
 

 

Norman C. Kleinberg 
Theodore V. H. Mayer  
William J. Beausoleil  
HUGHES HUBBARD & REED LLP 
One Battery Park Plaza 
New York, New York 10004-1482 
(212) 837-6000 

Paul F. Strain 
David J. Heubeck 
Stephen E. Marshall 
VENABLE LLP 
750 East Pratt Street, Suite 900 
Baltimore, Maryland 21202 
(410) 244-7400 

Attorneys for Defendant Merck Sharp & Dohme Corp. 

UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF NEW YORK 
 
-----------------------------------------------------x 
IN RE:      : 
Fosamax Products Liability Litigation : 1:06-md-1789 (JFK) 
      : 
-----------------------------------------------------x 
This Document Relates to:   : 
      : 
Boles v. Merck & Co., Inc.   : 
      : 
Case No: 1:06-cv-09455-JFK   : 
-----------------------------------------------------x 
 
 

DEFENDANT MERCK SHARP & DOHME CORP.’S MEMORANDUM  
IN SUPPORT OF ITS MOTION FOR JUDGMENT AS A MATTER OF 
LAW PURSUANT TO FEDERAL RULE OF CIVIL PROCEDURE 50(b) 

 

Defendant Merck Sharp & Dohme Corp. (“Merck”) respectfully submits this 

memorandum in support of its motion for judgment as a matter of law pursuant to 

Federal Rule of Civil Procedure 50(b) (“Rule 50(b)” or “Rule 50”).   
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INTRODUCTION 

Since 1995, the FDA and the medical community have considered Fosamax to 

be a safe and effective medication for patients such as Plaintiff.  Nonetheless, the lay 

jury in this case decided that the FDA and the medical community are wrong, and that 

Fosamax is, in fact, a defective medication.  Because the evidence did not support the 

jury’s verdict, the Court should grant Merck judgment as a matter of law.   

In order to prevail on her design defect claims, Plaintiff was required to prove 

that (1) Fosamax presented a foreseeable risk of ONJ before October 2003; and (2) the 

foreseeable risk of ONJ outweighed Fosamax’s benefits.  The grounds raised in this 

motion have been raised by Merck before.  The evidence Plaintiff presented in this trial, 

however, was much different from the evidence she presented in her first trial, and it did 

not prove Plaintiff’s claims. 

First, Plaintiff did not prove that Fosamax presented a foreseeable risk of ONJ 

before October 2003.  In the first trial, Dr. Parisian testified that the “symptoms” in a 

handful of pre-October 2003 Fosamax adverse event reports were “similar” to ONJ.  

However, Plaintiff presented no such testimony in the retrial.  She failed to present such 

testimony despite the Court’s directive to her counsel in the Maley trial that someone 

like her ONJ expert, Dr. Marx, would need to “tie in the symptoms” in the AERs with 

ONJ.  Rather than offer expert testimony about these AERs, as she did in the first trial, 

Plaintiff left the jury to speculate as to the import of the AERs on the issue of 

foreseeability.  

Indeed, while Plaintiff did call Dr. Marx in the retrial, Dr. Marx never offered an 

opinion that Fosamax presented a foreseeable risk of ONJ before October 2003.  In fact, 

in this trial Dr. Marx actually refuted Plaintiff’s claim of foreseeability by testifying that 
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in 2003 there was no published scientific literature indicating such a risk, and that he 

still “stands by” his own publications that stated there was no evidence of such a risk at 

that time. 

Second, Plaintiff did not prove that Fosamax’s risk outweighed its benefits.  As 

an initial legal matter, Merck urges the Court to reconsider its prior ruling and hold, 

consistent with the extensive authority cited below, that Plaintiff cannot conduct a 

risk/benefit test that focuses exclusively upon the benefits to a subset of Fosamax 

patients, but instead must prove that the risks of Fosamax outweigh the benefits to the 

entire population for whom the drug is indicated.  Equally important, however, even Dr. 

Furberg now concedes that the “Mucci analysis” upon which Plaintiff has placed so 

much emphasis, actually shows “uncontestable statistical significance” in reducing 

fractures in Fosamax patients with T-scores below negative 2.0.  The undisputed facts 

show that Fosamax’s risks do not outweigh its benefits.   

Finally, Merck is entitled to judgment as a matter of law under the government 

rules defense and because her claims are preempted by federal law. 

ARGUMENT 

A party is entitled to judgment as a matter of law if the jury’s verdict could be 

based only on “unreasonable inferences,” “inferences at war with undisputed facts,”  

County of Suffolk v. Long Island Lighting Co., 907 F.2d 1295, 1318 (2d Cir. 1990) 

(citation omitted), or  “pure guess work,”  Doctor’s Assocs., Inc. v. Weible, 92 F.3d 108, 

112 (2d Cir. 1996).  A verdict cannot stand if “the evidence in favor of the movant is so 

overwhelming that reasonable and fair minded jurors could not arrive at a verdict against 

it.”  U.S. Philips Corp. v. Iwasaki Elec. Co., 607 F.2d 470, 476 (S.D.N.Y. 2009 )   

Plaintiff cannot preserve her judgment by relying upon a mere “metaphysical doubt” or 
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“scintilla of evidence.”  United States v. Real Property Known As 77 East 3rd Street, 

869 F. Supp. 1042, 1056 (S.D.N.Y. 1994) (citing Matsushita Elec. Indus. Co. v. Zenith 

Radio Corp., 475 U.S. 574, 586 (1986) (“metaphysical doubt”)); Anderson v. Liberty 

Lobby, 477 U.S. 242, 252 (1986) (“scintilla evidence”).  Rather, the “party opposing a 

Rule 50 motion must offer concrete evidence from which a reasonable juror could return 

a verdict is his favor.”  Real Property, 869 F. Supp. at 1056 (quoting Liberty Lobby, 477 

at 252).  Plaintiff cannot do so here. 

I. PLAINTIFF DID NOT PROVE THAT FOSAMAX PRESENTED A 
FORESEEABLE RISK OF ONJ THAT OUTWEIGHED ITS BENEFITS 
BEFORE OCTOBER 2003. 

In order to prevail on either of her design defect claims, Plaintiff was required to 

prove that, at the time of her alleged injury, Fosamax was “unreasonably dangerous” in 

that the foreseeable risk of ONJ outweighed the benefits of Fosamax.  In re Fosamax 

Prods. Liab. Litig., 2010 WL 1257299, at *6 (S.D.N.Y. Mar. 26, 2010).  Plaintiff did not 

satisfy this burden.  First, there was no evidence, beyond pure speculation, that ONJ was 

a foreseeable risk arising from Fosamax use prior to October 2003.  And second,  the 

undisputed evidence shows that Fosamax’s risks do not outweigh its benefits. 

A. Plaintiff’s Expert Testimony On Foreseeability In This Trial Differed 
From That In The First Trial, And Provided No Basis, Beyond Pure 
Speculation, For The Jury To Find That Fosamax Presented A 
Foreseeable Risk Of ONJ Prior To October 2003. 

Under Florida law, a plaintiff seeking to recover for design defect must 

demonstrate that the alleged risk was foreseeable at the time of manufacture.  See Fla. 

Stat. Ann. § 768.1257 (1999) (in design defect cases, “the finder of fact shall consider 

the state of the art of scientific and technical knowledge and other circumstances that 
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existed at the time of manufacture, not at the time of loss or injury”) (emphasis added).1  

See also Edic v. Century Prods. Co., 364 F.3d 1276, 1279 n.2 (11th Cir. 2004) (under 

Florida law, it is the “foreseeable” risk that is relevant to both negligent and strict 

liability design defect claims); Sta-Rite Indus., 909 So. 2d at 903-04 (strict liability 

design defect claim was supported by the evidence because of the “reasonable 

foreseeability” of the injury).2  Thus, it was Plaintiff’s burden to prove that it was 

foreseeable before October 2003 that Fosamax presented a risk of ONJ.  (See Tr. 1732: 

2-10 (instructing the jury that “[i]n determining whether the risks of danger outweighed 

the benefits, you should consider the feasibility of an alternative safer design given the 

scientific and technical knowledge that existed at the time of manufacture, that is, in this 

case, prior to October 2003”).)  

