased risk of nedically
significant valvular regurgitation |ikew se agreed that increased
risk anmong fornmer fenfluramne or dexfenfluram ne patients is
limted to the aortic valve and begins at a "threshol d" | evel of at
| east three nonths or nore. No expert testified to the contrary.
(Tr. 5/3/00 at 93-95; AHP Ex. 609 § 8; AHP Ex. 613 19 43-58; AHP Ex.
611 MY 17-32; AHP Ex. 610 ¥ 10.)

The state of scientific know edge concerni ng di et drug i nduced

val vul ar heart disease was recently summarized by a prom nent
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phar maco- epi dem ol ogi st, Hershel Jick, inarecent editorial inthe

Journal of the Anerican Medical Association as foll ows:

[mMillions of patients were prescribed
Fenfluramnes prior to 1997. For the
substantial majority who took the drug for | ess
than three nonths, the risk of heart valve
di sorders appears to be mnimal. In those who
t ook the drugs |onger than three nonths, nany
wi | | have devel oped echocar di ographi ¢ evi dence
of cardiac val ve disorders, particularly mld

AR In the mpjority of instances, these
abnormalities nost likely are benign and are
unlikely tolead to clinical disease. However,
a snal | proportion of patients have

substantially increased risk for clinically
i mportant val vul opathy and cardi ovascul ar
consequences as a result of taking anorexigens.
However, because Fenfluram nes have been
unavail abl e since 1997, judgnents about the
overal |l consequences of Fenfluranm ne use are
likely to be limted to the results of those
studi es al ready conpl et ed.
Ex. P-128 at 2-3.

In sum the nedical situation of individuals who used AHP s
products, Pondimn and Redux, is as follows. First, because the
popul ati on of individuals who took diet drugs for nore than three or
four nmonths is at an increased risk of asynptomatic val vul ar heart
di sease, it is appropriate for them to have a screening
echocardiogram to determine if they have developed VHD as a
consequence of exposure to Pondimn and Redux. Second, to the
extent that diet drug recipients mani fest FDA Positive |evels of
regurgitation, they require antibiotic prophylaxis and ongoing
nmedi cal surveillance to determne if there is progression in their
condition such that further medical treatnent or intervention is

appropri ate. (Tr. 5/3/00 at 102-103.) Finally, if diet drug
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reci pi ents have or devel op serious |l evels of regurgitation (defined
as either severe regurgitation or noderate regurgitation wth
dilatation, hypertrophy, reduced ejection fraction, or pul nonary
hypertensi on) then such i ndividuals suffer disabling conditions for
whi ch substantial conpensation is warranted.

2. The Risk of Primary Pul nobnary Hypertension ("PPH")

PPH is a disease that affects pulnonary circulation. PPH s
characterized by scarring and fibrosis of the pulnonary arteries
whi ch carry deoxygenated bl ood fromthe right side of the heart to
the lungs. This scarring prevents the blood cells fromeffectively
absor bi ng oxygen as they pass the alveoli in the lungs. Moreover,
the scarring within the pulnonary arteries obstructs the flow of
blood wthin the vessels, causing the blood pressure in the
pul nronary arteries pressure to rise. The right ventricle of the
heart attenpts to overcone the increasing resistance to the flow of
bl ood through the pulnonary arteries by growng |arger and nore
muscular. Utimtely, this dilatation and hypertrophy of the right
ventricle will cause the heart to fail and result in the patient’s
death. (Tr. 5/2/00 at 223-27 & 231-32.)

PPHis a relentlessly progressive disease that |eads to death
invirtually all circunstances. The only approved treatnent for the
di sease i nvolves the adm ni stration of a drug known as Prostacyclin
("Flolan"), which nust be admnistered continuously through an
i ntravenous punp. Flolan is not a cure for the disease. If it is

used successfully, it can reduce the patient's synptons and del ay
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death for a fewyears. Adm nistration of the drug i s acconpani ed by
a hi gh incidence of serious conplications. The drug can cause death
if adm nistered to patients who do not suffer fromPPH, and is thus
contraindi cated for use in such patients. (Tr. 5/2/00 at 237-245.)
The proper diagnosis of primary pulnonary hypertension is
extrenmely inportant for two reasons. First, the diagnosis is
acconpani ed by enornous psychol ogi cal trauma to the patient because
it is a virtual death sentence. Second, proper diagnosis is
i nportant because the treatnent adm nistered as a result of the
di agnosis is extraordinarily dangerous in patients who do not, in
fact, suffer fromthe disease. (Tr. 5/2/00 at 236-38, 242-43.)
The community of physicians with expertise in diagnosing and
treating PPH have repeatedly reached a consensus concerning the
appropriate criteria for diagnosing and defining the di sease. This
consensus was expressed at the Wrld Health O gani zation neeting in
1973, in a statenent of the Anerican Col | ege of Chest Physicians in
1993 and in the Executive Summary of the World Synposi umon Primary
Pul monary Hypertension in 1998. In addition, this "consensus
definition" of PPHwas expressed in every najor epi dem ol ogi ¢ study
concerni ng the di sease that has ever been done. The consensus for
defining and di agnosing PPH has three elenents. The first of the
three criteria necessary to nmake a diagnosis of primary pul nonary
hypertension is a nmean pul nonary artery pressure > 25 nmHg at rest

or > 30 nmHg with exercise as neasured at cardi ac catheterization.?

2 Doppl er echocardi ography does not accurately assess

pul nonary artery pressure in a consistently reliable way.
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(Tr. 5/2/00 at 230-31, 254-55, 259-62, 265 & 268-69; Tr. 5/3/00 at
13.)

There are many conditions aside from PPH that can cause an
el evation in pulnonary artery pressure. These include systemc
hypertension (i.e., "high bl ood pressure”) and a vari ety of di seases
which affect the left side of the heart including cardi onyopathy,
mtral stenosis, pul nonary vein obstruction, astiff |eft ventricle,
and like conditions. Because PPH is a disease that originates in
the pul nonary arterial system patients with the disease wll have
normal pressures in the left side of their heart even though they
have abnormal pressures in the right side of their heart. In
contrast, patients who have conditions other than PPHthat result in
an el evated pul nonary artery pressure will have an el evation in the
"pul nonary capillary wedge pressure” which accurately reflects the
pressure in the left atrium The only way to neasure pul nonary
capillary wedge pressure is through a cardiac catheterization
Accordingly, the second criterion necessary for the diagnosis and
treatment of PPHis the presence of a "normal" pul nonary capillary
wedge pressure of < 15 mmHg. (Tr. 5/2/00 at 230-31, 258-62, 266,
268-69 & 279-80; Tr. 5/3/00 at 13, 53-54.)

Finally, PPHIis a diagnosis of exclusion. Therefore, in order
to reach the diagnosis, all "secondary" causes of pulnonary
hypertensi on nust be excluded. These include diseases known to be

associated wth pul nonary hypertensi on such as collagen vascul ar

Pul nonary artery pressure can, however, be accurately be neasured
by cardi ac catheterization.
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di sease, congeni t al systemic to pulnonary shunts, porta
hypertensi on, toxin-induced |ung disease, significant obstructive
sl eep apnea, interstitial fibrosis (such as silicosis, asbestosis,
or granul omat ous di sease), H Vinfection and others. (Tr. 5/2/00 at
17, 19-20.)

The normal incidence of PPH in the population is 1 to 2 new
cases per mllion people per year. Two well done epidem ol ogic
studi es establish that the use of fenfluram ne and dexfenfl uram ne
cause PPH. (Exs. P-209 & P-175.) In 1996, Dr. Abenhaim and his
col | eagues published the results of the International Primry
Pul nonary Hypertension Study. This study denonstrated that the risk
of devel oping PPH in individuals who used fenfluram ne | onger than
t hree nonths i ncreased twenty-three fold. (Ex. P-209.) In March of
2000, the journal CHEST published the results of an epidem ol ogic
study entitled the Surveillance of North Anerican Pul nonary
Hypertension. This study confirnmed the associ ati on between t he use
of fenfluram ne derivatives and PPH  (Ex. P-175.)

E. The Legal Circunstances of the d ass

Diet drug recipients have faced and will continue to face
significant | egal obstacl es in obtaining appropriaterelief. First,
the statutes of Ilimtation in various states pose significant
obstacles to recovery. Mst jurisdictions have a "di scovery rule,”
whi ch hol ds that an i ndi vi dual nust commence suit within a specified
period of tinme after he or she knows, or in the exercise of

reasonabl e diligence, should have known that they have suffered an
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injury and that it was caused by the defendant. See e.q., Pearce v.

Salvation Arny, 674 A 2d 1123, 1125 (Pa. Super C. 1996); Cochran v.

GAF Corp., 666 A 2d 245 (Pa. 1995); HECI Exploration Co. v. Neel,
982 S. W 2d 881, 886 (Tex. 1998). Pondi m n and Redux were w t hdrawn
fromthe market in Septenber 1997 acconpani ed by an unprecedented
anount of publicity which effectively warned diet drug users that
t hey may have devel oped val vul ar | esions which could be detected
t hr ough non-i nvasi ve echocardi ograns. Al so, these | esions are not
latent. |If they are going to occur, they are going to occur during
drug use (or shortly thereafter) and be denonstrable on
echocar di ogram Therefore, AHP has an argunent that diet drug
users, acting with reasonable diligence, should have | earned that
t hey had heart val ve danage as a result of using Pondi m n and Redux
beginning with the withdrawal of the drugs from the market in
Septenber 1997. Since nost states have statutes of |limtation of
two years or less, AHP could argue that the statute of limtations
has run on clainms of valvular heart danmage by nost diet drug
reci pients. Even though there are approxi mately 18, 000 i ndi vi dual s
who have commenced actions agai nst AHP, at present this neans that
a substanti al nunber of viable clains by diet drug recipients could
be tinme-barred. (Tr. 5/2/00 at 34-35.)

Mor eover, because of vagaries in the |lawgoverning recovery for
potentially progressive injuries, the damage cl ai ns of individuals

who are not presently suffering fromserious diet drug-induced VHD
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are potentially subject tothe follow ng types of resolution by the
courts:

1. many courts may hol d t hat such plaintiffs are not entitled
to any recovery of damages at the present tine because
t hey do not have a "synptomatic" injury, but that a cause
of action will accrue in the future without a statute of
[limtations tinme bar if their disease progresses to a
synptonatic | evel;

2. many courts may hold that plaintiffs can recover
conpensat ory danages for asynptomati c val ve di sease t oday
and that a separate cause of action nmay accrue in the
future, wthout a statute of limtations tine bar, in the
event that their disease progresses to a nore serious
| evel ; and

3. many jurisdictions may hold that claimants can recover
conpensat ory danages for their asynptonmati c val vul ar heart
di sease at the present tine, but will never recover for
the risk of future progression because that risk is too
specul ative, does not neet "nore likely than not"
standards, and/or because val vul ar heart disease is not
subject to a "two disease" rule that recognizes the
accrual of two separate causes of action where there are
nore serious manifestations of an underlying disease
process.

(Tr. 5/2/00 at 34-35.) Thus, it would be beneficial for diet drug
recipients to obtain appropriate |egal protections such that they
have a viable claimfor relief when, as, and if, they discover they
have either FDA Positive levels of regurgitation or that they have
seri ous VHD

F. The Settl enent

1. The C ass

On Cctober 12, 1999, a conplaint entitled Brown v. Anerican

Home Products Corporation was filed in this action. (C ass Action

Conmpl . Ex. P-1; Am dCass Action Conpl. Ex. P-2; Second Am ( ass
Action Conpl. Ex. P-65.) The Brown Conpl aint was filed as a vehicle
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for conmbining the clains of class nenbers asserted in pending
federal and state diet drug litigation throughout the country into
a single conplaint to facilitate class action treatnent of those
clains for settlenent purposes. (Tr. 5/2/00 at 56-57.) The
Settl| enent Agreenent was reached with respect to a class consi sting
of all persons in the United States who i ngested Pondi m n and Redux
and their associ ated consortiumclaimants. (Ex. P-3 at 19 of 148.)
The class includes five discrete subcl asses:
Subcl ass 1(a): those class nenbers who took Pondi m n or Redux
for 60 days or less and who have not been
di agnosed as having FDA Positive |evels of
val vul ar regurgitation by Septenber 30, 1999;
Subcl ass 1(b): those class nenbers who ingested Pondi mn or
Redux for 61 days or nore and who, |ikew se,
have not been di agnosed as havi ng FDA Positive
levels of valvular regurgitation as of
Sept enber 30, 1999;
Subcl ass 2(a): those class nenbers who ingested Pondimn or
Redux for 60 days or |ess and who have been
di agnosed as having FDA Positive |evels of
val vul ar regurgitation as of Septenber 30,
1999;
Subcl ass 2(b): those class nenbers who ingested Pondimn or
Redux for 61 days or nore and who have been

di agnosed as having FDA Positive |evels of
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val vul ar regurgitation by Septenber 30, 1999;
and

Subcl ass 3: t hose class nenbers who ingested Pondimn or
Redux and who are not FDA Positive but who have
been di agnosed as havi ng MId Mtra
Regurgi tati on.

(Ex. P-3 at 19-21 of 148.)
2. The Benefits of the Settl enent

a. Medical Monitoring, Medical Screening and
Matri x Conmpensation Benefits

The Settlenment Agreenent provides that all persons who took
diet drugs for 61 days or nore who were not diagnosed as "FDA
Positive" by Septenber 30, 1999 (i.e., nmenbers of Subclass 1(b) as
defined above) are entitled to receive a state-of-the-art
t ranst horaci ¢ echocardi ogramand a consultation with a cardi ol ogi st
concerning the results of that echocardi ogram (Ex. P-3 at 34 of
148.) The Settl enent Agreement makes certai n provisions for nmenbers
of Subcl ass 1(a) (those who took diet drugs for 60 days or less) to
obtain nonitoring relief in certain circunstances. |In particular,
menmbers of Subclass 1(a) are entitled to recover the net out-of-
pocket costs which they incur for echocardi ograns conducted during
the screening period if they are diagnosed as having FDA Positive
val vul ar regurgitation. (Ex. P-3 at 35-36 of 148.) In addition,
the Settlenment Trustees may, at their discretion and in appropriate
cases for conpassionate and humanitarian reasons, provide a

transthoracic echocardiogram and an associated interpretive
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physician visit for nmenbers of Subclass 1(a).® (Ex. P-3 at 36 of
148.) In addition, the Settl enent Agreenent provides that nenbers
of Cass 1(a) and 1(b) can obtai n echocardi ograns upon trial court
approval of the settlenent in the case of financial hardship.* (Ex.
P-3 at 37 of 148; Ex. P-32 at 2 of 13.)

The period of tine provided during which echocardi ograns
described in the foregoing findings are to be conpl eted under the
ternms of the Settlenment Agreenent (the "Screening Period") is 12
nonths from the date on which the settlenent receives "Final
Judi cial Approval." As defined in the Settlenment Agreenent, Final
Judi ci al Approval refers to the approval of the Settl enent Agreenent
as a whol e by the district court and such approval becom ng final by
the exhaustion of all appeals, if any, wthout substanti al
nodi fication of the order or orders granting such approval. The
court may extend the Screening Period for an additional six nonths
for cause shown. (Ex. P-3 at 10 & 12 of 148.) d ass nenbers who
W sh to receive the nedical nonitoring benefits descri bed above nust
register to receive such benefits by Date 1, which is 210 days after
t he date of Final Judicial Approval. (Ex. P-3 at 9 & 34-36 of 148.)

The nedical nonitoring benefits are to be furnished free of
charge by a Trust Fund established under the Settl ement Agreenent as

described in greater detail below. (Ex. P-3 at 34-36 of 148.) It

® The amount which may be expended under the Settl enent

Agreenent to provide this benefit, in the aggregate, nmay not
exceed $20 million.

* The aggregate anount avail able under the settlenent to
provide this benefit to Cass Menbers is limted to $10 mllion.
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is expected that the Trust wll contract with a network of
approxi mately 10, 000 board certified or board eligible cardi ol ogi sts
| ocated throughout the country who are qualified to perform and
i nterpret echocardi ograns and to consult with patients concerning
the results of those echocardiograns. (Tr. 5/2/00 at 69; Tr. 5/9/00
at 25-31.) This network will be sufficiently extensive to provide
class nenbers with the opportunity to choose anong severa
conveniently |located cardiologists to perform the nonitoring
servi ces provided by the Settl enment Agreenent regardl ess of whet her
cl ass nmenbers reside in a rural or urban setting. (Tr. 5/2/00 at
69; Tr. 5/9/00 at 25-31.) It is expected that, on average, the
Trust's cost to provi de an echocardi ogramand i nterpretive physician
visit pursuant to the Settlenent Agreenent wl]l aver age
approxi mately $800 per class nmenber. (Tr. 5/2/00 at 69; Tr. 5/9/00
at 31.)

Each class nenber who is diagnosed as having MId Mtral
Regurgitation by the end of the screening period and who registers
as such by a date which is 120 days after the end of the Screening
Period (defined in the Settlenent Agreenent as "Date 2") will be
entitled to recover conpensatory danmages pursuant to a settl enent
"matrix" in the event that they develop serious levels of mtra
regurgitation by the year 2015, or, alternatively, each such person
may exercise a "back-end opt-out." (Ex. P-3 at 38-56 & 61-63 of
148.) Wth respect to any class nenber who properly and tinely

exercises a right of back-end opt-out, AHP nay not raise a defense
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based on a statute of limtations or repose or a defense based on
i nproper splitting of a cause of action. By the sanme token, any
cl ass nenber exerci sing a back-end opt-out may not recover punitive,
exenpl ary or multi pl e damages agai nst AHP, and nay not use any pri or
verdi cts or judgnents agai nst AHP under the doctrines of coll ateral
estoppel, res judicata, or other doctrine of issue or «claim
preclusion. (Ex. P-3 at 61-63 of 148.)

| f a class nenber | earns that he or she has FDA Positive | evels
of regurgitation after Septenber 30, 1999 but before the end of the
Screening Period, that individual has the right to opt out of the
settlement and to pursue a claimfor conpensatory damages in the
tort systemw thout neeting the bar of the statute of limtations or
a defense of splitting of causes of action and w thout relying on
any prior verdicts or judgnment agai nst AHP under the doctrines of
collateral estoppel, res judicata, or other doctrine of issue or
claimpreclusion. This "internediate opt-out” right is in addition
totheinitial opt-out right of all class nenbers. (Ex. P-3 at 57-
60 of 148.)

Those i ndi vi dual s who have FDA Positive | evel s of regurgitation
but do not exercise an initial or internediate opt-out right have
the right to receive nedical services fromthe Settlenent Trust to
the extent appropriate to nonitor their VHD. Such services may
i ncl ude periodic nmedically appropriate echocardi ograns, cardi ol ogy
consul tations, chest x-rays, | aboratory studi es, el ectrocardi ograns

and other services necessary and appropriate to determne the
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cardiac status of individuals who have FDA Positive |evels of
val vul ar regurgitation. (Ex. P-3 at 38 of 148.) d ass nenbers may
elect to receive cash in lieu of the provision of such services.
For class nenbers who took diet drugs 61 or nore days and who have
FDA Positive |levels of regurgitation, the settlenent provides that
t hey shall receive $10,000 in nedical services or $6,000 in cash.
For cl ass nenbers who t ook AHP s di et drugs for 60 days or |ess, the
agreenent provides that they shall receive $5,000 in nedical
services or $3,000 in cash.® (Ex. P-3 at 34-36 & 38 of 148.)
Finally, if <class nenbers wth FDA Positive Ilevels of
regurgitation progress to serious |evels of VHD by the year 2015,
they wll have a right, as such conditions occur, to receive
conpensation pursuant to the terns of the settlenent nmatrices or to
exercise a "back-end opt-out” and pursue their <claim for

conpensat ory damages (but not punitive danages) in the tort system

°® Dr. Mcdellan concluded that the "additional nedical
servi ces" benefits provided under Fund A woul d be nore than
adequate to pay for the possible nedical expenses of class
menbers who are found to be FDA Positive but who do not have
Matri x-1evel conditions. Relying on guidelines for the care of
such patients, the reports of other experts in this proceedi ng
and his own clinical experience, Dr. McCellan testified that
such patients would need at |east one foll ow up echocardi ogram
m ni mal addi ti onal cardiac screening during their periodic
physi cal exam nations, antibiotic drugs prior to certain nedical
procedures and perhaps additional echocardiograns in the future.
Dr. Mcdellan concluded that the benefits provided to class
menbers are nore than adequate to pay for this |imted additional
care. (AHP Ex. 614 1Y 18-23.) See generally, AHP Ex. 111; AHP
Ex. 117; AHP Ex. 577; AHP Ex. 600; and AHP Ex. 601. No evidence
was offered at the Fairness Hearing to suggest that the anounts
provi ded under Fund A woul d be inadequate to pay for necessary
nmedi cal care for class nenbers qualifying for paynents from Fund
A
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W thout any tinme bar or other defense arising from a statute of
limtations, a statute of repose or the like. (Ex. P-3 at 38-56,
61- 63 of 148.) C ass nenbers who progress to nore serious | evel s of
val vul ar heart di sease have the right to "step up" to higher anounts
of conpensation as those |levels occur pursuant to the settlenent
matrices. (Ex. P-3 at 38-56 of 148.)

There are four matrices under the settlenent. Matrix A-1
descri bes the conpensation available to diet drug recipients with
serious VHD who took diet drugs for 61 days or |onger, who are
regi stered as having FDA Positive |evels of valvular regurgitation
by Date 2 and who do not have any of the alternative causes of VHD
that make the B matrices applicable. (Ex. P-3 at 39-55 of 148.)
Matri x A-2 descri bes the conpensati on avai |l abl e t o spouses, parents,
children and significant others of diet drug recipients entitledto
conpensation on Matrix A-1. (Ex. P-3 at 39-55 of 148.)

Matrix B-1 describes the conpensation available to class
menbers with serious VHD who were registered as having only MId
Mtral Regurgitation by the close of the Screening Period, or who
took di et drugs for 60 days or | ess, or who have factors that woul d
meke it difficult for themto prove that their VHD was caused by the
use of diet drugs. 1d. These conditions include nost conditions
that are objectively identifiable as causes of VHD i ndependent of
the use of diet drugs. (Ex. P-3 at 39-55 of 148.) WMatrix B-2

descri bes the conpensation available to the spouses, parents,
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children and significant others of those entitled to conpensation on
Matrix B-1. (Ex. P-3 at 39-55 of 148.)

The matrices are conposed of cells fornmed by the intersection
of five separate matrix levels of severity and 11 separate age
intervals ranging fromdiet drug recipients who are |ess than or
equal to 24 years old to diet drug recipients who are 70 to 79 years
of age. Cenerally, the anmount of conpensation provided by the
matri ces decreases w th age both because younger i ndividual s have a
| onger damage period and because, as discussed above, age
increasingly confounds the effects of diet drugs in producing
val vul ar regurgitation. (Tr. 5/2/00 at 76-77.)

The levels of VHD described on the settlenent matrices
correspond with the nedical consensus regarding the stages of
serious VHD. Level | describes those individuals who either have
severe regurgitation or have suffered bacterial endocarditis. Level
|1 describes those individuals with noderate to severe regurgitation
who have evidence of changes in their cardiac status such as
hypertrophy, dilatation, reduced ejection fraction, pulnonary
hypertension and the like. Level I1l describes those individuals
who have or need val vul ar repair or replacenent surgery. Level IV
descri bes those i ndividual s who suffer fromeither conplications of
val vul ar surgery or whose di sease has progressed to the point that
surgery is not an effective renedy. Level V describes those
i ndi vi dual s whose VHD i s so far advanced that it is termnal. (EX.

P-95 ¢ 48; Ex. P-3 at 40-50 of 148.) Each cell fornmed by the
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intersection of an age interval with a severity | evel describes the
anount of conpensation to which a claimant neeting those criteriais
entitled.

Cl ass nenbers do not have to denonstrate that their injuries
wer e caused by ingestion of Pondimn and Redux in order to recover
Matri x Conpensation Benefits. Rather, the Mtrices represent an
obj ective system of conpensati on whereby clai mants need only prove
that they neet objective criteria to determne which matrix is
appl i cabl e, which matrix | evel they qualify for and t he age at which
that qualification occurred. (Ex. P-3 at 38-56.)

I n addition, the anmounts specified by each cell of each matrix
will be increased by 2% per year to provide protection against
inflation for individuals who qualify for such paynents in the
future. This two percent increase is sufficient protection agai nst
inflation given the historical annual rate of change i n the consuner
price index. (Tr. 5/2/00 at 78, Ex. P-3 at 55-56 of 148; Ex. P-94
at 3 of 41.)

