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I. INTRODUCTION 

U.S. 8,735,372 (“the Sofia ’372 patent”) covers a method of treating 

Hepatitis C virus (“HCV”) by administering sofosbuvir in combination with an 

antiviral agent known as an “NS5A inhibitor.”  This combination forms Gilead’s 

revolutionary HCV therapies HARVONI®, EPCLUSA®, and VOSEVI®.1  HCV 

is a global health crisis.  In the United States alone, more than three million people 

have been infected with the virus.  EX. 2009 (Lawitz et al.), p. 1.  Left untreated, 

HCV leads to liver disease and is a primary cause of liver cancer.  EX. 2002 

(Chung), p. 1.  Before sofosbuvir, the standard of care HCV treatment had 

debilitating, often permanent, side effects and low success rates.  As a result, many 

patients opted to live with the disease rather than attempt treatment.  The invention 

of sofosbuvir, and its use in combination with an NS5A inhibitor, changed all of 

that. 

On December 6, 2013, after expedited review, the FDA approved 

sofosbuvir.  Sofosbuvir’s approval was hailed throughout the scientific and popular 

press, including the front pages of the New York Times and Wall Street Journal, 

and was recognized as a “game changer.”  EX. 2003 (Tucker); EX. 2011 (Pollack); 

EX. 2012 (Rockoff).  FDA approved HARVONI®, which combined sofosbuvir 

                                                            
1 Sofosbuvir alone forms Gilead’s HCV therapy sold under the name SOVALDI®. 
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