Plaintiff did not present any competent evidence to support this prong of her 

claims.  To the contrary, the undisputed facts showed that as of October 2003: (1) 

Fosamax had been studied in 17,000 patients without any indication that it caused jaw 

bone to die (Tr. 988:10-989:17); and (2) Fosamax had been used by patients for eight 

years, without a single confirmed report of exposed, dead bone in the jaw (Tr. 223:13-

17).  In addition, Plaintiff’s own expert, Dr. Marx, confirmed that in 2003 there was no 

                                                 

1.  Section 768.1257 applies to both negligent and strict liability design defect cases.  See e.g., Sta-Rite 
Indus., Inc. v. Levey, 909 So. 2d 901, 903-04 (Fla. 3d Dist. Ct. App. 2004). 

2.  See also Adams v. G.D. Searle & Co., Inc., 576 So. 2d 728, 733 (Fla. 2d Dist. Ct. App. 1991) 
(risk/benefit analysis for strict liability design defect claim examines “known” risk “as of the date the 
product is distributed”); Restatement (Third) of Torts: Products Liability § 6 cmt. g (1998) (“Duties 
concerning the design and marketing of prescription drugs and medical devices arise only with respect 
to risks of harm that are reasonably foreseeable at the time of sale.”).  In opposing Merck’s Rule 50(a) 
motion, Plaintiff cited Jennings v. BIC, 181 F.3d 1250 (11th Cir. 1999), and claimed that foreseeability 
is not required for a claim of strict liability design defect.  (Pl. Opp. to Rule 50(a) Mot. at 2, June 2, 
2010.)  This claim is simply wrong — Jennings did not address the issue of whether foreseeability is 
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scientific literature indicating that Fosamax could cause ONJ.   In response to this 

evidence, Plaintiff presented nothing more than:  (1) a handful of adverse event reports 

that did not involve exposed dead bone in the jaw, and (2) two rat studies, only one of 

which involved Fosamax and neither of which indicated that Fosamax causes bone to 

die.   

In contrast to the first Boles trial, Plaintiff in this trial offered no expert 

testimony explaining why the adverse event reports made it foreseeable that Fosamax 

might cause ONJ.  And, she offered no expert opinion that the rat studies showed 

foreseeability.  It is well-settled that “experts are needed where the testimony concerns 

complex matters that challenge the comprehension of lay people.”  See Wright & Miller, 

Federal Practice & Procedure § 6264 (1st ed.); See also 2 Madden & Owen on Products 

Liability § 27:8 (3d ed.) (noting expert testimony is “necessary” where “the matter in 

issue is one within the knowledge of experts only, and not within the common 

knowledge of laymen”).  The science of medicine and the interpretation of animal 

studies are among the complex topics that lay juries are ill-equipped to handle without 

the assistance of experts.  See, e.g., Olivier v. Robert L. Yeager Mental Health Ctr., 398 

F.3d 183, 190 (2d Cir. 2005) (noting that “without expert assistance a jury will often 

have no understanding of what constitutes reasonable behavior in a complex and 

technical profession such as medicine”) (quotation and citation omitted); In re Rezulin 

Prods. Liab. Litig., 369 F. Supp. 2d 398, 407 (S.D.N.Y. 2005) (noting that 

“extrapolation from animal studies to humans cannot be done uncritically,” and finding 

causation hypotheses to be irrelevant when they were advanced by plaintiffs’ counsel 

                                                                                                                         
required for a strict liability claim and it was decided before the controlling Florida statute for design 
defect claims went into effect.  See Fla. Stat. Ann. § 768.1257 (noting effective date of Oct. 1, 1999). 
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but not mentioned by plaintiffs’ experts).  See also In re Human Tissue Prods. Liab. 

Litig., 582 F. Supp. 2d 644, 661 (D.N.J. 2008) (“As these studies all involved animal 

subjects, the experts must extrapolate the results of these studies, and explain why these 

studies can reliably demonstrate the capacity of bone tissue to transmit disease in 

humans.”) (emphasis added).3   

Here, Plaintiff presented no expert testimony to connect her foreseeability 

evidence to her claims, but instead left the jury to speculate as to the scientific 

significance of a handful of reports of exostosis, xerostomia, and periodontal disease, 

and of the rat studies.  Such speculation and conjecture cannot support a jury verdict. 

1. Unlike In The First Boles Trial, Plaintiff Offered No Expert 
Testimony Tying The Symptoms In The AERs To ONJ. 

Plaintiff offered a handful of pre-October 2003 adverse event reports (“AERs”) 

in an effort to show foreseeability.  In the first Boles trial, Dr. Parisian testified that the 

“symptoms” in the pre-October 2003 AERs were “similar” to ONJ.  (Boles I Tr. 1121:21 

– 1122:9.)  And, in the Maley trial, the Court directed Plaintiff’s counsel to call Dr. 

“Marx or somebody like Marx” to “tie in the symptoms” in the AERs with ONJ.  

(Beausoleil Decl. Ex. 1.)  Plaintiff’s counsel ignored this directive in the Boles retrial 

and did not present any expert testimony tying the symptoms in the AERs to ONJ.  Such 

expert testimony was required because the AERs did not refer to ONJ or dead bone, but 

instead reported various oral and dental conditions, such as “xerostomia” (Beausoleil 

Decl. Ex. 2.), “exostosis” (Beausoleil Decl. Exs. 3, 4, 5), and “torus” (Beausoleil Decl. 

                                                 

3.  Cf. Giles v. Wyeth, Inc., 500 F. Supp. 2d 1063, 1067 n.4 (S.D. Ill. 2007) (“What a drug manufacturer 
knew or should have known is a question of fact, which a plaintiff must establish by expert 
testimony.”) (citation omitted).   
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Ex. 6.).4  Without expert testimony tying the symptoms in the AERs to ONJ, the jury 

was left to determine on its own what the various medical terms meant, whether they 

were indicative of dead bone, whether they were common events that occur in the 

absence of Fosamax use, whether there were obvious reasons other than Fosamax that 

these events occurred, and ultimately whether they should have led Merck to conclude 

that it was foreseeable that Fosamax was causing bone to die.  Under such 

circumstances, a finding of foreseeability “could only have resulted from pure guess 

work,” and is therefore insufficient to support a jury verdict.  Doctor’s Assocs. Inc., 92 

F.2d at 112;  See also Jaramillo v. United States, 357 F. Supp. 172, 175 (S.D.N.Y. 1973) 

(“a jury should never be permitted to guess as to a material element of the case”).5 

Moreover, as Dr. Parisian conceded, by the time Merck received these few 

AERs, “millions upon millions of women had used Fosamax.”  (Tr. 989:10-14.)  As a 

matter of law, such a miniscule number of adverse event reports out of millions of uses 

of Fosamax are insufficient to prove that the risk of ONJ was foreseeable.  See Stupak v. 

Hoffman-La Roche, Inc., 2009 WL 1616713, at *5 (11th Cir. June 10, 2009) 

(“Seventeen such inconclusive case reports (out of millions of Accutane prescriptions) is 

simply insufficient to support an allegation that Roche knew or should have known that 

                                                 

4.  The remaining AERs reported: change in color of gingival tissue (Beausoleil Decl. Ex. 7., Beausoleil 
Decl. Ex. 8); a pocket infection between two teeth, ( Beausoleil Decl. Ex. 9.); dental implant failures, 
(Beausoleil Decl. Exs. 10, 11); oral ulcerations from which the patient recovered, (Beausoleil Decl. Ex. 
12); “teeth root problems” and “jaw mass,” (Beausoleil Decl. Ex. 13); and “bone loss,” (Beausoleil 
Decl. Ex. 14), which is an indication of periodontal disease, (Tr. 14:25-1426:5.)   

