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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

IN RE: FOSAMAX (ALENDRONATE DOCUMENT FILED 
SODIUM): PRODUCTS LIABILITY ELECTRONICALLY 
LITIGATION 

THIS DOCUMENT RELATES TO: 
ALL CASES LISTED IN 
APPENDIX I 

MDL No. 2243 
Master Docket No. 08-08 (JAP)(LHG) 

ORDER TO SHOW CAUSE WHY ALL PENDING CLAIMS ASSERTING 
THAT THE 2011 FOSAMAX LABEL WAS A PROXIMATE CAUSE OF 

PLAINTIFFS' INJURIES SHOULD NOT BE DISMISSED 

This MDL proceeding consists of product-liability suits concerning 

Fosamax, a prescription bisphosphonate medicine indicated for, inter alia, the 

treatment and prevention of osteoporosis. Plaintiffs in these cases assert state law 

claims against Merck Sharp & Dohme Corp. ("Merck") -the manufacturer of · 

Fosamax- alleging that Fosamax caused plaintiffs to suffer atypical femur 

fractures. Plaintiffs' claims all emanate from a general theory that Merck failed to 

provide an adequate warning about the risk of such fractures. 

On June 27, 2013, this Court entered judgment as a matter of law for Merck 

in the bellwether Glynn case on the ground that federal law preempts claims like 

the Glynn plaintiffs' claims against Merck. See Glynn v. Merck Sharp & Dohme, 

Corp., Nos. 11-503, 08-08, ---F. Supp. 2d ---, 2013 WL 3270387 (D.N.J June 27, 

2013 ). The Court reached this decision because Merck had presented clear 
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evidence that the FDA would not have approved a Warning or Precaution about 

low-energy subtrochanteric or femoral shaft fractures in the F osamax label prior to 

Mrs. Glynn's injury. !d. at *7. 

Subsequent to the Glynn decision, the Court issued an Order to Show Cause 

("August 2013 OTSC") (Dkt. 2895) directing all other plaintiffs who suffered 

femur fractures prior to September 14, 2010 to show cause why their pre-

September 14, 2010 injury claims should not be dismissed on preemption grounds 

I 

pursuant to the Court's ruling in the Glynn case. See In re Fosamax (Alendronate 

Sodium) Prods. Liab. Litig., MDL 2243,2014 WL 1266994 (D.N.J. Mar. 26, 

2014). 

After extensive briefing, the Court entered judgment as a matter of law on 

all pre-September 14, 2010 injury claims made by the plaintiffs listed in Appendix 

A of the August 2013 OTSC, explaining that "[p ]reemption was dispositive of 

Glynn and cuts across all pre-label change cases." !d. at *1. 

The Court then sought to address post-label-change cases. The post-label 

change cases are those cases that were filed by plaintiffs who allegedly sustained a 

fracture after Merck added to the F osamax label a warning about atypical femur 

fractures. To that end, the Court received summary judgment briefing from the 

parties in the bellwether case of Barbara Gaynor. Merck argued that plaintiffs' 

claims failed under New York law because Fosamax's 2011label expressly warns 
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of the risk of atypical femur fractures - the precise injury allegedly sustained by 

Mrs. Gaynor. Plaintiffs responded that Ms. Gaynor was basing her claims on the 

pre-20 11 label even though she allegedly suffered a femur fracture in September 

2011. 

After extensive briefing, the Court found that "[ w ]hile the Gaynor Plaintiffs' 

Complaint specifically alleges that the warnings given by Defendant were not 

adequate ... they are now contending that this Court should not determine whether 

the F osamax label is adequate because Mrs. Gaynor is not contending that the label 

was a proximate cause of her injury. Plaintiffs cannot have it both ways." Gaynor 

v. Merck Sharp & Dohme Corp., Nos. 12-1492,08-08, 2014 WL 2738224, at *8 

(D.N.J. June 17, 2014). The Court went on to hold that the 2011 Fosamax label is 

adequate as a matter of law, because it "is accurate, clear, consistent and as a 

whole conveys a meaning that is unmistakable as it relates to AFF's." !d. at* 11. 