Under the Settlenment Agreenent, the determ nation of a matrix
benefit is not subject to the exercise of discretion by the
Adm ni strators of the Settlenent or by any court. Rather, benefits
determ nations are based on the sworn certification of a board
certified physician--primarily a board certified cardi ol ogi st or
cardi ot horaci ¢ surgeon--that a class nenber either has or does not
have each of the conditions applicable under the settlenent

matrices. (Tr. 5/2/00 at 79; Ex. P-3 at 101-02 of 148.)
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In order to prevent fraud, the settl enment requires the Trustees
to performa quarterly audit of five percent of the total clains for
Matri x Conpensation Benefits in accordance with a plan of audit
adopt ed by those responsi ble for adm nistration of the settlenent.
In addition, the settlenent permts AHP to submt additional clains
for quarterly audit of up to 10%of the matrix clains submtted and
10% of the non-matrix clains submitted.® (Ex. P-278 § 31.) The
audi t procedure requires those responsi ble for adm ni strati on of the
settlenent to gather all nedical records relevant to the audited
claim and forward them to a highly qualified independent board
certified cardiol ogi st who i s responsi bl e for nmaki ng a determ nati on
as to whether or not there was a reasonable nedical basis for the
representati ons made by any physician in support of the claim (EX.
P-3 at 111-15 of 148.) I f the auditing cardiol ogist makes the
determ nation that there was a reasonabl e nedi cal basis to support
the class nmenber's claimand there is no substantial evidence that
fraud was comm tted in connection with the claim the claimis to be
allowed. 1d. |If not, those responsible for the adm nistration of
the settlenent are required to apply to the court for relief. [1d.
The relief available to the court upon such an application includes
an order disallowing the claim an order directing an additiona

audit of other clains involving the sane attorney and/or physician

® In connection with AHP initiated audits, AHP has a right

to obtain, at its expense, an independent transthoracic
echocardi ogram of a claimant who has nade a claimfor matrix
benefits upon a denonstration of cause as specified in the
Settl enent Agreenment. 1d.
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who was involved in the claim an order directing such other
addi ti onal audits as nmay be appropriate, an order i nposing penalties
i ncluding the paynent of costs and attorneys fees and an order
meking a referral of the matter to the United States Attorney or
ot her appropriate | awenforcenent officials for crimnal prosecution
if there is probable cause to believe that the claimwas submtted
fraudulently. 1d.
b. Prescription Rei nbursenent Benefits

The average Redux prescription cost $54.82 per nonth. The
average Pondi mi n prescription cost $29.22 per nonth. C ass nenbers
arguably had a right to recover these prescription costs under the
consuner fraud theories advanced in nmany jurisdictions. Under the
Settl| enent Agreenent, class nenbers who took diet drugs for 60 days
or less have the right to receive reinbursenent of the costs of
pur chasi ng Pondi min and/or Redux at the rate of $30 per nonth for
prescriptions of Pondimn and $60 per nmonth for prescriptions of
Redux. Eligible class nenbers nust register for this benefit by
Date 1. (Ex. P-3 at 35 of 148.) C ass nenbers who took di et drugs
for 61 days or nore have the right to receive rei nbursenent for the
cost of their Pondimn and/or Redux prescriptions, subject to a
maxi nrum paynent of $500 and further subject to the availability of
nmoney within Fund A after paynent of all other benefits. Eligible
cl ass nenbers nust register for this benefit by Date 1. (Ex. P-3 at
35 of 148.)

C. Rei mbur senent of Echocar di ogram Expenses
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Under the consuner protection laws of nmany states, class
menbers arguably had the right to recover the <cost of
echocardi ograns which they incurred as a consequence of their
exposure to Pondimn and Redux. Under the Settlenent Agreenent,
cl ass nenbers have the right to be rei nbursed t he net out-of - pocket
expenses of obtaining echocardiograns outside of the nedical
nmoni tori ng programsubject to the availability of noney wi thin Fund
A after paynment of all other benefits except prescription
rei mbursenent benefits for those who took diet drugs 61 days or
longer. Eligible class nenbers nust register for this benefit by
Date 1. (Ex. P-32 7 2.)

d. Establ i shment of a Medi cal Research Fund

The Settlenment Agreenment requires the establishnment of a $25
mllion fund to be used to finance nedical research and education
related to heart disease. Specifically, the settlenent requiresthe
creation of a non-profit corporation naned the "Cardiovascul ar
Medi cal Research and Education Fund" to be nmanaged by a Board of
Directors consisting of seven persons. Twenty five mllion dollars
in Settlenment Funds are to be provided to the corporation. The
corporation is required to solicit proposals for grants to
physi ci ans, scientists, researchers, heal thcare providers and ot hers
for purposes of perform ng nedical research or providing nedical
education concerning heart disease which will be beneficial to the
settl ement class. The corporation may provide individual grants not

to exceed $2 million in response to such proposals upon a finding
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that the research or educational proposal nmade by the grant
applicant wll benefit the nenbers of the class and the grant
applicant undertakes, in witing, to submt the results of any
resear ch conduct ed pursuant to any grant proposal for publication by
a peer reviewed journal. (Ex. P-3 at 36-37 of 148; Ex. P-7.)
e. Est abl i shnment of a Regi stry/ Dat abase

I n order to obtain benefits under the Settl enent Agreenent, all
cl ass nmenbers nust subm t one of several claimforns which requires:
(1) basic personal information including the age and gender of the
claimng class nenber; (2) information about both the use of
Pondi m n and Redux and the period of tinme during which it was used,
(3) if the claimis based, in whole or in part, onthe results of an
echocardi ogram a copy of both the report of the echocardi ogram and
the videotape or conputer disk on which the imge of the
echocardi ogramis stored; and (4) if the claimant i s making a cl aim
for matrix benefits, relevant information from a board certified
cardiologist on the claimant's condition and certain nedical
records. (Ex. P-3 at 87-91 of 148; Exs. P-12, P-17, P-24 & P-25.)
Cl ass nenbers may either furnish the requested information directly
or have the Settl enent Adm nistrators obtain it through execution of
appropriate authorizations. (Ex. P-3 at 87-91 of 148; Exs. P-12, P-
17, P-24, & P-25.)

This information is to be recorded in a conputerized dat abase
suitable for use wth standard nedical research software and

mai ntained as a "registry" for purposes of admnistering the
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settl enent and for purposes of nedi cal education and research. (Ex.
P-3 at 91-95 of 148.) After redaction of all patient identifying
information, the registry/database is to be nmade available to
persons who: (1) provide witten proof of their training,
qualifications and experience to conduct nedical research; (2)
provide a research protocol setting forth the purposes for which
t hey seek access to the registry, the research nethodol ogy, source
of funding and a description of how the proposed research wl
benefit the settlenent class; (3) undertake, inwiting, to use the
information they receive from the registry solely for nedical,
scientific and educati onal purposes; (4) undertake upon conpl etion
of the research to provide the Settl enent Adm nistrators, the court,
AHP and Cl ass Counsel with a copy of any publication based in whol e
or in part on the information contained in the registry; and (5)
undertake not to testify at any tine on behalf of any party in any
| awsuit relating to the use of Pondi m n and/or Redux.
(Ex. P-3 at 91-95 of 148.)
f. The Public Health Benefits of the Settl enent

The benefits provided by the Settlenent Agreenment wll
significantly contribute to the protection and advancenent of the
public health. Specifically, the provision of screening
echocardi ograns under the settlenment will allowfor early diagnosis
of individuals with asynptomatic VHD. Such early diagnosis w |
permt these individuals to receive antibiotic prophylaxis when

havi ng dental and surgical procedures, thereby m nimzing the risk

- 58-



t hey woul d ot herw se have of suffering frombacterial endocarditis.

Moreover, early diagnosis of asynptomatic VHD together with the
medi cal surveillance benefits offered by the settlenent will all ow
patients to be carefully nonitored over tine to determne if the
|l evel of regurgitation attributable to their valve disease is
progressing. This will permt these individuals to obtain nedical
and surgical treatnent of their valve disease before they suffer
irreversible injuries to their heart such as dilatation

hypertrophy, reduced ejection fraction and secondary pul nonary
hypert ensi on. In addition, the nedical research and nedical
regi stry provisions of the Settlenent Agreenent provide a neans to
conduct extensive research with respect to the diagnosis and
treatnent of VHD in general and diet drug induced val vul opathy in
particular. Collectively, inplenentation of these provisions wl|l
undoubt edly reduce the norbidity and nortality that woul d ot herw se
be attributable to diet drug induced val vul ar heart disease. (Tr.
5/3/00 at 110-12 & 115-16; Ex. P-95 7 41.)

g. Exit Rights
The Settlenment Agreenment provides multiple opportunities for

cl ass nmenbers to gain information concerning the injuries they have
suffered as a result of taking Pondi mn and Redux and to opt-out of
the settlenment in light of the information gained through those
opportunities. The Settl enment Agreenent actual ly provides for four
separate opt-out opportunities. All class nenbers were eligibleto

exercise an "initial opt-out right" by submtting a notice of their
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intention to opt-out by March 30, 2000--a date that was 120 days
fromthe date on which the class notice process commenced. (Ex. P-3
at 57 of 148; Pretrial Oder Nos. 997 & 998.) Each cl ass nenber who
has tinmely and properly exercised an initial opt-out right may
initiate, continue with, or otherw se prosecute any legal claim
agai nst AHP without any limtation, inpedinent or defense arising
from the terns of the Settlenent Agreenent and subject to all
def enses and ri ghts whi ch AHP woul d ot herw se have i n t he absence of
the Settlement Agreement.’ (Ex. P-3 at 57 of 148.)

Al'l class nenbers who are not nenbers of Subcl asses 2(a), 2(b)
or 3 and who have been di agnosed as having FDA Positive |evels of
regurgitation by the end of the Screening Period may exercise an
"internediate opt-out right." (Ex. P-3 at 57-60 of 148.) A class
menber who tinely and properly exercises an internedi ate opt-out
right may pursue all cl ai ns agai nst AHP based on injury to the val ve
or val ves whi ch were di agnosed as havi ng FDA Positive regurgitation
except clainms for punitive, nultiple or exenpl ary danages, consuner
fraud damages and nedical nmonitoring. (Ex. P-3 at 57-60 of 148.)
Each cl ass nenber who wi shes to exercise a right of internediate
opt-out nust do so by submitting a witten notice of his or her
intent to do so no |later than Date 2. (Ex. P-3 at 57-60 of 148.)

Wth respect to each cl ass nenber who tinely and properly exercises

" O ass menbers may revoke an election to exercise a right

of initial opt-out and thereby receive the benefits of the

settl ement provided that the revocation takes place with the
written consent of AHP which shall not be unreasonably wthhel d.
(Ex. P-3 at 57 of 148.)
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the internmediate opt-out right and initiates a |lawsuit agai nst the
AHP Rel eased Parties within one year from the date on which the
intermedi ate opt-out right is exercised, the AHP Rel eased Parties
shall not assert any defense based on any statute of limtations or
repose, the doctrine of | aches, any other defense predicated on the
failure totinely pursue the cl aim any defense based on "splitting"
a cause of action, any defense based on any rel ease si gned pursuant
to the Settlenent Agreenent and/or any other defense based on the
exi stence of the Settlenent Agreenent. (Ex. P-3 at 57-60 of 148.)

Al'l class nenbers who are di agnosed as having mld or greater
mtral regurgitation or mld or greater aortic regurgitation by the
end of the Screening Period, who reach a matrix |level condition
after Septenber 30, 1999, but before Decenber 31, 2015 and who have
registered for settlenment benefits by Date 2 are entitled to
exerci se a "back-end opt-out."” (Ex. P-3 at 61-63 of 148.) Each
cl ass nenber who wi shes to exercise aright of back-end opt-out nust
submt a witten notice of intent to do so wthin the latter of 120
days of the date on which the class nenber first knows (or should
have known in the exercise of reasonable diligence) that the D et
Drug Recipient developed a matrix |evel condition or by Date 2.
(Ex. P-3 at 61-63 of 148.) A class nenber who tinely and properly
exerci ses a back-end opt-out may pursue all of his or her settled
cl ai ms agai nst AHP and the AHP Rel eased Parties except clains for
punitive, nultiple or exenplary damages, consuner fraud cl ai ns and

medi cal nonitoring clains. (Ex. P-3 at 61-63 of 148.) Wth respect
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to each cl ass nmenber who tinely and properly exerci ses the back-end
opt-out right and who initiates a |l awsuit agai nst AHP or any of the
AHP Rel eased Parties within one year from the date on which the
back-end opt-out right is exercised, the AHP Rel eased Parties shall
not assert any defense based on any statute of limtations or
repose, the doctrine of | aches, any ot her defense predicated on the
failure to tinely pursue the claim any defense based on "splitting"
a cause of action, any defense based on a rel ease si gned pursuant to
the Settlenent Agreenent and/or any other defense based on the
exi stence of the Settlenent Agreenent. (Ex. P-3 at 61-63 of 148.)

Finally, the Settlenent Agreement provides for a "financial
insecurity opt-out right." (Ex. P-3 at 32-33 of 148.) If a
condition of financial insecurity with respect to paynent of AHP s
obl i gations under the Settl enent Agreenent occurs in accordance with
the conditions defined in the Agreenent, then all Det Drug
Reci pi ents who wer e di agnosed as havi ng FDA Positive or MId Mtral
Regurgitation by the end of the Screening Period and who have
regi stered for settlenent benefits by Date 2 have a ri ght to opt-out
of the settlenent and pursue all of their settled cl ai ns agai nst AHP
and the other Released Parties, including clainms for punitive,
mul tiple and exenplary damages. (Ex. P-3 at 32-33 of 148.)

3. Creation of a Settlenment Trust

The Settl| enent Agreenent requires the creation of a Settl enment

Trust which has responsibility for receiving the anounts deposited

by AHP to fund the settlenment, investing such anounts (under
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supervision of the court), admnistering the trust, providing the
benefits contenpl ated by the Settl ement Agreenent and conducting t he
audits contenplated by the Settlenent Agreenent.? It is also
required to issue regular reports to the court concerning these
matters. (Ex. P-3 at 22-24, 73-81 & 100-15 of 148; Ex. P-4.)
Pendi ng the creation of the Trust, the functions of the Settl enent
Trust are to be perforned by Interimd ains Adm nistrators and an
InterimEscrow Agent. (Ex. P-3 at 70-73 of 148.) On Novenber 23,
1999, the Court appointed Gegory P. Mller, Esquire and the
Honorable C. Judson Hamlin to serve as Interim Cains
Adm nistrators. M. Mller is an experienced trial |awer who has
served as Speci al Di scovery Master in MDL 1203. Judge Haml i n served
as a judge in the Superior Court of the State of New Jersey handling
mass tort litigation until his retirement from that position in
1998. He has functioned as Special Settlenment Master with respect
to the Diet Drug Litigation pending in the state of New Jersey.
(Tr. 5/9/00 at 18-20 & 54-56.) In Pretrial Order No. 1010, dated
Decenber 6, 1999, the court appointed PNC Bank to serve as Interim
Escrow Agent.

The Settl enment Agreenent contenplates that there will be seven
Trustees who will serve until the year 2005, and that, thereafter,
there wll be three Trustees for the Settlenment Trust. (Ex. P-3 at

22 & 70 of 148.) By Pretrial Order No. 1159, the court appointed

8 The Settlenent Trust is to be structured and managed to
qualify as a Qualified Settlenent Fund under Section 468B of the
I nternal Revenue Code. (Ex. P-3 at 28 of 148.)
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the followng individuals to serve as Trustees for the Settl enent
Trust: Joseph L. Castle, Il, Radnor, Pennsylvania; George A
Beller, MD., Charlottesville, Virginia; Honorabl e Ri chard S. Cohen,
New Brunswi ck, New Jersey; Senator Chris Harris, Arlington, Texas;
Ms. Alison Overseth, New York, New York; Rose-Marie Robertson, MD.,
FACC, Nashville, Tennessee; and Honorabl e Dean M Trafel et, Chicago,
[1l1nois. Al t hough the court has issued an order appointing
Trustees to the Settlenment Trust, the Trust had not been formally
organi zed as of the date of the Fairness Hearing. (Tr. 5/9/00 at
49.)
4. The Settlenent Fund

The settlenent requires the creation of two separate funds to
provi de benefits to class nenbers. "Fund A" is intended to provide
funding to pay for all non-matrix benefits avail able under the
Settl enent Agreenent to class nenbers and the associ ated costs of
adm ni stering those benefits. "Fund B" is intended to provide
funding to pay for matrix benefits for class nenbers and the
associ ated costs of adm nistering those benefits.

Under the agreenent, AHP is required to nmake paynents i nto Fund
A as follows: (1) $50 million 5 business days after prelimnary
approval ; (2) $383 mllion 5 business days after trial court
approval ; (3)$383 mllion 180 days after the precedi ng paynment of
$383 mllion; and (4) $184 million 5 business days after Final
Judi ci al Approval. (Ex. P-3 at 22-23 of 148.)

Wth respect to Fund B, AHP agrees to have $2.55 billion
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avai |l abl e for Fund B paynents whi ch the Trustees may reasonably draw
upon. (Ex. P-278 1 4.) 1In any given quarter, to the extent that
the $2.55 billion is not drawn upon, such anpbunt accrues interest at
one and a half percent per quarter or six percent a year, which
carries forward to increase the available anmobunt. Any remaining
bal ance from Fund Ais also included in Fund B. In addition, AHP
receives credits against this anount for paynents nmade to those who
exercised an initial opt out right. These credits are capped at
$300 million, which AHP cannot apply until year 5. (Ex. P-278
33.) AHP also receives credits for paynents nade to those who
exercise a back-end opt out right. The anmpbunt of both of these
types of credits is the |esser of the paynent AHP makes to the
claimant or the matrix level for which such clainmnt would be
entitled to under the Settlenent.

Clearly, AHP has adequate financial coverage to neet these
obligations. Dr. Rosen, who testified at the May 2000 proceedi ngs
and agai n on August 10, 2000, exam ned several AHP financial reports
and statements and stated that AHP currently has approxi mately $2.6
billion in cash and marketabl e securities. (Tr. 8/10/00 at 107.)
In addition, Dr. Rosen testified that AHP continues to generate
better than half a billion dollars per quarter, or approximtely
$2.3 billion per year.

The court is also satisfied that Funds A and B are sufficient
to provide the necessary benefits under the Settl enment Agreenent.

To anal yze the adequacy of the funding for Fund A and Fund B, the

-65-



experts who testified at the Fairness Hearing relied on a nunber of
consi derations, including: (1) the nunber of potential class
menbers; (2) the participation rate in the Settlenent; (3) the
proportion  of participants who took fenfluram ne and/or
dexfenfluram ne 61 days or nore; (4) the proportion of participants
who wi | | be di agnosed to have FDA Positive | evel s of regurgitation;
(5) the costs of providing echocardiograns within the Screening
Program (6) the cost of reinbursing certain echocardiograns; (7)
adm ni strative costs; (8) costs for theregistry and research funds;
(9) rates of possible progression to severe | evels of regurgitation
anong cl ass nmenbers with FDA Positive |levels of regurgitation or
mld mtral regurgitation; (10) progression anong cl ass nenbers who
Wi ll receive Matrix-level benefits to higher levels of the Matrix
grid; and (11) the proportion of patients who have conditions
entitling themto Matrix-level benefits who will receive benefits
fromthe B Matrix rather than the A Matrix. (AHP Ex. 614 1 9-16,
24, 26, 32-37; Ex. P-94 at 3-7.)

The experts used conservative assunptions likely to overstate
t he demands on Fund A and Fund B. Dr. MCOellan (1) assuned a
hi gher participation rate in the Settlenment than has been seen to
date; (2) assuned that a significantly higher proportion of class
menbers who used the diet drugs for 61 days or |onger would
participate in the Settlenment than woul d cl ass nenbers who used the
drugs for 60 days or less; (3) did not take into account scientific

evi dence of regression of regurgitationin D et Drug Recipients; (4)
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assuned hi gher preval ence rates of regurgitation than have been seen
in D et Drug Recipients; and (5) assuned progression to Matri x-1evel
conditions despite the lack of evidence supporting appreciable
progression anong users of fenfluram ne and dexfenfluram ne. Dr.
Kursh used simlar assunptions. (AHP Ex. 614 Y 10, 16 & 32; Tr.
5/9/00 at 133-35; Ex. P-94 at 3-7.)

Enpl oying these conservative assunptions, Dr. Mdellan
concl uded t hat Fund A woul d not come cl ose to exhaustion. Under Dr.
McC ellan’s "base case,"” only $786 mllion of the $1 billion
commtted for Fund A would be used. (AHP Ex. 614 § 25, Ex. C Tr.
5/9/00 at 125.) The remaining funds woul d be avail able to pay for
drug refunds to class nenbers who used fenfluramne and/or
dexfenfluram ne for 61 days or | onger and to rei nburse cl ass nenbers
for echocardi ograns obt ai ned outside the Screening Period. (Ex. P-
32 at 2-3 of 13.)

Wth respect to Fund B, Dr. Kursh testified that, assumng a
100%participationrateinthe settlenment, the cost of paying matrix
| evel benefits was $3.88 to 4.55 billion present val ue. (Tr.
8/ 10/00 at 97.) Dr. Kursh relied on previous anal yses done by Drs.
Karalis and Goodman, whose declarations were admtted at the
Fai rness hearing held in this court in My 2000. Dr. Rosen
testified that $2.55 billion was a sufficient anount to cover all of
the matrix clains likely to be filed in this Settlenent. (Tr
8/10/00 at 102.) Dr. Rosen relied on Dr. Kursh's testinony, the

provisions in the Fourth Anendnent to the Settl enent Agreenent, the
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prior declarations and anal yses of Drs. Karalis and Goodman and a
conparison of participation rates in other classes. Dr. Rosen
concluded the paynent structure contenplated under the Fourth
Amendnent woul d be sufficient to bear a 76% 90% parti ci pation rate.

Dr. Rosen testified that prior to the Fourth Arendnent, the anount

provi ded under the Agreenent was sufficient to bear 66% 79%
participation. (Tr. 8/10/00 at 105-06.) Dr. Rosen also testified
that, considering other classes in other cases, aparticipationrate
of 30% 40% was considered a high participation rate. 1d. (Tr.

8/ 10/ 00 at 105-06.)

No evi dence was of fered at the Fairness Heari ng suggesti ng t hat
the amounts to be paid into Fund A or Fund B are, or are likely to
becone, inadequate to pay for the benefits to be provided under the
Settl ement. No evidence was offered at the Fairness Hearing
suggesting that the assunptions enployed by the experts would
understate the demands for benefits under the Settlenent. Based on
t he net hods and eval uati ons enpl oyed by these experts, the court is
satisfied the anobunts provided in Funds A and B are sufficient to
provide all |ikely benefits under the Settl enent Agreenent.

5. Treat mnent of PPH Under the Settl enent Agreenent

Under the terns of the Settl enent Agreenent, PPHis defined as
fol |l ows:

For a diagnosis based on exam nations and clinical
findings prior to death:

Mean pul nonary artery pressure by cardiac

catheterization of > 25 nedical nonitoring Hg
at rest or > 30 nedical nonitoring Hg with
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exercise with a normal pul nonary artery wedge
pressure < 15 nedical nonitoring Hg; or

A peak systolic pulnonary artery pressure of >
60 nedical nmonitoring Hg at rest neasured by
Doppl er echocardiogram wutilizing standard
procedures; or

Adm nistration of Flolan to the patient based
on a diagnosis of PPH wth cardi ac
cat heterization not done due to increased risk
in the face of severe right heart dysfunction;
and

Medi cal records which denonstrate that the
foll owi ng conditions have been excluded by the
followi ng results:

(a) Echocardiogram denonstrating no
primary cardi ac disease including,
but not limted to, shunts, val vul ar
di sease (other than tricuspid or
pul nonary val vul ar i nsufficiency as a
result of PPH or trivial, clinically
insignificant left-sided wvalvular
regurgitation), and congenital heart
di sease (other than patent foranen
oval e); and

(b) Left ventricular dysfunction defined
as LVEF < 40% defined by MJGA
Echocar di ogram or cardi ac
cat heteri zation; and

(c) Pulmonary function tests
denonstrati ng t he absence of
obstructive |ung disease (FEV,/FVC >
50% of predicted) and the absence of
greater than mld restrictive |ung
di sease (total |ung capacity > 60% of
predicted at rest); and

(d) Perfusion Ilung scan ruling out
pul monary enbol i sm and

(e) If, but only if, the lung scan is
i ndeterm nate or high probability, a
pul mronary  angi ogram or a high
resol uti on angi o conput ed t onogr aphy
scan denonstrating absence of
t hr onboenbol i ¢ di sease; and
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(f) Conditions known to cause pul nonary
hypertensi on, including connective
ti ssue di sease known to be causally
related to pul nonary hypertension,
toxin induced |ung di sease known to
be causally related to pulnonary
hypertension, portal hypertension,
signi ficant obstructive sl eep apnea,
interstitial fibrosis (such as
silicosis, asbestosi s, and
granul omat ous di sease) defined as
greater than m|ld patchy interstitial
l ung disease, and famlial causes,
have been ruled out by a Board-
Certified Cardiologist or Board-
Certified Pul nonol ogi st as the cause
of t he person's pul nonary
hypert ensi on.