5.  The only medical terms from the AERs that were even defined for the jury – “exostosis” and “torus” – 
were defined by Dr. Parisian as “bone growth.”  (Tr. 970:21-22, 971:9.)  Dr. Parisian conceded that 
such bone growth events occur “commonly” in the human mouth.  (Tr. 973:3-975:12.)  Incredibly, Dr. 
Parisian testified that the term “growth” may be synonymous with the term “death.”  (Tr. 971:24-
972:4.)  However, the exostosis and torus AERs made no mention of dead or necrotic bone.  In fact, 
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Accutane could cause suicide without premonitory symptoms.”).  Indeed, Dr. Marx 

testified that he would not have notified the medical community that Fosamax presented 

a risk of ONJ in 2003 “based on a few cases.”  (Tr. 275:24-25.)  Thus, the AERs could 

not support a finding of foreseeability either. 

2. In This Trial, Dr. Marx’s Testimony Actually Refuted 
Plaintiff’s Claim That Fosamax Presented A Foreseeable Risk 
Of ONJ Before October 2003, And No Other Witnesses 
Testified There Was A Foreseeable Risk.   

Plaintiff’s sole ONJ expert in this trial was Dr. Marx.  However, Dr. Marx never 

offered an opinion that Fosamax presented a foreseeable risk of ONJ before October 

2003.  Moreover, in this trial, Dr. Marx actually refuted Plaintiff’s foreseeability claim 

by testifying that in 2003 there was “no literature out there” indicating that Fosamax 

might cause ONJ.  (Tr. 223:13-18.)  

Indeed, Dr. Marx’s own publications from 2003 (i.e., eight years after the FDA 

approved Fosamax and millions of women had used the medicine), stated that Fosamax 

did not present a risk of ONJ.6  In the first Boles trial, Dr. Marx tried to explain away his 

2003 writings by stating that in 2003 he was unaware of Merck’s adverse event reports.  

(Boles I Tr. 1580:6-19).  But, in this trial, he offered no such explanation and instead 

testified that he still stands by his 2003 statements that there was no evidence at that 

time that Fosamax could cause ONJ.   

                                                                                                                         
the torus patient reported “her teeth have improved while on therapy with alendronate.”  (Beausoleil 
Decl. Ex. 6.) 

6.  In September 2003, Dr. Marx wrote a letter to the editor of the Journal of Oral and Maxillofacial 
Surgery stating that oral bisphosphonates used for the treatment of osteoporosis had not been 
associated with ONJ, and Dr. Marx’s 2003 book states: “The most common bisphosphonates used for 
osteoporosis, such as alendronate . . . are without serious bone necrosis complications when used 
according to their recommended dosages.”  (Beausoleil Decl. Ex. 15.) 
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Q: You said intravenous had a bone death problem and 
Fosamax did not, right?   
 
A: Yes.  At that time it was – that was the state of our 
knowledge at that time.  And I’ll stand by that. 
 

(Tr. 273:21-24.)7    

In response to Merck’s Rule 50(a) motion submitted after the close of Plaintiff’s 

case in this trial, Plaintiff claimed she showed foreseeability through two rat studies: (1) 

a 1981 rice rat study published in the Journal of Periodontal Research; and (2) a 2002 

bone chamber study in rats published in Musculoskeletal Disorders.  However, given 

that Dr. Marx testified that in 2003 there was “no literature out there” indicating that 

Fosamax might cause ONJ, Plaintiff cannot now point to pre-2003 literature as evidence 

of foreseeability.  In any event, the 1981 study did not even involve Fosamax, and Dr. 

Marx admitted the 2002 study did not show that Fosamax caused dead bone, but instead 

increased bone formation and built bone.  (Tr. 262:13-263:14.)   

Even without Dr. Marx’s concessions about the pre-October 2003 literature, the 

rat studies would not have provided an adequate basis for a jury finding of foreseeability 

because Plaintiff presented no expert testimony to connect either of these articles to ONJ 

in humans.  It is well established that “extrapolation from animal studies to humans 

cannot be done uncritically,” In re Rezulin Prods. Liab. Litig., 369 F. Supp. 2d at 407, 

                                                 

7. In opposing Merck’s Rule 50(a) motion, Plaintiff argued that the fact that Fosamax reduces bone 
resorption through its effect on osteoclastic activity made it foreseeable that Fosamax would present a 
risk of ONJ.  (Pl. Opp. to Merck’s Rule 50(a) Mot. at 3.)  Again, Plaintiff presents no expert testimony, 
just bald assertions.  The scientific community in 2003 knew about Fosamax’s effect on bone 
resorption, but there is no evidence that anyone foresaw, or should have foreseen, any risk of ONJ at 
that time.  In his September 2003 letter to the editor, Dr. Marx noted that bisphosphonates are 
“resorption inhibitors” whose “affects are mediated through osteoclastic inhibition.”  (Beausoleil Decl. 
Ex. 16 at 1.)  Despite his knowledge of this fact, Dr. Marx went on to write in the same letter that oral 
bisphosphonates used for the treatment of osteoporosis (including Fosamax) had not been associated 
with ONJ.  Id. 
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but instead require “scientific explanation of why such extrapolation is warranted,” Hall 

v. Baxter Healthcare Corp., 947 F. Supp. 1387, 1410 (D. Or. 1996).  No such 

explanation was placed into evidence, and these articles, standing alone, provide no 

proper evidence at all. 

In fact, the only other testimony about the rat studies indicated that the studies 

did not show it was foreseeable that Fosamax might cause ONJ.  Dr. de Papp explained 

the rice rat study did not show foreseeability because it did not involve Fosamax (a 

nitrogen-containing bisphosphonate), but instead involved a non-nitrogen-containing 

bisphosphonate that works through a different mechanism of action than Fosamax.  (Tr. 

1288:8-11.)8  Dr. Kimmel testified that the rice rat study did not show foreseeability 

because the rats had a form of periodontal disease not seen in humans.  (Beausoleil Decl. 

Ex. 17.)  Dr. Kimmel was briefly asked about the 2002 study, but did not testify that the 

study showed foreseeability.  (Beausoleil Decl. Ex. 18.)  Simply put: the jury had no 

basis to find that the rat studies showed foreseeability when the only witnesses asked 

about them testified that they did not.  See County of Suffolk, 907 F.2d at 1318 (a party 

may not defeat a Rule 50(b) motion by relying on “unreasonable inferences” from 

witness testimony or “inferences at war with undisputed facts”).     

B. The Evidence Did Not Establish That Fosamax’s Risks Outweighed 
Its Benefits.  

In its ruling on Merck’s Rule 50(b) motion after the first Boles trial, the Court 

determined that Plaintiff could meet her burden under Florida law by showing that 

Fosamax presented a risk of ONJ that outweighed the benefits of Fosamax to a subset of 
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Fosamax patients  – “those with a T-score better than -2.5.”  In re Fosamax Prods. Liab. 

Lit., 2010 WL 1257299 at *6.  In the retrial, Plaintiff claimed that is actually a subset 

within this subset – those with a T-score better than -2.5 and “no prior vertebral 

fracture” – for whom the risk outweighs the benefits.  (Tr. 758:21-25; 841:4-7.)  This is 

a substantial change in Plaintiff’s position from the first Boles trial, as she is now 

conceding that there is a fracture reduction efficacy within the group of patients she 

previously argued justified the Court denying Merck’s Rule 50(b) motion filed after the 

first trial.  Even without this substantial concession and significant change in Plaintiff’s 

position, Merck respectfully submits that the Court’s Rule 50(b) opinion was not a 

correct prediction of Florida law, and that the risk/benefit test examines the benefits to 

the product’s users as a whole, not just the benefits to a specific subset of users.  In any 

event, even if the risk/benefit test does focus solely on a subset of users, the evidence 

proved that Fosamax provides benefits to patients like Plaintiff. 

1. Case Law Makes Clear That The Risk/Benefit Test Does Not 
Focus Solely On The Benefit To A Single Subset Of A Subset 
Of Users Of The Product, But Instead Considers The Benefits 
To All Users. 

