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U.S. Patent No. 8,273,707, Claim 1 

 

 

 

1. A process for purifying a protein on a hydrophobic 
interaction chromatography column such that the dynamic 
capacity of the column is increased for the protein comprising 
mixing a preparation containing the protein with a combina­
tion of a first salt and a second salt, loading the mixture onto 
a hydrophobic interaction chromatography column, and elut­
ing the protein, wherein the first and second salts are selected 
from the group consisting of citrate and sulfate, citrate and 
acetate, and sulfate and acetate, respectively, and wherein the 
concentration of each of the first salt and the second salt in the 
mixture is between about 0.1 M and about 1.0. 
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STATEMENT OF RELATED CASES 

Amgen is aware of one pending district court case that may be directly 

affected by this Court’s decision in this appeal: Amgen Inc. v. Mylan Inc., Case No. 

2:17-cv-01235-MRH, which is currently pending before the United States District 

Court for the Western District of Pennsylvania.  Amgen has asserted the patent-at-

issue here, U.S. Patent No. 8,273,707, against defendants in the Mylan Action.  No 

other related cases are known to counsel for Amgen to be pending in this or any 

other court that will directly affect or be affected by this Court’s decision on 

appeal. 
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STATEMENT OF JURISDICTION 

The district court has subject-matter jurisdiction over this case under 28 

U.S.C. §§ 1331 and 1338(a).  This Court has jurisdiction over this appeal under 28 

U.S.C § 1295(a).  Amgen timely appealed under 28 U.S.C. § 2107 and Fed. R. 

App. P. 4(a) on May 17, 2018.  (Appx46-48.)  The appeal is from a final judgment 

that disposes of all parties’ claims.  
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STATEMENT OF THE ISSUES 

1. Whether the district court erred in dismissing Amgen’s Complaint, with 

prejudice, based on prosecution history estoppel where the single file-

wrapper statement relied upon by the district court—that the pending claims 

recite a “particular combination of salts”—is at best ambiguous as to 

whether it was meant to limit the claims to three salt-pairs or whether it 

referred to the discovery that the salt combinations useful to obtain the 

benefits of the invention (i.e., increasing the dynamic capacity of the HIC 

column) are particularly selected for any specific protein to be purified, and 

in view of this ambiguity the statement is not a clear and unmistakable 

disclaimer of claim scope. 

2. Whether the district court erred in dismissing Amgen’s Complaint, with 

prejudice, based on the dedication-disclosure doctrine where the 

specification does not explicitly disclose the subject matter—use of the  

 practiced by Coherus—that was found to be dedicated to the 

public. 
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STATEMENT OF THE CASE 

This appeal arises from a patent infringement lawsuit filed under the 

Biologics Price Competition and Innovation Act of 2009 (“BPCIA”).  The accused 

product (“Coherus’s pegfilgrastim biosimilar”) and process are described in 

Coherus’s abbreviated biologics license application (“aBLA”) to FDA referencing 

Amgen’s Neulasta® (pegfilgrastim) product.  (Appx4-11 at Appx5-6; Appx100-

115 at Appx101-102, Appx105-106.)  As of this filing, Coherus has not announced 

publicly, nor has it informed Amgen, that FDA has approved its aBLA. 

Amgen filed the Complaint in the U.S. District Court for the District of 

Delaware on May 10, 2017, asserting that Coherus uses a process for the 

manufacture of its pegfilgrastim biosimilar, as described in its aBLA, that infringes 

Amgen’s U.S. Patent No. 8,273,707 (“the ’707 Patent”).  (Appx100; Appx107-

113.)  Amgen’s ’707 Patent relates to a process for purifying proteins.  

Specifically, the Complaint alleges that the  of  

used in Coherus’s purification process is equivalent to the salt pair combinations 

listed in the claims of the ’707 Patent, and Coherus thus infringes the ’707 Patent 

under the doctrine of equivalents.  (Appx107-113.)  On June 1, 2017, Coherus 

moved to dismiss the Complaint for failure to state a claim on which relief may be 

granted.  (Appx132.) 
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On December 7, 2017, the magistrate judge issued a Report and 

Recommendation that Coherus’s motion to dismiss under Rule 12(b)(6) of the 

Federal Rules of Civil Procedure be granted with prejudice.  (Appx12-30.)  The 

district court then adopted that Report and Recommendation and granted 

Coherus’s motion to dismiss finding that (1) Amgen “clearly and unmistakably 

surrendered claim scope beyond the salt combinations listed in the claims of the 

’707 patent – i.e., citrate and sulfate, citrate and acetate, and sulfate and acetate” 

(Appx6); and (2) Amgen “dedicated to the public” the use of the  

being practiced by Coherus.  (Appx9-10.)  The district court did not address 

Coherus’s other non-infringement arguments regarding salt concentrations.  

(Appx10.)  The district court then entered final judgment against Amgen and 

dismissed the Complaint.  (Appx1-2.)  Amgen timely appealed.  (Appx46-47.) 
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STATEMENT OF THE FACTS 

A. Amgen’s Neulasta® and Coherus’s aBLA 
Referencing That Product 

Amgen Inc. discovers, develops, manufactures, and sells innovative 

therapeutic products based on advances in molecular biology and chemistry.  

(Appx100.)  Amgen Manufacturing, Limited manufactures and sells biologic 

medicines for treating human diseases.  (Appx100-101.)  Biologic medicines 

“constitute therapeutic proteins that are manufactured inside living cells” using 

recombinant technology.  (Appx13.)  Pegfilgrastim is an example of a recombinant 

protein, i.e., a recombinantly expressed 175-amino acid form of a protein 

(“filgrastim”) known as human granulocyte-colony stimulating factor (“G-CSF”) 

that is then conjugated to a 20kD monomethoxypolyethlene glycol (m-PEG) at the 

N-terminus of this G-CSF protein.  (Appx104-105.)  Amgen’s Neulasta® 

(pegfilgrastim) stimulates the production of neutrophils, a type of white blood cell.  

(Appx105.)  Neulasta® counteracts neutropenia, a neutrophil deficiency that makes 

a person highly susceptible to life-threatening infections and is a common side 

effect of certain chemotherapeutic drugs.  (Id.)   

Amgen’s Neulasta® was approved by FDA under the traditional biologics 

regulatory pathway, 42 U.S.C. § 262(a), which requires that the applicant 

independently demonstrate that the biologic is “safe, pure, and potent.”  42 U.S.C. 

§ 262(a)(2)(C)(i)(I).  (Appx101-102, Appx105-106.)  In contrast, Coherus, which 
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develops and seeks to manufacture and sell “biosimilar” products (Appx101)—

filed an aBLA under the BPCIA’s abbreviated pathway, 42 U.S.C. § 262(k), 

requesting FDA approval to market a pegfilgrastim product based on biosimilarity, 

using Amgen’s Neulasta® as the reference product.  (Id.)  

B. The ’707 Patent 

1. The Invention 

Before a recombinant protein such as filgrastim can be therapeutically 

useful, it must first be purified from contaminants.  (See Appx13.)  One method 

used in the purification process of these proteins is chromatography, which is a 

method of separating molecules in solution based on their chemical or physical 

interactions with a solid matrix.  (Id.; ’707 Patent, 1:19-35.)  Amgen’s ’707 

Patent—which issued on September 25, 2012 to inventors Anna Senczuk and 

Ralph Klinke—is directed to a process for protein purification using a particular 

separation process called hydrophobic interaction chromatography (“HIC”).  

(Appx13; ’707 Patent, 1:36-39.)  HIC “is used to separate proteins on the basis of 

hydrophobic interactions between the hydrophobic moieties of the protein and 

insoluble, immobilized hydrophobic groups on the matrix.”  ’707 Patent, 1:36-39.  

For example, a protein solution together with associated impurities is loaded onto a 

HIC column filled with solid particles called the matrix.  See id. at 1:40-45; id. at 

3:53-64.  “Usually, a decreasing salt gradient is used to elute proteins from a 
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column.  As the ionic strength decreases, the exposure of the hydrophilic regions of 

the protein increases and proteins elute from the column in order of increasing 

hydrophobicity.”  Id. at 1:45-49.   