-OR
For a diagnosis made after the individual's death:

Aut opsy denonstrating histopathol ogic
changes in the lung consistent wth
primary pul monary hypertension and no
evidence of congenital heart disease
(other than a patent foranmen ovale) with
left-to-right shunt, such as ventricul ar
septal defect as docunented by a Board-
Certified Pathol ogist; and

Medi cal records which show no evi dence of
alternative causes as descri bed above for
living persons.

(Ex. P-3 at 12-15 of 148.)

This definitionis consistent with the | ong standi ng consensus
in the medical community with respect to the proper definition of
t he di sease, except to the extent that it permts the diagnosis of
PPH based on pul nonary artery pressure >60 nm Hg as determ ned by
Doppl er echocardi ography--and i s thus sonewhat over-inclusive. The
evidence before the court, including the testinony of all three

experts who addressed this i ssue and t he consensus statenments inthe
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rel evant nmedical literature, confirmthat the definition of PPH set
forth inthe Settlenent Agreenent is the accepted definition in the
field. (Tr. 5/2/00 at 267; Tr. 5/3/00 at 15 & 16.)

Dr. Barst, an expert in cardiol ogy and pul nonary medi ci ne with
a specialty in the treatnent of primary and secondary pul nonary
hypertension, testified that: (1) the definition of PPH in the
Settlenment Agreenent is the definition that has been accepted by
experts in the field of cardiology since 1973; (2) right heart
catheterizationis the appropriate test to assess el evat ed pul nonary
pressures in the context of diagnosing PPH and (3) the other
al ternative causes of el evated pul nonary pressure nust be excl uded
to arrive at a proper diagnosis of PPH  (Tr. 5/2/00 at 266; Tr.
5/300 at 15; P-97 1 8.) Dr. Weyman, an expert in the fields of
cardi ol ogy and echocardi ography, also testified that the definition
of PPH in the Settlenent Agreenent is nedically appropriate and
i ncl udes what cardi ol ogi sts woul d recogni ze as PPH.  (AHP Ex. 610
27.) Dr. Shah, an expert in the fields of cardiology and
echocar di ography, who also treats PPH cases, simlarly testified
that the PPH definition included in the Settlenent Agreenent is
reasonable. (AHP Ex. 613 § 78.)

| ndeed, Drs. Barst, Shah and Wynman all agreed that, if
anything, the definition of PPHincluded in the Settlenment Agreenent
isover-inclusiveinthat the Settlenment Agreenent definition allows
a class nmenber with an "exceedingly mld case" of PPHto maintain an

action against AHP on the basis of his or her PPH claim (Tr.
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5/2/00 at 268; AHP Ex. 613 § 78; AHP Ex. 610 Y 27.) There was nho
expert testinony contradicting the opinions of Drs. Barst, Wynan
and Shah or to challenge the definition of PPH in the Settl enent
Agr eenent . Mor eover, because PPH is a relentlessly progressive
di sease and because the definition contained in the Settlenent
Agreement includes individuals with very mld forns of the disease,
it isinevitable that any individual who actually has PPHw | | neet
the definition by the tine they develop synptons. (Tr. 5/2/00 at
268, 281-82.)

Under the Settl enent Agreenent, clains based on PPH, including
clains for conpensatory, punitive, exenplary or nultiple danages
based on PPH are not "settled clainms." Thus, class nenbers are not
precluded by the settlenment from instituting, prosecuting or
mai nt ai ni ng cl ains agai nst AHP and the AHP Rel eased Parties wth
respect to the devel opnent of PPH. (Ex. P-3 at 17-18 of 148.)
Mor eover, the Settlenment Agreenment provides that "for purposes of
any statutes of l[imtations or simlar tinme bar, the AHP Rel eased
Parti es shall not assert that a O ass Menber actual |y had PPH unl ess
and until the condition of the C ass Menber neets the definition of
PPH set forth in [the Settlement Agreenent]." (Ex. P-3 at 119 of
148.) Mor eover, the Settlenent Agreenent provides that "in the
event that a Class Menber initiates a claimbased on PPH the AHP
Rel eased Parties shall not assert a defense based on 'splitting' of
cl ai s, causes of action and/or parties by virtue of the fact that

Cl ass Menber is included in the settlenent. . . ." (Ex. P-3 at 119
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of 148.) Although the Settl enent Agreenent does not provide any
direct benefits for PPH, it fully preserves the rights of class
menbers to recover against AHP if they have or develop PPH as a
result of taking Pondimn and/or Redux. | ndeed, the settlenent
protects C ass Menbers against the running of any statute of

l[imtations with respect to such clainms. (Tr. 5/2/00 at 64-65.)

6. Rel ease and Bar Provi sions

Effective wupon Final Judicial Approval, the Settlenent
Agreement wll release all Settled C ai ns agai nst Rel eased Parties.
(Ex. P-3 at 119 of 148.) Settled Clains are those clains by class
menbers arising out of or relating to the purchase, use,
manuf acture, sal e, dispensing, distribution, pronotion, marketing,
clinical i nvestigation, admnistration, regul atory approval
prescription, ingestion and |abeling of Pondimn and/or Redux,
except clains based upon PPH and cl ains that are subject to validly
exerci sed rights of opt-out under the Settlenent Agreenent. (Ex. P-
3 at 17-18 of 148.) Cass nenbers are barred from asserting any
Settled C ai magai nst AHP or any ot her Rel eased Party except those
cl ass nmenbers who tinely and properly exerci se opt-out rights. (EX.
P-3 at 119 of 148.)

The Rel eased Parties under the Settlement Agreenent are AHP,
its subsidiaries, affiliates, and divisions, its predecessors,
successors and sharehol ders, the suppliers of materials, conponents

and services used in the manufacturer of Pondimn or Redux and
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distributors of Pondimn and Redux. In addition, physicians who
prescri bed and pharmaci sts who di spensed Pondi mn and Redux are
Rel eased Parties except to the extent that clains against themare
based on their i ndependent negli gence or cul pabl e conduct. (Ex. P-3
at 15-16 of 148.) Servier, Interneuron, and any manufacturer
seller, wholesaler or distributor of phenterm ne are not Rel eased
Parties.® (Ex. P-3 at 16 of 148.)
7. Attorneys' Fees

The Settl enment Agreenent provides two vehicles for an award of
counsel fees and rei nbursenent of |litigation expenses that serve to
limt the anobunt of class funds which can be paid to conpensate
cl ass counsel for their services in achieving the relief provided by
the settlenment. Wth respect to the benefits afforded by Fund A
the Settl enent Agreenent requires that AHP deposit the sum of $200
mllion in an escrow account to pay for the services of counsel in
creating that fund. The anount that will actually be awarded from
this escrow account as counsel fees in relation to Fund Ais to be
determ ned by the court in accordance with applicabl e provisions of
law. To the extent that any bal ance remains in the escrow account
after paynent of any fee awarded by the court, that balance wll be
returned to AHP. (Ex. P-3 at 134-135 of 148.) The court may order
rei mbursenent of all out-of-pocket costs reasonably related to the

creation of Fund Afromthe fund itself. (Ex. P-3 at 23 of 148.)

° To the extent that any distributor that distributed

Pondi m n or Redux also distributed phenterm ne, such distributor
is released to the extent it distributed Pondimn or Redux. (Ex.
P-278 | 8.)
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The Settl ement Agreenent provides that for purposes of awardi ng
attorneys’ fees fromFund B, attorneys’ fees should be awarded and
pai d as a percentage of or ot herw se based on the net present val ue,
as of the date of Final Judicial Approval, of the maxi num anounts
AHP may be legally obligated to pay to Fund B for the benefit of the
settlement class pursuant to the principle of |aw expressed in

Boeing v. Van Genert, 444 U.S. 472 (1980). (Ex. P-3 at 135-136 of

148.) For this purpose, the parties have stipulated and the court
finds that the net present value of the maxi num anounts which AHP
may be legally obligated to pay for the benefit of the class is
$2, 550, 000, 000. 00. The anount of the actual attorneys' fees to be
awarded to counsel for their services in creating Fund B and
securing the benefits that it provides is subject to determ nation
by the court under applicable principles of law. However, C ass
Counsel have agreed that the anount of such fees shall not exceed
$229 million which is nine percent of the $2,550, 000, 000. 00 present
val ue anount of Fund B. (Ex. P-3 at 135-136 of 148.)

This cap on the award of common benefit fees in relation to
Fund Bis consistent with a prior determ nation by the court that it
was appropriate to set asi de nine percent of the anount recovered by
plaintiffs in MDL 1203 and coordinated state litigation to pay
"common benefit fees." See Pretrial Order Nos. 467 & 517. I n
addition, O ass Counsel have the right to apply to the court for
rei mbursenent of costs expended for the common benefit of class

menbers from Fund B. (Ex. P-3 at 28 of 148.) Attorneys for
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i ndi vi dual cl ass nenbers who recover Matrix Conpensation Benefits
are entitled to recover the total attorneys' fees due under the
terns of any valid witten contingent fee agreenent with such cl ass
menber | ess the percentage anount awarded by the court to C ass
Counsel and other attorneys for their services in creating Fund B
and securing the benefits it provides. (Ex. P-3 at 135-136 of 148;
Ex. P-278 | 37.)
8. The Accel erated I nplenentation Option

The Settl enment Agreenent provi des an Accel erated | npl enent ati on
Option ("AIO"). (Ex. P-3 at 59-69 of 148.) For class nenbers who
are satisfied wth the settlement and who are wlling to waive their
initial, internmedi ate and back-end opt-out rights, the Al O provides
a means for such class nenbers to obtain the benefits of the
settlement without regard to Final Judicial Approval. 1d. The AIO
may be exerci sed by any class nenber. |In order to do so, the class
menmber nust submt a signed PINK FORM in which the class nenber
wai ves all opt-out rights and executes a rel ease in favor of AHP and
t he ot her Rel eased Parties. (Ex. P-3 at 64 of 148; Ex. P-12.) Upon
execution and subm ssion of the conpleted PINK FORM AHP is deened
to have entered into a private contract to provide all of the
benefits that the class nenber would be entitled to receive under
the Settl enment Agreenent regardl ess of whether or not the settl enent
recei ves Final Judicial Approval. |d. The start date for receiving

benefits pursuant to the AIOis the date on which the trial court
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rul es (favorably or unfavorably) on whether or not to approve the
settlenent. (Ex. P-3 at 64 of 148.)
9. Jurisdiction

The United States District Court for the Eastern District of
Pennsyl vania has original jurisdiction over all provisions of the
Settl enment Agreenent including the creation and operation of the
Settl enent Trust and the award of attorneys' fees and rei nbursenent
of litigation expenses, pursuant to 28 U.S.C. 8§ 1332. (Ex. P-3 at
130 of 148.)

However, the Settlenent Agreenent calls upon the court to
create a "State Court Judi cial Advisory Comm ttee" consisting of the
judges from the state courts which, as of Cctober 7, 1999, had
i ssued any order certifying state-w de class actions inrelationto
the effects of Pondi mn and/or Redux. (Ex. P-3 at 130-131 of 148.)
The duties of the State Court Judicial Advisory Conmttee are to
provi de advi ce and counsel to the court on all matters pertinent to
the settl enent, including approval of the settlenent, which affect
cl ass menbers residing in the states of each conmittee menber.* |d.
In addition, prior to making any award of counsel fees and
rei mbursenent of litigation expenses, the court is to consult wth
and give substantial deference to the views of the nenbers of the
State Court Judicial Advisory Conmttee concerning the actual

contribution that was nmade to the overall resolution of the

A State/ Federal Coordination Conference was held in
Phi | adel phi a on January 13, 2000, at which the terns of the
Settlenment were presented to nenbers of the State Court Judi ci al
Advi sory Comm tt ee.
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litigation by the attorneys with whomthe nenbers of the conmmttee
are famliar. 1d. Finally, during the period of tine fromthe date
on which Settlenment Trust is established until Decenber 31, 2004,
the majority of Trustees serving the Trust are to be approved by t he
State Court Judicial Advisory Commttee. 1d. On Decenber 7, 1999,
by Pretrial Oder No. 1014, this court appointed the Honorable
St ephen Levin, the Honorable Marina Corodenus, the Honorable Fred
Edwards, the Honorable Helen E. Freedman, the Honorable Fred
Ri sovich, 11, the Honorable Richard J. Schroeder and t he Honorabl e
Ellis E. Reid to serve as nmenbers of the State Court Judicial
Advi sory Conm ttee which has since operated in accordance with the

above descri bed provisions of the Settl enent Agreenent.

1. DI SCUSSI ON

A. Subj ect Matter Jurisdiction

This court has subject matter jurisdiction pursuant to 28
U S C 8 1332. The naned cl ass representatives are all citizens of
Pennsyl vani a. (Third Am Conmpl. q1 3-8.) Def endant AHP is a
Del aware corporation with its principal place of business in
Madi son, New Jersey. 1d. T 9. Thus, conplete diversity exists
anong the parti es.

The $75, 000. 00 anmount in controversy requirenent is al so net.
Plaintiffs seek a conprehensi ve nedi cal nonitoring program 1d. 11

87-95; see supra, at 8§ I1.B.2.a.. In addition, the settlenent
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provides for a $25 million medical research fund to exam ne the
rel ati onship between diet drugs and VHD

In Jeffers v. Anerican Hone Products Corporation, the court

found that a simlar request in a class conplaint for nedical
nmoni tori ng whi ch i ncl uded a research fund was sufficient to neet the
jurisdictional amount. See 1999 W. 673066 (E. D. Pa. Aug. 26, 1999);
Pretrial Order No. 865 at 9-13 (finding that request for nedica
nmoni tori ng whi ch i ncl uded research fund net jurisdictional anount);

see also Katz v. Warner Lanbert Co., 9 F. Supp. 2d 363, 364

(S.D.N. Y. 1998) (holding that request for nedical research fund
satisfied jurisdictional anount). Here, the court adopts the
reasoning in Jeffers and the authorities cited therein in support of

its having subject matter jurisdiction. See Pretrial O der No. 865

at 9-13.
B. Personal Jurisdiction and Notice Requirenents Under
Federal Rules of Civil Procedure 23(c)(2) and 23(e).
1. Legal Standards
a. Personal Jurisdiction
In the class action context, "the district court obtains

personal jurisdiction over the absentee class nenbers by providing
proper notice of the inpending class action and providing the
absentees with the opportunity to be heard or the opportunity to

excl ude thenselves fromthe cl ass." In re Prudential Ins. Co. of

Am Sales Practices Litig., 148 F.3d 283, 306 (3d Cir. 1998), cert.

denied sub nom, Krell v. Prudential Ins. Co. of Am Litiqg., 525

U S 1114 (1999) (citing Phillips PetroleumCo. v. Shutts, 472 U. S
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797, 811-12 (1985)). Reasonabl e notice conbined with an opportunity
to be heard and withdraw from the class satisfy the due process
requirenments of the Fifth Anendnent. Id. Thus, "silence on the
part of those receiving notice is construed as tacit consent to the

court's jurisdiction." [d. (citing Shutts and Carl ough v. Anthem

Prods., Inc., 10 F.3d 189, 199 (3d Gr. 1993)).

b. Rul e 23(c)(2)
In addition, in a settlenent class maintained under Rule
23(b)(3), class notice nust neet the requirenents of both Federa

Rul es of Civil Procedure 23(c)(2) and 23(e). See Carlough v. Anthem

Prods., Inc., 158 F.R D. 314, 324-25 (E.D. Pa. 1993) (stating that

requirenments of Rule 23(c)(2) are stricter than requirenents of Rule
23(e) and arguably stricter than due process clause). Under Rule
23(c)(2), notice to the class nust be "the best practicable notice
under the circunstances, including individual notice to all nenbers

who can be identified through reasonable effort.” Zi mer Paper

Prods., Inc. v. Berger & Montaque, P.C. , 758 F.2d 86, 80 (3d Cir.

1985); see Fed. R Civ. P. 23(c)(2). The Rule also requires that
the notice indicate an opportunity to opt out, that the judgnent
will bind all class nenbers who do not opt out and that any nenber
who does not opt out nmay appear through counsel. Fed. R Gyv. P
23(c)(2).
C. Rul e 23(e)
Rul e 23(e) requires that notice of a proposed settlenent nust

i nformclass nenbers: (1) of the nature of the pending litigation;
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(2) of the settlenent's general terns; (3) that conplete information
is avail able fromthe court files; and (4) that any cl ass nenber nay
appear and be heard at the Fairness Hearing. See 2 H Newberg,
Newberg on Class Actions, 8§ 8.32, at 8-103. The court should

consi der the node of dissem nation and its content to assess whet her
notice was sufficient. The notice need not be unduly specific. See

In re "Agent Orange"” Prod. Liab. Litig., 818 F.2d 145, 170 (2d Cr.

1987) (holding that settlenent notice that failed to detail

di stribution plan was not i nadequate); Guninyv. International House

of Pancakes, 513 F.2d 114, 122 (8th Cr. 1975) (stating that
"[c]lass nenbers are not expected to rely upon the notices as a

conpl et e source of settlenent information"); G eenspun v. Bogan, 492

F.2d 375, 382 (1st Cir. 1974) (stating that notice need not indicate
argunents in favor of and agai nst proposed settlenent); Carlough,
158 F.R D. at 332 (stating that notice need not include entire
settl ement agreenent). I nstead, notice need only be reasonably
calculated to inform interested parties of the pendency of the
proposed settl enent and afford theman opportunity to present their

objections. See Miullane v. Central Hanover Bank & Trust Co., 339

U S 306, 314 (1950) (stating that due process requires "notice
reasonably calculated under all the circunstances, to apprise
interested parties of the pendency of the action and afford them an
opportunity to present their objections").
2. The Notice Pl an
The Settlenent Agreenent provides for an elaborate and

extensive plan of notice. This plan was approved by the court in

-81-



Pretrial Order No. 997 as "the best notice practicable under the
ci rcunstances” and was inplenented by the parties pursuant to the
terns of the Settlenment Agreenent and Pretrial Oder Nos. 997 and
998. The notice programhad two essential parts. The first part of
the notice programwas designed to nmake cl ass nenbers aware of the
potential risks posed by Pondi mn and Redux, of the legal rights
arising fromthe use of those drugs, of the proposed nationw de
cl ass action settl enment which woul d resol ve such cl ai ns and of their
opportunity to opt out or object to the Settlenent. |In addition,
the first part of the notice program was designed to informclass
menbers of the opportunity to obtain a court authorized "notice
package" describing their legal rightsinrelationtothe settl enent
by registering to receive the noti ce package t hrough a 1-800 nunber
(1-800-386-2070) or t hr ough t he wor | d w de web
(ww. sett | enent di et drugs. con). The second part of the notice
programwas to provide a detailed "notice package" to each person
who had registered through the 1-800 nunber or web site and to all
ot her class nmenbers whose names and addresses were known to the
parties.
a. D ssem nati on

The first part of the notice canpai gn enpl oyed sophisticated

nmedi a techni ques designed to reach all class nenbers. A television

comrerci al was devel oped. ' This tel evision message was broadcast

11

foll ows:

The text of this television conmercial nessage was as

| f you took the diet drug conbination known
as FenPhen or the diet drugs Pondimn or
Redux, you may have heart val ve probl ens and
not knowit. As a result of a proposed cl ass
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106 tinmes over a period of five weeks on network television. The
tel evi sion comerci al nessage was al so broadcast 781 tines, for six
consecutive weeks on various cable networks. (Ex. P-68 at 7-8 of
88.)

A summary notice was prepared for use in the print nedia.
(Exs. P-36; P-81; P-68 at 8-10 of 88.) The summary noti ce appeared
repeatedly in several nmgazi nes between January and March 2000. *?
The summary noti ce appeared as a one-third page bl ack and white ad
in four national newspapers, 77 |ocal newspapers, 3 newspapers
di stributed throughout the U S. Territories and four newspapers

3

targeted to the Hispanic market.® These newspapers were sel ected

action settlenment, you could be eligible for
free nedical testing and conpensation. But
you must act pronptly. You nust decide

whet her to participate in this settlenment by
March 30, 2000. If you do nothing, your

| egal rights wll be affected. Call 1-800-
386- 2070 today.

The tel evision advertisenent al so di splayed the address of the
website that class nenbers could contact in order to obtain the
noti ce package. The text of this television nessage was approved
by the court. (Pretrial Order No. 997; Tr. 5/4/00 at 18; Ex. P-
68 at 7-8 of 88; Ex. P-20; Ex. P-52.)

2" The sunmary notice appeared ten tines between January
and February 2000 in the formof a full page black and white
advertisenent in Parade, People and Tine nmagazines. A full page
bl ack and white version of the summary notice was inserted into
ei ght nont hly nagazi nes during the nonth of February including
Better Hone & Gardens, Ladies Hone Journal, Famly Grcle,
McCalls, Wnen's Day, Redbook, Good Housekeepi ng and Ebony.

Addi tional insertions of the summary notice appeared as a full
page bl ack and white advertisenents in the March editions of
Better Hone & Gardens and Good Housekeeping. |In addition, a two
page bl ack and white version of the summary notice was placed in
Reader’s Digest during the nonths of February and March 2000.
(Ex. P-68 at 9 of 88.)

13 Each newspaper received four insertions: one in December
1999, two in January 2000, and one in February 2000.
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because t hey were nati onal publications, or because t hey represented
t he principal newspapers inthe top 15 narkets in the United States,
or because they were published in geographic areas having the
hi ghest usage of Pondimn and Redux and/or because they were
targeted to African-Anerican or Spani sh speaki ng popul ati ons. (EX.
P-68 at 9-10 of 88.) In addition, the sunmary form of notice was
published in a variety of publications targeted to healthcare

provi ders and phar naci sts. *

Banner ads were al so devel oped for use
on the Internet, directing potential class nenbers to the official
settlement web site where class nenbers could receive information
concerning the settlenent and obtain a noti ce package. These banner
advertisenents were placed wthin several nedia categories on a
variety of Internet publishers. ™

In addition to the above, notice was transmtted by mail to all
pharmaci sts in the United States and to doctors who were likely to
have prescribed Pondimin or Redux or treated patients for
conplications resulting fromthe use of those drugs. Notices to
t hese heal t hcare provi ders contai ned a "noti ce package,"” aletter of
expl anation and a counter card reflecting the summary formof notice

descri bed above, which pharnmaci sts and physicians could display to

14

These included nine primary care physician publications,
two internist publications, one baratritian publication, two
endocrinol ogy journals, one psychiatry journal, seven
publications targeted to cardi ol ogi sts and/ or echocardi ographers,
and four pharmacists' publications. Each of these insertions ran
t hroughout January and February 2000. (Ex. P-68 at 10 of 88.)

> Specifically, the categories included Keyword Searches,
Message Boards, C ubs & Chat, Health Channels and Wnen' s and
Heal th destination sites. Publishers included AltaVista, CGoTo,
Yahoo, Deja.com Egroups.com Wnen.com, DRKoop.com
Flycast.com, I|-village, and Gainesville. (Ex. P-68 at 10 of
88.)
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alert patients about the existence of the settlenent and the
opportunity to obtain a "notice package" by contacting the 1-800
nunber or official web site. These counter cards contained "tear
sheets" that referenced the settlenent and contained the 1-800
nunber and website address which cl ass nenbers coul d contact to gain
further informati on concerning the settlenent. Such mailings were
transmitted to 784, 128 physi ci ans and to 108, 288 phar maci sts. (Exs.
P-8, P-21, P-40 and P-210; Tr. 5/9/00 at 79-80.)

The nedi a programdescri bed above was hi ghly successful . *® M.
Krupni ck testified that the effectiveness of the publication notice
plan was greatly enhanced by the enornous publicity that has
surrounded the diet drugs involved in this litigation and the
publicity of this Settlement. According to Ms. Krupnick, it is
wel | -understood in the advertising field that a canmpaign is nore

effective when there i s an exi sting understandi ng about an i ssue or

' A sophisticated media anal ysis denonstrated that 97% of

wonen between the ages of 25 and 54 viewed one or nore forns of
televised or printed notice an average of 10 tinmes. A reach and
frequency anal ysis indicated that al nost 80% of wonen between the
ages of 25 and 54 were exposed to the nessage contained in the
televised or printed forns of notice a mninmumof five tines.
Wnen between the ages of 25 and 54 account for a vast majority
of the use of diet drugs Pondimn and Redux. (Ex. P-68 at 10 of
88.) In addition, a reach and frequency analysis indicated that
the settlenment nessage reached 97% of wonen 35 years and ol der an
average of 11.4 times and that it reached 81% of wonen 35 years
and older a mninmumof five times. Wth respect to African-

Ameri can wonen between the ages of 25 and 54, the reach and
frequency anal ysis shows that the settlenent nessage reached 97%
of those wonen an average of 10.2 tinmes and that 79% of African-
Ameri can wonen between the ages of 25 and 54 viewed the nessage a
mnimumof five tinmes. Wth respect to nen age 25 through 54,
94% vi ewed the settl enent nmessage an average of 6.2 tinmes and
54. 3% were reached with the settlenment nessage a m ninumof five
times. (Ex. P-68 at 10-11 of 88.)
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a product. M. Krupnick testified that the publicity that occurred
prior to the announcenent of the proposed Settlenment would have
given users of Pondimn and Redux a base of know edge and sone
understanding of the health concerns associated with the use of
t hese drugs and the fact that they had potential |legal renmedies in
sonme i nstances because of their use of the drugs. The coverage of
the Settlenment itself would al so have enhanced t he effectiveness of
t he publication notice of this Settlenent. (AHP Ex. 608 1 23- 24,
AHP Ex. 511; AHP Ex. 616.) As of the date of the settlenent
hearing, 735, 289 peopl e had cal |l ed 1-800-386-2070 and regi stered to
receive a notice package. The notice package was transmtted to
each of these 735,289 people. (Tr. 5/9/00 at 80-82.)