While the Florida Supreme Court has not squarely addressed this issue, decisions 

from the Eleventh Circuit, Florida intermediate appellate courts, and courts applying 

analogous law from other jurisdictions all agree that at a minimum the risk/benefit 

                                                                                                                         

8.  Dr. Marx testified that in his opinion it is the nitrogen-containing bisphosphonates that cause ONJ, (Tr. 
198:18-12), which perhaps explains why he did not offer an opinion about the rice rat study, which 
involved a non-nitrogen-containing bisphosphonate.  
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analysis must be based on the benefits of the product as a whole, and not on the 

subjective viewpoint of any specific user:9 

 The Eleventh Circuit, applying Florida law, has stated “[t]he 
defectiveness of a design is determined based on an objective standard, 
not from the viewpoint of any specific user.”  Jennings, 181 F.3d at 
1255; 

   
 The Florida intermediate appellate courts repeatedly cite the Third 

Restatement of Torts in design defect cases,10 and the Third 
Restatement provides that a prescription drug is not defectively 
designed unless the risks outweigh the benefits for all patients.  See 
Third Restatement § 6(c);11 and 

   
 Other states applying the risk/benefit test do not focus solely on a 

specific user or benefit, but instead also consider “the product’s utility 
to the public as a whole.”  See, , Denny v. Ford Motor Co., 662 N.E.2d 
730, 735 (N.Y. 1995); Calles v. Scripto-Tokai Corp., 864 N.E.2d 249, 
260 (Ill. 2007); Vautour v. Body Masters Sports Indust. Inc., 784 A.2d 
1178, 1182 (N.H. 2001) American Tobacco Co. v. Grinnell, 951 
S.W.2d 420, 432 (Tex. 1997); Tabieros v. Clark Equip. Co., 944 P.2d 
1279, 1309; Ortho Pharmaceutical Corp. v. Heath, 722 P.2d 410, 414 
(Colo. 1986) (reversed on other grounds); O’Brien v. Muskin Corp., 
463 A.2d 298, 304 (N.J. 1983). 

  

                                                 

9.  All of these sources are properly considered by the Court in determining how to apply the risk/benefit 
test under Florida law.  Phansalkar v. Andersen Weinroth & Co., L.P., 344 F.3d 184, 199 (2d Cir. 
2003); Michalski v. Home Depot, Inc., 225 F.3d 113, 116 (2d Cir. 2000).   

10. See Agrofollajes, S.A. v. E.I. Du Pont Nemours & Co., Inc., Nos. 3D07-2322, 3D07-2318, 3D07-1036, 
2009 WL 4828975, *21 (Fla. 3d Dist. Ct. App. Dec. 16, 2009) (reversing jury verdict based on 
“consumer expectations” test because Third Restatement rejects that test); Kohler Co. v. Marcotte, 907 
So.2d 596, 598-99 (Fla. 3d Dist. Ct. App. 2005) (relying on Third Restatement as setting forth proper 
test for design defect cases); Accord Warren v. K Mart Corp., 765 So.2d 235, 237-38 (Fla. 1st Dist. Ct. 
App. 2000) (same).  Sta-Rite Indus. 909 So. 2d at 904 n.4 ; Scheman-Gonzalez v. Saber Mfg. Co., 816 
So. 2d 1133, 1139 (Fla. 4th Dist. Ct. App. 2002); Burch v. Sun State Ford, Inc., 864 So. 2d 466, 472 
(5th Dist. Ct. App.  2004).  Decisions from state intermediate appellate courts are “not to be 
disregarded by a federal court unless it is convinced by other persuasive data that the highest court of 
the state would decide otherwise.”  City of New York v. Golden Feather Smoke Shop, 597 F.3d 115, 
126 (2d Cir. 2010) (citation  omitted). 

11.  Under the Third Restatement, Merck is entitled to judgment as a matter of law because Plaintiff 
conceded at trial that Fosamax’s benefits exceed its risks for some patients.  (See e.g., Tr. 1691:23 – 
1692:4.) 
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Plaintiff offered no evidence (from Dr. Furberg or any other witness) that 

Fosamax was defective when the benefits to all Fosamax patients are considered.  

Instead, Plaintiff contended only that it was unreasonably dangerous as to her.  Such an 

application of the risk/benefit test would lead to bizarre results.  For example, under 

such an application of the test, Fosamax would not be defective for a women with a T-

score of -2.5, but it would be defective for the same women if her T-score was -2.4.12  

Plaintiff advances this view while admitting that T-scores that are only one tenth of a 

point apart are “basically the same.”  (Tr. 553:16-21.)  There is no basis on which to 

predict that the Florida Supreme Court would adopt such an application of the 

risk/benefit test.   

2. Even Under Plaintiff’s Impermissibly Narrow Application Of 
The Risk/Benefit Test, Based On The Evidence Presented In 
This Trial No Reasonable Jury Could Conclude That 
Fosamax’s Potential Risk Of ONJ Outweighed Its Benefits.  

In its Rule 50(b) opinion, the Court cited three pieces of evidence upon which 

Plaintiff had relied to support her claim that Fosamax did not provide fracture reduction 

efficacy for patients with a BMD between -2.0 and -2.5: (1) Dr. Parisian’s testimony that 

the Mucci analysis of the FIT II data showed no fracture reduction efficacy for such 

patients; (2) Dr. Parisian’s testimony that her review of the Fosamax regulatory file 

uncovered no evidence of fracture reduction efficacy for such patients; and (3) Dr. 

                                                 

12.  Plaintiff confirmed that this is her position during closing argument, when her counsel told the jury: 

 Fosamax is unreasonably dangerous.  No fracture reduction decrease benefit in women with a T-
score between – that’s the key – [negative] 2.0 to 2.5.  That’s our – thank you, I’ll speak for 
myself.  That’s our claim. 

 [Negative] 2.5 and worse, it’s a great drug.  Give it to them.  Because you have evidence to show 
that it actually does reduce fractures.  Those women and men need it. 

 (Tr. 1691:23 – 1692:4.) 
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Furberg’s testimony that Table 3 from the 1998 Cummings article in the Journal of the 

American Medical Association indicated that in FIT II it was only patients with a BMD 

below -2.5 that had a statistically significant reduction in fractures.  In re Fosamax 

Prods. Liab. Litig., 2010 WL 1257299 at *6.   However, the evidence was different in 

the second trial. 

In the retrial, Dr. Parisian did not testify about the Mucci analysis or her alleged 

search for efficacy data in the regulatory file, but instead testified only that if there was a 

lack of fracture reduction efficacy in patients with a BMD between -2.0 and -2.5, such 

information should have been in the Fosamax label.  (Tr. 927:6-931:7.)  Dr. Parisian’s 

testimony about a hypothetical lack of fracture reduction efficacy does not support 

Plaintiff’s allegation that there is no such efficacy.  More importantly, unlike the first 

trial, Dr. Furberg conceded that the patient cohort for whom Mucci found “uncontestable 

statistical significance” of fracture reduction included patients at -2.0 and below, AND 

that this was the exact same cohort as in Table 3 of the Cummings paper.  (Tr. 856:13-

858:14.)13  

In the second trial, Dr. Furberg conceded that the FIT II researchers – which 

included Dr. Sara Quandt, one of his colleagues at Wake Forest University – were some 

                                                 