The invention of the ’707 Patent addresses a problem with HIC known as 

“breakthrough” in which significant amounts of protein are washed away with the 

impurities before elution.  (Appx13-14; ’707 Patent, 3:37-52.)  The ’707 Patent 

provides a process that increases the “dynamic capacity” of the column for the 

protein being purified.  The dynamic capacity of the column is “the maximum 

amount of protein in solution which can be loaded onto a column without 

significant breakthrough or leakage of the protein into the solution phase of a 

column before elution.”  (See Appx14; ’707 Patent, 3:67–4:3.)   

Before the invention of the ’707 Patent, HIC purification relied on high salt 

concentrations to increase dynamic capacity.  (See Appx14; ’707 Patent, 3:16-30, 

3:37-40.)  But “high salt can be detrimental to protein stability” because it 

“increases the viscosity of a solution, results in increased formation of aggregates, 

results in protein loss due to dilution and filtration of the protein after elution from 

the column, and can lead to reduced purity.”  ’707 Patent, 3:41-45.  The ’707 

Patent increases dynamic capacity for “a particular protein while reducing the 

concentration of the salts used, without reducing the quality of the protein 

separation or raising manufacturing issues,” id. at 3:47-52:  
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The present invention provides combinations of salts useful for 
increasing the dynamic capacity of an HIC column compared with the 
dynamic capacity of the column using separate salts alone.  These 
combinations of salts allow for a decreased concentration of at least 
one of the salts to achieve a greater dynamic capacity, without 
compromising the quality of the protein separation. 

Id. at 2:9-16.   

2. The Prosecution of the Parent Application, 
Which Issued as the ’395 Patent  

The original application in the chain that resulted in the’707 Patent was filed 

on July 21, 2004.  (Appx611-642.)  This application issued as U.S. Patent No. 

7,781,395 (“the ’395 Patent”).  (See id.; Appx215.)  The ’707 Patent issued from a 

divisional application and shares the same specification as the ’395 Patent.  As 

discussed above, the specification describes an invention in which the use of 

combinations of salt-pairs increased the dynamic capacity of a HIC column 

compared to the dynamic capacity of the column using single salts alone. 

This original application included claims to a process for purifying a protein 

which did not include a limitation to the use of specific salt pairs.  (Appx635-636.)  

For example, originally-filed claim 1 recited:  “A process for purifying a protein 

comprising mixing a preparation containing the protein with a solution containing 

a first salt and a second salt, loading the mixture onto a hydrophobic interaction 

chromatography column, and eluting the column, wherein the first and second salts 

have different lyotropic values, and wherein at least one salt has a buffering 
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capacity at a pH at which the protein is stable.”  (Appx635.)  This original 

application also included dependent claims with limitations to a selection of 

specified salts.  (Appx635-636.)   

On December 14, 2006 and in response to the originally-filed claims, the 

Patent Office issued an Office Action that required restriction, i.e., “an election of 

species under 35 U.S.C. § 121 and 37 C.F.R. § 1.146 to one first and one second 

salt selected from the following combinations of salts: citrate and sulfate, citrate 

and acetate, citrate and phosphate, acetate and sulfate, or sulfate and phosphate.”  

(See Appx266-271 at Appx267.)   

On April 13, 2007, applicants traversed the Patent Office’s restriction 

requirement but elected “the combination of citrate and phosphate salts to be fully 

compliant.”  (Id.)  Applicants pointed out that its amended claims 1 and 20 are 

generic claims, and stated that, “Upon the allowance of a generic claim, Applicants 

will be entitled to consideration of claims to additional species that are written in 

dependent form or otherwise include all the limitations of an allowed generic 

claim, as provided by 37 C.F.R.§ 1.146. and MPEP § 809.02(a).”  (Id.)   

 Then, following applicants’ election of citrate and phosphate, applicants 

amended the then-pending claims on November 16, 2007 to recite the use of a 

citrate and phosphate salt pair.  (See Appx190-195 at Appx192-193.)  Applicants 

expressly stated that this amendment was made “in response to the previously 
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issued restriction requirement.”  (Appx194.)  However, the then-pending claims 

did not require that there be an increase in dynamic capacity.  (Appx192-193.)  For 

example, then-pending claim 1 recited: 

 

(Appx192.)   

In response to applicants’ November 16, 2007 amendment, the Patent Office 

issued an Office Action on February 14, 2008 rejecting the then-pending claims as 

anticipated and rendered obvious by a prior art reference, Holtz.1  (Appx197-203.)  

The Office Action reasoned that Holtz disclosed particular salts including citrate 

salts (sodium citrate) and phosphate salts (potassium phosphate) useful in the 

purification of insulin-like growth factor (IGF-1).  (Appx200.)  The Patent Office’s 

statements were, of course, directed to the then-pending claims that did not require 

an increase in dynamic capacity of the HIC column and instead required simply 

                                           
1 The Holtz reference is U.S. Patent No. 5,231,178, available at 
http://patft.uspto.gov/netacgi/nph-
Parser?Sect1=PTO2&Sect2=HITOFF&p=1&u=%2Fnetahtml%2FPTO%2Fsearch-
bool.html&r=1&f=G&l=50&co1=AND&d=PTXT&s1=5,231,178.PN.&OS=PN/5,
231,178&RS=PN/5,231,178.  
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that the claimed process comprise mixing a preparation containing the protein with 

a “combination of a first salt and a second salt” where “the first and second salts 

are citrate and phosphate salts.”  (See Appx192-193.) 

Applicants responded on July 14, 2008 with amendments and argument 

addressing the then-pending claims, which still did not require an increase in 

dynamic capacity.  (See Appx205-213.)  For example, then-pending claim 1 

recited: 

 

(Appx207.)  Specifically, in response to the obviousness rejection, applicants 

argued that Holtz does not describe the “use of two salts, let alone the particular 

combination of salts of the claimed method since, as described above, more than 

two salts are used in the protein solutions for every HIC column described in 

Holtz.”  
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(Appx212.)   

The Patent Office maintained the rejection of the then-pending claims under 

35 U.S.C. §103(a).  (Appx969-974.)  Applicants continued to press its contention 

that:  

it is the use of a particular combination of salts that confers the 
advantageous properties described in the instant application.  The 
unexpected and advantageous properties of the particular combination 
of salts described in the instant claims are clearly shown in the 
application, . . . which shows that the dynamic capacity of the 
combined citrate and phosphate salts is much greater than either salt 
alone.  While Holtz, et. al. lists potential salts for use in a HIC column 
for IGF-1, there is no guidance or suggestion for increasing the 
dynamic capacity of a HIC column for proteins in general by 
combining salts, nor by using the specific combination of salts recited 
in the instant claims.  
 

(Appx972.)  It was only later, after this response addressing Holtz, that applicants 

amended the claims to require that the dynamic capacity of the column be 
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increased.  The amended claims progressed to issuance.  Specifically, the ’395 

Patent claims require: 

 

(’395 Patent, 15:17-26 (highlighting added).) 

3. The Prosecution of the ’707 Patent Application  

The ’707 Patent application was filed on June 23, 2010 as a divisional.  (See 

Appx32.)  The originally-filed claims of the ’707 Patent application—like the 

claims that issued—require that dynamic capacity be increased for the column.  

(See Appx178-184, ’707 Patent, 15:8-18.)  For example, original claim 1 recited: 

 

(Appx179 (highlighting added).) 
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On October 13, 2010, the Patent Office issued a first Office Action rejecting 

those pending claims, among other things, for obviousness in view of Holtz.  

(Appx170-176.)  Applicants responded to that Office Action on January 26, 2011.  

(Appx178-184; Appx186-188.)  With respect to Holtz, applicants argued that the 

pending claims were not obvious in view of Holtz because there is no suggestion in 

Holtz that “any particular combination of salts would have the result demonstrated 

in the instant application of increasing dynamic capacity of a HIC.”  (Appx183.)  

That is, Holtz does not disclose “any connection at all between dynamic capacity 

and combination of salts.”  (Id.) 

  

(Id. (highlighting added).)  Applicants also submitted a Declaration of co-inventor 

Anna Senczuk as evidence of non-obviousness.  (See Appx183-184, Appx186-

188.) 
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 The Senczuk Declaration explained that the invention made by Dr. Senczuk 

and her co-inventor was that “using certain combinations of salts will greatly 

improve the dynamic capacity” of a HIC column, and that this “result was not 

expected in light of any information on HIC available from the scientific literature 

or other sources at the time of our invention.”  (Appx186.)  Indeed, “[p]reviously, 

it was not known that salt combinations had anything to do with improving 

dynamic capacity of a HIC.”  (Id.)  Dr. Senczuk further explained that 

“[i]ncreasing the dynamic capacity of the HIC is very significant in a commercial 

manufacturing setting” because “this allows more protein to be purified per 

purification cycle.  This greatly improves the efficiency and reduces the cost of 

manufacturing a therapeutic protein.”  (Appx186-187.) 

