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Secrest v. Merck & Co., Inc. 
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1:06-md-1789 (JFK) 

 
STATEMENT OF DEFENDANT MERCK SHARP & DOHME CORP.  
PURSUANT TO FEDERAL RULE OF CIVIL PROCEDURE 26(a)(2) 

Pursuant to Federal Rule of Civil Procedure 26(a)(2)(A), Defendant Merck Sharp 

& Dohme Corp. (“Merck”) states that it may use the following persons at trial to present expert 

evidence under Rules 702, 703, or 705 of the Federal Rules of Evidence (“FRE”) in the above-

captioned case: 

Dr. John Bilezikian, M.D. 
Dr. David Dempster, Ph.D. 
Dr. Elizabeth Holt, M.D., Ph.D. 
Dr. Jane Cauley, Dr.P.H. 
Dr. Jeri Nieves, Ph.D. 
Dr. Paul Bartlett, Ph.D. 
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Dr. Lisa Rarick, M.D. 
Dr. Dan Shames, M.D., F.A.C.S. 
Dr. Ellen Eisenberg, D.M.D. 
Dr. Robert Glickman, D.M.D. 
Dr. John Campbell 
Dr. Norman Betts, D.D.S., M.S. 
Dr. Barry Gruber, M.D. 

In addition, Merck may use the following Merck employees and former 

employees at trial to present expert evidence under FRE 702, 703, or 705.  The persons listed 

below have not been retained or specially employed by Merck to provide expert testimony in the 

case and are not employed by Merck with duties that regularly involve giving expert testimony: 

Dr. Anne de Papp, M.D. 

Dr. de Papp’s opinions at trial will be based primarily on her positions, duties, 

responsibilities, and activities as a Director of Clinical Studies and Global Medical and Scientific 

Affairs at Merck since 2001, and her testimony will be consistent with and as stated in her 

previous deposition and trial testimony in the Fosamax MDL proceedings.  Dr. de Papp has 

worked extensively on many aspects of Fosamax and osteoporosis.  Testimony that is based 

upon her firsthand experience and observations as a Merck scientist with extensive responsibility 

for Fosamax is not required to be disclosed under the newly adopted Federal Rule 26(a)(2)(C).  

FRE 701; FRCP 26(a)(2)(C).  See also U.S. v. Rigas, 490 F.3d 208 (2d Cir. 2007).   

In addition, Dr. de Papp may testify to matters that are based on her background, 

training, and experience as an endocrinologist.  

Matters to which Dr. de Papp may offer testimony at trial, which are governed by 

FRE 701 (but which Plaintiff may contend implicate FRE 702, 703, and 705), are as follows: 
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 Her medical background, training, and experience, including her care and 
treatment of postmenopausal women with low bone mass; 

 
 The class of drugs known as bisphosphonates (BPs), including their clinical, 

tissue-level, and cellular effects, their pharmacokinetic and pharmacodynamic 
characteristics, their half-life, and their mechanism of action as it relates to 
osteoclasts, osteoblasts, and osteocytes; 

 
 The design, monitoring, and analysis of clinical trials and other scientific studies, 

including the interpretation and significance of endpoints and study results, power 
calculations, and the monitoring and recording of adverse events; 

 
 The efficacy and safety profile of Fosamax, including the evidence of the 

medicine's benefits on fracture risk, bone mineral density (BMD), bone turnover 
(as measured by bone markers and biopsies), bone quality (as measured by bone 
biopsies and imaging techniques), and safety, and encompassing the designs and 
outcomes of Merck’s individual clinical trials, and of the adverse experiences that 
have been reported in patients taking the medicine; 

 
 The medical and scientific evidence related to the alleged association between 

Fosamax and osteonecrosis of the jaw (ONJ); 
 

 The feasibility and utility of epidemiologic study of the association between 
Fosamax and ONJ; 

 
 The similarities and differences of bones in the body to each other; 

 
 That the available scientific evidence does not support a causal relationship 

between Fosamax and ONJ; 
 