13.  The Mucci analysis was based on reviewing the FIT II data in various cohorts, including a cohort 
comprised of osteoporotic patients.  According to Dr. Mucci’s unsigned analysis, Fosamax did not 
show efficacy in FIT II in reducing fractures “unless the patient population is reduced to the 
Osteoporotic Cohort,” and therefore Fosamax provides fracture reduction efficacy only in patients with 
a T-score of -2.5 or below.  (Beausoleil Decl. Ex. 19.)  This analysis, however, is based upon a 
fundamental error as to how the cohorts were defined.  Dr. Mucci assumed that the “Osteoporotic 
Cohort” included only patients with a T-score of -2.5 or below, but that assumption is plainly false.  As 
Dr. Mucci noted in table (I), subsection (B) of his analysis, there were 3,066 Fosamax patients in the 
Osteoporotic Cohort in FIT II.  (Id.)  The FDA-approved label for Fosamax shows that this 3,066 
patient cohort was not limited to patients with a T-score of -2.5 or below, but also included patients 
with a T-score of -2.0 and below.  (Beausoleil Decl. Ex. 20.).  Dr. Furberg admitted that the patients in 
table I, subsection (B) included patients with a T-score of -2.0, and that Fosamax showed statistically 
significant fracture reduction in this cohort.  (Tr. 856:18-858:14.)   
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of the “best” researchers “in the country.”  (Tr. 817:22 – 818:4.)  It was only by ignoring 

the published findings of Dr. Quandt and these other researchers regarding the efficacy 

of Fosamax and by attacking them as “misleading” and “deceptive” (Tr. 843:13 – 

844:15, 860:2-20.) that Dr. Furber was able to advance  his claim that when the FIT II 

data is sliced and diced into tertiles (thirds), the number of events does not allow for 

statistically significant evidence of fracture reduction in each separate third.  In making 

this claim, Dr. Furberg also ignored the data from the study as a whole and as originally 

designed.  The entire study cohort – those with a BMD of -1.6 or worse – demonstrated 

a statistically significant reduction in radiologic vertebral fractures.  (See Tr. 1110-

1112.)  The original design of the study was to look at a cohort of people with a -2.0 

BMD or worse.14  For that cohort, there was a statistically significant reduction in all 

clinical fractures and all vertebral fractures.  It is only when the data is sliced into ever 

smaller sub-sets that statistically significant differences fall away.  Even for those with a 

BMD of -2.0 to -2.5, there is a clear trend in favor of Fosamax for vertebral fractures—it 

is just that the difference does not reach statistical significance because the number of 

people in that sub-category is too small.  (Beausoleil Decl. Ex. 22, at Table 3.)   

Of course, the creation of arbitrary categories does not mean that Fosamax is 

ineffective for each subgroup within the data.  Rather, as Drs. de Papp and Bilezikian 

explained, if you break the data into small enough groups, it always becomes impossible 

to reach statistically significant conclusions specifically directed to that small sub-group 

because of the small number of events.  (See Tr. 1112-1115; 1464:20-1465:5.)  This 

                                                 

14.  Based on data from an NHANES study, it was determined that approximately one-third of the study 
population did not have a BMD of -2.0 or worse, but rather were in the range of -1.6 to -2.0.  (Tr. 
1106:4-25; Beausoleil Decl. Ex. 21.)   
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point is demonstrated by considering what would occur if one were to look only at the 

data for those at a particular BMD worse than -2.5.  For example, if one were to look at 

the data for only those with a BMD of -2.6 (a person for whom Plaintiff would concede 

there is clear benefit), there may be a numerical trend in favor of Fosamax, but the few 

number of events would preclude a finding of statistical significance.  Would plaintiff 

then say there is no evidence of efficacy for those with -2.6?  Would plaintiff say those 

with a -2.6 are like those students with an “F”, and they need to be “pooled” with those 

“A” students with a -2.7 and worse in order to get a passing “C”?  Distilled to its 

essence, Plaintiff’s entire case is built on an effort to arbitrarily carve away the majority 

of the data in the FIT II trial and to draw inferences not supported by any of the authors 

of the papers in which the data was published.15 

Plaintiff presents no scientific basis to excerpt her specific sub-group from the 

data pool, and no basis to believe that Fosamax acts differently in her group than it does 

in the pool in general.  She does not explain how Fosamax would react differently in her 

body than in the body of someone with a BMD worse than -2.5, or in the body of 

someone with a BMD of -1.6.  She merely engages in a statistical trick, and tries to 

define away the efficacy data for Fosamax by placing herself in an arbitrary category.   

Plaintiff also failed to present any positive evidence that Fosamax is not effective 

for women with a BMD between -2.0 and -2.5.  Dr. Furberg merely infers that this is so 

                                                 

15.  The Cummings authors state: "We observed a 22% lower risk of clinical fracture in those whose T 
scores were more than 2.0 SDs below the normal mean (RH, 0.78; 95% CI, 0.65 – 0.94; placebo-
treatment difference, 3.3%; NNT, 30)." (Beausoleil Decl. Ex. 22.) In conclusion, the Cummings 
authors stated: "We conclude that 4 years of treatment with alendronate safely increases bone density 
and decreases the risk of radiographic vertebral fractures among women with low BMD.  Alendronate 
treatment reduces the risk of clinical fractures among women with osteoporosis but not among those 
with hip or spine T scores of -2.0 or more."  (Id.) 
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because there was an insufficient amount of data for this small subgroup in the FIT II 

trial.  This inference by Dr. Furberg is the only dispute of fact upon which Plaintiff’s 

claim rests.  The only competent evidence in this case shows that the medical and 

scientific community unequivocally rejects Plaintiff’s theory that Fosamax provides no 

benefit for women with a BMD between -2.0 and -2.5, and that it is universally 

acknowledged that Fosamax is a valid consideration for women in that range: 

 Plaintiff conceded that osteoporosis is a dangerous and potentially 
debilitating condition, (Tr. 103:15-16; 824:15-21), and that it is 
important that women with low bone mass “don’t slide into 
osteoporosis” and “have more bone loss prevented.”  (Tr. 629:25-
630:2.)    

 
 Plaintiff conceded that in 1998 the American College of Obstetricians 

and Gynecologists issued a bulletin stating, “[t]he most effective 
approach to osteoporosis prevention is to ensure that each woman 
reaches her genetically endowed peak bone mass and to minimize the 
amount of bone loss during menopause,” and that “Some authorities 
contend that measurement of bone mass is a better predictor of fracture 
than blood pressure measurement is of stroke, or blood cholesterol is 
of heart disease.”  (Beausoleil Decl. Ex. 23.) 

 
 Plaintiff conceded that in 1997 the FDA, on the unanimous 

recommendation of an outside advisory committee, approved Fosamax 
as safe and effective for the prevention of osteoporosis.  (Tr. 783:19-
784:19.)  

 
 Plaintiff conceded that in 1995 the FDA, on the unanimous 

recommendation of an outside advisory committee, approved Fosamax 
as safe and effective for the treatment of osteoporosis, defined as a 
BMD of -2.0 or below.  (Beausoleil Decl. Ex. 24.) 

 
 Plaintiff conceded that in December 1998, the Journal of the American 

Medical Association published a peer reviewed article (which included 
non-Merck authors) that concluded the FIT II data showed Fosamax 
resulted in a “22% lower risk of clinical fracture in those whose T 
scores were more than 2.0 SD below the normal mean” and that 
Fosamax “treatment reduces the risk of clinical fractures among 
women with osteoporosis but not among those with hip or spine T 
scores of -2.0 or more.”  (Beausoleil Decl. Ex. 22.) 
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 Plaintiff conceded that the FDA, more than a year after the unsigned 
“Mucci analysis” and nearly a year after the above-referenced  Journal 
of the American Medical Association article was published, approved 
the addition of the FIT II data to the Fosamax label, including a table 
noting that in FIT II osteoporotic patients were defined as those with a 
“[b]aseline femoral neck BMD at least 2 [standard deviations] below 
the mean for young adult women,” and that in those patients Fosamax 
demonstrated a 22% relative reduction in fracture risk for clinical 
fractures and 48% relative reduction in fracture risk for vertebral 
fractures.  (Beausoleil Decl. Ex. 20.)  

 
 Plaintiff conceded that in 2005 the journal Mayo Clinics Proceedings 

published a peer reviewed article that included non-Merck authors 
(including an author from Dr. Furberg’s own department at Wake 
Forest University), which concluded that “In women with low bone 
mass who do not meet the bone mineral density criterion for 
osteoporosis, alendronate is effective in reducing the risk of vertebral 
fractures.”  (Beausoleil Decl. Ex. 25.)  

