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Santarus Inc. v. Par Pharmaceutical Inc. 
104 U.S.P.Q.2d 1641 (Fed. Cir. September 4, 2012) 

 
I. Facts 
 

Santarus, Inc. is the exclusive licensee of U.S. Patent No. 5,840,737 (the ‘737 patent and U.S. 
Patent No. 7,399,722 (the ‘722 patent) on specified formulations of benzimidazole proton pump 
inhibitors (PPI) – a class of chemical compounds that inhibit gastric acid secretion and help 
prevent stomach acid-related diseases and disorders (e.g., heartburn and acid reflux).  The inventor 
on the patents is Dr. Jeffrey Phillips and the patents are assigned to the University of Missouri.  
The Phillips patents are marketed by Santarus under the brand name Zegerid®.  Par 
Pharmaceutical, Inc. filed an Abbreviated New Drug Application (ANDA) for FDA approval to 
sell a generic counterpart of the Santarus Zegerid® products.  Under ANDA, Par Pharmaceutical 
established the right to challenge the Phillips patents before it marketed the generic versions of the 
Santarus Zegerid® products.    
 
The district court found that certain claims in the ‘772 patent were invalid on the ground of 
inadequate written description (35 U.S.C §112).  With respect to the inadequate written 
description, the district court held that since the ‘772 patent included a negative limitation that 
recited that the “composition contains no sucralfate (enteric coating),” it was necessary for the 
‘772 specification to include evidence demonstrating that sucralfate is “contraindicated” 
(inadvisable) to meet the written description requirement.  That is, the district court held that it is 
inadequate for the ‘772 specification to merely state that the Phillips’ claimed composition is 
“advantageous” as compared to those compositions with sucralfate, a product then commonly used 
to treat gastric ulcers and acid reflux.  Moreover, the district court found that since the 
specification of ‘737 patent, which was the parent application to the ‘772 patent, also did not 
include an adequate written description for the invalid ‘772 patent claims, the ‘772 patent could 
not claim priority to the ‘737 patent.  Santarus appealed this ruling, among others. 
 

II. Issues 
 

A. Did the district court err by holding the ‘772 patent invalid on the ground of inadequate 
written description (35 U.S.C §112)? 

 
B. Did the district court err by holding that common portions of the specification of the ‘737 

patent may be used as prior art against subsequent Continuation in Part (CIP) patent 
applications for new claims? 

 
 

III. Discussion 
 

A. Yes. On appeal, the Federal Circuit reversed the district court’s holding that the ‘772 patent 
claims said to be invalid on the ground of inadequate written description (35 U.S.C §112).  
Santarus argued that it was not necessary to include in the specification evidence of 
“contraindication” of sucralfate.  Instead, Santarus cited the testimony of Dr. Gilber Banker, 
an expert witness for Santarus, who testified that a person of ordinary skill in this field would 
have known the properties and effects of sucralfate, and would have understood from the 
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specification that disadvantages of sucralfate may be avoided by the Phillips formulation.  As 
such, Santarus asserted that so long as a person of ordinary skill in the art could understand 
some reason that sucralfate was excluded from the Phillips formulation based on the 
specification, the specification adequately supported the exclusion of sucralfate from a 
claimed composition.   The Federal Circuit agreed. 

 
In particular, the Federal Circuit held that negative claim limitations are adequately supported 
when the specification describes a reason to exclude the relevant limitation.  Moreover, the 
Federal Circuit held that the written description for such negative claim limitations need not 
rise to the level of a disclaimer.  As such, since the ‘772 specification explained that sucralfate 
has certain disadvantages associated with their use and also explained that using proton pump 
inhibitors (i.e., Phillips’ composition) represents an advantageous alternative the use of 
sucralfate as a treatment for complications related to stress-related mucosal damage, the ‘772 
specification provided sufficient support to exclude sucralfate from its claimed composition.   
 
The Federal Circuit also noted that the patentee is entitled have claims that state the exclusion 
of alternatives.  That is, MPEP §2173.05(i) provides that “if alternative elements are 
positively recited in the specification, they may be explicitly excluded in the claims.”  Here, 
since the ‘772 specification described the use of sucralfate, albeit the disadvantageous use of 
it, the patentee of the ‘772 patent had the right to explicitly exclude the use of sucralfate from 
its claimed composition 

 
B. No.  Priority for CIP applications is determined on a claim by claim basis.  For all claims of a 

CIP determined not to have priority to a parent application, the specification of the parent 
application may be utilized as prior art.  In dissent, Judge Newman argues that common 
subject matter between a parent and a child application, when priority is properly claimed, 
cannot be utilized as prior art to formulate an art rejection against claims that do not have 
priority to the parent application.    

 
 

IV. Conclusion 
 

The Federal Circuit provided that so long as a person of ordinary skill in the appropriate field 
could have understood from the specification that the specified disadvantages of an element 
could be avoided by omitting the element, the specification provides adequate support for 
including a negative limitation stating the exclusion of that element.  Further, the Federal 
Circuit noted that the MPEP allows elements to be claimed as negative limitations so long as 
the elements have been positively recited in the specification.  “It is for the inventor to decide 
what bounds of protection he will seek.”  In re Johnson, 558 F.2d 1008, 1019 [194 USPQ 
187] (CCPA 1977).  Thus, although some reasoning is required, the patentee need not 
disclaim the element in the specification in order to add the exclusionary limitation in the 
claims. In fact, it is possible for the patentee to support both the inclusion and exclusion of the 
same material if, for example, rationale for the exclusion is present in the specification. 
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