 That the theoretical concept of oversuppression of bone turnover as the result of 
Fosamax use, even if proven in an individual case, would not lead to bone death; 

 
 The risk/benefit analysis a physician employs when prescribing Fosamax to 

patients; 
 

 The utility and limitations of biochemical markers of bone turnover, the data on 
marker levels in the general population, the data on marker levels in a BP-using 
population, and whether these markers have utility in either predicting ONJ or 
predicting when a patient might heal from or otherwise resolve his or her ONJ; 

 
 The pathophysiology and epidemiology of osteoporosis, low bone mass, and 

Paget’s disease, including the studies regarding disease severity, onset, 
symptomatology, and metabolic changes associated with it; 

 
 The function of bones and the cells and materials that comprise bones; 
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 The effects of the use of Fosamax in combination with estrogen / HRT and 

steroids, and the clinical trials and other studies in this regard; 
 

 The long-term safety and efficacy profile of oral BPs, and the studies supporting 
that profile; 

 
 The hierarchy of medical and scientific evidence relevant to assessing an 

association between an exposure and an outcome; 
 

 The use of calcium and vitamin D to treat and prevent osteoporosis and as a 
supplemental therapy with BPs; 

 
 The methodologies and tests used to diagnose osteoporosis and low bone mass 

and the algorithms sometimes used to offer guidance regarding whether to 
prescribe pharmacologic intervention; and 

 
 The use of BMD to predict fracture risk.   

 
Dr. Arthur Santora, M.D., Ph.D. 

Dr. Santora’s opinions at trial will be based primarily on his positions, duties, 

responsibilities, and activities as a Director of Clinical Research at Merck since 1989, and his 

testimony will be consistent with and as stated in his previous deposition and trial testimony in 

the Fosamax MDL proceedings.  Over the last 21 years, Dr. Santora has worked extensively on 

many aspects of Fosamax and osteoporosis.  Testimony that is based upon his firsthand 

experience and observations as a Merck scientist with extensive responsibility for Fosamax is not 

required to be disclosed under the newly adopted Federal Rule 26(a)(2)(C).  FRE 701; FRCP 

26(a)(2)(C).  See also U.S. v. Rigas, 490 F.3d 208 (2d Cir. 2007).   

In addition, Dr. Santora may testify to matters that are based on his background, 

training, and experience as an endocrinologist, and on his experience as a Medical Officer in the 

Division of Metabolism and Endocrine Drug Products at the FDA from 1984–1986.  

Matters to which Dr. Santora may offer testimony at trial, which are governed by 
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FRE 701 (but which Plaintiff may contend implicate FRE 702, 703, and 705), are as follows:   

 
 His background, training, and experience as an endocrinologist, including his care 

and treatment of postmenopausal women with low bone mass; 
 

 Merck's interaction with the FDA regarding the conduct, monitoring, analysis, 
and reporting for clinical trials for Fosamax; 

 
 The pathophysiology and epidemiology of osteoporosis, low bone mass, and 

Paget’s disease, including the studies regarding disease severity, onset, 
symptomatology, and metabolic changes associated with it; 

 
 The methodologies and tests used to diagnose osteoporosis and low bone mass 

and the algorithms sometimes used to offer guidance regarding whether to 
prescribe pharmacologic intervention;  

 
 The use of BMD to predict fracture risk; 

 
 The efficacy and safety profile of Fosamax, including the evidence of the 

medicine's benefits on fracture risk, BMD, bone turnover (as measured by bone 
markers and biopsies), bone quality (as measured by bone biopsies and imaging 
techniques), and safety, and encompassing the designs and outcomes of Merck’s 
individual clinical trials, and of the adverse experiences that have been reported in 
patients taking the medicine; 

 
 The long-term safety and efficacy profile of oral BPs, and the studies supporting 

that profile; 
 

 The design, monitoring, and analysis of clinical trials and other scientific studies, 
including the interpretation and significance of endpoints and study results, power 
calculations, and the monitoring and recording of adverse events; 