The website, www. set t | ement di et drugs. com became fully
avai |l able on the Wrld Wde Wb in January 2000. |Individuals could
access the website and vi ew and/ or downl oad the follow ng: (1) the
Settlenent Agreenent inits entirety; (2) the Table of Exhibits to
the Settlenent Agreenent; (3) Anendnents to the Settlenent
Agreenent; (4) the fornms (English or Spanish); (5) the class
menbers’ CGui de (English or Spanish); (6) the Settlenent Matri x CGui de
for Physicians, Attorneys, and cl ass nenbers; (7) the Oficial Legal
Notice (English or Spanish); and (8 a summary of the benefits
avail able to class nenbers. Furthernore, one could sign up to
receive the notice package on the website. (AHP Exs. 7 & 507.)
Class nenbers were also able to view, download or register to

recei ve the notice package at the official settlenent website. '

7 As of the date of the hearing, there had been 1,485, 371
"page views" of the website, the website was subject to 536, 486
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In addition, the parties had in their possession or control the
nanmes and addresses of 287,108 individuals who had taken Pondimn
and Redux, either because such individuals had filed clai ns agai nst
AHP, because they had fil ed cl ai ns agai nst | nterneuron, or because
their identity was reflected in AHP s corporate records. Notice
packages were transmtted by first class nmail to each of these
287,108 individuals. (Tr. 5/9/00 at 75-76 & 85; Tr. 5/8/00 at 125-
126; Ex. P-287; AHP Ex. 618.)

b. Cont ent

The official notice package approved by the court and
transmtted to class nenbers was optinally designed to be read and
under stood by class nenbers. The O ficial Court Notice and the
brochure were sent in ared and blue 8 ¥4 by 11" envel ope bearing a
pi cture of Pondimn and Redux pills. The text on the envel ope read:
"Attention: Anyone Who Took 'Fen-Phen,' Pondim n and/or Redux--
| nportant Notice Inside."” The envel ope advised recipients that it
contained an Oficial Court Notice and that the information
contained wthin "may have an inpact on your |egal rights, your
heal t h and your future nedical expenses." (Ex. P-211.)

The notice itself consisted of several elenents. The first
conmponent of the notice was a colorful brochure entitled "A C ass

Menber's CGuide to Settlenment Benefits.” It was designed to descri be

"user sessions," 349,410 forns had been downl oaded fromthe
website; and 87,908 individuals registered on the website to
receive notice packages by mail. (Tr. 5/9/00 at 80-84.) As of
August 8, 2000, there had been 1,741,720 "page views" of the
website, the website was subject to 673,375 "user sessions,"”
369,093 forns had been downl oaded fromthe website; and 93,778

i ndividual s registered on the website to receive notice packages
by mail. (AHP Ex. 646; Tr. 8/10/00 at 56-58.)
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the background of the Diet Drug Litigation and the Settlenent
Agreenent in a way that would be read and understood by all class
menbers. Towards this end, it was witten in plain English and
cont ai ned a nunber of pictures, charts and graphs. (Exs. P-211, P-
42 & P-34.) The next el enment of the notice package was the O fici al
Court Notice of the nationwide Diet Drug C ass Action Settlenent.
This "official notice" contained a detailed description of the
Settl enent Agreenment, typeset in the manner traditionally used to
provide | egal notice. (Exs. P-211, P-54 & P-35.)

The noti ce package al so i ncl uded a PI NK FORMt hat cl ass nenbers
were required to conplete if they elected AIO benefits. The
deadl i ne for conpleting the PINK FORM was either the date on which
Fi nal Judicial Approval was obtained or the date on which it was
determ ned that Fi nal Judicial Approval woul d not be obtai ned. (Exs.
P-211, P-44 & P-33.) The notice package al so contai ned a BLUE FORM
t hat cl ass nenbers were required to conplete in order toregister to
receive settlenment benefits in the event that the settlenent
recei ved Final Judicial Approval. The deadline for conpleting the
BLUE FORM was open-ended. (Exs. P-211, P-24, P-46 & P-38.) The
noti ce package al so contained a GREEN FORM t hat cl ass nenbers and
physicians were required to conplete in order for class nenbers to
obtain Matri x Conpensati on Benefits nowor inthe future. This form
i ncl uded a conprehensive guide to Matri x Conpensati on Benefits to
assi st class nenbers in conpleting the formand understandi ng cl ass
menbers’ rights to Matrix Conpensation Benefits. Thi s guide

contai ned quotations and illustrations fromstandard nedi cal texts
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whi ch were used to define the concepts relevant to a determ nation
of Matrix Conpensation Benefits. (Exs. P-211, P-45 & P-22.)

The noti ce package al so cont ai ned a si npl e one page ORANGE FORM
t hat cl ass nenbers could conplete to exercise their initial opt-out
rights. Inthe alternative, class nenbers could exercise aninitial
opt-out right by transmtting any witten manifestation of their
intent to do sotothelnterimdains Admnistrators. (Exs. P-211
P-43 & P-9.) The court directed that class nenbers be given the
right to opt-out by March 30, 2000, which was 120 days fromthe date
t hat cl ass notice comenced. (Pretrial Order No. 997 | 11; Ex. P-31
1 2.) Finally, the notice package contained a postage-prepaid
busi ness reply envel ope that class nenbers could use to return the
rel evant forns. (Exs. P-211 & P-48.)

The notice packages were not the only source of information
concerning the settlenent. The Interim Cains Admnistrators
enployed the Oficial Settlenment Whbsite to post answers to
frequently asked questions about the settlenment, to reply to
guestions submtted via E-mail, to provide a news |etter regardi ng
the settlenment, and to otherw se communicate with class nenbers
concerning the settlenent. In addition, the Interim Cains
Adm ni strators established a separate 1-800 nunber and provided
staff to answer questions submtted via tel ephone concerning the
settlement. (Tr. 5/9/00 at 32-34 & 37-38.)

C. Response
Al toget her, notice packages were transmtted by first class

mail to 944,723 individuals. (Tr. 5/9/00 at 85-86; AHP Ex. 618.)
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As of May 8, 2000, 44,423 people had signed and subm tted ORANGE
FORVS (or the substantial equivalent) exercising the right of
initial opt-out under the settlenment. (Tr. 5/9/00 at 89; and AHP
Ex. 618.) Al though there is currently no deadline for the
subm ssion of PINK FORMS or BLUE FORMS, as of May 8, 2000, 119,011
cl ass nmenbers had executed PI NK FORMS regi stering for Al O benefits
and 97,544 class nenbers had executed BLUE FORMS registering for
settl ement benefits in the event that the settlenment received Fi na
Judi cial Approval. (Tr. 5/9/00 at 89; AHP Ex. 618.) In addition,
as of My 8, 2000, 12,253 people had submtted GREEN FORMS
mani festing an intent to receive Matri x Conpensation Benefits. By
August 8, 2000, 51,467 ORANCE FORM5, 164,291 PINK FORMS, 108, 572
BLUE FORMS and 12,014 GREEN FORMS were submitted. (AHP Ex. 646.)
However, it appears that many of these fornms need nore conplete
information. (Tr. 8/10/00 at 65 & 80.)

The response by nmenbers of the class to the notice is
significant in three ways. First, it denonstrates that the plan of
notice was highly effective in neeting its goals to make class
menbers aware of the circunstances leading up to the proposed
settlenment, the nature of the settl enment and t he potential inpact of
the settlement on their legal rights. Second, the response to the
notice clearly indicates that the notice programwas sufficient to
afford all class nenbers a full, inforned and effective opportunity
to exercise their initial opt-out rights under the Settlenent
Agreenment. Finally, the response to the class notice shows that

al t hough there are a nunber of class nenbers who chose to opt-out of
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the settlenent, the class overwhel m ngly supports the settlenent as
fair and equitable.
3. Anal ysi s

Under these circunstances, the notice plan inplenented here
satisfies the requi renents of personal jurisdiction, due process and
Federal Rules of Civil Procedure 23(c)(2) and 23(e). The notice
pl an was i npl enent ed by experienced specialists and utilized a w de
variety of nmedia to dissemnate notice, including mailings to
i ndi vi dual cl ass nenbers where possible, mailings to physicians and
pharmaci sts, publication in mnagazines, newspapers and on the
I nternet, and through use of cable and network television, a toll
free phone nunber and the Internet. This notice was anplified by
the wde publicity that followed the controversy surrounding the
di et drugs. This conprehensive notice programfulfills the "best
notice practicable" requirenent of Rule 23(c)(2), as articulated in

Shutts. See Shutts, 472 U.S. at 812. 1In addition, the settl enent

agreenent clearly provided an opportunity for nenbers to exclude
t hensel ves fromthe class by exercising their initial opt out right
by March 30, 2000. In fact, class nenbers nay becone eligible for
three subsequent opt out rights under the settlenent agreenent.
Thus, this notice program coupled with opt out opportunities, is
sufficient towarrant this court's exercise of personal jurisdiction

over the class. See In re Prudential Ins. Co. of Am Sales

Practices Litig., 148 F.3d at 306.

In Anchem Products, 1Inc. v. Wndsor, the Suprene Court

recogni zed t hat adequate notice to the class coul d be i npeded where
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many class nenbers were not even aware of their exposure to a

defendant's product. AnchemProds., Inc. v. Wndsor, 521 U. S. 591,

628 (1997). The initial opt out right in Anchemwas not neani ngf ul
due to the fact that sone asynptomatic class nenbers were unaware
that they were even exposed to asbestos. 1d. Here, however, there
are no class nenbers unwittingly exposed to the diet drugs, which
were available only through a doctor's prescription and had to be
consciously ingested. |In addition, class nenbers were made awar e of
the risks these drugs posed in 1997, when AHP wi t hdrew themfromt he
mar ket. Moreover, C ass Counsel enployed an expansive notice plan
to informclass nenbers of their initial opt out right. In sum
unli ke Anchem the initial opt out right has neaning because al
cl ass nmenbers were aware of their exposure to the diet drugs. In
Anchem the Suprene Court al so raised the concern that evenif class
menbers "fully appreciate the significance of class notice, those
Wi thout current afflictions may not have the information or
foresi ght needed to decide, intelligently, whether to stay in or opt
out." Anchem 521 U S. at 628. Here, the instant settlenent's
i ntermedi at e and back-end opt out rights allowcl ass nenbers to nmake
i nformed choi ces about whether to remain in or opt out of the
settl enent. Moreover, the settlenent's provisions of mnedical
nmoni toring provide the nechanismto informclass nenbers of their
i njury status.

In addition, the content of the notice is sufficient to satisfy
the requirenents of Rules 23(c)(2) and 23(e). The notice package

contains a "plain | anguage" description of the settlenent and cl ass
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menbers' rights thereunder, in addition to the nore traditiona
class action notice. More generally, the class notice details the
nature of the litigation and the right of class nenbers to opt out.
It further indicates that those who do not opt out will be bound by
a final judgnent, that conplete information is available in the
court files and that any class nenber coul d have appeared and been
heard at the Fairness Hearing. For the reasons set forth above, the
court finds that it has personal jurisdiction over this settlenent
class, and that the acconpanying notice plan conports with the
requi rements of due process under the Fifth Amendnent and Feder al
Rul es of G vil Procedure 23(c)(2) and 23(e).

C. Article IlIl Case or Controversy Requirenent

The Brown Conplaint was filed for settlenent purposes only.
Neverthel ess, the court's jurisdiction over this settlenent class
does not violate the Article IIl case or controversy requirenent.
Settl ement cl ass acti ons have been hel d by several courts to present

a case or controversy. See In re Asbestos Litig., 90 F.3d 963, 988

(5th Gr. 1996), rev'd on other grounds, Otiz v. Fibreboard Corp.,

527 U.S. 815 (1999); Inre Othopedic Bone ScrewProd. Liab. Litig.,

176 F.R D. 158, 172 (E.D. Pa. 1997); Carlough v. AnthemProd., Inc.

834 F. Supp. 1437, 1462-66 (E.D. Pa. 1993), rev'd on other grounds

sub nom, GCeorgine v. Anthem Prods., Inc., 83 F.3d 610 (3d GCr.

1996), aff'd sub nom, AnthemProds., Inc. v. Wndsor, 521 U S. 591

(1997).

-93-



Thi s settl enent resol ves highly contentious litigationthat has
been conducted in state and federal courts, including this MDL No.
1203, since 1997. See supra, at 8 1. A . This litigation includes
several classes certified in state courts as well as the Jeffers
action before this court. Based onthis litigation background, the
court is confident that these clainms would have been pursued to
trial in the absence of settlenent. C ass Counsel's choicetofile
the Brown Conplaint as the procedural nechanismfor bringing this
settl enent class before the court does not transformthis into a

"friendly" suit for which there is no jurisdiction. See Carlough,

834 F. Supp. at 1465 (stating that "[l]ooking at the nature of the

controversy, and not the timng of the settlenent agreenent, it is

clear that the plaintiffs and the . . . defendants are true
adversaries. . . . [and that] [t]he proposed settlenent sinply
represents a conprom se of a genuine dispute”). Thus, the court

finds that the Brown action neets the case or controversy
requirenent of Article IIl of the Constitution.

D. Rule 23 dass Certification Requirenents

Federal Rule of Civil Procedure 23 governs class action
certification in the federal courts. Under Rule 23(a), four
threshold requirenments nmust be net in all class actions: (1)
nunerosity; (2) commonality; (3) typicality; and (4) adequacy of
representation. Fed. R Cv. P. 23(a). In additionto Rule 23(a)'s
requirenents, parties seeking class certification nust neet the

requirenents of either Rule 23(b)(1), (2) or (3). See e.qg., Fed.
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R Gv. P. 23(b)(2) (permtting class actions for declaratory or
injunctive relief where the "party opposing the class has acted or
refused to act on grounds generally applicable to the class"); Fed.
R Gv. P. 23(b)(3) (permtting class actions where conmon questi ons
of lawand fact predom nate and where class treatnent i s superior to
ot her avail abl e nmet hods) .

In Anchem Products, Inc. v. Wndsor, the Supreme Court held

that settlenent is relevant to class certification. 521 U S. at
619. The Court stated that: “[cl]onfronted with a request for
settlenent-only class certification, a district court need not
inquire whether the case, if tried, would present intractable
managenent problens, see Fed. R Cv. Proc. 23(b)(3)(D), for the
proposal is that there be no trial." 1d. at 620. Nonethel ess,
ot her requirenents of Rule 23, "those designed to protect absentees
by bl ocking unwarranted or overbroad class definitions--demand
undi | uted, even heightened, attention in the settlenent context."
Id. Inportantly, federal courts may not substitute a finding that
a settlenment is fair under Rule 23(e), for a finding that
certification is proper under Rule 23(a) and (b). Seeid. at 621-22
(finding that Rule 23(e)'s fairness criteria function as additi onal
requirenent to findings under Rules 23(a) and (b) that class has
sufficient unity).
1. Rul e 23(a) Nunerosity
Rule 23(a)(1) permts class treatment where "the class is so

nunmerous that joinder of all nenbers is inpracticable.” Fed. R
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Cv. P. 23(a)(1). Potentially six mllion people nationw de were
exposed to Pondimn or Redux (four mllion Pondimn prescriptions
and two mllion Redux prescriptions). The vast nunber of class
menbers and t hei r di spersed geographi c | ocal es exceeds the threshold

for a conclusion that joinder is inpracticable. See Eisenberg v.

Gagnon, 766 F.2d 770, 785-86 (3d Cr. 1985) (holding that 90
geographically dispersed plaintiffs nmet nunerosity requirenent);

Lerch v. Citizens First Bancorp., Inc., 144 F.R D. 247, 250 (D. N. J.

1992) (statingthat "[i]npracticability does not mean inpossibility,
but rather that the difficulty or inconvenience of joining all
menbers of the class calls for class certification"). Indeed, no
obj ector has di sputed that Rule 23(a)(1)'s nunerosity requirenent is
nmet here. Based on the vast size and geographi cal di spersenent of
the class, the court finds that Rule 23's nunerosity requirenment is
met .
2. Rul e 23(a)(2) Commnality and 23(b)(3) Predom nance
Rul e 23(a)(2) requires that there are questions of |aw or fact
comon to the class.”™ Fed R Civ. P. 23(a)(2). Rule 23(b)(3)
requires that comon questions of l|law or fact predom nate over
guestions affecting individual class nenbers. The court wll treat
these requirenments together "[b]ecause 23(b)(3)'s predom nance

requi rement incorporates the commonality requirenment” of Rule

' The conmonal ity requirenent is satisfied "if the named

plaintiffs share at | east one question of fact or law with the
grievances of the prospective class.” Baby Neal v. Casey, 43
F.3d 48, 56 (3d Gr. 1994); see Georgine, 83 F.3d at 627
(identifying commonality requirenent as |ow threshol d).
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23(a)(2). Georgine, 83 F.3d at 626. The predom nance inquiry
"trains on the legal or factual questions that qualify each class
menber' s case as a genui ne controversy, questions that preexi st any
settl enent.” Anthem 521 U S. at 623; see id. (stating that
benefits to be gained from settlenent's establishnent of
conpensation schene is not pertinent to predom nance inquiry).
Common issues need only predom nate, not outnunber, individua
issues. The Third Grcuit has instructed:
[t]here may be cases in which class resolution of one
issue or a snmall group of them will so advance the
litigation that they may fairly be said to predom nate.
Resolution of conmmon issues need not guarantee a
conclusive finding on liability, . . . nor is it a
disqualification that damages nust be assessed on an
i ndi vi dual basi s.

In re School Asbestos Litig., 789 F.2d 996, 1010 (3d Cr. 1986)

(citations omtted). "Even nass tort cases arising froma comon
cause or di saster may, dependi ng upon the circunstances, satisfy the
predom nance requirenent."” Anthem 521 U S. at 625.

Here, there exist several comon i ssues to the class to support
a finding of predom nance and cohesiveness. Wth regard to comon
guestions of fact, the diet drugs at issue here are essentially a
singl e product--in that Pondi m n and Redux are chem cally rel at ed- -
mar ket ed by a single major manufacturer--AHP. | n addition, use of
t he di et drugs spanned afinite and rel atively short period of tine.
Moreover, there is, in general, a common injury type to heart

val ves, albeit to varyi ng degrees. Moreover, thereis a comon body
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of science establishingthe causal connection between the di et drugs
and heart valve injuries.

In addition, plaintiffs' clainms in this litigation all stem
fromallegations involving a common course of conduct followed by

AHP. See Inre Prudential Ins. Co. of Am Sales Practices Litig.,

148 F.3d at 314-15 (agreeing with district court's predom nance
finding where common interest existed in determ ning whether
defendant's course of conduct was actionable). Plaintiffs'
negligence and failure to warn clains will revolve around AHP' s
conduct and knowl edge in devel oping and marketing Pondimn and
Redux. Al though there are sone individual differences anong cl ass
nmenbers, the common cl ass-w de focus on AHP' s know edge and conduct
predom nate such that judicial efficiency will be inproved through
t he cl ass nmechani smas opposed to relitigating these sane issues in
a series of individual cases. Furthernore, the class w de need for
nmedi cal nonitoring, as evidenced by the classes certified by this
court in Jeffers, and in several state courts throughout the
country, establish another concern common to the class. In sum
t hese common concerns which preexisted the settlenent confirm the
cohesi veness of the class.

The instant class is nore cohesive than the classes sought to
be certified in the asbestos and tobacco litigation arenas. For
exanple, this class is not as "sprawl ing" as the class rejected by
the Suprenme Court in Anthem \Were Anthem i nvol ved cl ass nenbers

exposed to asbestos in differing ways and through a w de range of
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different asbestos-containing products, the instant class was
exposed to only two diet drugs, which are chemcally related, and
t hrough a single nethod of exposure--oral ingestion of the drugs.

See Anthem 521 U. S. at 624. VWhere Anthem i nvol ved 20 asbestos

defendants, the instant class involves a single manufacturer
def endant - - AHP. \Were Antheminvolved a wide variety of injuries
including pleural scarring, lung cancer, asbestosis and
nmesot hel i oma, the instant class involves essentially a single type
of injury--heart valve injury. See id. at 624. Addi tionally,
unl i ke Anthem the instant class involves one scientific theory of
causati on.

The instant class also differs fromthe class decertified by

the district court and affirmed by the Third Crcuit in Barnes v.

Aneri can Tobacco Conpany, 161 F.3d 127 (3d G r. 1998), cert. denied,
526 U.S. 1114 (1999). In Barnes, the Third Grcuit affirnmed the
decertification of a nedical nonitoring class involving tobacco
litigation due to the presence of too many individual issues. See
id. at 143. \Were Barnes involved the entire tobacco industry,
whi ch manufactured hundreds of different products containing
different ingredients, the class here involves a single defendant
wWth essentially a single diet drug product. See id. at 135. 1In
Barnes, plaintiffs clainmed that defendants nani pul ated nicotine
| evels. Thus, nicotine levels in different products at different
ti mes becane an i ndi vi dual issue destroying class cohesion. Seeid.

at 144-45. No such individual issues divide the instant cl ass.
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Mor eover, addiction, an inherently individual issue, worked to
further splinter the tobacco class in Barnes. No such individua
i ssue exists with respect to the instant class.

Mor eover, when taking the settlenent into consideration for
pur poses of determ ning class certification, individual i ssues which
are normally present in personal injury Ilitigation becone
irrelevant, allow ng the conmon i ssues to predom nate. For exanpl e,
differences in state laww th regard to contri butory negligence and
conparative fault, | earned internmediary doctrine, medi cal
nmonitoring, punitive damages and the statute of Iimtations do not
destroy cl ass cohesi on because t he settl| enent agreenent provi des for
di stribution of benefits based on the objective criteria described
therein. Simlarly, individual issuesrelatingtocausation, injury
and damage also disappear because the settlenent's objective
criteria provide for an obj ective schene of conpensation. The court
notes that this is not the sane as finding that the benefits of the
settlement itself provide a comon issue which satisfies the
predom nance requirenent. Rather, the court finds that the common
i ssues that preexisted this settlenent--involving a comopn product,
def endant and course of conduct--when considered in |ight of the
proposed settl enent, predom nate over any indi vi dual issues between

cl ass nenbers. *°

9 Wth respect to Rule 23(b)(2), although there is no
predom nance requirenent, it is well settled that the class
claims nmust be cohesive and that an anal ysis of whet her
i ndi vi dual issues that exist anong class nenbers destroy the
cohesive nature of the class. See Barnes, 161 F.3d 127, 142-43
(3d Gr. 1998). The court's findings wwth respect to
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3. Rul e 23(a)(3) Typicality

Rule 23(a)(3) requires the nanmed plaintiffs' clains to be
typical of the clains of the class. Fed. R GCv. P. 23(a)(3). The
typicality requirenent "is intended to assess whet her the acti on can
be efficiently nmaintained as a class and whether the naned
plaintiffs have incentives that align with those of absent class
menbers so as to assure that the absentees' interests will be fairly
represented."” Baby Neal, 43 F.3d at 57. The Third G rcuit has
st at ed:

"Typicality entails an inquiry whether 'the naned

plaintiff's individual circunstances are nmarkedly

different or . . . the legal theory upon which the clains

are based differs fromthat upon which the cl ai ms of other

cl ass nenbers will perforce be based.'"

ld. at 58 (quoting Hassine v. Jeffes, 846 F.2d 169, 177 (3d GCr

1988) (quoting Ei senberg, 766 F.2d at 786)). Courts have found t hat
typicality is satisfied where the clains of the class
representatives and cl ass nmenbers arise fromthe sane al | eged cour se

of conduct by the defendant. See Baby Neal, 43 F.3d at 58 (stating

that factual differences "will not render a claimatypical if the
claimarises fromthe sane event or practice or course of conduct
that gives rise to the clains of the class nenbers, and if it is
based on the sane |egal theory"); Eisenberg, 766 F.2d at 786
(stating that "typical" is not sanme as "identical").