Earlier this year, the PSC indicated that regardless of when each plaintiff in 

this MDL proceeding claims to have been injured, "no Plaintiff alleges that the 

January 2011 label was a proximate cause of his or her injury." (Dkt. 3147, Ex. 4.) 

The PSC recently reiterated that position in a letter of September 9, 2014 (Dkt. 

3895). Accordingly, it now appears that all of the plaintiffs in this litigation are 

basing their claims on the pre-2011 Fosamax label. 
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IT APPEARING TO THE COURT, based on all of the evidence presented, 

that there is clear evidence that the FDA would not have approved a Warning or 

Precaution about low-energy subtrochanteric or femoral shaft fractures in the 

F osamax label before the American Society for Bone and Mineral Research 

("ASBMR") released its first report on bisphosphonates and atypical femur 

fractures on September 14, 2010; and 

IT APPEARING TO THE COURT that the 2011 Fosamax label is adequate 

as a matter of law, because it is accurate, clear, consistent and as a whole conveys a 

me~ning that is unmistakable as it relates to AFF's, and 

IT APPEARING TO THE COURT that the plaintiffs listed in Appendix 1 

assert claims that all emanate from a general theory of failure tq warn; 

IT IS on this {;~ay of A1o J 2014, 

ORDERED that any plaintiff identified in Appendix 1 who, contrary to the 

representations of the PSC, claims that the January 2011 Fosamax label that 

included the warning about atypical femur fractures was inadequate and a 

proximate cause of her/his alleged injury shall SHOW CAUSE why their claims 

should not be dismissed pursuant to this Court's rulings in Glynn and/ or Gaynor; 

any briefs and supporting papers shall be filed within forty-five (45) days of entry 

of this order; and Merck shall have thirty (30) days to file a reply to plaintiffs' 

response to this Order. 
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It is further ORDERED that any plaintiff identified in Appendix 1 who, 

consistent with the representations of the PSC, does not claim that the January 

2011 F osamax label that included the warning about atypical femur fractures was a 

proximate cause of her/his alleged injury is hereby forever barred, precluded and 

estopped from claiming that the January 20 11 F osamax label was inadequate and a 

proximate cause of their alleged injury. 

It is further ORDERED that the Court may schedule oral argument at its 

discretion. 

It is further ORDERED that plaintiffs' liaison counsel shall ensure that all 

plaintiffs receive a copy of this Order. 

Hon. Jo A. Ptsano 
United States District Judge 
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APPENDIX I 

Breen, Mary Elizabeth Breen, Mary Elizabeth 13-cv-1316 8/10/2010 
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Hawn, Patricia Hawn, Patricia 

Haynes, TC Haynes, TC 

APPENDIX 1 

13-cv-4643 

13-cv-1885 
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8/5/2011; late 
2011/early 2012 

1/1/2012;2/11/2011 
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APPENDIX 1 

Holland, Connie Holland, Connie 14-cv-2147 11/29/2011;2/15/2012 

Holman, Richlyn L. Holman, Richlyn 12-cv-6051 5/22/2012 

Holton, Karen Lynn Holton, Karen Lynn 12-cv-1037 12/25/2010 
Ayscue Ayscue 
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Nora, Belen D. Nora, Belen 12-cv-1382 2/18/2008; 12/14/2010 

O'Brien, Delores Marie O'Brien, Delores Marie 13-cv-1197 6/17/2010 
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APPENDIX 1 

Vanghel, Debra A. Vanghel, Debra 13-1-cv-5264 2011 

Vannoy, Doris A. Vannoy, Doris 12-cv-1072 8/9/2011 

Villadiego, Maria Villadiego, Maria 12-cv-5833 9/16/2010; 11/17/2011 

Vithespongse, Saichol Vithsepongse, Saichol 13-cv-33 11/5/2002; 1/19/2008 

Vocci, Nancy Vocci, Nancy 12-cv-3790 8/16/2011; 12/2/2011 
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