Specifically, Dr. Senczuk described her testing and experiments, in which 

the use of the dual salt combination of sodium sulfate plus sodium citrate was 

calculated to have a dynamic capacity of 33 g/L-r for the particular IgG2 

monoclonal antibody, whereas the single sulfate salt of sodium sulfate was 

calculated to have a dynamic capacity of only 24 g/L-r for the same IgG2 

monoclonal antibody.  (Appx187.)  The dual salt combination in that instance thus 

resulted “an increase of 38%” for the dynamic capacity of the column.  (Id.)  The 

dual salt combination of sodium acetate plus sodium sulfate for the particular IgG2 

monoclonal antibody resulted in a 550% increase in dynamic capacity compared to 
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the single acetate salt of sodium acetate for the same IgG2 monoclonal antibody.  

(Id.) 

 As the Senczuk Declaration explains, the “increase in dynamic capacity for 

the HIC resulting from the use of the dual salt combination in the HIC” has the 

benefit of allowing “for 2 instead of 3 cycles of purification for each bioreactor 

harvest” in the case of the citrate and acetate dual salt combination versus the 

single sulfate salt for the particular IgG2 monoclonal antibody.  (Id.)  With respect 

to the acetate and sulfate dual salt combination versus the single acetate salt for the 

particular IgG2 monoclonal antibody, the increase in dynamic capacity allowed for 

“2 instead of 12 cycles for each bioreactor harvest.”  (Id.)  Further, the increase in 

dynamic capacity reduced the processing time from 10 hours to 7 hours, and 32 

hours to 10 hours, respectively.  (Id.) 

 The Senczuk Declaration further explains that using salt combinations to 

increase dynamic capacity reduced the estimated cost/kg of the produced product 

from an estimated $3,961/kg with the single sulfate salt to $2,664/kg with the 

sulfate/citrate or sulfate/acetate salt combinations; and from an estimated 

$15,636/kg with the single acetate salt to $3,961/kg with the acetate/citrate salt 

combination and to $2664/kg with the sulfate/acetate salt combination.  (Appx187-

188.)  Thus, “[u]se of this particular combination of salts greatly improves the cost-

effectiveness of commercial manufacturing by reducing the number of cycles 
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required for each harvest and reducing the processing time for each harvest.”  

(Appx188.)  

 Following submission of the Senczuk Declaration, the Patent Office 

maintained its rejection of the pending claims based on Holtz, after which 

applicants re-submitted the Senczuk Declaration, together with Exhibit A which 

was inadvertently omitted from the earlier submission.  (Appx158-168.)  In this 

response, applicants argued that the Patent Office’s rejection of the pending claims 

as obvious in view of Holtz was incorrect because the claimed method uses “a 

combination of salts in a HIC operation, and the enhancement of the dynamic 

capacity of a HIC column imparted by applicants’ method.”  (Appx160 (emphases 

in original).)  Applicants explained that “Holtz et al. Does Not Disclose a 

Combination of Salts” and “Holtz et al. Does Not Disclose Enhancing the Dynamic 

Capacity of a HIC Column,” and that the Senczuk Declaration supports the non-

obviousness of the claimed invention.  The claims were then allowed, and issued.  

(See generally ’707 Patent.)   

C. Amgen’s Complaint 

 Amgen’s Complaint asserts that the “process by which Coherus 

manufactures the Coherus Pegfilgrastim Product satisfies each limitation of at least 

claim 1 and dependent claims 2, 3, 4, and 7” of the ’707 Patent.  (Appx109.)  

Claim 1 recites: 
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A process for purifying a protein on a hydrophobic interaction 
chromatography column such that the dynamic capacity of the column 
is increased for the protein comprising mixing a preparation 
containing the protein with a combination of a first salt and a second 
salt, loading the mixture onto a hydrophobic interaction 
chromatography column, and eluting the protein, wherein the first and 
second salts are selected from the group consisting of citrate and 
sulfate, citrate and acetate, and sulfate and acetate, respectively, and 
wherein the concentration of each of the first salt and the second salt 
in the mixture is between about 0.1 M and about 1.0. 

’707 Patent, 15:8-18.  Amgen’s Complaint alleges that, “With respect to the use of 

dual salts, in the Coherus process, a preparation containing protein is mixed with a 

combination of a first salt and a second salt, which combination is the equivalent of 

one or more of the recited salt pairs.”  (Appx110.)  Amgen’s Complaint also refers 

to its detailed statement describing infringement exchanged with Coherus, which 

stated that the salts used in Coherus’s process “will be shown to be insubstantially 

different from one or more of the claimed salt pairs, as to its ability to increase the 

dynamic capacity” of the column for G-CSF.  (Appx109-110; Appx279-280.) 
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SUMMARY OF THE ARGUMENT 

The district court erred in dismissing Amgen’s Complaint on the grounds 

that argument-based prosecution history estoppel bars Amgen from succeeding on 

its infringement claim under the doctrine of equivalents; and Amgen dedicated to 

the public the particular  used in Coherus’s accused process. 

 First, the district court erred in limiting Amgen’s ’707 Patent claims at issue 

to only the recited salt pairs based on a single statement in the ’707 Patent 

prosecution history—that the claims at issue recite a “particular combination of 

salts”—that is at best ambiguous as to whether the particular recited salt pairs are a 

point of distinction over the prior art.  The district court correctly recognized that 

the discovery of the ’707 Patent is a way to increase the “dynamic capacity” of a 

hydrophobic interaction chromatography (“HIC”) column by using a combination 

of two salts, which is an advance over the prior art’s disclosures of the use of a 

high concentration of one salt.  (Appx7-9.)  But, the district court then ignored that 

discovery in reading Amgen’s statements from the prosecution.  Each of the two 

passages from the ’707 Patent prosecution history relied on by the district court 

that have this statement show that the point of novelty over the Holtz prior art is 

Holtz’s failure to disclose a purification process that uses a combination of salts to 

increase dynamic capacity.  Amgen did not limit its claims to only the recited salt 

pair combinations by distinguishing Holtz during prosecution.  Indeed, the ’707 
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Patent claims were allowed after applicants submitted a declaration from one of the 

co-inventors, Dr. Senczuk, and not because applicants disclaimed all salts other 

than the “particular” salts recited in the claims.  As discussed below, none of the 

arguments that applicants made in their last submission prior to allowance—which 

presumably must be the focus of any argument-based estoppel analysis—addressed 

let alone limited the invention to the “particular” salts recited in the claims.   

The district court found that Amgen had limited its claims to the particular 

recited salt pair combinations based on a passage that says first that “the pending 

claims recite a particular combination of salts.”  (Appx182 (emphasis in original); 

Appx8.)  The emphasis in Amgen’s statement there is on the combination of salts, 

which is important because Holtz uses the prior art approach to HIC 

chromatographythe use of a high concentration of a single saltand thus does 

not disclose any combination of salts to achieve an increase in dynamic capacity of 

the column.  Amgen’s next statement is that “No combinations of salts is taught 

nor suggested in the Holtz et al. patent, nor is the particular combinations of salts 

recited in the pending claims taught nor suggested in this reference.”  (Appx182.)  

The district court seized on the latter clause beginning with “nor” to hold that 

Amgen had made a clear and unmistakable surrender of all salts except for the 

“particular” combinations recited in the ’707 Patent claims.  (Id.)  This is error.  

That clause simply observes (correctly) as a factual matter that Holtz does not 
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disclose the particular combinations recited in the claims.  But it is clear from the 

first part of that sentence, the remainder of the paragraph, and indeed the 

prosecution history as a whole, that the reason Holtz is different is because it does 

not disclose nor suggest any combination of salts in order to increase the dynamic 

capacity of the HIC column.   