Here, the clains of the class representatives are aligned with

those of the class nenbers. Both the class representatives and

predom nance extend to its finding that this class has the
"cohesi on" necessary for certification under Rule 23(b)(2).
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cl ass nenbers either ingested the diet drugs over the relatively
short tine those drugs were available on the nmarket or have a
personal or legal relationship with such a cl ass nenber. Each cl ass
menber's claim alleges a comon defect in the diet drugs and a
common course of conduct by AHP with regard to devel oping and
mar keting those diet drugs. Thus, the court finds that Rule
23(a)(3)"'s typicality requirenent is satisfied.
4, Rul e 23(a)(4) Adequacy of Representation

Rule 23 requires that the class representatives "will fairly
and adequately protect the interests of the class.” Fed. R Cv. P
23(a)(4). This inquiry enconpasses two prongs. First, the adequacy
or representation inquiry "tests the qualifications of the counsel

to represent the class.” 1n re General Mtors Corp. Pick-up Truck

Fuel Tank Prods. Liab. Litig., 55 F.3d 768, 800 (3d Cir. 1995); see

In re Prudential Ins. Co. of Am Sales Practices Litig., 148 F. 3d at

312. Second, the adequacy of representation inquiry "serves to
uncover conflicts of interest between naned parties and the cl ass

they seek to represent.” Anthem 521 U S. at 625; see In re

Prudential Ins. Co. of Am Sales Practices Litig., 148 F.3d at 308

(stating that "the key to Anthem appears to be the careful inquiry
i nto adequacy of representation").

Rule 23(a)(4)'s adequacy of representation requirenent
"‘tend[s] to nerge' with the commonality and typicality criteria of
Rul e 23(a), which 'serve as gui deposts for determ ni ng whet her

mai nt enance of a class action is econoni cal and whet her the naned

-102-



plaintiff's claim and class clains are so interrelated that the
interests of the class nenbers will be fairly and adequately
protected in their absence.'" Anthem 521 U. S. at 2251 n.20
(quoting General Tel ephone Co. of Sout hwest v. Fal con, 457 U. S. 147,

157 n. 13 (1982)).2?° Several considerations here confirmthat the
interests of these class nenbers will be fairly and adequately
repr esent ed.
a. Qualifications

Each of O ass Counsel and Subcl ass Counsel satisfy the
adequacy of representation requirenent as it respects these
attorneys' qualifications to represent the class. ass Counse
are Arnold Levin, John J. Cummings, IIl, Stanley Chesley, Mchae
D. Fishbein, Gene Locks, Sol Wiss and Charles Parker ("d ass
Counsel "). (Ex. P-276 at 32.) Each of the C ass Counsel are
experienced in the conduct of class litigation, mass tort litigation
and conpl ex personal injury litigationinvolvingproductsliability,
medi cal mal practice, drugs and nedical devices. Messrs. Levin
Fi shbein, Chesley and Cunmm ngs served as counsel for the class
certified by this court in Jeffers. Messrs. Locks and Wei ss served
as class counsel in those actions that were certified to proceed as
class actions to recover nmedical nonitoring and other relief from

AHP by Judge Cor odenus i n New Jersey, by Judge Levin in Pennsyl vani a

20 For this reason, the court's reasoning di scussed above

wWith respect to typicality and conmonality also apply to its
reasoni ng regardi ng adequacy of representation.
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and by Judge Freedman in New York. Charles Parker was one of the
attorneys for the class certified by Judge Edwards in Texas.

As set forth in the Settlenment Agreenent, Pretrial O der No.
997 and the Third Anended Conpl aint, Dianne Nast is counsel for
Subcl ass 1(a), Richard Lewis is counsel for Subclass 1(b), Mark
Tanner is counsel for Subclass 2(a), Eric Kennedy is counsel for
Subcl ass 2(b) and Ri chard Wayne i s counsel for Subclass 3 (“Subcl ass
Counsel ). Each of the Subclass Counsel referred to above are
hi ghly skilled conpetent attorneys with substantial experience in
mass tort litigation, class actions and conplex personal injury
[itigationinvolving nmedical mal practice, products liability, drugs
and nedi cal devices. (Ex. P-270 at 7-8; AHP Ex. 626 at 8; AHP Ex.
629 at 17, 116-20; Tr. 5/2/00 at 53-54.) Based on their experience
in personal injury litigation, mass tort litigation, class action
practice and their involvenent in diet drug litigation, the court
finds that each of the Subclass Counsel is well qualified to
represent his or her respective Subcl ass. These attorneys were al so
qualified to nmake assessnents of the extent to which he or she
needed to be involved in the negotiations on behalf of his or her
respective subclass in order to protect its interests in connection
with any potential or actual antagonism or conflict with the
interests of any other subclass.

b. Conflicts

(i) dass Counsel Were Not Disarned in Their
Negoti ati ons.
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Bot h Anthemand Otiz caution agai nst any "si de agreenents" or

"inventory settlenents,” where class counsel negotiate a separate
settl enent of their individual cases, contingent upon the success of
the gl obal settlenent. See Otiz, 527 U.S. at 852-53 (stating that
prospect of inventory settlenents provides great incentive to reach
any agreenent in global settlenent negotiations rather than best
possi bl e arrangenent for gl obal settlenent class); Anchem 521 U S.
at 627-28 (agreeing with Third Grcuit finding that there was no
assurance in ternms of settlenment or structure of negotiations that
naned plaintiffs operated under proper understanding of their
representational responsibilities); Georgine, 83 F. 3d at 630 (noting
obj ectors' argunent that class counsel cannot adequately represent
cl ass where their separate inventory settl enents are conti ngent upon
successful resolution of global settlenent). Wth regard to the
instant class, it is clear from the evidence introduced at the
Fairness Hearing that there were no side deals or inventory
settlenments entered into by O ass Counsel. (Tr. 5/2/00 at 41 & 58-
61.)

Nei t her were C ass Counsel disarnmed by a | ack of |everage in
their negotiations. In Anthem the Suprene Court rejected the
notion that in a settlenent class context, a fairness inquiry under
Rul e 23(e) could eclipse the certification requirenents under Rul es
23 (a) & (b). Anthem 521 U S. at 621. The court held that such an
approach woul d di sarm both class counsel and the court. 1d. The

Court stated that "[c]lass <counsel confined to settlenent
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negoti ations could not use the threat of individual litigation to
press for a better offer, . . . and the court would face a bargain
proffered for its approval w thout the benefit of adversari al
investigation.”" 1d. (citations omtted). Here, C ass Counsel were
armed with | everage in their negotiations, including the threat of
immnent and ongoing litigation. By the tinme settlenent
negoti ati ons wer e underway, thousands of individual personal injury
and nedi cal nonitoring suits were proceedi ng through discovery and
toward trial. Several other class actions were certified in the
states and before this MDL No. 1203 transferee court. Also, the
class action nedical nonitoring trial in New Jersey was underway.
Thus, throughout the negotiations, Cass Counsel were able to use
the threat of present and continuing litigation as a bargaining chip
i n reachi ng the best possi bl e deal they could achi eve for the cl ass.

(ii) There are No Inproper Allocations or
Trade-O fs I nvol ved.

The settlenent classes in Ancthem and Otiz failed in part
because they suffered from disabling intraclass conflicts. I n
Ancthem the Suprenme Court detected an intraclass conflict between
t hose cl ass nenbers with i mMmedi ate injuries and those cl ass nenbers
who were nerely exposed to asbestos. The conflict was anplified
because sone of the exposure-only class nenbers were not even aware
of their exposure. In addition, there was a long |atency period
associ ated with asbestos di seases. Under these circunstances, the
Suprene Court noted that the goal of generous i medi at e paynents for

the currently injured tugged agai nst the goal of ensuring an anpl e,
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inflation-protected fund for the future for exposure-only
plaintiffs. Ancthem 521 U S. at 526. The Suprene Court found that
the terms of the settlement reflected "essential allocation
deci sions designed to confine conpensation and to |imt [the]
defendants' liability.” [1d. at 627. Specifically, the Suprene
Court pointed out that the settlenment included no adjustment for
inflation, only a few cl ai mants per year could opt out at the back
end and that |oss of consortium clains were to be extinguished
wi t hout conpensation. Thus, under those circunstances, the Court
hel d that the settling parties "achi eved a gl obal conprom se with no
structural assurance of fair and adequate representation for the
di verse groups and individuals affected.” 1d. Unlike Ancthem the
naned class representatives' interests are closely aligned wth
t hose of the class, such that fair and adequate representation of
the class is ensured. Specifically: the instant class is not as
sprawing as that in Anchem the "futures" problemthat existed in
Anchem does not exist here; and the settlenment provides for
structural protections which nmake it fair to bind absent class
menbers here.
(A) The O ass is Cohesive.

As di scussed above, the instant class has a great deal of
cohesion in that the class was basically exposed to one substance,
manuf act ured by one def endant over arel atively short period of tine
and suffers or is at risk of suffering one particular type of

injury. See supra, at 8 II1.D. 2.
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(B) There ls No "Futures" ProblemSimlar
to the One Encountered in Anchem

The instant class does not suffer fromthe same probl ens that
exposure-only class nenbers suffered fromin Anchem |n Ancthem the
Court found that class nenbers could not fairly be bound by a
settl enent where sonme nenbers were unaware of their exposure to
asbestos or where their potential injuries could have a |atency
period of 30 to 40 years. Here, all class nenbers are aware of
t heir exposure to Pondi m n or Redux, which have been of f the market
since Septenber 1997. In addition, the class nenbers have a
di agnosable condition that can be detected through an
echocar di ogr am

bjectors argue that a "futures" problemsimlar to that in
Anthem exists here because issues regarding the latency and
progression of VHD remai n vague. The clinical and epi dem ol ogi cal
studi es denonstrate--and all the experts agree--that insofar as the
use of fenfluramne or dexfenfluramne results in an increased
preval ence of wvalvular regurgitation, that regurgitation is
det ect abl e by echocardi ogramshortly after the patients di sconti nue
use of diet drugs. Conversely, there is no evidence that the use of
the drugs results in any increased risk of regurgitation that is
"l atent” and not det ect abl e by t oday’ s sophi sti cat ed
echocardi ographi c technol ogy. (Ex. P-95  42; Tr. 5/3/00 at 82 &
86; AHP Ex. 613 11 59-65; AHP Ex. 610 1 10 & 20; AHP Ex. 611 ¢ 41,
Tr. 5/8/00 at 79.)
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The absence of a latency period between ingestion of
fenfluram ne and/or dexfenfluramne and the devel opnent of
clinically detectable VHD is al so confirned by a nunber of studies
t hat have fol | owed forner fenfl uram ne/ dexfenfluram ne patients for
a nunber of years, either through the use of echocardi ograns or
conpr ehensi ve medi cal record review. ? Each of these studies finds

that there was no energence of new disease after sone |atency

2l The studies that have tracked forner

fenfl uram ne/ dexfenfluram ne patients in this manner and did not
find latency or progression--and nore often found inprovenent in
patients who had previously been FDA Positive--are as foll ows:
Wei ssman |11 Study (Ex. P-172 at Table 4) (no progression or

| at ency observed in conparison of dexfenfluram ne patients’
echocardi ograns taken three to five nonths after cessation of
drugs to echocardiograms of sane patients one nonth after
cessation; inprovenment noted in nunber of patients who had
preV|oust been "FDA positive"); Wissman |11 Study (AHP Ex.
185A) (conpari son of echocardiograns one year after cessation to
prior echocardi ograns of sanme dexfenfluram ne patients one nonth
after cessation--no progression, additional inprovenent); Gardin
Il Study (AHP Ex. 587A) (one year followup of patients who had
t aken fen-phen conbi nati on or dexfenfluram ne--no progression;

i nprovenent in sone patients); Hensrud Study (Ex. P-126 at 1,
Tabl e 1) (conparison of echocardi ograns one year after cessation
of use to initial echocardiograns at tinme of cessation--no
progression; inprovenent in sonme patients); D. H Ryan Study (Ex.
P- 149) (conparison of echocardi ograns of sane fen-phen patients
over twenty-four nonths follow ng cessation of use at six nonth
i nterval s--no progression; inprovenent in about one-third of
cases); Davidoff Study (AHP Ex. 121 at 21) (no increased

preval ence of aortic regurgitation--and hence no |atent effect--
anong treated patients who were given echocardi ograns four years
after their use of fenfluram ne, as conpared to untreated contro
patients); Jick Study (P-127 at 1, Table 3) (conprehensive

medi cal record review of 8900 patients identifying only el even
cases of any new evi dence of valvular regurgitation, and no
surgeries, over five year period after their use of

fenfl uram ne/ dexfenfluram ne); and Ei chel berger Study (P-118)
(evaluation of patients who had taken fen-phen conbi nati on on

| ong-term basis sone fifteen years after they had used drugs--
finding no severe regurgitation, no valve surgeries, and no
greater degree of regurgitation than woul d be expected in such
patients).
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peri od. Moreover, these studies suggest that regurgitation
attributable to diet drug-induced VHDrenai ns stabl e or regresses in
a substantial portion of the exposed popul ation, but that there may
be progression of the severity of the disease anong a small
per cent age of those who have devel oped FDA Positive |levels of VHD
after being exposed to diet drugs, particularly those who devel op
noderate or greater |levels of regurgitation while taking the drugs.
(Exs. P-95 ¢ 43, P-118, P-119, P-126, P-153, P-138, P-149, P-172 &
P-173.) The studies showthat a patient who is diagnosed wth mld
aortic regurgitation shortly after he or she ceased the use of the
drugs is thus nore likely to inprove than to progress to a nore
severe |l evel of regurgitation. (Ex. P-172 at Tabl e 4; AHP Ex. 185A;
AHP Ex. 587A; Ex. P-126 at 1, Table 1 & Ex. P-149.)

The objectors presented no evidence fromany study to support
the contrary viewthat such val vul opathy is either latent or that it
progresses in nost forner patients. The absence of any evi dence of
| atent onset of regurgitation or significant progression of
regurgitationinforner fenfluram ne and dexfenfluram ne patientsis
al so consistent with both the general observation that progression
of val vular regurgitation occurs primarily in patients who al ready
have noderate or severe di sease--but not in patients who have only
mld regurgitation--as well as studies with other drugs which are
known to cause val vul ar regurgitation but which cease to do so once
a patient stops taking the drug. (AHP Ex. 613 f 61; Ex. P-95 § 15;
AHP Ex. 107.)
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All of the experts who testified in this case agreed that
fenfl uram ne, dexfenfluram ne and the fen-phen conbi nati on do not
cause latent valvular regurgitation; that there is no evidence of
signi ficant progressi on anong such patients after they cease taking
t he drugs; and that there has been cl ear evidence of inprovenent in
the mldregurgitation previously noted in sone fornmer patients. No
expert testified to the contrary. (Tr. 5/3/00 at 81-82, 85-86; EX.
P-95 9 43; AHP Ex. 609 7 8; Tr. 5/8/00 at 79; AHP Ex. 613 Y 62-70;
AHP Ex. 611 19 33-40; AHP Ex. 610 § 10.) In sum as it relates to
| atency, the "futures" problem present in Anchem is not present
her e.

(C (bjections Pertaining to Neurotoxic
I njuri es.

The Cbj ectors al so argue that an i nproper "all ocation” simlar
to the allocations made i n Anthemexi sts here in that cl ass counsel

"agreed to 'fold in" clains for neurotoxic injuries wthout
procuring any benefit for those whose clains were extinguished.”
(Dunn Proposed Finding of Fact f 82.) A neurotoxic effect occurs
where exposure to a potentially toxic substance has caused an
organic effect in the brain which is expressed in sone abnormal
behavi or or nood change. (Ex. P-93 at 2-4 of 26.) There is
suggestive evidence that fenfluram ne, dexfenfluram ne and their
conbi nation with phenterm ne cause neurotoxic brain damage in a
variety of tests involving ani mal species. However, there is also

a significant degree of controversy in the available literature,

with findings depending on the types of aninmals used, the dosages
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and routes of admnistration, the duration of exposure and the
experinental |aboratory nethods used to detect the changes in
neuronal elenents. (Ex. P-93 at 3 of 26.) There is al so debate as
to whether drug induced changes are pernmanent or transient and
whet her danmaged neurons can sprout anew portions that have
apparently "died back" due to toxic effects. I ndeed, there is
debat e about howto define neurotoxicity in these ani mal nodel s, and
whet her findings can be generalized to human beings. (Ex. P-93 at
3 of 26.)

In human beings, neurotoxic effects are characterized by
di st urbances i n nood or behavi or such as depressi on, nenory defects,
and the 1like. (Ex. P-93 at 2-4 of 26.) Such alterations or
di sturbances in behavior and nmobod are comon and can result from
both organic and non-organic factors including various life
circunstances. (Ex. P-93 at 2-4 of 26.) Therefore, in order to
det er m ne whet her or not exposure to a potentially toxic substance,
such as a pharnaceuti cal product, has caused an adverse
psychol ogi cal outcone or whether the patient’s behavioral
mani festations are the result of other factors such as life
circunstances, it is essential to conduct clinical investigations
systematically conparing well defined psychol ogic outcones of
interest in a population exposed to a potentially toxic
phar maceuti cal conpound wi th outcones in a matched popul ati on whi ch

has not been exposed to the drug. (Ex. P-93 at 2-4 of 26.)
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Despite the fact that the fenfluram ne derivatives have been
marketed in this country and in Europe since at |east the early
1970s, there is very little clinical information concerning any
associ ati on between the ingestion of fenfluram ne derivatives and
what m ght be described as neurotoxic clinical manifestations in
human beings. There are episodic case reports of individuals who
had di sturbances in nood or behavior who have taken fenfluram ne
derivatives. However, these case reports are "anecdotal" at best
and do not provide any credi ble information fromwhich a reasonabl e
scientist could conclude that diet drugs are neurotoxic. (Ex. P-93
at 4 of 26.)

Significantly, there have been no controlled or systematic
studies evaluating the clainmed neurotoxic effects of the
fenfl uram ne derivatives. Specifically, there have been no studies
conparing defined psychol ogi cal outcones in diet drug users with
outconmes i n a mat ched popul ati on not exposed to such drugs or inthe
form of studies follow ng a popul ation of individuals exposed to
di et drugs to determ ne who devel oped neuropsychi atri c synptons and
signs and conpare the characteristics of affected and unaffected
i ndi vi dual s. (Ex. P-93 at 4 of 26.) There is no reliable
scientific evidence that fenfluram ne or dexfenfl uram ne, when gi ven
at normal therapeutic doses, is neurotoxic in humans, i.e., causes
| asting central nervous systeminpairnent. No expert testifiedto

the contrary. (Ex. P-93 at 3; Dunn LT-160 at 670.)
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Al t hough the i ssue of whether fenfluram ne and dexfenfl uram ne
are neurotoxi c has been studi ed for over twenty-five years, the very
articles relied upon by objectors acknow edge that, as recently as
1998--after the drugs were no | onger on the market--no studi es have
ever shown any neurotoxic effects in humans. (LT-160 at 669-70.)
There have been a nunber of well-designed clinical studies on
fenfluram ne and dexfenfluram ne--including random zed, doubl e-
bl i nd, placebo-controlled studi es invol ving thousands of patients--
that included eval uation of potential central nervous system side
effects in which there were no significant differences between the
subj ects who took the drugs and subjects who received placebos on
neur opsychol ogi cal and psychiatric assessnents. (AHP Ex. 559.)

Wiile there were sone reports of adverse neurol ogical or
psychiatric effects after use of fenfluram ne or dexfenfluram ne
anong the mllions of people who used themfrom 1973 to 1997, even
the reviewarticle cited by the objectors notes that "a causal |ink
cannot be established" because those are individual reports rather
than controlled epidem ol ogical studies. Specifically, because
neur opsychiatric problens sonetinmes occur spontaneously in the
general popul ation, individual reports cannot establish a cause and
ef f ect relationship between the use of fenfluramne or
dexfenfl uram ne and devel opment of neuropsychiatric difficulties.
(LT-160 at 669; P-93 at 3.)

All  of this data on the neurological effects of both

fenfluram ne and dexfenfluram ne was reviewed by the FDA between

- 114-



1993 and 1996, when Redux was approved for distribution in the
United States. Mst notably, in Cctober 1995 t he FDA revi ewed dat a
submtted by Interneuron on the "neurologic, psychonetric,
behavi oral [and] cognitive data included in 17 controlled clinical
trials, of 10 years of post-marketing spontaneous reports and of 55
reports in the published literature . . . to evaluate the human ri sk
for adverse psychologic, neurologic or psychiatric effects
associ ated with dexfenfluramne . . . treatnent." (AHP Ex. 559.)
That review of all the avail able data showed that "at the clinical
dose reconmmended for the treatnent of obesity, dexfenfluramne is
safe and well tolerated and is wthout risk of acute or del ayed
adverse effects involving the central nervous system" (AHP Ex.
559.) Shortly thereafter, the expert panel convened by the FDA to
study this issue recommended that the FDA approve dexfenfl uram ne
for saleinthe United States--and the FDA ultimately did so. (Tr.
5/11/00 at 51; AHP Ex. 559.) 1In the absence of such studies, it is
not possible to establish that exposure to the fenfluram ne
derivativesresultedinthe devel opnment of neuropsychiatric synptons
or signs in any human beings. (Ex. P-93 at 4 of 26.)

The Settlenent Agreenent does not provide any benefits for
neurotoxic injuries alleged toresult fromingestion of Pondi m n and
Redux. However, clains for neurotoxic injury are "settled cl ai ns"
such that class nenbers rel ease and discharge these clainms in the
event they have not exercised their initial opt-out right by Mrch

30, 2000. (Ex. P-3 at 17-18 of 148.)
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In this regard, the colorful, consuner oriented notice which

was sent to class nenbers stated:

Some people believe that a very subtle

ki nd of brain danage — neuropsychiatric or

neurotoxic injury — may be caused by the

use of Pondi mi n and/or Redux. However

t he question of whether such brain injury

can occur as a result of diet drug use is

controversial. Also, there are presently

no published clinical studies that show

that people who took Pondimn or Redux

have any brain injury as a result. The

settl ement provides no benefits for such

neur opsychiatric or neurotoxic injuries.

| f you do not opt-out of the settlenent,

you will not be able to pursue in Court

any claim for neuropsychiatric or

neurot oxi c injury.
(Ex. P-211 at 14; Ex. P-15 at 13 of 14.) 1In light of this clear
statement and in light of the fact that there is absolutely no
clinical evidence that Pondinmn or Redux cause neuropsychiatric
injury, class nenbers who have not exercised an initial opt-out
right have properly relinquished any claim for neurotoxic or
neur opsychiatric injury against AHP and the AHP Rel eased Parti es.

(D) Structural Protections.

The settlenment provides for structural protections that were
absent in Anchem To the extent that sonme class nmenbers can be
characterized as "futures" because their existing injuries may
progress over time, they are protected by the settlenent in that
t hey nmay "step up" to hi gher anounts of conpensation on the matrices
as their level of disease progresses. 1In, addition, unlike Anchem
there are no case flow maxi nuns designed to limt defendants’

paynents. See Anthem 521 U. S. at 604. Also, unlike Anthem the
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settlement matrices here are i ndexed for inflation. Seeid. at 604.
Moreover, the settlenent's fraud prevention nechanism protects
agai nst fund depl eti on.

Most inportantly, unlike Anchem where only a small nunber of
cl ass nenbers per year had the opportunity to reject the settl enent
and pursue their clainms in court, the instant class has several
meani ngf ul opt out rights acconpani ed by protecti ons agai nst statute

of limtations and claims splitting defenses.? See Anthem 521 U.S.

22 Under the Settlenent, class nmenbers who exercise an

i ntermedi ate or back-end opt out are prohibited from seeking
punitive or rmultiple damages. 1In return, AHP has given up its
right to assert statute of limtations and clains-splitting
defenses. (bjectors argue that this represents an i nappropriate
trade-off. This argunent is illusory.

First, class nenbers had an opportunity to preserve their
punitive damages cl ains by exercising the initial opt out.
Second, the Settlenent's provisions prohibiting AHP from
asserting statute of limtations and claimsplitting defenses
serve to protect the class against sone of the nmain risks they
face toward recovery. Many class nenbers m ght be barred from
filing suit, "given that there were only about 18,000 cl ai ns
filed out of six mllion people as of the tinme" the Settl enent
was negotiated. (Tr. 5/2/00 at 196-97.) Statute of limtation
defenses could al so have the effect of requiring class nenbers to
bring suit before determning the state of their health. I d.
Last, punitive damage clains are often illusory. See Broussard
v. Meineke Discount Muffler Shops, Inc., 155 F.3d 331, 346 (4th
Cr. 1998) (stating that award of punitive damages is al ways
"necessarily uncertain"); Haynes v. Logan Assistance Corp.,

No. Ci v. 90-1800, 1994 W. 66701, at *19 (E.D. Pa. March 4, 1994)
(stating that even where jury awards punitive damages, "it is

al ways specul ative as to how nuch a jury wll award in punitive
damages”). Moreover, in the case of punitive damge awards,

whi ch are intended to punish the defendant, plaintiffs run the
risk that a defendant may have al ready been puni shed enough, thus
barring any further award of punitive damages. See Dunn v.
Hovic, 1 F.3d 1371, 1388 (3d Cir. 1993) (en banc) (finding
argunents against nmultiple punitive damage awards "powerful"); In
re School Asbestos Litig., 789 F.2d 996, 1005 (3d G r. 1986)
(stating that "as a matter of constitutional |aw or substantive
tort law, the courts should shoul der sonme responsibility for
preventing repeated awards of punitive damages for the sane acts
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at 604-05; see supra, at 8 1.F.2.9g.. The centrality of the nedica
monitoring relief sought by the cl ass enhances these opt out rights
by all owi ng class nenbers to nmake an i nforned choi ce about whet her
to remain in the settlenment or pursue their clains in court.