 
 The class of drugs known as BPs, including their clinical, tissue-level, and 

cellular effects, their pharmacokinetic and pharmacodynamic characteristics, their 
half-life, and their mechanism of action as it relates to osteoclasts, osteoblasts, 
and osteocytes; 

 
 The effects of the use of Fosamax in combination with estrogen / HRT and 

steroids, and the clinical trials and other studies in this regard; 
 

 The industry and scientific standards regarding authorship; 
 

 The effects of the use of Fosamax in the treatment of periodontal disease and 
symptoms, and the preclinical and clinical trials and other studies in this regard; 
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 The medical and scientific evidence related to the alleged association between 
Fosamax and ONJ; 

 
 That the available scientific evidence does not support a causal relationship 

between Fosamax and ONJ; 
 

 The hierarchy of medical and scientific evidence relevant to assessing an 
association between an exposure and an outcome; 

 
 The feasibility and utility of epidemiologic study of the association between 

Fosamax and ONJ; and 
 

 The use of calcium and vitamin D and other nonpharmacologic interventions to 
treat and prevent osteoporosis and as a supplemental therapy with BPs. 

 
Dr. Anastasia Daifotis, M.D. 

Dr. Daifotis’ opinions at trial will be based primarily on her positions, duties, 

responsibilities, and activities as a Director and VP of Clinical Research at Merck since 1993 and 

her testimony will be consistent with and as stated in her previous deposition testimony in the 

Fosamax MDL proceedings.  Dr. Daifotis has worked extensively on many aspects of Fosamax 

and osteoporosis.  Testimony that is based upon her firsthand experience and observations as a 

Merck scientist with extensive responsibility for Fosamax is not required to be disclosed under 

the newly adopted Federal Rule 26(a)(2)(C).  FRE 701; FRCP 26(a)(2)(C).  See also U.S. v. 

Rigas, 490 F. 3d 208 (2d Cir. 2007).  

In addition, Dr. Daifotis may testify to matters that are based on her background, 

training, and experience as an endocrinologist.  

Matters to which Dr. Daifotis may offer testimony at trial, which are governed by 

FRE 701 (but which Plaintiff may contend implicate FRE 702, 703, and 705), are as follows: 

 
 Her medical background, training, and experience, including her care and 

treatment of postmenopausal women with low bone mass; 
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 The medical and scientific evidence related to the alleged association between 

Fosamax and ONJ; 
 

 That the available scientific evidence does not support a causal relationship 
between Fosamax and ONJ; 

 
 The hierarchy of medical and scientific evidence relevant to assessing an 

association between an exposure and an outcome; 
 

 The industry and scientific standards regarding authorship; 
 

 The efficacy and safety profile of Fosamax, including the evidence of the 
medicine's benefits on fracture risk, BMD, bone turnover (as measured by bone 
markers and biopsies), bone quality (as measured by bone biopsies and imaging 
techniques), and safety, and encompassing the designs and outcomes of Merck’s 
individual clinical trials, and of the adverse experiences that have been reported in 
patients taking the medicine; 

 
 The regulatory requirements governing the monitoring, analysis, and reporting of 

adverse events received after licensure; 
 

 The design, monitoring, and analysis of clinical trials and other scientific studies, 
including the interpretation and significance of endpoints and study results, power 
calculations, and the monitoring and recording of adverse events; 

 
 The feasibility and utility of epidemiologic study of the association between 

Fosamax and ONJ; and 
 

 The class of drugs known as BPs, including their clinical, tissue-level, and 
cellular effects, their pharmacokinetic and pharmacodynamic characteristics, their 
half-life, and their mechanism of action as it relates to osteoclasts, osteoblasts, 
and osteocytes; 

 
 The methodologies and tests used to diagnose osteoporosis and low bone mass 

and the algorithms sometimes used to offer guidance regarding whether to 
prescribe pharmacologic intervention;  

 
 The use of BMD to predict fracture risk; 

 
 The regulatory requirements governing the conduct, monitoring, analysis, and 

reporting for clinical trials for medicines used for the treatment and prevention of 
osteoporosis, as well as the regulatory requirements for licensure and marketing 
of such medicines; 
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 The long-term safety and efficacy profile of oral BPs, and the studies supporting 
that profile; and 

 
 The risk / benefit analysis a physician employs when prescribing Fosamax to 

patients. 
 