 
 Plaintiff conceded that in 2005 the journal Osteoporosis International 

published a peer reviewed article that included non-Merck authors 
(including an author from Dr. Furberg’s own department at Wake 
Forest University), concluding that “[i]n patients with a T-score of less 
than or equal to -2.0, or with a vertebral fracture, the effect on hip 
fracture consistently favored patients receiving alendronate therapy, 
with an overall reduction in risk of hip fracture of 45% [95% 
confidence interval (CI) 16% to 64%, P= 0.007].”  (Beausoleil Decl. 
Ex. 26.)  

 
 Plaintiff conceded that Dr. Furberg is the only expert witness she 

called to testify that Fosamax provides no efficacy to women with a T-
score between -2.0 and -2.5.16 

 
 Plaintiff conceded that she retained Dr. Furberg in late 2008, that he 

wrote his report in this case in early 2009, and that, when Dr. Furberg 
was deposed in 2009, he had not formed any opinion that Fosamax 
was ineffective for women with T-scores between -2.0 and -2.5.  (Tr. 
728:7-9, 776:19-23, 813:7-11.)  Dr. Furberg has taken no steps to 
inform the medical and scientific community of his new theory.  (Tr. 
862:16-863:8; 866:11-15.) 

 

                                                 

16.  Plaintiff also conceded that Dr. Furberg is not licensed to practice medicine in the United States and 
has not treated a patient in 37 years,  and that no medical organization has ever asked for Dr. Furberg’s 
advice on when it is appropriate to prescribe bisphosphonates. (Tr. 765:19-766:2; 775:9-776:2.) 
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 Plaintiff offers no scientific or medical explanation as to why Fosamax 
would be safe, effective and an appropriate choice for a person with a 
T-score of -2.5, but not for someone with a T-score of -2.4. 

  
In sum, based on the uncontested evidence, a reasonable jury, not subjected to 

inflammatory and misleading statements in closing, could be left with no conclusion 

other than that Fosamax is effective for its indicated patient populations, including 

patients with T-scores at -2.0 and below.  Dr. Furberg’s inference based on a subsection 

of the FIT II data is arbitrary, scientifically unreliable, and “at war with undisputed 

facts,” and is therefore insufficient to support the jury’s verdict.  County of Suffolk v., 

907 F.2d at 1318.  Therefore, Plaintiff’s claims fail as a matter of law.   

3. Plaintiff Cannot Save Her Claims By Misrepresenting The 
Testimony of Drs. Santora and Baran. 

In her pretrial motions, and again at trial, Plaintiff repeatedly claimed that Drs. 

Santora and Baran testified in their depositions that Fosamax provided no fracture 

reduction efficacy for patients with a BMD better than -2.5.  Because this argument was 

based solely on a misrepresentation of the testimony, it cannot support the jury’s verdict.  

See id. at 1318 (when reviewing motion for judgment, witness’ deposition statement had 

to be considered “in the context of her further testimony”); Clarke v. JPMorgan Chase 

Bank, N.A., No. 08-CV-2400, 2010 WL 1379778, at *3 (S.D.N.Y. Mar. 26, 2010) (party 

cannot defeat summary judgment by “citing various snippets” of testimony; “the court 

looks to the entirety” of the testimony).  

Plaintiff cited Dr. Santora’s deposition testimony that there is “no evidence that 

any drug reduces the risk of fracture in people who don’t have osteoporosis,” and claimed 

that this means that Dr. Santora does not believe that Fosamax provides fracture 

reduction efficacy in people with a T-score better than -2.5.  That is not true.  As the 
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Court has recognized, there “have been several definitions of osteoporosis promulgated 

over time by different medical organizations,” and some such definitions have included 

patients with a T-score below -2.0.  In re Fosamax Prods. Liab. Lit., 2010 WL 1257299 

at*1; In re Fosamax Prods. Liab. Lit., 647 F. Supp. 2d 265, 269 n.5 (S.D.N.Y. 2009).  Dr. 

Santora agrees with the -2.0 definition.  (See Beausoleil Decl. Ex. 27 (“If they find low 

bone density measured as BMD T score minus 2.0 or below, that’s one way that they can 

define osteoporosis.”).)  Dr. Santora also testified that the FDA requested that Merck add 

a reference to -2.0 to the Fosamax label as an example of how a physician could diagnose 

a patient with osteoporosis, and he added, “I agreed with that approach.”  (Beausoleil 

Decl. Ex. 28.)  In sum, when Dr. Santora refers to patients who do not have osteoporosis, 

he is not referring to patients, like Plaintiff, with a T-score of -2.1. 

Plaintiff also contended that Dr. Baran’s statement that “there are no studies 

showing that treatment of individuals with osteopenia without a prevalent vertebral 

fracture reduces the risk of fractures” means that Dr. Baran does not believe that 

Fosamax reduces fractures in those with a T-score above -2.5.  That too is false.  Dr. 

Baran did not define osteopenia as including those with a BMD better than -2.5; to the 

contrary, he testified that he initiates bisphosphonate therapy “for treating osteoporosis” 

at approximately a T-score of -2.0.  (Beausoleil Decl. Ex. 29.)    

In both cases, Plaintiff is engaging in wordplay, twisting the testimony of these 

doctors to apply to her, when it plainly does not.  Such misrepresentation of testimony 

cannot defeat a motion for judgment.     

Case 1:06-cv-09455-JFK     Document 267      Filed 07/19/2010     Page 26 of 36



 

-21- 

II. MERCK IS ENTITLED TO JUDGMENT UNDER THE GOVERNMENT 
RULES DEFENSE. 

Under the government rules defense, Merck is entitled to a presumption that 

Fosamax was not defective, but instead was safe and effective for the purposes for 

which it was approved by the FDA.  See Fla. Stat. Ann. § 768.1256(1).  This defense is 

particularly significant, because it reflects the Florida legislature’s deference to 

government agencies such as the FDA – and the related policy concern that tort law 

should not be used to undermine that important work.  The statutory government rules 

defense stands in stark contrast to the attack on the FDA mounted by Plaintiff’s counsel 

in closing argument.  While Plaintiff’s lawyers expressed a dim view of the FDA at trial 

– and particularly during closing argument – the State of Florida does not share that 

view.  Florida law requires this Court to presume that the FDA’s approval of Fosamax 

means something—that Fosamax is safe and effective for the purposes indicated on its 

label.  

Plaintiff sought to avoid this defense by mounting a two-pronged attack, but both 

prongs were meritless.  First, Plaintiff alleged that the FDA is underfunded and cannot 

be trusted because its budget is augmented by congressionally-mandated user fees from 

the pharmaceutical industry.17  The Court rejected this effort, correctly noting that 

                                                 

17.  See Dr. Parisian’s testimony at Tr. 888:24-889:3 (“its difficult [for the FDA] to keep trained medical 
officers because they tend to go out to industry once they’ve been at the FDA”); Tr. 893:19-20 (“user 
fees are paid by industry in return for a quicker turnaround of approval time of new drugs”); Tr. 
893:23-25 (quicker approval of new drugs constitutes “good behavior” on the part of the FDA that will 
result in “more fees from industry”); Tr. 894:8-10 (“once something is submitted, the FDA has ten 
months to complete the review or they get penalized internally for not fulfilling your work as a medical 
officer.”); Tr. 910:10-23 (the FDA has traditionally not recalled products from the market because it 
does not have the “resources, in terms of time, manpower and funding” to do so).  See also Plaintiff’s 
summation at Tr. 1669:9-15 (“We learn from [Dr. Parisian] that the people who approve it, the whole 
department at the FDA is funded by this PDUFA program, its funded by industry . . . Isn’t an 
interesting thing how incestuous that is?”); Tr. 1669:16-17 (“In exchange for the funding they have a 
time limit to approve the drug, ten to twelve months.”); Tr. 1680:15-16 (“the FDA is funded by in part 
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“[w]e’re not going to get into government funding here.  That has nothing to do with this 

case.”  (Tr. 919:1-3.)   