Further, the district court erred in relying on Amgen’s statements in the 

parent application prosecution because the pending claims in the parent application 

are materially different from the ’707 Patent claims.  (Appx7.)  Specifically, the 

parent application claims—that were pending when Amgen made the statements 

relied on by the district court to find estoppel—did not require that the claimed salt 

pair combination increase dynamic capacity.  Nor did the parent application’s 

pending claims require the particular salt pairs recited in the ’707 Patent.  Rather, 

the patent application claims are directed to a specific salt combination that is not 

claimed in the ’707 Patent claims.  This is because the Patent Office required 

restriction to just one salt pair, applicants selected citrate and phosphate as that salt 

pair, and applicants expressly reserved their right to seek “consideration of claims 

to additional species.”  (Appx266-271 at Appx267.)  Therefore, any statements by 

applicants limiting the claims of the parent application to citrate and phosphate 

cannot reasonably be read as disclaiming coverage of the other salt pairs in the 
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’707 Patent application (citrate and sulfate, citrate and acetate, and sulfate and 

acetate).  The district court erred in holding otherwise.   

Second, the district court erred in determining that the dedication-disclosure 

doctrine prevents Amgen from asserting infringement against Coherus’s process 

under the doctrine of equivalents.  (Appx9-10.)  The district court relied on a single 

passage of the ’707 Patent specification that lists a series of anions, but does not 

identify particular salts, let alone the  of  used in Coherus’s 

process.  Thus, there is no disclosure in the ’707 Patent of the particular  

 used in Coherus’s process, and the district court erred in finding that 

such subject matter is dedicated to the public.   

Accordingly, Amgen respectfully requests that that this Court reverse, 

vacate, and/or remand the district court judgment dismissing Amgen’s Complaint. 
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ARGUMENT 

This Court reviews a district court decision to dismiss a complaint for failure 

to state a claim under Fed. R. Civ. P. 12(b)(6) under the law of the regional circuit.  

McZeal v. Sprint Nextel Corp., 501 F.3d 1354, 1355–56 (Fed. Cir. 2007).  The 

Third Circuit reviews challenges to a dismissal for failure to state a claim de novo.  

Sands v. McCormick, 502 F.3d 263, 267 (3d Cir. 2007).  When evaluating a 

dismissal for failure to state a claim, the Third Circuit “accept[s] all factual 

allegations as true, construe[s] the complaint in the light most favorable to the 

plaintiff, and determine[s] whether, under any reasonable reading of the complaint, 

the plaintiff may be entitled to relief.”  Id. at 267–68. (quoting Pinker v. Roche 

Holdings Ltd., 292 F.3d 361, 374 n.7 (3d Cir. 2002)).  The Court “need not credit a 

plaintiff’s ‘bald assertions’ or ‘legal conclusions’ when deciding a motion to 

dismiss.”  Id. at 268. (quoting Morse v. Lower Merion Sch. Dist., 132 F.3d 902, 

906 (3d Cir. 1997)). 

Here, Amgen’s Complaint asserts infringement of the ’707 Patent because 

Coherus’s manufacturing process “satisfies each limitation of at least claim 1 and 

also dependent claims 2, 3, 4, and 7.”  (Appx109-110.)  With respect to the claim 

limitation that “the first and second salts are selected from a group consisting of 

citrate and sulfate, citrate and acetate, and sulfate and acetate, respectively,” 

Amgen’s Complaint alleges: “With respect to the use of dual salts, in the Coherus 
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process, a preparation containing protein is mixed with a combination of a first salt 

and a second salt, which combination is the equivalent of one or more of the 

recited salt pairs.”  (Appx109.)  The district court rejected these allegations, and 

dismissed Amgen’s Complaint because: (1) “argument-based prosecution history 

estoppel prevented Amgen from being able to prevail on this theory of 

infringement under the doctrine of equivalents” (Appx6); and (2) Amgen 

“dedicated to the public the  being practiced by 

Coherus” (Appx9-10).  Each holding is incorrect as a matter of law. 

I. The District Court Erred in Determining That Argument-Based 
Prosecution History Estoppel Bars Amgen From Succeeding on its 
Claim of Infringement Under the Doctrine of Equivalents 

“Prosecution history estoppel applies as part of an infringement analysis to 

prevent a patentee from using the doctrine of equivalents to recapture subject 

matter surrendered from the literal scope of a claim during prosecution.”  Trading 

Techs. Int’l, Inc. v. Open E Cry, LLC, 728 F.3d 1309, 1322 (Fed. Cir. 2013).  The 

Court reviews the application of prosecution history estoppel de novo.  Id. at 1318.  

While prosecution history estoppel is a question of law, it “has traditionally been 

viewed as equitable in nature, its application being ‘guided by equitable and public 

policy principles.’”  Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 344 

F.3d 1359, 1367 (Fed. Cir. 2003).  The form of prosecution history estoppel at 

issue here is argument-based prosecution history estoppel.  (Appx9.)  Argument-
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based prosecution history estoppel applies only where the prosecution history 

“evince[s] a clear and unmistakable surrender of subject matter.”  Intendis GMBH 

v. Glenmark Pharm. Inc., USA, 822 F.3d 1355, 1365 (Fed. Cir. 2016).  In 

determining whether there has been a clear and unmistakable surrender of subject 

matter, the prosecution history must be examined as a whole.  See Pharmacia & 

Upjohn Co. v. Mylan Pharms., Inc., 170 F.3d 1373, 1376 (Fed. Cir. 1999).  An 

objective standard is applied when looking at the prosecution history, the proper 

inquiry being “whether a competitor would reasonably believe that the applicant 

had surrendered the relevant subject matter.”  Cybor Corp. v. FAS Techs., Inc., 138 

F.3d 1448, 1457 (Fed. Cir. 1998).  

As discussed below, Amgen’s statements in the ’707 Patent prosecution 

history do not evince a clear and unmistakable surrender of subject matter.  

Further, Amgen’s statements made during the prosecution of the parent 

application—on which the district court relied—do not apply to the ’707 Patent 

because the pending claims of the parent application that are the subject of 

Amgen’s statements are materially different from the ’707 Patent claims.  The 

district court erred in ignoring these differences and finding estoppel based on 

Amgen’s statements in the parent application.   
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A. Amgen’s Statements in the ’707 Patent Prosecution 
Are Not a Clear and Unmistakable Surrender 

1. The Invention of the ’707 Patent is Increasing the 
Dynamic Capacity of the HIC Column for a 
Particular Protein 

Arguments made by a patentee during prosecution are not analyzed in 

isolation and “must be viewed in context.”  Read Corp. v. Portec, Inc., 970 F.2d 

816, 824 (Fed. Cir. 1992); see also Ecolab, Inc. v. FMC Corp., 569 F.3d 1335, 

1342 (Fed. Cir. 2009), amended on reh’g on other grounds, 366 F. App’x 154 

(Fed. Cir. 2009).  Relevant to the context here is the discovery of the ’707 Patent 

that certain salt pair combinations together “increase the dynamic capacity of the 

HIC column for a particular protein” more than using a single salt alone at the high 

concentrations reported in the prior art.  (See’707 Patent, 4:52-60; see also ’707 

Patent, 5:25-28; id. at 2:9-15; id. at 4:33-42; id. at 15:8–16:26.)  By increasing the 

dynamic capacity of a HIC column—the maximum protein “load at which no 

significant [protein] breakthrough occurs” in the column (’707 Patent, 4:14-16)—

and using a lower salt concentration than in the prior art, the invention improves 

the efficiency of the HIC purification process.  See id. at 1:54-62.  This then 

decreases the cost and time required to purify a batch of protein, which is 

particularly useful in commercial production and purification of proteins, 

especially therapeutic proteins.  See id. at 10:4-24; id. at 11:36-46.   
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 The specification repeatedly discloses that the selection of the salt pair 

combinations that increase dynamic capacity is specific to each individual protein, 

and the salt pair combinations are selected for each such protein.   

 “The first and second salt combinations are selected for each 
particular protein through a process of establishing 
precipitation curves for each salt individually, and precipitation 
curves for the combination of salts holding one salt constant 
and varying the second.”  Id. at 2:16-20 (emphasis added).  

 “The two salt buffers of the present invention result in an 
increase in dynamic capacity of an HIC column for a particular 
protein compared with the dynamic capacity achieved by single 
salts.”  Id. at 2:39-42 (emphasis added). 

 “It is an objective of the present invention to produce 
conditions for particular proteins which maximize the amount 
of protein which can be loaded and retained by an HIC column 
with little or no reduction in the quality of separation of the 
protein.”  Id. at 4:52-56 (emphasis added). 