Dr. Alfred Reszka, Ph.D. 

Dr. Reszka’s opinions at trial will be based primarily on his positions, duties, 

responsibilities, and activities as a Researcher of Molecular Endocrinology at Merck since 1997, 

and his testimony will be consistent with and as stated in his previous deposition testimony in the 

Fosamax MDL proceedings.  Dr. Reszka has worked extensively on many aspects of Fosamax.  

Testimony that is based upon his firsthand experience and observations as a Merck scientist with 

extensive responsibility for Fosamax is not required to be disclosed under the newly adopted 

Federal Rule 26(a)(2)(C).  FRE 701; FRCP 26(a)(2)(C).  See also U.S. v. Rigas, 490 F.3d 208 

(2d Cir. 2007).   

In addition, Dr. Reszka may testify to matters that are based on his background, 

training, and experience as a bone biologist.  

Matters to which Dr. Reszka may offer testimony at trial, which are governed by 

FRE 701 (but which Plaintiff may contend implicate FRE 702, 703, and 705), are as follows: 

 
 His medical background, training, and experience, including his design, conduct, 

and analysis of basic and preclinical studies on BPs and bone; 
 

 The class of drugs known as BPs, including their clinical, tissue-level, and 
cellular effects, their pharmacokinetic and pharmacodynamic characteristics, their 
half-life, and their mechanism of action as it relates to osteoclasts, osteoblasts, 
and osteocytes; 

 
 The similarities and differences and changes of the rates of bone turnover among 

the different bones in the body; and 
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 That the theoretical concept of oversuppression of bone turnover as the result of 
Fosamax use, even if proven in an individual case, would not lead to bone death. 

 
Dr. Nancy Santanello, Ph.D. 

Dr. Santanello’s opinions at trial will be based primarily on her positions, duties, 

responsibilities, and activities as a Director and VP of Epidemiology at Merck since 1994, and 

her testimony will be consistent with and as stated in her previous deposition testimony in the 

Fosamax MDL proceedings.  Testimony that is based upon her firsthand experience and 

observations at Merck is not required to be disclosed under the newly adopted Federal Rule 

26(a)(2)(C).  FRE 701; FRCP 26(a)(2)(C).  See also U.S. v. Rigas, 490 F.3d 208 (2d Cir. 2007).   

In addition, Dr. Santanello may testify to matters that are based on her 

background, training, and experience as an epidemiologist.  

Matters to which Dr. Santanello may offer testimony at trial, which are governed 

by FRE 701 (but which Plaintiff may contend implicate FRE 702, 703, and 705), are as follows: 

 
 Her scientific background, training, and experience; 

 
 The design, conduct, and analysis of epidemiologic studies; 

 
 The feasibility and utility of epidemiologic study of the association between 

Fosamax and ONJ; 
 

 The limitations of using postmarketing spontaneous reporting data for 
epidemiologic analysis; and  

 
 The calculation of reporting rates.   

 
 

Case 1:06-cv-06292-JFK   Document 117    Filed 12/20/10   Page 9 of 10



 

-10- 

Merck may also use at trial additional persons to present expert testimony or 

additional testimony from the above-listed experts in rebuttal to the persons or evidence 

designated by Plaintiff. 

DATED: New York, New York 
December 20, 2010 

 

Respectfully submitted, 

HUGHES HUBBARD & REED LLP 

 
By:   /s/   

Norman C. Kleinberg  
Theodore V. H. Mayer  
William J. Beausoleil 

 
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.  
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