(E) There Have Been No Lunp Sum
Al l ocati ons or Financial Trade-Ofs.

In Otiz, part of the fund of the settlenent was conprised of
an i nsurance policy that covered t he def endant for pre-1959 asbest os
cl ai nB. See Otiz, 527 U S. at 850. However, the proposed
settl enent class included t hose exposed to t he def endant’'s asbest os
products both before and after 1959. See id. at 857. C ass counse
used those insurance assets, which should have benefitted only the
pre-1959 claimants, to cover the post-1959 claimants as well. See
id. The Supreme Court found that this type of all ocation deci sion--

where class counsel was forced to allocate a lunp sum anpbng

or series of acts"); In re "Agent Orange" Prods. Liab. Litig.,
100 F.R D. 718, 728 (E.D.N. Y. 1983) (stating that, in theory,
"when a plaintiff recovers punitive danmages agai nst a defendant,
that represents a finding by the jury that the defendant was
sufficiently punished for the wongful conduct” and that "[t] here
must, therefore, be some limt either as a matter of policy or as
a matter of due process, to the anmount of tinmes defendants may be
puni shed for a single transaction").

Consequently, courts have approved settl enents even where
some plaintiffs m ght have recovered additional punitive damages.
See Petrovic v. Anbco Ol Co., 200 F.3d 1140, 1150 (8th GCr.
1999) (finding that specul ative possibility of punitive damages
was not enough to find that district court abused its discretion
in approving settlenent). In sum the court finds that C ass
Counsel's agreenent to wai ve punitive damage clains on
i nternmedi ate and back-end opt outs in exchange for protection
agai nst statute of limtations and claimsplitting defenses
represents a fair and wholly appropriate trade-off. These
provi sions do not represent an inproper allocation, nor do they
af fect the procedural fairness of the settlenent.
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different class nenbers--represented an intraclass conflict that
reveal ed the | ack of structural protection for the class as required
by Rule 23(a)(4). Unlike Otiz, Cass Counsel here has not been
forced to allocate a | unp sumanongst different class nenbers. See
supra, at 8 I.B. (describing settlenment negotiations).

The Objectors have pointed to several docunents to support
their position that allocations were nmade in achieving this
settlenent.?® The Objectors point to a July 3, 1999 letter from
Cl ass Counsel to AHP setting forth a "termsheet” of C ass Counsel's
proposal for settlenent that set out $4,243,000,000 as the total
cost of their June 1 settlenent proposal. (Dunn Ex. 20 at 14-15.)
The bjectors characterize this term sheet as Cass Counsel's
request to AHP for a |l unp sum However, the evidence introduced at
the Fairness Hearing does not support that characterization. In
fact, the July 3 letter nerely quantifies the anounts AHP woul d be
required to pay for the separately negoti ated benefits.

The bjectors also point to plaintiffs' econom st's estimates
of the amobunt it would cost to provide matrix benefits, a docunent
representing AHP's estimate of the anount which would cost to
provide all benefits under the agreenent, a spread sheet proposing
a schedule of periodic paynents to provide the benefits and a

docunent showi ng the position of the parties on various issues at

2 At the Fairness Hearing, the Objectors did not attenpt

to i npeach M. Fishbein's testinony regarding the style of the
negotiations. In fact, they did not present himwth a docunent,
fact or circunmstance suggesting that |unp sum denands or trade-
of fs occurred.
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one point during the negotiations. (Dunn Exs. 99, 188, 189, 101,
118, 191, 187 & 117.) Each of these docunents is consistent with
t he uni npeached testinony of M. Fishbein that the parties reached
an agreenent on what benefits would be provided to class nenbers,
W thout an allocation being nmade, before an assessnent of the
aggregat e anount necessary to pay for those benefits was made. 1In
sum the Qbjectors have not shown that any intra-class financia
trade-offs were made in these negotiations. The court finds that
t hese docunents do not support the Objectors' view, but instead
confirmthe style of negotiations as set forth in the testinony of
Cl ass Counsel M chael D. Fishbein, Esquire.

(F) Issues Involving Subclasses and
Subcl ass Counsel .

The Obj ectors have al so argued that the settl enent negoti ati ons
wer e conducted al nost exclusively by O ass Counsel, that Subcl ass
Counsel 's invol venent in the negotiations was negligible, that the
cl ass representatives played no role in the negotiations and that
Cl ass Counsel "allocated"” benefits between groups of claimants.
Initially, these argunents are diluted by the fact that the
(bj ectors were unable to point to any | unp sumal |l ocations or intra-
class trade-offs, and thus, no disabling conflicts requiring
subcl assing arose in this instance. The Eighth Crcuit's recent
deci si on addressing the propriety of subclasses provides this court
Wi t h gui dance:

[I]f the objectors nean to maintain that a conflict of

interest requiring subdivisionis created when sone cl ass
menbers receive nore than other class nenbers in a
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settlenent, we think that argunment is untenable. It seens
to us that al nost every settlenment will invol ve different
awards for various class nenbers. |ndeed, even if every
cl ass nenber were to receive an identical nonetary award
insettlenment, the true conpensation would still vary from
nmenber to nmenber since risk tolerance varies from person
to person.

Petrovic v. Anbco G I Co., 200 F.3d 1140, 1146 (8th Cr. 1999); In

re Prudential Ins. Co. of Am Sales Practices Litig., 148 F.3d at

294-97 (noting that different clains were weighted according to
strength and given different benefits accordingly); Ekins v.

Equitable Lifelns. Co. of lowa, No.C v.A 96-296-Civ-T-17B, 1998 W

133741, at *15 (M D. Fla. Jan. 27, 1998) (stating that "nor is an
inperm ssible intra-Class conflict or antagonism created by [a]
settlement” that conpensates cl ass nenbers based on the strength of
their claimrather than trading off theoretical subgroup's interests
"to the benefit of any other theoretical subgroup").

Nonet hel ess, subclasses were created here as a structura
protection to be enployed if such a conflict situation arose. Wth
regard to the cl ass representatives, the Objectors' chief conplaint
is that they were inactive and that three of the five were repl aced.
I n a massi ve cl ass action, however, "it is counsel for the class who
has the | aboring oar. The cl ass representatives furnish the factual
basis to invoke jurisdiction of the court and provi de the outline of
the controversy, but the |awers shape the clains . . . by the
conpi l ati on of factual and expert testinony and the presentation of

evi dence." Goodman v. Lukens Steel Co., 777 F.2d 113, 124 (3d

Cr. 1985). The class representatives are not expected to have
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detai |l ed knowl edge or participate integrally in conplex settl enent

negotiations. See Lewis v. Curtis, 671 F.2d 779, 789 (3d Cr. 1982)

(stating that "adequacy of representation test is not concerned with
whet her plaintiff personally derived the information pleaded in the
conpl aint or whether he will personally be able to assist his

counsel"); Geenfield v. Villager Indus., Inc., 483 F.2d 824, 832

n.9 (3d CGr. 1973) (stating that "[e] xperience teaches that it is
counsel for the class representative and not the naned parties, who
di rect and manage these actions . . . [and that] [e]very experienced
federal judge knows that any statenent to the contrary is sheer
sophistry”). Nor does repl acenent of class representatives destroy

adequat e representation of the class. See e.qg., Krenens v. Bartl ey,

431 U.S. 119, 134-35 (1977) (remanding action to district court,
for, anong ot her things, substitution of class representatives with

live clainms); Schlick v. Penn-Di xie Cenent Corp., 551 F.2d 531, 533

(2d CGr. 1977) (recognizing court's ability to substitute class
representative if it finds nanmed plaintiff "to be in a conflicting
or untenable position either for the conduct of the trial or
settlenment").

Wth regard to subcl ass counsel, the Qobjectors' chief conpl ai nt
is that they were not sufficiently involved and adversarial in
negoti ations. Subclass counsel are deened adequate where they are
conpetent and have no interest that conflicts with the class they

represent. See Anthem 521 U S. at 625-26; In re Prudential Ins.

Co. Sales Practices Litig., 148 F.3d at 312;: Inre GM Mtors Corp.
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Pi ckup Truck Fuel Tank Prods. Liab. Litig., 55 F.3d at 800; Barnes,

161 F.3d at 141. Nothing in Rule 23 requires that subclass counse
fight anmong one another or attend every negotiation session in
attenpting to work out a gl obal resol ution.

Initially, the court finds that each of Subclass Counsel is
conpetent and experienced in handling class actions and nass tort
litigation. (AHP Ex. 639 at 7-16; AHP Ex. 627 at 6-12; AHP Ex. 637
at 7-9; AHP Ex. 626 at 7-8, 16-17, 21 & 23-24; Ex. P-270 at 7-11.)
In addition, Subclass Counsel have no disabling conflicts of
interest that prevent themfromserving as Subcl ass Counsel. Last,
their participation in the negotiations satisfies their fiduciary
obligation to protect the interests of the subclasses they
represent. Subcl ass Counsel began serving in that capacity in late
July or early August 1999. (Ex. P-270 at 15-16 & 123; Tr. 5/2/00 at
54-55.) From the point in the negotiations where the parties
decided to create subcl asses, Subcl ass Counsel agreed to serve. By
late July, prior to the signing of the MOU, Eric Kennedy, D anne
Nast and Richard Lewis had agreed to serve. As the subclass
structure was in a nascent stage, Ms. Nast and M. Lewis were
initially asked to represent those persons who had not received
echocar di ograns (and t hose who wer e not di agnosed FDA Positive), and
M. Kennedy was asked to represent those who had been di agnosed FDA
Positive). This was an appropriate division of responsibilities.
These three Subclass Counsel actively participated in the

negotiations in late July and early to md-August prior to the
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subm ssion of the MOUthat |ed to the current subclass structure and
basi ¢ conpensation schene. |In fact, all three testified that well
before they met with nmenbers of AHP's defense teamin late July or
early August 1999, they had nunerous di scussions with the PMC about
the settl enent and what they thought it should include. At neetings
anong C ass Counsel, Subclass Counsel and AHP during | ate July and
early to m d- August, the subclass definitions were refined and t he
benefits surrounding the fundanental distinctions were solidified.
Soon thereafter, Mark Tanner and R chard Wayne were sel ected to be
Subcl ass Counsel . At this point: M. Nast represented Subclass
1(a), M. Lewi s represented Subclass 1(b), M. Tanner represented
Subcl ass 2(a), M. Kennedy represented Subcl ass 2(b), and M. Wayne
represented Subclass 3. (AHP Ex. 629 at 132; AHP Ex. 627 at 35-37
& 39-40; AHP Ex. 630 at 24 & 31-32; AHP Ex. 626 at 34 & 37.)
These Subcl ass Counsel assisted in negotiating one of the key
el ements of the Settl enent Agreenent--the duration of use that woul d
di stinguish group "a" fromgroup "b," which inpacted the benefits
t hat persons woul d receive under the settlenent. |In addition, the
di stinction between persons who had been di agnosed wi th FDA Positive
val vul ar regurgitation by Septenber 30, 1999, and persons who had
not been so di agnosed by that date was al so successful ly negoti ated
Wi th the assistance of Subclass Counsel. Finally, in Septenber of
1999, when plaintiffs believed that the parties were com ng close to
agreenent, adraft of the MOUwas circul ated to Subcl ass Counsel for

their comments. Subcl ass Counsel comented on that draft, and the
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i ndi viduals who were directly involved in the negotiation with AHP
at that point took direction fromSubcl ass Counsel and nade sure to
obtain their approval regarding the remaining details of the
agreenment. (AHP Ex. 633 at pp. 24-25 & 48; AHP Ex. 630 at 42-43;
AHP Ex. 629 at 133-35; Ex. P-270 at pp. 21-22.)

In sum the court finds a sufficient anount of involvenent by
Subcl ass Counsel. Although sone Subcl ass Counsel were | ess active
than others, this alone does not cause the court to find that
Subcl ass Counsel shirked their obligations to the subcl asses they
repr esent ed.

(G Attorneys' Fees.

bj ectors assert that C ass Counsel negotiated their attorneys
fees simultaneously with the class, that they reached a deal to
divide the fee anong thenselves, that |ead counsel used their
| everage to coerce Subcl ass Counsel to go along with the settl enent,
that the settlenent does not provide for a mechanismto award fees
and t hat the Agreenent does not provide a separate fee structure for
Subcl ass Counsel . (Dunn Proposed Conclusions of Law Y 21-24.)
bj ectors argue that, thus, O ass Counsel and Subcl ass Counsel had
aconflict inthat they were economcally notivated to sinply enact
a gl obal settlenent and share in the $429 m|lion pot of attorneys'
fees that AHP agreed to provide. Objectors' assertions are off the
mar K.

First, the court determ nes whether and to what extent Cl ass

Counsel are entitled to fees for services perforned in generating a
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comon fund. In the Third Circuit, common benefit fees are

appropriately determ ned by both a Lindy approach and a percent age

of the fund approach. See Report of the Third Grcuit Task Force,
"Court Awarded Attorneys Fees", 108 F.R D. 237, 255 (1985); In re

Prudential Ins. Co. of Am Sales Practices Litiqg., 148 F.3d at 333

(stating that it is sensible to use both Lindy approach and
per cent age approach as "cross-check"); GM Trucks, 55 F.3d at 820
(sane). Also, Cass Counsel nay agree to limt the anount of fees
awarded by the court or negotiate with defendants to create a
separate fund for the paynent of attorneys' fees to be awarded by
the court and it is permssible for counsel to do so prior to the
concl usi on of negotiations regardi ng the benefits of the settl enent

itself. See Ashley v. Atlantic Richfield Co., 794 F. 2d 128, 138 (3d

Cir. 1986).

Here, while C ass Counsel reached an understandi ng anong
thenselves with regard to the relative contributions made by
attorneys, they did not nake a deal to split fees. The
determ nation of fees is for the court. Also, it is clear that
Cl ass Counsel did not nake a deal with AHP for the paynent of
attorneys' fees. The $200 nillion fee cap on Fund A was negoti at ed
after the benefits for Fund A were determned. (Tr. 5/2/00 at 88.)
Wth regard to Fund B, O ass Counsel voluntarily agreed to limt
their fee request to a maxi numof 9% of the value of Fund B. (Tr.
5/2/00 at 95-97.) Last, there is no evidence that |ead counsel

possessed any | everage with regard to counsel fees which would all ow
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themto pressure Subclass Counsel into acceding to the terns of the
settlenent. |In fact, such a suggestion ignores the fact that it is
the court that controls the award of attorneys' fees. |In sum the
cap on fees provided for in the Settlenent Agreenent does not
constitute a disabling force upon Cass or Subclass Counsel which
destroys their ability to adequately represent the cl ass.

5. Rul e 23(b) (2)

A class action is maintai nable under Rule 23(b)(2) when "the
party opposing the class has acted or refused to act on grounds
general ly applicable to the class, thereby naki ng appropriate final
injunctive relief or corresponding declaratory relief with respect
to the class as a whole." Fed. R Cv. P. 23(b)(2). Subsection
(b)(2) class actions are "limted to those class actions seeking

primarily injunctive or corresponding relief." Barnes v. Anerican

Tobacco Co., 161 F.3d 127, 142 (3d CGr. 1998) (quoting 1 H Newberg,

Newberg on O ass Actions, 8§ 4.11, at 4-39). Plaintiffs here seek

"equitable, injunctive and declaratory relief" to create a
court-supervised fund to provide nedical screening, nedica
services, nedical research and education, and a nedical/legal
registry to assure that Diet Drug Recipients receive pronpt and
proper diagnosis and treatnent of Di et Drug i nduced heal t h probl ens.
(Ex. P-2 11 2, 31-34 & 87-95.) Establishnent of a court-supervised
programt hrough whi ch cl ass nenbers woul d undergo peri odi ¢ nedi cal

exam nations in order to pronote early detection of diseases is a
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"paradi gmatic request for injunctive relief." Barnes v. Anmerican

Tobacco Co., 161 F.3d at 132.

The Third Crcuit exam ned the nedical nonitoring remedy in
Barnes and articulated the followng elenents for recovery: (1)
plaintiff was significantly exposed to a proven hazardous substance
t hrough the negligent actions of the defendant; (2) as a proximte
result of exposure, plaintiff suffers asignificantly increasedrisk
of contracting a serious asynptomatic disease; (3) that increased
risk makes periodic diagnostic nedical exam nations reasonably
necessary; (4) nonitoring and testing procedures exi st that nake t he
early detection and treatnment of the disease possible and
beneficial; and (5) a reasonable physician would prescribe a
nmonitoring regine different than the one that would have been
prescribed in the absence of that particul ar exposure. Barnes, at

138 n. 10 (citing Inre Paoli Railroad Yard PCB Litig., 916 F. 2d 829,

852 (3d Cir. 1990); Inre Paoli Railroad Yard PCB Litig., 35 F.3d

717, 788 (3d Cr. 1994)). These |l egal requirenents correspond wth
various public health criteria identified in the hearing testinony
by Troyen Brennan, J.D., MD., MP.H as prerequisites for
inplementing a nedical nonitoring program (1) asynptomatic
progression of disease foll ow ng toxic exposure; (2) the existence
of a test with high sensitivity; (3) exposed population wth
relatively high prevalence; (4) the test has a high predictive
value; (5) the test is relatively low cost; (6) nmonitoring is

capable of integration into standard clinical followup of those
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W th disease; (7) nonitoring should allowearly preventive care; and
(8) nonitoring should allow appropriate timng of definitive care.
(Tr. 5/3/00 at 80-104.) The |egal and nedical requirenents are net
here. Integration of these elenents into the settlenent between t he
parties denonstrates the inportant public policy and public health
obj ectives achieved by this settl enent.

The same public policy objectives are often poorly served by
tort litigation. As Dr. Brennan explained, the tort systemoften
fails to accurately identify injured individuals. The econom cs of
tort litigation nmeans that intervention can only occur after a
litigant has already sustained an injury. There are no incentives
for the tort systemto screen asynptomatic individuals, since such
persons generally have limted conpensation rights. Medi cal
monitoring, on the other hand, suits public health goals of
prevention and early treatnent, because it seeks to preserve health
and prevent injury rather than nmaximze damages, thereby
aneliorating the harsh dynam cs of aninjury-conpensati on based tort
system Equally inportant, in the context of a class action
settlenment achieved in the mdst of an ongoing public health
energency, medical nonitoring allows for infornmed choice about
medi cal and | egal options.

6. Rul e 23(b)(3) Superiority
Rule 23(b)(3) requires that a class action be "superior to

ot her avail able nmethods for the fair and efficient adjudication of
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the controversy.” Fed. R Cv. P. 23(b)(3). In making a finding
under this rule, the court shoul d consider:
(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 the controversy al ready cormenced by or agai nst
menbers of the class; [and] (C the desirability or
undesirability of concentrating the litigation of the
clains in the particular forum
Id. As discussed, the difficulties |likely to be encountered in the
managenent of a class action is not a relevant consideration in the
class action settlenent context. See Fed. R Cv. P. 23(b)(3)(D;
Anthem 521 U S. at 620 (stating that district court need not
i nqui re whet her case, if tried, would present intractabl e managenent
probl ens) . Wth regard to the interest of «class nenbers
individually controlling their litigation, the Settlenent honors
that concern through its multiple opt out rights, which are further
enhanced by the information class nenbers can receive about their
injury status through the Settlenent's nedical noni toring
provisions. |n essence, the conbination of nedical nonitoring and
unprecedented opt out rights allows a class nenber to nake i nforned
choi ces about how to control their own destinies, whether it be
t hrough settlenent or through litigation. In addition, fromthe
perspective of judicial efficiency, thereis a strong desirability
ininplenenting a settlenent inthis MDL No. 1203 transferee court,
the jurisdictionwth the nost individual and cl ass acti ons pendi ng.

The Settlenment's Accel erated | npl enentati on Opti on al so wei ghs

in favor of superiority here as it further expands the anount of
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choi ce i ndi vi dual class nenbers may exerci se through the provisions
of the Settlenent. Under the AIOQ, class nenbers may enjoy the
benefits under the settlenment wi thout waiting for the concl usi on and
outconme of any appellate process. The AIO presents a unique
opportunity in that class nenbers nay accept the benefits of the
Settlement without having to await court approval of the class.
Anot her factor weighing in favor of superiority is that the
relief providedinthe Settlenment woul d not practically be avail abl e
inthe absence of class treatnent. The Fifth Grcuit has recogni zed
that the "'nost conpelling rationale for finding superiority in a
class action . . . [is] the existence of a negative value suit."'"

Allison v. Gtgo PetroleumCorp., 151 F. 3d 402, 420 (5th Gr. 1998)

(quoting Castano v. Anerican Tobacco Co., 84 F. 3d 734, 748 (5th Gr.

1996)). Negative value clains are clains in which the costs of
enforcenent in an individual action would exceed the expected
i ndi vidual recovery. Here, the small nonetary anount involved with
a nedi cal nonitoring clai mmakes an i ndividual claimfor nonitoring
prohibitive in the absence of class treatnent.

hj ectors argue that this settlenent involves an i mmature mass
tort, and thus, fails the superiority prong of Rule 23. See
Castano, 84 F.3d at 746-47 (stating that immture certification

dramatically affects the stakes for defendants); see also Arch v.

Anerican Tobacco Co., Inc., 175 F.R D. 469, 494 (E.D. Pa. 1997).

Specifically, Qbjectors assert that because there areonly alimted

nunber of verdicts and settlenments involving diet drugs, it is nore
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difficult for claimants to assess the reasonableness of the
settl enent offered here by AHP. (Objectors' reliance onthe i nmature
tort theory is unpersuasive. |In Castano, the Fifth Crcuit noted
t he dangers of early certification:

[i]nthe context of mass tort class actions, certification

dramatically affects the stakes for defendants. d ass

certification magnifies and strengthens the nunber of
unmeritorious clainms. Aggregation of clainms al sonakes it

nore likely that a defendant will be found |iable and

results in significantly higher danage awards.

In addition to skewing ¢trial outconmes, class
certification creates i nsur nount abl e pressure  on

def endants to settl e, whereas i ndividual trials wouldnot.
Castano, 84 F.3d at 746. Here, none of these concerns are present.
Infact, it appears that the objectors have turned the i mature tort
argunent--typically a defense theory against certification--on its
head.

In addition, the science underlying this litigation is
sufficiently mature. Wiile superiority concerns nmay exist where
l[itigation involves a novel |egal theory or where injuries have a
consi derabl e | atency peri od or where there i s i nadequate evi dence to
support liability, causation and damages, none of those concerns
exist here. In that regard, Objectors' views of the science are
refuted by the record devel oped at the Fairness Hearing with regard
to the follow ng topics: progression, |atency, severity of injury,
duration of exposure, tricuspid clains, neurotoxicity clains and PPH

cl ai ns.

a. Progressi on and Lat ency
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As di scussed above, the scientific evidence does not indicate
a long latency period or slow progression of VHD. See supra, at
I1.D.4.b.(11)(B). bjectors have cited two studies--the
Ei chel berger and Fi scher studi es--in support of their assertion that
di et drugs may have a history of slow progression. (Ex. P-118; EX.
P-119.) Neither of these studies support Objectors' argunents. In
fact, the exact conclusion of the Eichel berger study was that:

t he preval ence and severity of fenfluram ne/ phenterm ne

associ ated val vul opathy fifteen years after exposure is

simlar to published reports of patients with recent

exposure, suggesting a |l ack of significant regression or

progr essi on of val vul opat hy over the ti me peri od exam ned.

Most patients have only mldregurgitation associatedw th

the aortic valve, and no patient in this study devel oped

signi ficant val vul ar conplications.
(Ex. P-118.) Likew se, the Fischer study concluded that "[i]n a
subset of patients with FDA defined clinically relevant val vul ar
regurgitation, there does not appear to be progression off anorexic
agents." (Ex. P-119.)

(bj ectors have also cited to the Jick study and asserted that
VHD nay energe years after ingestion because that study reported
that four of 8900 patients evaluated were not clinically diagnosed
withregurgitation until a fewyears after they had taken t he drugs.
(Ex. P-127.) This study does not support Objectors' views of the
evi dence. The Jick Study focused on VHD detected in clinical
practi ce based upon the presentati on of synptons. The study did not
enpl oy echocardi ography in evaluating the exposed popul ation. Al

of the experts who testified at the Fairness Hearing agreed that

echocar di ography can accurately diagnose diet drug induced VHD

-133-



substantially before it progresses to the point of producing
synptons. (Ex. P-95 1 9 & 12; AHP Ex. 613 {1 6; AHP Ex. 610 { 11.)
b. Severity of Injury

bjectors argue that FDA positive is not the appropriate
benchmark for clinically significant VHD. They cite to the Kahn
Study, which detected trace aortic valve insufficiency in sone
patients, suggesting that FDA thresholds for may be too high to
detect all val vular damage. (Dunn LT 81 at 717.) However, studies
perfornmed since the Kahn study and introduced into this record
denonstrate that increased incidence of non-FDA positive | evels of
val vul ar regurgitation di sappear within six nonths after exposure to
the drugs. (Ex. P-172 at 1 of 8; Ex. P-173 at 2 of 23; AHP Ex.
587A; Ex. P-126 at 1, Table 1; Ex. P-149; AHP Ex. 609 f 8; Tr.
5/8/ 00 at 79; AHP Ex. 613 | 62-70; AHP Ex. 611 Y 33-40; & AHP EX.
610 T 10.)