 “It is now understood that several factors influence the 
hydrophobic interactions which control the retention of a native 
protein to the hydrophobic groups attached to the matrix.  These 
include van der Waals forces, or electrostatic interactions 
between induced or permanent dipoles; hydrogen bonding, or 
electrostatic interactions between acidic donor and basic 
acceptor groups; the hydrophobicity of the protein itself; and 
the influence of various salts on hydrophobic interactions.”  
Id. at 4:615:2 (emphasis added). 

 “According to the present invention a first salt and a second salt 
are selected which have differing lyotropic values.  This 
combination of salts acts together to increase the dynamic 
capacity of the HIC column for a particular protein.”  Id. at 
5:25-28 (emphasis added). 
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The specification examples confirm this.  For instance, Example 1 describes 

various combinations of salt solutions “for their ability to increase the dynamic 

capacity of an HIC column used for purifying” a particular protein: an antibody 

against epidermal growth factor receptor (EGFR).  Id. at 11:53-56.  For this 

particular protein (antibody), Table 1 identifies the increase in dynamic capacity of 

the salt pair combinations recited in the claims: “citrate and sulfate, citrate and 

acetate, and sulfate and acetate.” 

 

  

Id. at 13:40-64 (highlighting added).  
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2. Amgen’s Statements in the ’707 Patent Prosecution 
Distinguish Holtz as Failing to Disclose the Use of 
Salt Combinations to Increase the Dynamic Capacity 

The relevant Amgen statements from the prosecution of the ’707 Patent 

application were made in response to Office Actions rejecting the pending claims 

as obvious over Holtz.  Holtz discloses a traditional prior-art method of using a 

high concentration single salt to purify a particular protein (IGF-1).  (Appx160-

161.)  Amgen responded to the Patent Office’s obviousness rejections over Holtz 

by arguing that the point of novelty for the ’707 Patent claims was the use of a 

combination of salts that “increase the dynamic capacity” of the HIC columns for 

the protein.  (See, e.g., Appx182-183.)  That combination of salts is specific to the 

protein because, as the specification describes, not all combinations of salt pairs for 

the particular protein being tested (an EGFR antibody) increase dynamic capacity.  

’707 Patent, 13:6414:5.  For example, the specification discloses that the 

“phosphate/sulfate combination did not increase the dynamic capacity” relative to 

that of sulfate alone.  Id.  The specification explains that “sulfate in combination 

with phosphate resulted in a precipitate, so that lower concentrations of sulfate 

were required to prevent precipitation.  These low concentrations proved too low to 

improve dynamic capacity.”  Id. 

Amgen’s statements regarding Holtz in the ’707 Patent prosecution thus 

properly distinguish the single salt used in the Holtz process as not increasing 
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dynamic capacity, as opposed to the salt pair combinations recited in the claims 

each of which increases dynamic capacity for the EGFR antibody.  The district 

court erred in ignoring the requirement to increase dynamic capacity, and reading 

Amgen’s prosecution history statements as limiting the claimed inventions to the 

specific salt pairs recited in the claims.   

Neither of the two ’707 Patent prosecution passages relied on by the district 

court evinces a clear and unmistakable surrender of combinations of salts other 

than the ones recited in the ’707 Patent claims.  (See Appx6-9.)  The district court 

relied on two sentences from Amgen’s January 26, 2011 response to the Patent 

Office’s October 13, 2010 non-final rejection of the pending claims as obvious 

over Holtz prior art.  (Appx8.)2  According to the district court, Amgen in this 

response “distinguished its application by (1) the use of dual salts and (2) ‘the 

particular combination of salts’ recited in the application that became the ’707 

patent.”  (Id.)  This ignores the invention of the ’707 Patent and the context for 

those statements.   

In contrast to Holtz which uses a traditional prior-art method of using a high 

concentration single salt to purify a particular protein (IGF-1) (Appx160-161), the 

                                           
2 In the October 13, 2010 Office Action, the examiner mistakenly identified “citrate 
and phosphate salts” as claimed in the ’707 Patent (the same salts claimed in the 
parent patent), but the claims the ’707 Patent as filed recited the same salts as the 
claims that ultimately issued in the ’707 Patent (citrate and sulfate, citrate and 
acetate, and sulfate and acetate). (Appx174; see Appx179-180.) 
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point of novelty for the ’707 Patent claims was to use a combination of salts that 

“increase the dynamic capacity” of the HIC columns for the protein being purified.  

(See ’707 Patent, 4:52-60; see also ’707 Patent, 5:25-28; id. at 2:9-15; id. at 4:33-

42; id. at 15:8–16:26.)  Amgen thus distinguished its pending claims from Holtz 

under KSR Int’l. Co. v. Teleflex Inc., 550 U.S. 398 (2007) on the ground that there 

is no “suggestion in Holtz et al. that any particular combinations of salts would 

have the result demonstrated in the instant application of increasing dynamic 

capacity of a HIC;” indeed, there is no mention in Holtz of “any connection at all 

between dynamic capacity and combinations of salts.”  (Appx183.)  

 

(Id. (highlighting added).)  In other words, the critical difference between Holtz 

and the ’707 Patent claims is Holtz’s failure to describe a process that increases the 
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dynamic capacity of the HIC column for the protein.  And, Amgen was not clearly 

and unmistakably distinguishing Holtz based on the recited salt pairs in the claims.   

 The district court incorrectly read two of Amgen’s statements in the 

preceding page of the response as limiting the invention to only those salt pairs 

recited in the claims.  (Appx8.)  The first sentence below says that the pending 

claims “recite a particular combination of salts,” with the emphasis on 

“combination.”  The next sentence then makes clear that Holtz is different because 

it does not teach or suggest the particular combinations of salts recited in the 

pending claims, with the emphasis on “particular:”  

 

(Appx182.)  The district court based its decision on prosecution history estoppel on 

this sentence, holding that applicants had distinguished Holtz not only on the basis 

that it failed to disclose the use of a combination of salts, “but also for the 

independent reason that the invention recited the use of particular combinations of 

salts.”  (Appx9, emphasis in original.)  In so holding the district misunderstood the 

sentence in question and disregarded the rest of the paragraph in which that 

sentence appears, which makes clear that Holtz does not disclose any combinations 

of salts at all.  As the paragraph explains later in the blue-highlighted text, this is 
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important because the claimed subject matter is “directed to the use of 

combinations of salts that increase the dynamic capacity of the hydrophobic 

interaction chromatography columns.” 

 

(Appx182 (highlighting added).)   

As described above, the specification is clear that a particular combination 

of salts that will increase dynamic capacity must be determined for each individual 

protein.  (See’707 Patent, 4:52-60; see also ’707 Patent, 5:25-28; id. at 2:9-15; id. 

at 4:33-42; id. at 15:8–16:26.)  Nowhere did the applicants say that combinations 

other than citrate/sulfate, citrate/acetate, and sulfate/acetate will not work, and no 

reasonable competitor could read the prosecution history in that way.  On the 

contrary, the reference to “the particular combinations of salts recited in the 
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pending claims” means particular combinations that will work to increase dynamic 

capacity, a property that was recited in the claims at the time of this exchange.  By 

seizing on this language in isolation to hold that Amgen had made a clear and 

unmistakable surrender of all salt pairs except for the “particular” combinations 

recited in the ’707 Patent claims, the district court committed error.  That clause 

simply observes (correctly) as a factual matter that Holtz does not disclose the 

particular combinations recited in the claims—because Holtz does not disclose 

using combinations of salts in the first instance.  But it is clear from the first part of 

that sentence and the rest of the paragraph that Holtz is different than the pending 

’707 Patent claims because Holtz does not disclose the use of any combination of 

salts that increase the dynamic capacity of the HIC column whatsoever.   

Thus, the clause “nor is the particular combinations of salts recited in the 

pending claims taught nor suggested in this reference” (Appx182) is not a clear and 

unmistakable surrender of all salt pair combinations that increase dynamic capacity 

of the column for the protein being purified, other than the recited salt pair 

combinations.  Indeed, in the very next Office Action, the Patent Office read 

Amgen’s words “particular combination of salts” to refer to Holtz’s failure to 

disclose “salts” (which is consistent with Amgen’s position in this case) rather than 

reading those words to refer to Holtz’s failure to disclose the particular salt 

combinations recited in the claims (as the district court held):   
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(Appx949 (highlighting added).)  

