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No Criminal Prosecution of Stryker Corporation 

Conditioned upon the performance of terms set forth below 

in the section entitled “Cooperation by Stryker,” the United 

States hereby agrees to decline prosecution of Stryker or any of 

its subsidiaries (except for OtisMed as set forth in the 

Information) for conduct by or attributable to Stryker or any of 

its subsidiaries that: 

 Falls within the scope of the Information to which OtisMed 
is pleading guilty; 

 Was a subject of the investigation regarding the “Custom 
Fit Total Knee Replacement with OtisKnee” (hereinafter 
“OtisKnee”) medical devices; or 

 Was otherwise known to the U.S. Attorney for the District 
of New Jersey and the Consumer Protection Branch of the U.S. 
Department of Justice prior to December 8, 2014, in connection 
with any allegations that Stryker may have: 

1. Promoted, marketed, and sold the OtisKnee for use in 
orthopedic surgeries without marketing approval or 
clearance from the Food and Drug Administration (“FDA”); 

2. Conspired with others to introduce or deliver or cause the 
introduction or delivery into interstate commerce of the 
OtisKnee while adulterated; 

3. Aided or abetted OtisMed in violating the FDCA with regard 
to the OtisKnee; or 

4. Carried out any acts that resulted in Stryker’s Triathlon 
Total Knee Replacement System becoming adulterated or 
misbranded when used, or intended by Stryker to be used, in 
conjunction with the OtisKnee. 

This Side Letter Agreement is not intended to, and does 

not, affect any criminal liability of any natural person.  It is 

understood and agreed among the parties to this Side Letter 


















































	OtisMed Plea Agreement with attachments FINAL
	Side Letter Stryker Page 3 Only 12.04.14