As a matter of law, the FDA’s budget and funding sources have absolutely no 

relevance to this prescription drug design defect claim.  In enacting the government rules 

defense in 1999, the Florida legislature found that FDA approval of a prescription drug 

is significant and results in a presumption of non-defectiveness that can be rebutted only 

by proof that the product is, in fact, defective.  See Fla. Stat. Ann. § 768.1256.18  

Nothing in the statute allows Plaintiff to rebut the presumption that the FDA’s approval 

was correct by presenting allegations by a former part-time FDA employee (such as Dr. 

Parisian) that the agency is underfunded or otherwise defective.  A jury applying Florida 

law has no authority to nullify or re-write a Florida statute.  See  United States v. 

Thomas, 116 F.3d 606, 614 (2d Cir. 1997) (courts may not permit jury nullification of 

legislative enactments).  In fact, the Florida legislature itself has rejected Plaintiff’s 

claim that the FDA’s approval process is suspect because the FDA charges fees to 

manufacturers.  Those fees are charged pursuant to the 1992 Prescription Drug User Fee 

Act, and the Florida legislature must be presumed to have been well aware of that statute 

when it codified the government rules defense in 1999.19  See Crescent Miami Center v. 

Dept. of Revenue, 903 So. 2d 913, 918 (Fla. 2005) (it is “well-settled” that the Florida 

                                                                                                                         
the industry in exchange for early approvals”); Tr. 1682:1-3 (“Is it a shock to us here in 2010 that the 
FDA is not perfect?  Is it an eye-opener that we learn that they’re funded in part by industry that’s a 
semi-incestuous situation?”); Tr. 1687:10-11 (Dr. Parisian “pulled the curtain, like the Wizard of Oz, 
she pulled the curtain you see behind.  [The FDA is] really not as big and powerful as you think it is”). 

18.  Although the government rules defense applies to all government-regulated products, the Florida 
legislature clearly considered the FDA approval process in enacting the statute.  See Fla. Stat. Ann. § 
768.1256(3) (noting that presumption would not apply where drug “is ordered off the market or seized 
by the Federal Food and Drug Administration”).  
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“legislature is presumed to know the existing law when a statute is enacted”) (citations 

omitted). 

Second, Plaintiff claimed that Dr. Parisian rebutted the government rules defense 

through testimony that Merck “violated” two FDA regulations – 21 C.F.R. § 314.80(b) 

and 21 C.F.R. § 314.70.  (See, e.g., Tr. 1680:6-7 (claiming Dr. Parisian stated there were 

two “violations”).)20  The mere fact that Dr. Parisian says certain action was mandated 

by a federal regulation does not make it so.  See United States v. Caputo, 517 F.3d 935, 

942 (7th Cir. 2008) (Easterbrook, C.J.) (“The only legal expert in a federal court room is 

the judge.”).  As a matter of law, Dr. Parisian’s claim that Merck violated these 

regulations is baseless. 

Dr. Parisian testified that under the FDA’s changes being effected (“CBE”) 

regulation – 21 C.F.R. § 314.70 – Merck was “required” to update the “instructions for 

use” section of the Fosamax label with Dr. Mucci’s draft analysis regarding fracture 

reduction efficacy in patients with a T-score between -2.0 and -2.5.  (Tr. 927:6 – 

931:5.)21  This conclusion was wrong for two reasons.  First, as discussed above, the 

Mucci analysis does not show that Fosamax was ineffective for patients with a T-score 

between -2.0 and -2.5—those patients were, in fact, in the Osteoporotic Cohort.  Equally 

important, however, the CBE regulation does not “require” manufacturers to change 

                                                                                                                         

19.  Dr. Parisian testified that the Prescription Drug User Fee Act went into effect in 1992.  (Tr. 892:9-12.)   

20.  See also Tr. 1702:8 (“We have a violation she cited.  So, we’ve already overcome this presumption 
that the judge will talk to you about, the government defense.”); Tr. 1708:18 (“And that’s a violation.  
There goes the government defense.”). 

21.   Plaintiff’s counsel repeated this contention in summation, stating that “Dr. Parisian testified that once 
they have the data to show it doesn’t have benefit for 2.0 to 2.5,” Merck was “required to initiate 
changing the label under 21 C.F.R. 314.70.”  (Tr. 1701:20-25.) 
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their labels.  Rather, 21 C.F.R. § 314.70 merely “permits a manufacturer to make certain 

changes to its label before receiving the agency’s approval.”  Wyeth v. Levine, 129 S. Ct. 

1187, 1196 (2009) (emphasis added).  Plaintiff did not cite any authority to the effect 

that a manufacturer violates 21 C.F.R. § 314.70 if it does not revise the instructions 

section of a label.  In fact, when the FDA approved the Fosamax label to include the FIT 

II data, the FDA did not require Merck to include any language consistent with Mucci.  

That alone confirms that the FDA itself did not believe there was any regulatory 

violation and shows that the supposed revision that Dr. Parisian would require was 

scientifically unwarranted.  

Next, Dr. Parisian testified that 21 C.F.R. § 314.80(b) required Merck to conduct 

an epidemiological study as a result of a handful of non-ONJ adverse event reports 

(“AERs”).  (Tr. 923:16-926:12.)  In summation, Plaintiff’s counsel harped on this 

testimony, stating:  

And that gets me to Dr. Parisian’s second violation.  She 
said this is a safety signal.  You got twelve reports, you 
have issues of dental problems, these are very unusual 
things.  It should have triggered a study which they still 
haven’t done . . .   She cited 21 C.F.R. 3.114.8B [sic], that 
they needed to study this further, that a responsible 
manufacturer would take this information and look into it 
further.  But they haven’t done that.  There’s no evidence in 
this case that they ever did.  And that’s a violation.  There 
goes the government defense.”   
 

(Tr. 1708:14-18) (emphasis added).    

Both Plaintiff’s counsel and Dr. Parisian clearly misstated the contents of the 

regulation.  21 C.F.R. § 314.80(b) requires manufacturers to “review” all AERs, and to 

“develop written procedures for the surveillance, receipt, evaluation, and reporting of 

postmarketing adverse drug experiences to the FDA.”  The regulation does not mandate 
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that manufacturers conduct studies as a result of receiving AERs.  As a matter of law, 

this requirement was fabricated by Dr. Parisian out of whole cloth.22  For this reason too, 

Plaintiff failed to rebut Florida’s government rules defense, and judgment should be 

entered for Merck.  

III. THE JURY’S FINDING THAT FOSAMAX SHOULD HAVE BEEN 
CONTRAINDICATED FOR PATIENTS WITH A T-SCORE ABOVE -2.5 
IS PREEMPTED UNDER FEDERAL LAW. 

Merck is also entitled to judgment as a matter of law because Plaintiff’s entire 

case – which boiled down to an attack on the FDA – was preempted.  Conflict 

preemption applies “when compliance with both state and federal law is impossible, or 

when the state law ‘stands as an obstacle to the accomplishment and execution of the full 

purposes and objective of Congress.’” California v. ARC America Corp., 490 U.S. 93, 

100-01 (1989), (citations omitted).  Plaintiff’s claim presents exactly the type of conflict 

that federal preemption principles were designed to prevent – the FDA has determined, 

applying federal law, that Fosamax can be on the market and used for its indicated 

purposes because it is safe and effective, and Plaintiff seeks to use state tort law to 

contradict that finding. 

There is no dispute that at all relevant times the FDA approved the use of 

Fosamax for women with a BMD of -2.0 or worse as “safe and effective.”  In rendering a 

verdict that Fosamax was defectively designed, i.e. not “safe and effective,” the jury here 

                                                 

22. That Dr. Parisian misstated the contents of the regulation is not surprising.  In excluding Dr. Parisian’s 
testimony in another pharmaceutical MDL, a federal district court recently noted that “Dr. Parisian 
often retreated to citing regulations that had marginal relevance to the issues being discussed,” 
including 21 C.F.R. § 314.80(b).  In re Trasylol Prods. Liab. Litig., __ F. Supp. 2d __, No. 08-MD-
01928, 2010 WL 1737107, at *11-12 (S.D. Fla. Apr. 27, 2010).  The Trasylol Court further noted that 
”Dr. Parisian fails to explain why Bayer violated 21 C.F.R. § 314.50: the critical link between the 
existence of the studies and the conclusion that a regulation was violated is missing from Dr. Parisian’s 
Report and testimony.” Id. at *19. 
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necessarily found that the medicine could not be indicated for patients with a BMD of 

between -2.0 and -2.5 for both treatment and prevention of osteoporosis.  In other words, 

the jury supplanted its judgment for that of the FDA.   