 In addition, the district court appears to have assumed that Amgen intended 

to argue that the accused process’s use of  is an equivalent to a 

claimed limitation.  This is incorrect.  Amgen alleged in its Complaint—which is 

taken as true here—that the  used in Coherus’s accused process 

 is equivalent to the claimed salt combinations.  (Appx109-110.)  

Specifically, the district court stated in its decision that “in an October 2010 Office 

Action, the Patent Office once more rejected the ’707 patent claims as obvious 

over Holtz, again listing the various salts disclosed by Holtz, including  

,” and that applicants responded by distinguishing Holtz based on “(1) the 

use of dual salts and (2) ‘the particular combinations of salts’ recited in the 

application that became the ’707 patent.”  (Appx8.)  To be clear, Amgen is not 

asserting that the use of  in the accused process meets a claimed 

limitation; it is the use of the  of  and  to increase 

dynamic capacity that meets the claims under the doctrine of equivalents. 
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 For the same reasons, the district court erred in determining that Amgen’s 

statements in its August 22, 2011 response to the Patent Office’s April 7, 2011 

Final Rejection of the pending claims as obvious over Holtz are a clear and 

unmistakable surrender of all salt pairs other than the particular recited 

combinations.  (See id.)  As an initial matter, applicants’ August 22, 2011 response 

again makes clear that the claimed invention involved a determination of “what 

combinations of salts would increase the dynamic capacity for the proteins on the 

HIC column.”  (Appx162.)  This is consistent with the specification’s disclosure 

that the particular salt combinations are specific to each protein.  And it supports 

an interpretation of the patent claims that extends to processes that increase 

dynamic capacity for the HIC column as to each protein even if the salt pair 

combinations used in the process are not the ones recited in the claims. 

 No reasonable competitor could conclude from the prosecution of the ’707 

Patent that the ’707 Patent is limited to the recited salt pairs in those issued claims 

(which are different than the citrate and phosphate salt pair recited in the parent 

application claims that issued as the ’395 Patent).  As discussed above in the 

Statement of Facts, the ’707 Patent claims were allowed after applicants submitted 

a response distinguishing Holtz as failing to disclose “combinations” of salts and 

enhancement of dynamic capacity.  (Appx159-163.)  The January 26, 2011 

response also resubmitted the Senczuk Declaration, and together that response and 
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the Senczuk Declaration make clear that the claimed invention is the connection 

between the combination of salt pairs and the enhancement of dynamic capacity.  

(Appx183-184; Appx186-188.)  As the Senczuk Declaration avers, the benefit of 

using dual salts in HIC is to increase dynamic capacity which then greatly 

improves the cost-effectiveness of commercial manufacturing by reducing the 

number of cycles required for each harvest and reducing the processing time for 

each harvest.  (Appx186-188.)  Simply using dual salt combinations without a 

resulting increase in dynamic capacity does not achieve these benefits, which is 

why the ’707 Patent claims so require an increase.  (See id.) 

Specifically, in the August 22, 2011 response, applicants made clear that 

Holtz fails to disclose “two elements of the claimed method—the use of a 

combination of salts in a HIC operation, and the enhancement of the dynamic 

capacity of a HIC column imparted by applicant’s method.”  (Appx160-161.)  

With respect to the second element, applicants’ statements distinguishing Holtz for 

failure to disclose increasing the dynamic capacity of HIC column do not surrender 

claim scope for salts other than the particular recited salt combinations in the claim 

for the reasons discussed above.   

With respect to the first element, applicants explained that Holtz “simply 

does not disclose, suggest, or contemplate any steps involving a combination of 

two salts for any purpose whatsoever” and that Holtz describes “a single salt 
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system.”  (Appx160-161.)  This statement simply means that applicants’ claims 

must have a combination of salts, which of course the claims require as one of its 

limitations.  It is not a clear and unmistakable surrender of claim scope such that 

the claims are limited to the particular combinations of salts recited in the claims. 

Further, the district court incorrectly interpreted applicants’ statement that 

“merely adding a second salt to the traditional HIC process, as the Patent Office 

appears to suggest, will not produce applicants’ claimed method.”  (Appx162; 

Appx8).  According to the district court, this statement meant that applicants were 

“again telling the Patent Office that merely using two salts, while different from 

Holtz, was not within the scope of its claims.”  (Appx8.)  It is correct that merely 

adding a salt to the traditional HIC process will not necessarily produce applicants’ 

claimed method—and is therefore not necessarily within the scope of the claims—

because the claims require an increase in dynamic capacity (as Amgen’s Complaint 

alleges), and not just the use of a combination of salts.  The district court erred in 

ignoring the dynamic capacity requirement to interpret this statement as a clear and 

unmistakable disclaimer of claim scope. 

The Senczuk Declaration is also not a clear and unmistakable disavowal of 

salts not recited in the claims.  As the district court correctly determined, the 

Senczuk Declaration merely discussed specific “experiments testing single salts 

and combinations of salts (dual salts) described in the [’707 Patent]” and showing 
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the benefits of increased dynamic capacity.  (Appx186; see Appx9.)  The Senczuk 

Declaration thus only demonstrates “[t]he benefits that result from the use of dual 

salts in the HIC column.”  (Appx187.)  Therefore, the Senczuk Declaration does 

not clearly and unmistakably surrender of claim scope as the district court correctly 

found. (Appx9.)   

If anything, applicants’ August 22, 2011 response resubmitting the Senczuk 

Declaration confirms that Amgen did not surrender other salt pairs than the ones 

recited in the claims.  The claims were allowed following that response 

resubmitting the Senczuk Declaration.  (See Appx158-168; Appx940-942.)  In that 

response, applicants argued that Holtz does not render the pending claims obvious 

because Holtz’s method does not disclose (1) a “combination” of salts and (2) “the 

idea of enhancing the dynamic capacity of the HIC column.”  (Appx158-168.)  

Thus, none of the arguments that applicants made in their last submission prior to 

allowance—which presumably must be the focus of any argument-based estoppel 

analysis—addressed let alone limited the invention to the “particular” salts recited 

in the claims.   

*** 

In sum, only one of the portions relied upon by the district court from the 

’707 Patent prosecution says that Holtz does not teach or suggest the “particular” 

combinations of salts recited in the pending claims.  Read in context, however, that 
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statement was made to overcome the obviousness rejection by distinguishing 

Holtz’s use of a single salt system from the pending claims’ use of salt pairs that 

increase dynamic capacity of the HIC column.  Indeed, the Examiner understood 

Amgen’s statements in that passage to refer to Holtz’s failure to disclose a process 

using a combination of “salts” rather than to refer to Holtz’s failure to disclose 

“particular” salts.  The district court erred in holding otherwise.  An “equivocal” 

assertion by the applicant during prosecution will not give rise to estoppel.  

Athletic Alts., Inc. v. Prince Mfg., Inc., 73 F.3d 1573, 1582 (Fed. Cir. 1996).  

Further, where, as here, Amgen did not amend its claims and was simply making 

arguments to the Examiner, equity is not served by barring Amgen from asserting 

infringement under the doctrine of equivalents.  Arguments to the examiner “do 

not always evidence the same clear disavowal of scope that a formal amendment to 

the claim would have.”  Conoco, Inc. v. Energy Envtl., L.C., 460 F.3d 1349, 1364 

(Fed. Cir. 2006). 

The consequence of the district court’s decision is that Amgen’s claims are 

limited to the particular proteins known to have increased dynamic capacity in a 

HIC column when mixed with the recited salt pairs.  See, e.g., Example 1 (showing 

that not all combinations of salt pairs increase dynamic capacity for the particular 

protein being tested (an EGFR antibody)).  But, the claims are not so limited.  The 

claims on their face cover a process of purification for proteins beyond the ones 
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described in Example 1.  For example, Claim 1 simply recites “a protein.”  Indeed, 

the specification expressly discloses that the claimed method “is directed to all 

types of proteins” and is “particularly suitable for purifying protein-based drugs, 

also known as biologics.”  ’707 Patent, 7:55-58, 15:27-28.  Consistent with this 

breadth, the claims also encompass the full range of equivalents to the salt 

combinations recited in the claims that are mixed with the claimed proteins to 

increase dynamic capacity of the HIC column.  So long as the accused salt 

combinations perform substantially same function in substantially the same way to 

achieve substantially the same result in the accused process as in the claimed 

process, there is infringement under the doctrine of equivalents as Amgen’s 

Complaint alleges.  See Warner-Jenkinson Co., Inc. v. Hilton Davis Chem. Co., 

520 U.S. 17, 40 (1997); Mylan Institutional LLC v. Aurobindo Pharma Ltd., 857 

F.3d 858, 866–67 (Fed. Cir. 2017). 