C. Durati on of Exposure

At | east six experts testifiedin person or by declaration that
i ndi vi dual s who took diet drugs for |less than three nonths did not
have an increased risk of FDA positive levels of regurgitation.
(Tr. 5/3/00 at 93-96; Tr. 5/8/00 at 24; AHP Ex. 609 ¥ 8; Tr. 5/8/00
at 78-79; AHP Ex. 611 § 17; and AHP Ex. 610 § 10.) Despite the
evi dence i ntroduced at the Fairness Hearing as di scussed above, the
bjectors argue that 60 days of diet drug exposure is an
i nappropriate benchmark for settlenment benefits. This argunent is

w t hout nerit.
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First, the Objectors cite to the PMC s response to a paper AHP
submtted to the FDA which pointed out that there was a "higher
preval ence of VHD reported with exposures [to diet drugs] as brief
as one nonth." (Dunn Proposed Findings of Fact 1 93 & 96.)
Al though this is true, it is also true that there is no increased
preval ence of FDA regurgitation in individuals who used diet drugs
for less than three to six nonths and that the increase in non-FDA
| evel s of regurgitation manifested for short termusers di sappears
wWithin six nonths to one year after cessation of diet drug use.
(Tr. 5/3/00 at 93-96; Ex. P-90 1 5; Tr. 5/8/00 at 24; Ex. P-122; AHP
Ex. 587A; Ex. P-115; Ex. P-228; Ex. P-170; Ex. P-172; & Ex. P-173.)

Second, Objectors cite to the Biswas report, which involved a
single patient. (Dunn Proposed Finding of Fact 9§ 93.) Such
anecdotal evidence is insufficient to support an inference about
increased risk. Third, Cbjectors cite to a study by Dr. Jick. 1d.
However, this study caused Dr. Jick, as well as every other expert
who revi ewed that study, to conclude that individuals who used di et
drugs for less than three nonths were not at increased risk of VHD.
(Ex. P-128 at 2-3; Tr. 5/3/00 at 112-14.) Fourth, the Objectors
citeto Dr. Goodman's decl aration stating that the duration-response
relationship of diet drugs is an "open scientific question." (EX.
P-90 1 5.) However, Cbjectors ignore Dr. Goodman's decl aration that
"if there is an excess risk in the class of persons with | ess than
60 days of exposure, it is likely to be substantially smaller" and

that there is a "scientifically justifiable separation of
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individuals into different classes with regard to the strength of
evi dence for causation and with regard to screening practices." 1d.
Last, Objectors point to the fact that a one-nonth cut-off date was
used to define the class in Jeffers. However, the one nonth cut-off
used in Jeffers has no evidentiary significance. That certification
deci sion was made w thout the benefit of scientific studies that
have been published over the |ast year showng that a thirty day
cut-off period was too short.
d. Injury to the Tricuspid Val ve

bj ectors further argue that there are indications that diet
drugs may al so affect the tricuspid valve. (Dunn Proposed Finding
of Fact 9 97.) In support, Objectors cite to the Connolly Study, a
case series involving 24 patients which detected sone tricuspid
regurgitation in patients. However, there was no confirmation that
such tricuspid regurgitati on was caused by t he sane ki nd of stuck-on
pl aques that characterize diet drug induced VHD. (Ex. P-113 at
Table 1.) On the other hand, at |east four epidem ologic studies
confirmed that fenfluram nes did not produce an increased risk of
tricuspidregurgitation. (Ex. P-170; Ex. P-115; Ex. P-111; & Ex. P-
122.) In keeping with these studies, several experts offered
opi nions that diet drugs did not pose an increased risk of tricuspid
regurgitation. (AHP Ex. 611 7 18.) The Objectors did not attenpt
to prove ot herw se through cross-exam nation or direct testinony.

e. Neur ot oxi city
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The court has already discussed the science with regard to
neurot oxicity. See supra, at 11.D.4.b.(ii) (0. Al t hough the
neur ot oxi city hypothesis has been advocated for several years, no
evi dence suggests that the drugs are neurotoxic in humans.

f. PPH

The Objectors argue that the definition of PPH in the
Settl ement Agreenent precludes individuals who have non-cardi ac
rel ated secondary causes of pul nonary hypertensi on (such as col | agen
vascul ar disease) from pursuing PPH clains against AHP if they
mani f est pul nonary hypertension as a result of taking diet drugs.
(Dunn Proposed Fi ndi ngs of Fact Y 101-03.) This is a m sreading of
the Settlenment Agreenent. Under the definition of PPH in the
Settl ement Agreenent, a person with pul nonary hypertension whichis
not related to |l eft-sided VHD, obstructive | ung di sease or pul nonary
enbolismhas the right to nake a cl ai magai nst AHP for PPH provi ded
that a board certified cardiol ogi st or pul nonol ogi st determ nes t hat
di et drugs were the cause of the person's pul nonary hypertension.
(Ex. P-3 at 14 of 148.) Thus, the Agreenment does not foreclose
those with secondary causes of pul nonary hypertension from making
clains that they devel oped pul nonary hypertension as a result of

t aki ng the drugs.

g. Summary
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The Objectors assert that there are a nunber of scientific
uncertainties that underm ne the superiority of this class action
settl enent. Nonet hel ess, several scientific experts testified
ot herwi se at the Fairness Hearing. The Objectors did not cross-
exam ne these wi tnesses, challenge their credentials, or question
the studies that they argue are contrary to the experts' views.
Mor eover, the Cbjectors neglected to offer any expert testinony of
their owmn. Instead, they offer their owmminterpretati on of studies,
absent any expert explanations supporting these interpretations.
Under these circunstances, the court is satisfied that the
scientific state of this litigation is not so underdevel oped as to
destroy the superiority of class treatnent under Rule 23.

I n conclusion, and for the reasons di scussed above, the court
finds that this proposed cl ass neets the requirenents of Rule 23(a)
and 23(b)(2) and (3) of the Federal Rules of Cvil Procedure and
that the "'proposed class has sufficient unity so that absent
menbers can fairly be bound by deci si ons of class representatives."'"

Inre Prudential Ins. Co. of AmM Sales Practices Litig., 148 F. 3d at

316 (quoting Anthem 521 U. S. at 621).

E. Rul e 23(e) Fairness Requirenents

As a separate inquiry, the court nust determ ne the fairness of
any class action settlenent. Fed. R CGCv. P. 23(e). \Were the
parties simultaneously seek certification and settl enent approval,
a court should "' be even nore scrupul ous than usual'" when exam ni ng

the fairness of the proposed settlenment. 1nre Prudential Ins. Co.
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of Am Sales Practices Litig., 148 F.3d at 317 (stating that
hei ght ened st andard ensur es t hat cl ass counsel denonstrate sust ai ned
advocacy throughout proceedings and protect interests of class

menbers) (quoting G M Trucks, 55 F. 3d at 805). In Grsh v. Jepson,

521 F.2d 153 (3d Cr. 1975), the Third GCrcuit set out the
traditional factors to consider in evaluating the fairness of a
cl ass action settlenent:

(1) the conplexity, expense and likely duration of the

litigation . . - (2) the reaction of the class to the
settlenment . . (3) the stage of the proceedlngs and t he
anount of dlscovery conpleted . . .; (4) the risks of
establishing liability . . ; (5) the risks of
establishing damages . . .; (6) the risks of mai nt ai ni ng
the class action through trial . . .; (7) the ability of

the defendants to withstand a greater judgnent; (8) the
range of reasonabl eness of the settlenment fund inlight of

t he best possible recovery . . .; [and] (9) the range of
reasonabl eness of the settlenment fund to a possible
recovery in light of all the attendant risks of
[itigation.

Inre Prudential Ins. Co. of Am Sales Practices Litig., 148 F. 3d at

317 (quoting Grsh, 521 F.2d at 157).

In addition, the Third Circuit has expanded the G rsh factors
in the mss tort context to include, when appropriate, a
consi deration of:

the maturity of the underlying substantive issues, as
nmeasur ed by experi ence i n adj udi cati ng i ndi vi dual acti ons,
t he devel opnent of scientific know edge, the extent of
di scovery on the nerits, and other factors that bear on
the ability to assess the probable outcone of a trial on
the nerits of Iliability and individual damages; the
exi stence and probabl e out cone of clains by other cl asses
and subcl asses; the conparison between the results
achieved by the settlenent for individual class or
subcl ass nenbers and the results achi eved--or |ikely to be
achi eved--for other claimnts; whether class or subcl ass
menbers are accorded the right to opt out of the
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settl| enent; whet her any provi sions for attorneys' fees are
reasonabl e; and whether the procedure for processing
individual clains under the settlement is fair and
reasonabl e.

Inre Prudential Ins. Co. of Am Sales Practices Litig., 148 F. 3d at

323. The court now turns to an exam nati on of these factors.

1. Conpl exity, Expense and Likely Duration of the
Li tigation.

This factor is "intended to capture the probable costs, in both

time and noney, of continued litigation." GM Trucks, 55 F. 3d at

812 (internal quotations omtted). This court, sitting as the MDL
No. 1203 transferee court, has presided over hotly contested
di scovery and notion practice for over two years. See supra, at 8§
| . A (discussing MDL No. 1203 proceedings). Litigation of these
cases woul d require great tinme and expense in concl udi ng di scovery,
obtai ni ng nunmerous expert witnesses and in setting trial dates
t hroughout the country. See supra, at 8 |. A (discussing diet drug
l[itigation in general). G ven the conplexity and nunber of cases
involved, this litigation would place a strain on court dockets
t hroughout the nation. Consequently, many plaintiffs could wait
substantial periods of tinme before their cases reach trial. This
factor weighs in favor of settlenent.
2. Reaction of the Class to the Settl enent.

This factor nust be analyzed by exam ning the nunber and

voci f erousness of the objectors, as well as gaugi ng whet her nenbers

of the class support the settlenment. See G M Trucks, 55 F.3d at

812. O the potential class size of six mllion, over 200, 000 cl ass
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menbers have already registered for settlenent benefits.
Approxi mately 160, 000 of those class nenbers have el ected the Al QO
On t he ot her hand, approxi mately 50, 000 cl ass nenbers have opt ed out
of the settlenent and | ess than thirty objections to the settl enent
were filed. The court finds that these nunbers represent a |ow
nunber of objectors and strong reaction by the class in favor of the
settlenent. Thus, this factor weighs in favor of settlenent.

3. Stage of Proceedings and Anmount of D scovery
Conpl et ed.

"To ensure that a proposed settlenent is the product of
i nformed negotiations, there should be an inquiry into the type and

anount of discovery the parties have undertaken.” |In re Prudenti al

Ins. Co. of Am Sales Practices Litig., 148 F.3d at 319. It is

appropriate to nmeasure the stage of proceedings either in the class

action at issue or in sone related proceeding. G M Trucks, 55 F. 3d
at 813. As discussed above, litigation in both MDL No. 1203 and in
state court proceedi ngs had progressed to a point that all owed t hose
plaintiffs negotiating the settlenment to appreciate the nerits of
their clains against AHP. See supra, at 8§ |.A (discussing
progression of discovery and litigation in general). In fact,
litigation had proceeded to the point of md-trial in the Vadino
medi cal nonitoring class action in New Jersey. In light of the
extensive discovery undertaken in state and federal courts, the
court finds that C ass Counsel were informed of the nmerits of this

litigation. This factor weighs in favor of settlenent.
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4, Ri sks of Establishing Liability and Danages
"The fourth and fifth Grsh factors survey the possible risks
of litigation in order to balance the |ikelihood of success and t he
potential damage award if the case were taken to trial against the

benefits of the i mmedi ate settlenent.” Inre Prudential Ins. Co. of

Am Sales Practices Litig., 148 F.3d at 319. Initially, the court

recogni zes that "the risks surrounding a trial on the nerits are

al ways considerable.” Wiss v. Mercedes-Benz of N. Am, Inc., 899

F. Supp. 1297, 1301 (D.N.J. 1995); see Inre Prudential Ins. Co. of

Am Sales Practices Litig., 962 F. Supp. 450, 539 (D.N.J. 1997)

(quoting Weiss), aff'd, 148 F.3d 283 (3d Cir. 1998).

Here, the risks of establishing liability and damages are
readi |y apparent. Al though the court nmakes no determ nati on of the
nmerits of the clains of plaintiffs, it notes several obstacles that
t hey woul d have to overcone:

. damages for pain and suffering and future nedi cal expenses
are often speculative and pose an uncertainty that
plaintiffs may be able to prove these damages at trial;

. while plaintiffs assert that AHP was aware of information
confirm ng t he associ ati on bet ween di et drugs and VHD, AHP
argues that such information did not indicate such an
associ ation and the regul atory agenci es i ncl udi ng t he FDA
evaluated simlar information and did not perceive the
associ ati on;

. based on the studies discussed above, several causation
i ssues pose a risk, especially for class nenbers who used
diet drugs for less than three to six nonths;

. the scientific conplexity of this case is likely to | ead
to a battle of expert testinony which enhances the
unpredictability of a trial outcone. See In re WArner
Communi cations Sec. Litig., 618 F. Supp. 735, 744-45
(S.D.N. Y. 1985) (discussing"virtual[] inmpossib[ility]" of
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predi cting which testinony will be credited in battle of
experts);

. several class nmenbers may face difficulty in establishing
present or future damages, such as those who t ook t he drug
and are uninjured or have only mld aortic regurgitation,
an asynptomati c condition that does not affect a person's
ability to function normally;

. depending on the jurisdiction, other asynptomatic class
menbers may not be able to recover damages; and

. AHP has asserted several other defenses in individual
cases, including the statute of I|imtations, claim
splitting, res judicata, contri butory negligence,

conparative negligence, pre-existing condition, Daubert
challenges to plaintiffs' experts and attacks against
plaintiffs' damges evi dence.
These risks to establishing liability and danages show that
plaintiffs' success at trial can not be guaranteed. Thus, these
factors weigh in favor of settlenent.
5. Ri sk of Maintaining C ass Action Throughout Tri al
Under Rule 23, the court has authority to decertify a class

t hat proves unnanageabl e, and thus, there is always a risk that the

cl ass may not be nmi ntai ned throughout trial. Inre Prudential Ins.

Co. of Am Sales Practices Litig., 148 F.3d at 321. AHP has al so

represented that it would contest certification if this case
proceeds to trial. AHP has al so sought review of the Jeffers class
and has chal |l enged and defeated class certification in sone state
court actions. Thus, this factor weighs in favor of settlenent.
However, the court finds that this factor is insignificant and does
not figure pronmnently in the court's decision. Anthenis directive
to take settlenment into consideration negated the inquiry into

whet her case, if tried, would present intractable managenent

- 143-



problens. Ancthem 521 U S. at 620. Thus, the Third G rcuit has

stated that "after Ancthemthe manageability inquiry in settlenent-

only class actions may not be significant." |In re Prudential Ins.

Co. of Am Sales Practices Litig., 148 F.3d at 321

6. Ability of AHP to Wthstand G eater Judgnent

Thi s factor does not require that the defendant pay the maxi mum

it isabletopay. Inre Prudential Ins. Co. of Am Sales Practices
Litig., 148 F.3d at 321-22 (finding that defendant's declining
credit rating during litigation supported settlenent). "Were the
ability of the defendant to take a bigger hit is in doubt . . . the
courts generally viewthis as a major factor weighing in favor of

the settlenment.” 1nre Chanbers Dev. Sec. Litig., 912 F. Supp. 822,

839 (WD. Pa. 1995). Where a defendant has resources to pay a
| arger judgnent, courts often accord this factor little weight. See

GM Trucks, 55 F.3d at 818 (agreeing wth district court

determ nation that although defendant could withstand a greater
j udgnent, no significance would be attributed to this factor); Lazy

Ol Co. v. Wtco Corp., 95 F. Supp. 2d 290, 318 (WD. Pa. 1997)

(presum ng defendants would have resources to wthstand greater
j udgnent but according factor little weight in light of risks that
plaintiffs would not be able to achi eve greater recovery at trial).

Here, AHP has comm tted a substantial portion of its book val ue
toward this settlenent. Wile the court presunes that AHP could
W thstand a greater judgnent, it accords little weight tothis G rsh

factor in light of the attendant risks plaintiffs would face if
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t hese cases proceeded totrial. Seeinfra, at 8 11.F.7. (discussing
attendant risks of litigation).
7. Range of Reasonabl eness of the Settlement Fund in
Light of the Best Possible Recovery and Al the
Attendant Risks of Litigation.
"The last two G rsh factors ask whether the settlenment is
reasonable in |light of the best possible recovery and the risks the

parties would face if the case went to trial."” [In re Prudenti al

Ins. Co. of Am Sales Practices Litig., 148 F.3d at 322. bjectors

argue that the matrix benefits are substantially below the rea
world settlenent value in conparison to certain individual
settlements reached in the diet drug litigation. This reasoningis
flawed. First, this argunent incorrectly assunes that all class
menbers will want to pursue the risk of proceeding toward trial.
See id. at 322 (stating that present value of damages nust be
di scounted for risk of not prevailing). Second, variables such as
the specific nature of the proceeding, the venue, the skill of
attorneys and several other factors render individual settlenents or
verdicts incapable of direct conparison wth the nationw de
resolution contenplated here. Third, the fact that over 120, 000
cl ass nmenbers have chosen the Al O option (which, in essence, is a
separate agreenent with AHP to recei ve the sane benefits as provi ded
for inthe Settlenent) is a strong indication that the settlenent's
benefits are within the range of reasonabl eness.

The court has already noted the other obstacles to plaintiffs’

success if the case were to proceed to trial. See supra, at 8§
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I1.E 4. (discussing risks to establishing liability and danages).
Wiile the settlenent avoids these risks, it also offers choice.
Cl ass nmenbers who wi sh to bear the risks of trial had aninitial opt
out right, and nmay have additional opt out rights in the future.
The court finds that the benefits offered here are within the range
of reasonabl eness consi dering t he best possi ble recovery and all the
attendant risks of litigation, and thus, these factors weigh in
favor of settlenent.

8. Remai ni ng Prudenti al Consi derations.

a. Maturity of Underlying Substantive |ssues as
Measur ed by Experience in Adjudicating
| ndi vi dual Acti ons.
As di scussed above, the discovery conducted in both state and
MDL courts has progressed to the point of general "trial readi ness”
for plaintiffs. See supra, at 8 I.A (discussing progression of
di scovery and litigation). The substantive issues involved here are
sufficiently shaped, as seen through the risks of establishing
liability and danages as outlined earlier by the court. See supra,
at 8 Il.E 4. (discussing risks). This "trial readiness" allowed
Class Counsel to negotiate this Settlenent from a position of
strength. This factor weighs in favor of settlenent.
b. Devel opnment of Scientific Know edge.
As di scussed above, there has been extensive investigationinto
the rel ati onshi p between di et drugs and VHD. See supra, at 8 1.D.

(di scussing nedical circunstances and scientific issues affecting

cl ass). There have been at |least thirteen mmjor scientific
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i nvestigations involving over 12,000 patients. (Tr. 5/11/00 at 69.)
In fact, fenfluramne and dexfenfluram ne "have been the nost
extensively studi ed anorectic drugs of the past 30 years." (Dunn
LT-84 at 123.) As stated above, the court finds that the scientific
know edge i s sufficiently devel oped here and that this factor wei ghs
in favor of settlenent.

C. Comparison of Cass Recovery to |ndividual
Cl ai mant Recovery.

For the reasons discussed with regard the eighth and ninth
Grsh factors, the court finds this factor weighs in favor of
settlenent. See supra, at 8 II.E 7..

d. Whet her C ass Menbers Have Opt Qut Rights.

Class nenbers have multiple and unprecedented opt out
opportunities, and thus, this factor weighs in favor of Settlenent.
See supra, at 8§ I.F.2.g..

e. Reasonabl eness of Attorneys' Fees.
Attorneys' fees under the Settlenment are to be fashi oned by t he

court and determned in accordance with prevailing Third Grcuit

pr ecedent . See supra, at 8§ I11.D.4.b.(ii)(F). The Settl enent
Agreenent provides for a cap on these fees. As the ultimte

determ nation of fees is for the court, this factor is neutral with
regard to the Settl enent.

f. Fai rness of Procedure for Processing I ndividual
d ai ns.

The court has already discussed the provisions of the

Settlement Agreement relating to the review, processing and
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adm ni stration of clainms by class nenbers. See supra, at 8§
| .F.2.a.. These procedures are fair and reasonabl e for two reasons.
First, they precisely define the criteria necessary for a class
menber to qualify for benefits. For nedical nonitoring benefits, an
intricate network of cardiol ogi sts has been established to perform
echocardi ograns, interpretive visits and additional medi ca

services. Wth respect to Matrix benefits, clainms admnistrators
are essentially bound to accept the certification of a qualified
board-certified physician regarding a claimnt's nmedical condition
when that certificationis acconpani ed by appropriate i nformation on
the claim form These provisions serve to protect against the
insertion of subjective judgnent on the part of the clains
adm ni strators i n maki ng benefits determ nations. Second, the audit
and appeal procedures protect against fraud and the m suse of
Settl ement funds.

9. Provision for Joint Tortfeasor Liability.

The Settl enment Agreenent states that it is the intent of the
settling parties that no class nenber "shall recover, directly or
indirectly, any suns for Settled Clains from AHP or any Rel eased
Party" in addition to those received under the Settlement. (Ex. P-3
at 121 of 148.) The Settlenent Agreenent alsoreflects the settling
parties' intent that AHP "shall make no paynents" to any non-
settling defendant "for any anounts arising out of a Settled O ainf

brought by a class nenber agai nst a non-settling defendant. | d.
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The settling parties also agreed that class nenbers "shal
reduce any judgnents"” that class nenbers nmay obtain from non-
settling defendants to the extent necessary to "relieve AHP and t he
Rel eased Parties of liability for contribution or non-contractual
indemity" to any non-settling defendant. 1d. The express terns of
the Settlement Agreement further provide that non-settling
defendants, at a mninmum retain the set-off or judgnent reduction
rights to which they are entitled by operation of applicable |aw
Id. at 121-22 of 148. In the event that non-settling defendants’
rights are not extinguished by operation of |aw, any class nenber
who recovers a judgnent agai nst such a non-settling def endant "shal
reduce his judgnent against the Non-Settling Defendant by the
anount, percentage, or share of such judgnent necessary, under
applicable law, torelieve AHP and the Rel eased Parties of liability
for contribution or non-contractual indemity." 1d. at 122-23 of
148.

The Settl enment Agreenent al so expressly incorporates what is
known in Pennsylvania as a "Giffin release" and/or known in

Wsconsin and elsewhere as a "Pierringer release."” In this

provision, class nenbers agree that the lack of a judicial
determ nation that the settling defendant is ajoint tortfeasor does
not preclude non-settling defendants from obtaining set-off or
j udgnent reduction rights they woul d ot herw se have under applicabl e
law in the absence of the Settlenent Agreenent. (Ex. P-3 at 123-24
of 148 (citing Giffin v. United States, 500 F.2d 1059 (3d Cir.
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1974); Pierringer v. Hoger, 124 N.W2d 106 (Ws. 1963)). The

Settl enent Agreenent states that the settling parties intended to
obviate the need, and elimnate the expense, of having AHP and
Rel eased Parties added or remain as parties or participateintrials
nmerely for the purpose of determning if in fact they were joint
tortfeasors. The settling parties state in the Agreenent that the

"Giffin release" and/or "Pierringer release" was incorporated in

the Agreenent to "facilitate the adjudication” of non-settling
tortfeasors' set-off and judgnment reduction rights in any verdict.
(Ex. P-3 at 123-24 of 148.)

In light of the set-off and judgnent reduction rights provided
to the non-settling defendants, the Settlenent Agreenent provides
for a bar order to be entered, prohibiting the assertion of clains
of contribution or non-contractual indemity. (Ex. P-3 at 133 of
148.) The Settl ement Agreenent defines "non-contractual i ndemmity"
as "a right of indemity based upon the relationship between or
conduct of the parties.” Non-contractual indemity includes "a
contractual indemmification voluntarily assunmed by AHP t o t he ext ent
AHP woul d have been liable to such claimant for indemity in the
absence of such contractual indemification.” (Ex. P-3 at 126-27 of
148.)

As further protection for the non-settling defendants’
interests, the settling parties provided a nechanism in the
Agreenment by which non-settling defendants may apply to the court

for relief fromthe bar order. A non-settling defendant may obtain
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relief from the bar order when necessary to "protect set-off or
j udgnent reduction rights to which the Non-Settling Defendants woul d
be entitled under applicable law but for the provisions of the
Settl enent Agreenent." (Ex. P-3 at 126 of 148.) These provisions
in the Settlenment Agreenent are taken alnost verbatim from the
conpar abl e provi sions of the settlenent agreenent approved by this

Court inlnre Othopedic Bone ScrewProd. Liab. Litig., 176 F.R D.,

158, 182 (E.D. Pa. 1997). As in that case, the "set-off and
reduction provisions [inthe Diet Drug Settl enent Agreenent] assure
that the non-settling defendants will pay no nore than they woul d
have paid had they been able to seek contribution or indemity."
Id.

