
GSK v USPTO (FINAL RULE) 

Background of the suit: 

In August 2007, the USPTO published a final rule notice in the 

Federal Register to revise the rules of practice in patent cases relating to 

continuing applications and requests for continued examination practices, 

and for the examination of claims in patent applications.  The final rule 

notice published in the Federal Register indicates that the effective date for 

the changes to the rules of practice in the Final Rule is November 1, 2007. 

In October 2007, GSK filed and was granted a motion to 

preliminarily enjoin the USPTO from implementing new Final Rule as the 

Final Rules were promulgated without proper legal authority.  They also 

contend that the Final Rules are vague, arbitrary and capricious, and 

prevent everyone from fully prosecuting patent applications and obtaining 

patents on one or more of its inventions. 

In April 2008, the district court ruled on the merits of GSK’s and co-

plaintiff Tafas’s challenge and permanently enjoined the USPTO from 

implementing the new Final Rule on the basis that they were substantive in 

nature and exceeded the USPTO’s procedural rulemaking authority. 

In March 2009, on appeal, a divided panel of the Federal Circuit 

affirmed that judgment in part, and reversed it in part. 

In July 2009, the Federal Circuit vacated the divided-panel decision 

and agreed to hear the matter en banc. 

Definition of each Final Rule: 

Final Rule 75 – Claims – requiring an applicant who submits either more 

than five independent claims or twenty-five total claims to provide the 

examiner with information in an examination support document (“ESD”); 

Final Rule 78 - Continuations – requiring a “showing that the amendment, 



argument, or evidence sought to be entered could not have been submitted 

during the prosecution of the prior-filed application” for more than two 

continuations; 

Final Rule 114 – RCEs – requiring a “showing that the amendment, 

argument, or evidence sought to be entered could not have been submitted 

prior to the close of prosecution in the application” for more than one RCE; 

and 

Final Rule 265 - ESDs – this rule setting forth the specific requirements for 
ESDs. 