Finally, to the extent that the prosecution history requires interpretation, or 

the claims require construction in resolving this issue, it was error for the district 

court to dismiss Amgen’s Complaint without considering evidence from one of 

ordinary skill in the art.  See, e.g., Mass. Inst. of Tech. v. Shire Pharms., Inc., 839 

F.3d 1111, 1119–22 (Fed. Cir. 2016) (looking to how a skilled artisan would read 

statements made during prosecution).  Indeed, this Court has cautioned that the 

question of infringement under the doctrine of equivalents “rarely come[s] clear on 
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a premature record.”  Mylan Institutional LLC, 857 F.3d at 866 (quoting 

Jeneric/Pentron, Inc. v. Dillon Co., 205 F.3d 1377, 1384 (Fed. Cir. 2000)). 

B. Amgen’s Statements in the Parent Application About 
Different Pending Claims Do Not Create Estoppel That 
Limits the Scope of Equivalents for the ’707 Patent Claims 

The functional requirement in the ’707 Patent claims that the dynamic 

capacity of the column is increased for a protein by mixing the protein with a salt 

pair combination is a point of novelty for the invention, as discussed above.  

Amgen thus alleges that the claims can be met equivalently by showing an increase 

in dynamic capacity of the column for the protein, even if the salt pairs used in the 

accused process are not literally the ones recited in the ’707 Patent as Amgen 

alleged in its Complaint. 

Unlike the ’707 Patent claims and as illustrated in the chart below, the 

pending claims of the parent application as of July 14, 2008 did not require an 

increase in dynamic capacity of the column for the protein; Amgen did not amend 

the claims to include such a limitation until November 11, 2009, after which the 

Examiner allowed the claims and the claims then issued.  (Appx207; ’395 Patent, 

15:17-26.)   
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’707 Patent, Claim 1  
(emphases added) 

Parent Application, Pending Claim 1 
as of July 14, 2008 (emphasis added) 

A process for purifying a protein on a 
hydrophobic interaction 
chromatography column 
 
such that the dynamic capacity of the 
column is increased for the 
protein comprising 
 
mixing a preparation containing the 
protein with a combination of a first salt 
and a second salt, loading the mixture 
onto a hydrophobic interaction 
chromatography column, and eluting the 
protein, 
 
wherein the first and second salts are 
selected from the group consisting of 
citrate and sulfate, citrate and acetate, 
and sulfate and acetate, and 
 
wherein the concentration of each of the 
first salt and the second salt in the 
mixture is between about 0.1 M and 
about 1.0. 

A process for purifying a protein on a 
hydrophobic interaction 
chromatography column comprising  
 
 
 
 
 
mixing a preparation containing the 
protein with a combination of a first salt 
and a second salt, loading the mixture 
onto a hydrophobic interaction 
chromatography column, and eluting the 
protein, 
 
wherein the first and second salts are 
citrate and phosphate salts, and 
 
 
 
wherein the concentration of each of the 
first salt and the second salt in the 
mixture is between about 0.1 M and 
about 1.0. 

The fact that Amgen emphasized a particular combination of salts in the 

parent application is not surprising given that the pending claims had been limited 

to one combination only—citrate plus phosphate—because of the Patent Office’s 

restriction requirement.  And the claims as then pending lacked any functional 

limitation that this combination increases the dynamic capacity of the HIC column 

for the protein.  Thus, Amgen’s statements in the parent application cannot be used 
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to prove that Amgen made a clear and unmistakable surrender of equivalents in the 

materially different ’707 Patent claims. 

The district court erred as a matter of law in ignoring the differences in the 

claims of the pending parent application on July 14, 2008 and the ’707 Patent 

claims in finding that argument-based estoppel applied to bar doctrine of 

equivalents for the ’707 Patent claims.  This legal error was made clear by the 

district court’s statement in the footnote: 

The parent patent’s claim 1 recited a combination “wherein the first 
and second salts are citrate and phosphate salts,” while the larger 
group of three combinations of salts – “citrate and sulfate, citrate and 
acetate, and sulfate and acetate” – is claimed in the ’707 Patent as 
issued. 

(Appx7 (citing Appx207).)  While “[p]rosecution history estoppel can extend from 

a parent application to subsequent patents in the same lineage,” “arguments made 

in a related application do not automatically apply to different claims in a separate 

application.”  Trading Techs., 728 F.3d at 1323 (citations omitted).  Further, even 

if the “prosecution history regarding a particular limitation in one patent is 

presumed to inform the later use of that same limitation in related patents,” the 

intrinsic record may compel a different result.  Id. 

That is the case here, where differences in the claims render any parent 

prosecution statements inapplicable to the ’707 Patent.  See id.; Invitrogen Corp. v. 

Clontech Labs., Inc., 429 F.3d 1052, 1078 (Fed. Cir. 2005)  (“[T]he prosecution of 
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one claim term in a parent application will generally not limit different claim 

language in a continuation application.”);  Biogen, Inc. v. Berlex Labs, Inc., 318 

F.3d 1132, 1141 (Fed. Cir. 2003) (“When the applicant is seeking different claims 

in a divisional application, estoppel generally does not arise from the prosecution 

of the parent.”).  As the district court itself recognized, the parent application 

claims recite different salt pairs than the ’707 Patent claims.  (Appx7.)   

Even if Amgen’s statements during the prosecution of the parent patent to 

distinguish Holtz surrendered the use of salt pairs other than the recited ones in the 

pending claims, the surrender would extend only to salts other than citrate and 

phosphate claimed in the parent.  There is no clear and unmistakable surrender of 

the use of salt combinations other than the different salt combinations recited in the 

’707 Patent claims.  Indeed, Amgen could not have limited the pending parent 

application claims in July 2008 to the salts recited in the ’707 Patent claims (citrate 

and sulfate, citrate and acetate, and sulfate and acetate) because the claims pending 

in the parent application in July 2008 did not recite those salts.  (Appx207.)  

Rather, the parent application claims are limited to one salt pair: citrate and 

phosphate. 

The reason that the parent application claims are limited to only the citrate 

and phosphate salt pair is because of the Patent Office’s restriction requirement in 
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the parent application prosecution that one salt pair be selected for the claims.  (See 

Appx266-271.)   

 

(Appx267.)  To comply with the Patent Office’s restriction requirement, applicants 

elected “the combination of citrate and phosphate.”  (Id.)  However, applicants 

expressly pointed out that “Upon allowance of a generic claim, Applicants will be 

entitled to consideration of claims to additional species . . . .”  (Id.)  Further, such 

generic claims were included in the original application for the parent application 

and eventually issued in the ’395 Patent.  (See Appx611-642.)  Thus, no reasonable 

competitor could conclude that Amgen was abandoning coverage to other salt pairs 

than just citrate and phosphate based on the prosecution of the parent application to 

the ’707 Patent. 
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As applicants preserved in their response to the restriction requirement in the 

parent application, Amgen later filed the ’707 Patent independent claims reciting 

additional salt pairs (citrate and sulfate, citrate and acetate, and sulfate and acetate) 

on June 23, 2010.  ’707 Patent, Cover.  The issuance of the ’707 Patent claims 

reciting those salt pair combinations confirms that there was no surrender of salt 

pairs other than phosphate and citrate in the parent application prosecution.  Had 

Amgen surrendered the use of all salt pair combinations except for phosphate and 

citrate, the Examiner would not have been able to issue claims directed to the use 

of other combinations.  But the Examiner allowed the ’707 Patent claims reciting 

combinations other than phosphate and citrate (citrate and sulfate, citrate and 

acetate, and sulfate and acetate).  Thus, for these reasons and as discussed above, 

no reasonable competitor could conclude from the prosecution of the parent 

application or the ’707 Patent that the ’707 Patent claims are limited to the recited 

salt pairs. 