Non-settling defendant |Interneuron Pharmaceuticals, Inc.
("I'nterneuron”) asserts that its substantive state | awcontribution
and i ndemmity rights cannot be altered by the Settl enent Agreenent.
Initially, the court recognizes that the law "favors settlenent,
particularly in class actions and other conplex cases where
substantial resources of the parties and the judiciary can be

conserved by avoi ding"” further litigation. G M Trucks, 55 F. 3d at

784. Consequently, courts have encouraged the use of devices such
as bar orders against contribution and indemity clainms. See id.;

Ei chenholtz v. Brennan, 52 F.3d 478, 486 (3d GCr. 1995); In re

O thopedic Bone Screw Prod. Liab. Litig., 176 F.R D. at 181.

I nterneuron argues that the Settlenment's contribution and

i ndemmity bar provisions are at odds with the Rules Enabling Act.
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28 U.S.C. 8§ 2072(b); see Otiz, 527 U.S. at 845 (stating that no
readi ng of Rule 23 can ignore the Rul es Enabling Act's mandate that
"rules of procedure shall not abridge, enlarge or nodify any
substantive right"); Anchem 521 U S. at 629 (stating that Rule 23
must be interpreted with fidelity to Rules Enabling Act). Here,
however, the Settlenent Agreenent does not affect any of
I nterneuron's substantive rights to reduce any liability it m ght
have to a class nenber through contribution or indemity clains.
The Settl| enent Agreenent preserves I nterneuron's set-off or judgnent
reduction rights which it has in sonme jurisdictions, accords it any
additional set-off or judgnment reduction rights necessary under
applicable law in other states to extinguish its clains and, as a
fall back, in jurisdictions which would not extinguish such cl ai ns,
provides that the class nmenber will reduce his or her judgnent
agai nst Interneuron by the anount, percentage or share of such
j udgnent necessary to relieve AHP of any liability. (Ex. P-3 at
121-23 of 148.) Moreover, if any applicable state |aw did not
permt the parties' intentions to be effectuated, the Settlenent
Agreenent provides that a non-settling defendant nmay apply to this
court for relief from the bar or der. Furt her, t he

Giffin/Pierringer release provisions nmake it unnecessary for the

non-settling defendant to obtain a determ nation that AHP was a
joint tortfeasor and provide that class nenbers waive any rights
t hey m ght have agai nst the non-settling defendant, the assertion of

which m ght permit the non-settling defendant to add or retain AHP
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inthelitigation for adjudicating such setoff or judgnent reduction
rights.®

Bot h non-settling defendants |Interneuron and Les Laboratories
Servier ("Servier") object tothe Settlenent Agreenent's definition
of "non-contractual indemity." They argue that their contractua
rights of indemity would be affected to the extent that they
over| apped wi t h non-contractual rights because they woul d first have
to pursue those rights through judgnment reduction against class
menbers and only then sue AHP for any additional suns to which they
m ght be entitl ed. Again, the court finds that the Settl enent
Agreement does not deprive Servier or Interneuron of any indemity
ri ghts agai nst AHP, but nerely transfers financi al exposure for such
clains to the class nenbers. |Indeed, should a particular state | aw
have any ot her effect, non-settling defendants have the ability to

apply to this court for relief fromthe bar order

 Interneuron argues that the Giffin/Pierringer release

provi sions have the effect of altering sonme of Interneuron's
substantive state law rights. In support they cite only to Miine
law. See Petit v. Key Bancshares of Me., Inc., 614 A 2d 946, 947
(Me. 1992) (holding that order dism ssing contribution clains
based on Pierringer rel ease cannot be entered over objection of
non-settling defendant). However, AHP has represented that it is
unawar e of any diet drug cases pending in the state courts of

Mai ne or case transferred to this court fromfederal courts in
Maine. (AHP's bjs. to and Comments on O her Parties' Findings
of Fact and Conclusions of Law at 28-29.) 1In addition, if such a
case is brought in Miine, or any other state which did not permt
t he procedures contenplated by the Settl enent Agreenent,

| nterneuron may seek relief fromthe bar order in this court.

The court also notes that recently, the Maine |egislature has
overruled the decision in Petit. See 2000 Me. Legis. Serv. Ch.
633 (S.P. 630 (L.D. 1795) (amending 14 Me. Rev. Stat. Ann. tit.
14, 88 156 & 163).
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In sum the Settlenent Agreenent provides that class nenbers
wi || reduce any judgnent obt ai ned agai nst any non-settling def endant
to the extent necessary to extinguish any clains the non-settling
def endant may have agai nst AHP for contri buti on and non-contract ual
indemity, and that non-settling defendants would be barred from
asserting any such clains against AHP. For the reasons set forth
above, the court finds that in doing so, the Settlenent Agreenent
treats the Contribution and Indemity Cainms of Non-Settling
Defendants in a fair, adequate and reasonable nmanner w thout
affecting the non-settling defendants' rights to reduce any
[iability they mght have to a cl ass nenber.

10. Treatnent of Subrogation Interests

The Settlenment Agreenent carefully preserves the rights of
subrogees under applicable law. First, and nost inportantly, the
agreenent specifically provides that cl ai ns by subrogees agai nst AHP
and cl ass nenbers can only be barred, rel eased and di scharged to the
extent permtted by applicable aw. (Ex. P-3 at 128 of 148.) Thus,
to the extent that any principle of federal or state |aw does not
permt asettlenent to preclude the assertion of a subrogation claim
wi t hout the subrogee's consent, such clains are preserved. (Tr.
5/2/00 at 95; Ex. P-3 at 128 of 148.)

Second, the Settlement Agreenent provides a nechanism to
adj udi cate subrogation clains with respect to Matrix Conpensati on
Benefits. (Ex. P-3 at 96-106 & 128 of 148.) |In order to qualify

for Matrix Conpensation Benefits, class nenbers are required to
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notify the Trustees of the identity of any insurer, HMO governnent
agency, or other third party payor who has paid or provided
heal t hcare benefits related to the conditions which are the basis
for the class nenber's matrix conpensation claim Upon receiving
that information, the Trustees are required to contact the putative
subrogee and afford it an opportunity to denonstrate to what extent
it has a right of subrogation with respect to the class nenber’s
claimfor Matrix Conpensation Benefits. The Trustees are required
to adj udi cate that clai munder applicable law. If either the class
menber or the subrogee is not satisfied with the Trustee's
adj udi cation of the clainmed subrogation right, then there is an
opportunity to appeal de novo--first to an arbitrator appointed by
the court and then to the court itself. In distributing Matrix

Conpensation Benefits to class nenbers, the Trustees arerequiredto
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pay t he subrogation cl ai ms adj udi cated through this process.® (Ex.
P-3 at 96-106 & 128 of 148.)

bj ectors representi ng subrogati oninterests have nmade a nunber
of argunents in opposition to the Settlenent. The subrogees argue
that they have a right of participation in the Settlenent
negoti ations and that the C ass Representatives are not typical or
representative of the subrogees. However, aright of subrogationis
whol |y derivative of the subrogees' insureds. The subrogees only
"stand in the shoes" of their insureds.

The subrogees al so argue that their subrogation rights cannot
be released or conpromsed by their insureds. (Blue Cross
Concl usions of Law Y 63.) However, the cases cited in support of
this proposition state that an insured may indeed release

subrogation clains, except in the event that the tortfeasor had

%  (bjectors representing subrogation interests quarre

wi th the mechani sns established for resolving subrogation clains
Wi th respect to Fund B paynents. These objectors characterize

t hese nmechani snms as inefficient and burdensone. The court,
however, has reviewed the provisions in the Settl enent Agreenent
whi ch provide for resolution of subrogation clains and is
satisfied that this represents a fair and reasonable treatnent of
these clains. |In fact, the Settlenment's subrogati on nechani sm
has certain benefits. 1In a normal subrogation context, an

i nsurer woul d have to show that the medi cal expense paid was
incurred to the injury as well as show that the alleged
tortfeasor was |liable. Here, subrogees are relieved of the
burden of show ng that AHP engaged in conduct that constituted a
basis for liability.

Wi | e the subrogee objectors have offered ways to nake the
process even nore convenient for them the court notes that it
does not have the duty to be assured that the Settl enent
Agreenent is carefully tailored to neet subrogation concerns.
| nstead, the court nust eval uate whether the procedures in place
represent and fair and reasonable treatnent of subrogation
interests. The court so finds.
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notice of the specific subrogation claimat the tine of rel ease.

See e.q., Commercial Unionv. Blue Cross and Bl ue Shield of Al abanm,

540 So.2d 1368, 1370 (Ala. 1989) (stating that "if the tortfeasor
has notice or know edge of the insurer's rights as subrogee at the
time the release is executed by the insured, that release will be
regarded as subject to the rights of the insurer-subrogee" and t hat
“"[i]f, on the other hand, the tortfeasor is wthout notice or
know edge of those rights at the tine of execution of the rel ease,
the release will act as a bar to the insurer-subrogee's claint);

Home Ins. Co. v. Hertz Corp., 375 N E. 2d 115, 118 (I111.)(1978)

(holding that "an unlimted rel ease executed by an i nsured- subrogor
for consideration not specifically includingan anount desi gnated as
covering the insurer's subrogation interest does not bar a
subsequent subrogation action by an insurer-subrogee against the
tortfeasor, if thetortfeasor or his insurance carrier had know edge
of the insurer-subrogee's interest prior to the rel ease"). The
bj ector subrogees here have not provided notice to AHP of any
i nsureds for whomthey clai msubrogation rights.

The subrogee bjectors also conplain that Fund A has no
conpar abl e nmechani smfor resol vi ng subrogation interests. However,
Fund A primarily provides for future nedical services to class
menbers. Thus, these subrogees cannot yet claimany interest in
such future nedical benefits. The subrogee Objectors also claim
rights with respect to Fund A' s rei nbursenent of the purchase prices

of Pondi m n and Redux. AHP argues that a valid subrogation interest
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does not arise unless a subrogee's paynent was rel ated to personal
injury to an insured caused by the tortfeasor. AHP further asserts
that the cost of diet drugs was not a paynent related to a personal
injury caused by AHP, but rather a paynent used to treat a pre-
exi sting mal ady--obesity. The subrogee objectors, however, argue
t hat subrogationis routinely appliedto causes of action other than
personal injury actions. Wthout resolving this dispute, the court
notes that the subrogation bar order would not prohibit the
assertion of a such a claim See Ex. P-3 at 128-29 of 148 (barring
subrogation clainms "except to the extent that it would be
i nperm ssible to bar such clains under provisions of applicable
[ aw").

The subrogee Objectors also argue that the Settlenment may not
be approved until it knows how nmuch of the Settl enent anounts wl|
go to each i nsured and how nuch each i nsured m ght owe to subrogees.
The court finds that such a task would be nearly inpossible and
woul d have the effect of indefinitely suspending the class. Here
the class has been infornmed that subrogation is an issue and that
the Settlenment seeks to deal with the issue:

[t]o the extent that any person has rights of subrogation

by virtue of paynents made for the benefit of any specific

Cl ass Menber who has not exercised a right of opt-out,

such rights of subrogation may be asserted only wth

respect to the obligation under the Settl enent Agreenent

to make Conpensation Paynents from Fund B to that C ass

Menber. Subrogation clains may not be asserted directly

agai nst AHP and/or the Released Parties except to the

extent required by law. Notice of a subrogation claim

will be provided to an affected C ass Menber, and the
Cl ass Menber will be given an opportunity to object to the
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subrogation claim Subrogation clains will be paid only
to the extent that they are recogni zed by applicable | aw

(Ex. P-211 at 10.)
11. Summary
I n concl usi on, upon consideration of the factors set forth in

Grsh v. Jepson, 521 F.2d 153, 157 (3d Cr. 1975) and In re

Prudential Ins. Co. of Am Sales Practices Litig., 148 F.3d 283 (3d

Cir. 1998), the court finds this Settlenent to be fair, adequate and
reasonable. Thus, it will approve this Settlenent in accordance

with Federal Rule of Civil Procedure 23(e).

1. CONCLUSI ON

For the reasons set forth above and pursuant to Federal Rul e of
Civil Procedure 23, the court will grant the Joint Mtion of the
Cl ass Representatives and Ameri can Honme Products Corporation (" AHP")
for an order certifying and approving the nationw de settlenent
cl ass enbodied in the Settl ement Agreenent entered i nto between t he
parties on Novenber 19, 1999.

An appropriate Pretrial Order foll ows.
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IN THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF PENNSYLVAN A

IN RE: DI ET DRUGS : MDL DOCKET NO. 1203
(PHENTERM NE, FENFLURAM NE, :

DEXFENFLURAM NE) PRODUCTS

LI ABI LI TY LI TI GATI ON

TH' S DOCUMENT RELATES TO

SHEI LA BROMWN, et al.

V.

AMERI CAN HOVE PRODUCTS :
CORPORATI ON : CIVIL ACTION NO 99-20593

PRETRI AL ORDER NO. 1415

The court has conducted extensive proceedings to determ ne
whet her the proposed class action settlenent set forth in the
Nati onwi de Class Action Settlenment Agreenent with American Hone
Products Corporation and Amendnents thereto (the "Settlenent
Agreenent”) filed with the court in the above-captioned action
nerits final approval, and if the plaintiff class previously
certified by the court in Pretrial Oder No. 997 shoul d be confirned
for purposes of effectuating the Settlenent. For the reasons set
forthin the attached Pretrial Menorandum and upon consi deration of
all papers filed, all evidence and testinony presented and the
presentations and argunments on pertinent issues in the Fairness
Heari ng Proceedi ngs conducted herein, the court has determ ned t hat
t he proposed cl ass action settl enent shoul d be approved pursuant to
Federal Rule of Cvil Procedure 23(e) as fair, reasonable and
adequat e.

Accordingly, IT IS ORDERED that:



The court's findings of fact and concl usions of |aw are
i ncorporated herein as though fully set forth in this
Final Order and Judgnent. The definitions and terns set
forthinthe Settlenment Agreenent are i ncorporated herein
as though fully set forth in this Final Oder and
Judgnent .

The court has jurisdiction over the subject matter of this
action with respect to all clains, and has jurisdiction
over all parties to this action, including all nenbers of
the settlenment class and subcl asses as defined bel ow.
The court hereby confirms that this action is properly
certified as a class action for settlenent purposes, in
conpliance with the applicable Rule 23 criteria; and that
the settlenent nerits final approval under the criteria

articulated in Grsh v. Jepson, 521 F.2d 153 (3d Cr

1975) and Inre Prudential Ins. Co. of Am Sales Practices

Litig., 148 F.3d 283 (3d Gr. 1998), cert. denied sub

nom, Krell v. Prudential Ins. Co. of Am Litig., 525 U. S

1114 (1999). The settlenment class and its subcl asses are
defined as:

Al persons in the United States, its
possessions and territories who ingested
Pondi m n® and/ or Redux ™ ("Diet Dr ug
Reci pients”), or their estates, adnm nistrators
or other |legal representatives, heirs or
beneficiaries ("Representative Cai mants"), and
any other persons asserting the right to sue
AHP or any Released Party independently or
derivatively by reason of their personal
relationship with a Det Drug Recipient,
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includingwthout Iimtation, spouses, parents,
children, dependents, other relatives or
"significant others" (Derivative Caimants").
The Settlement Cass does not include any
i ndi vi dual s whose cl ai ns agai nst AHP and/ or the
AHP Rel eased Parties, arising fromthe use of

Di et

Drugs, have been resolved by judgnent on

the nmerits or by release (other than rel eases
provi ded pursuant to this Settlenent).

"Subclass 1(a)" - Al Diet Drug Recipients in
the Settlenent O ass (1) who i ngested Pondi m n®
and/ or Redux™for 60 days or less, and (2) who
have not been diagnosed by a Qualified
Physi ci an as FDA Positive by an Echocar di ogram
per f or med bet ween t he conmencenent of Di et Drug
use and  Septenber 30, 1999, and all
Representative and Derivative Cainmants in the
Settlement C ass whose clains are based on
their personal or legal relationship with a
Di et Drug Recipient (1) who ingested Pondi mn®
and/ or Redux™for 60 days or |ess, and (2) who
has not been di agnosed by a Qualified Physician
as FDA Positive by an Echocardi ogram perforned
bet ween the conmmencenent of D et Drug use and
Sept ember 30, 1999.

"Subclass 1(b)" - Al Diet Drug Recipients in
the Settlenent O ass (1) who i ngested Pondi m n®
and/ or Redux™for 61 or nore days, and (2) who
have not been diagnosed by a Qualified
Physi cian as FDA Positive by an Echocardi ogram
per fornmed bet ween t he commencenment of Di et Drug
use and  Septenber 30, 1999, and all
Representative and Derivative Clainmants in the
Settlenent Class whose clains are based on a
personal or legal relationship wth a D et Drug
Recipient (1) who ingested Pondi m n® and/ or
Redux™for 61 or nore days, and (2) who has not
been di agnosed by a Qualified Physician as FDA
Posi tive by an Echocar di ogramperforned bet ween
t he comrencenent of Di et Drug use and Sept enber
30, 1999.

"Subclass 2(a)" - Al Diet Drug Recipients in
the Settl enent O ass (1) who i ngested Pondi m n®
and/ or Redux™for 60 days or less, and (2) who
have been di agnosed by a Qualified Physician as
FDA Positive by an Echocardi ogram whi ch was
per f or med bet ween t he conmencenent of Di et Drug
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use and  Septenber 30, 1999, and all
Representative and Derivative Claimants in the
Settlement C ass whose clains are based on a
personal or legal relationshipwith a D et Drug
Recipient (1) who ingested Pondi m n® and/ or
Redux™ for 60 days or less, and (2) who has
been di agnosed by a Qualified Physician as FDA
Positive by an Echocardiogram which was
per formed bet ween t he conmencenent of Di et Drug
use and Septenber 30, 1999.

"Subclass 2(b)" - Al Diet Drug Recipients in
the Settlenent O ass (1) who i ngested Pondi m n®
and/ or Redux™for 61 or nore days, and (2) who
have been di agnosed by a Qualified Physician as
FDA Positive by an Echocardi ogram which was
perfornmed between t he commencenent of Di et Drug
use and  Septenber 30, 1999, and all
Representative and Derivative Claimants in the
Settlement C ass whose clains are based on a
personal or legal relationshipwth a D et Drug
Recipient (1) who ingested Pondi m n® and/ or
Redux™ for 61 or nore days, and (2) who has
been di agnosed by a Qualified Physician as FDA
Posi tive by an Echocar di ogramperforned bet ween
t he commencenent of Di et Drug use and Sept enber
30, 1999.

"Subclass 3" (which may include persons also
included in Subclasses 1(a) and 1(b)) - Al
Diet Drug Recipients in the Settlenent C ass
who have been diagnosed by a Qualified
Physician as having MId Mtral Regurgitation
by an Echocardi ogram perfornmed between the
comrencenent of Diet Drug use and the end of
t he Screeni ng, but who have not been di agnosed
by a Qualified Physician as FDA Positive by an
Echocar di ogr am per f or ned bet ween t he
commencenent of Diet Drug use and the end of
the Screening Period, and all Representative
and Derivative Caimants in the Settlenent
Cl ass whose clains are based on a personal or
| egal relationship with a Diet Drug Recipient
who has been di agnosed by a Qualified Physician
as having MId Mtral Regurgitation by an
Echocar di ogr am per formed bet ween t he
comrencenent of Diet Drug use and the end of
the Screening Period, but who has not been
di agnosed by a Qualified Physician as FDA
Posi tive by an Echocar di ogr amper f or ned bet ween
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the comencenent of Diet Drug use and the end
of the Screening Peri od.

The court has determined that the C ass Representative
plaintiffs named in the operative Third Anended Conpl ai nt
(Brenda Chanbers, Donna Jarrell, Vivian Naugle, Quentin
Layer, Joan S. Layer and | sabel Connor), have standing to
represent, and adequately represent, the Cass and their
respective Subclasses, and they are confirmed as
representatives of the Settlenent C ass and of each of
their respective Subclasses. C ass and Subcl ass counsel
are |likew se confirned as foll ows:

G ass Counsel :

John J. Cumm ngs
Cumm ngs, Cumm ngs & Dudenhefer

Arnol d Levin
Levi n, Fi shbein, Sedran & Bernan

M chael D. Fi shbein
Levi n, Fishbein, Sedran & Bernan

St anl ey Chesl ey
Wi te, Schnei der, Bayl ess & Chesl ey

Sol H Weiss
Anapol, Schwartz, Weiss, Cohan, Feldman & Small ey,
P.C

Charles R Parker
H Il & Parker

Gene Locks
G eitzer & Locks

Subcl ass Representati ves and Counsel :

° Subcl ass 1(a)
Subcl ass Representative: Brenda Chanbers



Subcl ass Counsel: Diane M Nast, Roda & Nast,
P.C

° Subcl ass 1(b)
Subcl ass Representative: Donna Jarrel
Subcl ass Counsel: Richard S. Lews, Cohen,
M| stein, Hausfeld & Toll, P.L.L.C

° Subcl ass 2(a)
Subcl ass Representative: Vivian Naugle
Subcl ass Counsel: Mark W Tanner, Fel dman,

Shepherd & Wohl gel ert ner
° Subcl ass 2(b)
Subcl ass Representative: Quentin Layer &Joan S.
gﬁﬁg{ass Counsel: R Eric Kennedy, Wi sman,
ol dberg & Wei sman Co., L.P.A
° Subcl ass 3
Subcl ass Representative: |sabel Connor
Subcl ass Counsel : Ri chard Wayne, Strauss & Troy
The court hereby approves the settlenent as set forth in
the Nationwi de Class Action Settlenent Agreement wth
Ameri can Hone Products Corporation (including the First
t hrough Fourth Anendnents thereto) in its entirety and
finds and determnes that said settlenent is, in all
respects, fair, reasonable and adequate to the d ass,
within the authority of the parties, and non-coll usive.
The court hereby dism sses, with prejudice and with each
party to bear their own costs, the Third Arended Conpl ai nt
in this action, as well as all other clains or actions
asserting Settled Clains agai nst Anerican Honme products

Cor poration ("AHP') pending before the court. These

dismssals are to be vacated, and the conplaints



reinstated, in the event that this Order and Judgnent is
reversed or vacated, in whole or material part, on appeal.
The court hereby bars and enjoins all class nenbers who
have not, or do not, tinely and properly exercise an
Initial, Internediate, Back-End or Financial I|Insecurity
Opt-Qut right from asserting, and/or continuing to
prosecut e agai nst AHP or any ot her Rel eased Party any and
all Settled O ains which the cl ass nenber had, has or nmay
have in the future in any federal, state or territorial
court.

The court hereby bars and enj oi ns t he comrencenent and/ or
prosecution of any claim for contribution and/or non-
contractual indemity, pursuant to Section VII.C of the
Settl enent Agreenent and subject to the provisions of
Section VII.C.2 of the Settlenent Agreenent, in any
federal, state or territorial court against AHP or any
ot her Rel eased Party by any Non-Settl i ng Def endant ari si ng
fromor relating to any Settled Caim asserted by any
cl ass nenber.

The court hereby bars and enjoi ns t he commencenent and/ or
prosecution of any claim or action against AHP in any
federal, state or territorial court based on rights of
subrogation by virtue of a paynent or paynents nade to or
for the benefit of a class nenber arising out of or in

relation to any Settled C ai ns, except to the extent that



10.

11.

it would be inpermssible to bar such clainms under
provi sions of applicable |aw

This Order and Judgnent is binding upon AHP and upon all
menbers of the Settl enent O ass and Subcl asses, as defi ned
herei n above, who have not tinely effected exclusion from
the class under the procedures set forth in the d ass
Not i ce. A final list of tinmely and proper exclusions
shall befiled herein by thelnterimdC ains Adm nistrators
as soon as practicable. This Final Order and Judgnent is
W t hout prejudice to the prospective exclusion rights of
the class nenbers as set forth in the Settlenent
Agr eenent .

Wthout affecting the finality of this Final Oder and
Judgnent in any way, the court hereby retains continuing
and exclusive jurisdiction over this action and each of
the Parties, including AHP and the class nenbers, to
adm ni ster, supervi se, interpret and enforce the
Settlement in accordance with its terns; to supervise the
operation of the Settlenent Trust; to determne
applications for and nmake reasonabl e awards of attorneys'
fees and rei nbursenment of costs to Class and Subcl ass
Counsel, the Plaintiffs' Managenent Comm ttee, and others
for work contributing to the comon benefit of the class;
and to enter such other and further orders as are needed

to effectuate the terns of the Settl enent.



12.

There is no just reason for delay of the entry of this Final
Order and Judgnent as set forth herein, and it is therefore

directed that judgnent be entered.

SO ORDERED, this 28th day of August, 2000.

BY THE COURT:

LOU S C. BECHTLE, J.