Indeed, that was the main thrust of Plaintiff’s case.  As Dr. Furberg explicitly 

testified, he believes the FDA “got it wrong” when it “did not require contraindication for 

osteopenic women or people using Fosamax longer than 36 months.”  (Tr. 773:17-21.)    

In this respect, Plaintiff’s claim is similar to the claim that was found to be 

preempted in Geier v. American Honda Motor Co., Inc., 529 U.S. 861 (2000).  There, the 

plaintiff claimed that a car was defective because it did not include an airbag, even 

though the federal Department of Transportation had issued regulations mandating the 

mix of passive restraint devices that could be used on vehicles in the U.S.23  The Court 

found that the plaintiff’s effort to mandate air bags in this one specific vehicle conflicted 

with the overall federal scheme.  Here, as in Geier, there is a direct conflict between the 

FDA’s review of all of the data and its approval of Fosamax as effective for the 

designated indicated uses - and the jury’s contrary conclusion.    

For similar reasons, Plaintiff’s claim in this case stands in stark contrast to those 

addressed in Wyeth v. Levine, 129 S. Ct. 1187 (2009), a failure to warn case where 

preemption was rejected.  Indeed, the Levine Court was clear that it was not addressing 

whether a state law claim that a particular use of a medicine should be contraindicated 

                                                 

23.  In Geier, the governing federal statute included an express statutory “saving clause” stating that state 
tort lawsuits were not preempted by DOT’s authority to set federal safety standards, but the Court 
found that this saving clause did not interfere with the application of conflict preemption principles - 
because the Court “has repeatedly ‘declined to give broad effect to saving clauses where doing so 
would upset the careful regulatory scheme established by federal law.’”  Geier, 529 U.S. at 870 
(quoting United States v. Locke, 529 U.S. 89, 106-07 (2000)).  The same reasoning applies here, where 
there is no statutory provision governing or precluding conflict preemption. 
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would be preempted.  See id. at 1194 (noting that because the jury verdict did not 

“require contraindicating IV-push administration,” the Court “need not decide whether a 

state rule proscribing intravenous administration would be preempted.  The narrower 

question presented is whether federal law pre-empts Levine’s claim that Phenergan’s 

label did not contain an adequate warning about using the IV-push method of 

administration.”). 

Indeed, the contrasts between the facts in Levine and those in the present case 

demonstrate that Plaintiff’s claims here present the precise sort of claim that should be 

preempted because it directly conflicts with the FDA’s federal authority.  In Levine, there 

was “no evidence in the record” that the FDA “gave more than passing attention to the 

issue of IV-push versus IV-drip administration,” and “the FDA had not made an 

affirmative decision to preserve the IV-push method.”  Levine, 129 S. Ct. at 1199.  In the 

present case, according to Plaintiff, Dr. Mucci issued a final statistical analysis showing 

that Fosamax had no fracture reduction benefit for patients with a T-score above -2.5 or 

for patients who had been on Fosamax for more than three years.  If the Mucci analysis 

truly is a final analysis, as Plaintiff contends, then the FDA considered and rejected it 

when it approved the Fosamax label. 

Over a year after Dr. Mucci wrote his analysis, Dr. Solomon Sobel, Director of 

the FDA’s Division of Metabolic and Endocrine Drug Products, approved Merck’s 

supplemental new drug application to add the fracture reduction efficacy data from the 

four-year FIT trial to the Fosamax label.  (Beausoleil Decl. Ex. 30.)  This included 

adding a table to the Fosamax label noting that in the four-year FIT trial osteoporotic 

patients were defined as those with a “[b]aseline femoral neck BMD at least 2 [standard 

Case 1:06-cv-09455-JFK     Document 267      Filed 07/19/2010     Page 33 of 36



 

-28- 

deviations] below the mean for young adult women,” and that in those patients Fosamax 

demonstrated a 22% relative reduction in fracture risk for “any clinical (symptomatic) 

fracture” and a 48% relative reduction in fracture risk for “vertebral fractures (diagnosed 

by X-ray).”  (Beausoleil Decl. Ex. 20.)  As Dr. Parisian’s own text book establishes, this 

action by Dr. Sobol was the agency’s final determination, in which the agency 

considered whether or not the Mucci analysis had any validity.  See Suzanne Parisian, 

FDA: Inside and Out 164-65 (2001) (noting that once various technical reviews, 

including statistical reviews, of a new drug application are completed within the FDA, a 

Division Director “evaluate[s] the reviews” and “decide[s] the action that the division 

will take regarding approval of the application”).   Thus, after the Mucci analysis was 

complete, the FDA, with that analysis in hand, rejected the Mucci analysis by taking 

final regulatory action and approving the exact indications about which Plaintiff now 

complains. 

In Levine, the Supreme Court recognized that “some state-law claims might well 

frustrate the achievement of congressional objectives.”  Levine, 129 S. Ct. at 1204.   This 

case presents that exact scenario.  Any verdict based on a finding that the FDA should 

have adopted the Mucci analysis, and thus contraindicated Fosamax for patients with a 

T-score above -2.5 or for patients who have already been on Fosamax for three years, 

would “directly conflict[] with the FDA’s authority” to reject that analysis and to decide 

for itself which drugs are “effective” and would therefore be preempted.  Longs v. 

Wyeth, 621 F. Supp. 2d 504, 508 (N.D. Ohio 2009) (issued two weeks after Levine, 

holding plaintiff’s argument that medication should not have been sold for FDA 

approved indication was preempted).  Judgment should be entered for Merck as a matter 
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of law, because Plaintiff’s design defect claim in this case is preempted by the FDA’s 

approval of Fosamax for the indications specified on the label. 

IV. PLAINTIFF’S NEGLIGENCE CLAIM FAILS BECAUSE SHE HAS NOT 
DEMONSTRATED THAT  MERCK’S ALLEGED “FAILURE TO STUDY” 
ONJ LED TO A DEFECTIVE DESIGN FOR FOSAMAX. 

It is black letter law that “negligence in the air . . . will not do.”  Palsgraf v. Long 

Island R. Co., 248 N.Y. 339, 341 (1928) (Cardozo, C.J.).  Plaintiff must go further and 

prove that any alleged negligence actually caused her injury.  See, e.g., Estate of McCall 

v. United States, 663 F. Supp. 2d 1276, 1289 (N.D. Fla. 2009) (noting that in negligence 

cases, “to demonstrate proximate cause, the plaintiff must show that what was done or 

failed to be done probably would have affected the outcome or that the injury more 

likely than not resulted from the defendant’s negligence”) (quotation and citation 

omitted).   

While Dr. Parisian (incorrectly) alleges that the receipt of a handful of non-ONJ 

AERs should have prompted Merck to conduct an ONJ study, neither she nor any other 

expert testified that the conduct of such a study or adopting a different method for safety 

surveillance would have resulted in a different design for Fosamax that would have 

avoided her injury.  It is particularly important that Plaintiff cannot argue that any such 

study would have led to further warnings about ONJ – because the court has already 

ruled against Plaintiff on her failure-to-warn claims.  Thus, Plaintiff was required to tie 

this hypothetical study to her claims of design defect.  Because she did not do so, the 

jury was left with no evidence – only speculation – to attempt to connect the alleged 

negligence with Plaintiff’s injury. 

Case 1:06-cv-09455-JFK     Document 267      Filed 07/19/2010     Page 35 of 36



 

-30- 

CONCLUSION 

For the foregoing reasons, the Court should enter a judgment as a matter of law 

for Merck as to all remaining claims in this case. 

DATED: New York, New York 
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