C. Amgen’s Statements in the Parent Application 
Are Not a Clear and Unmistakable Surrender 

Were the Court to consider Amgen’s parent application statements relevant 

to evaluating estoppel as to the ’707 Patent claims, there is no clear and 

unmistakable surrender of claim scope as to the ’707 Patent claims.  Specifically, 

the district court erred in finding surrender based on Amgen’s statements in a July 

14, 2008 response to a February 14, 2008 Patent Office Non-Final Rejection of the 
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claims pending in the parent application as obvious over Holtz.  (Appx7.)  At the 

time, those pending claims did not require a resultant increase in dynamic capacity 

of the column from use of the claimed combination of salts.  (Appx21; see 

Appx207.)   

As a result, Amgen asserted in its response that the “advantages of the 

particular combinations of salts of the claimed process” would not have been 

“predictable based on Holtz” because Holtz “neither describes nor suggests the 

particular combination of two salts of the claimed process, nor were the advantages 

of the claimed two salt processes predictable based on Holtz.”  (Appx213.)  As 

Amgen noted, Holtz “represents the typical methods [use of a single salt system] 

used prior to the instant invention”:  “that is, adding a high concentration of 

ammonium sulfate to a low concentration of a buffer solution to prepare a protein 

for a HIC column.”  (Appx212.)  Thus, Amgen stated that the pending claims had 

“significant differences” from the process disclosed in Holtz.  (Id.)  The fact that 

Amgen described the then-pending claims of the parent application by identifying 

particular salt combinations simply reflects that the pending claims had not yet 

been amended to require the novel functionality or effect of increasing the dynamic 

capacity of the HIC column for the protein. 

Similarly, Amgen’s statement that Holtz does not describe “the novel use of 

particular combinations” addresses the distinction between Holtz’s one-salt 
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purification process and the claimed invention’s purification process using a 

combination of two salts to increase dynamic capacity.  (Id.)  It is not a clear and 

unmistakable disclaimer of all salt combinations except the ones recited in the 

pending parent application claims.  The district court erred in finding otherwise. 

II. The District Court Erred in Determining that Amgen Dedicated to the 
Public the Particular  Used in Coherus’s Process 

The district court erred in determining that the dedication-disclosure doctrine 

prevents Amgen from asserting infringement against Coherus’s process, which 

uses a of  and , under the doctrine of 

equivalents.  (Appx9.)  The dedication-disclosure doctrine prevents the application 

of the doctrine of equivalents “to recapture subject matter deliberately left 

unclaimed.”  Johnson & Johnson Assocs. Inc. v. R.E. Serv. Co., 285 F.3d 1046, 

1054 (Fed. Cir. 2002).  When a patentee discloses but declines to claim subject 

matter, that unclaimed subject matter is dedicated to the public.  Id.  However, the 

dedication-disclosure doctrine “does not mean that any generic reference in a 

written specification necessarily dedicates all members of that particular genus to 

the public.”  Sandisk Corp. v. Kingston Tech. Co., 695 F.3d 1348, 1363 (Fed. Cir. 

2012) (quoting PSC Comp. Prods. v. Foxconn Int’l, Inc., 355 F.3d 1353, 1360 

(Fed. Cir. 2004)).  “[B]efore unclaimed subject matter is deemed to have been 

dedicated to the public, that unclaimed subject matter must have been identified by 
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the patentee as an alternative to a claim limitation.”  Id. at 1363–64 (quoting Pfizer, 

Inc. v. Teva Pharms., USA, Inc., 429 F.3d 1364, 1379 (Fed. Cir. 2005)).   

Here, the district court found that the dedication-disclosure doctrine applies 

based on the following passage of the ’707 Patent specification that lists a series of 

anions—including  and —by order of relative lyotropic 

effect.  (Appx9-10.) 

 

’707 Patent, 4:33-51. 

The district court’s rationale is incorrect because the list above does not 

disclose any salt pairs and therefore cannot be a dedication of any such salt pairs to 
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the public.  Rather, the list is simply a generic reference to the well-known 

lyotropic series for anions and cations without providing for particular salt pairs.  

Indeed, the list does not even identify a single salt (i.e., a cation with an anion, like 

), let alone a combination of salt pairs such as the  

used by Coherus.  As Amgen has laid out in detail above, the teaching of the ’707 

Patent is how to identify and use particular salt pairs that will increase the dynamic 

capacity of a HIC column when purifying a specific protein.  This subject matter is 

described elsewhere in the specification, but not in the part quoted by the district 

court.  Thus, passage relied on by the district court does not identify to one of 

ordinary skill in the art that the  specifically is 

an alternative to the claimed invention.  See PSC Comp. Prods., 355 F.3d at 1360.   

To hold otherwise would mean that subject matter can be dedicated to public 

even if it is not specifically disclosed in the specification.  The law is otherwise.  

“The disclosure must be of such specificity that one of ordinary skill in the art 

could identify the subject matter that had been disclosed and not claimed.”  Id.  

“Whether a person of ordinary skill ultimately could employ the disclosures of the 

patent to implement a purported equivalent does not amount to actually disclosing 

to one of ordinary skill that equivalent ‘as an alternative to a claim limitation.’”  

Sandisk Corp., 695 F.3d at 1364 (quoting Pfizer, 429 F.3d at 1379).   
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Finally, the district court erred in applying the disclosure-dedication doctrine 

on the pleadings, without the benefit of a fully-developed record.  The inquiry 

requires a showing that “one of ordinary skill in the art can understand the 

unclaimed disclosed teaching upon reading the written description.”  PSC 

Computer Prods., 355 F.3d at 1360; see Pfizer, Inc., 429 F.3d at 1378.  Thus, 

expert testimony on how one of skill in the art would understand the specification’s 

disclosure of a lyotropic series may be relevant to resolution of the dispute.   
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CONCLUSION 

For the foregoing reasons, Amgen respectfully requests that this Court 

reverse, vacate, and/or remand the district court judgment dismissing Amgen’s 

Complaint. 

 

Dated:  August 20, 2018    Respectfully submitted, 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

AMGEN INC. and AMGEN 
MANUFACTURING, LIMITED, 

Plaintiffs, 

v. 

COHERUS BIOSCIENCES, INC. 

Defendant. 

) 
) 
) 
) 
) Case No. 17-546 (LPS) (CJB) 
) 
) 
) 
) 
) 
) 

-------------) 

FINAL JUDGMENT AND [PR~EDJ ORDER 

WHEREAS the Court's Memorandum Order (D.I. 72) dated March 26, 2018, among other 

things, adopted Magistrate Judge Burke's Report & Recommendation (D.I. 50) to grant Coherus 

BioSciences, Inc.'s ("Coherus") Motion to Dismiss pursuant to Federal Rule 12(b )( 6) and 

dismissed with prejudice the patent infringement complaint filed by Amgen Inc. and Amgen 

Manufacturing Limited ("Amgen") alleging infringement of U.S. Patent No. 8,273, 707; 

WHEREAS the Court's Memorandum Order (D.I. 72) denied Amgen's request for leave 

to amend; 

IT IS HEREBY ORDERED by the Court as follows: 

1. For the reasons stated in the Court's Memorandum Order (D.I. 72) and 

Magistrate Judge Burke's Report & Recommendation (D.I. 50), final 

judgment is entered against Amgen on all claims in the Complaint and this 

case is dismissed with prejudice; 

2. Amgen's request for leave to amend is denied; 

3. Amgen takes nothing by its claim for infringement of the '707 patent; and 
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4. Any request for attorneys' fees and/or costs shall be deferred until after the 

final resolution of the appeal of this action. 

Dated: April16, 2018 

APPROVED AS TO FORM; 

Is/ Jack B. Blumenfeld 
Jack B. Blumenfeld (#1014) 
Maryellen Noreika (#3208) 
MORRIS NICHOLS, ARSHT & TUNNELL LLC 
1201 North Market Street 
P.O. Box 1347 
Wilmington, DE 19899 
(302) 658-9200 
jblumenfeld@mnat.com 
mnoreika@mnat.com 

Attorneys for Plaintiffs 
Amgen Inc. and Amgen 
Manufacturing Limited 

2 

Is/ Kenneth L. Dorsnev 
Richard K. Herrmann (#405) 
Kenneth L. Dorsney (#3726) 
MORRIS JAMES LLP 
500 Delaware A venue, Suite 1500 
Wilmington, DE 19801 
(302) 888-6800 
rherrmann@morrisjames.com 
kdorsney@morrisjames.com 

Attorneys for Defendant 
Coherus BioSciences, Inc. 
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OF COUNSEL: 
Nicholas Groombridge 
Jennifer H. Wu 
Jennifer Gordon 
Peter Sandel 
Stephen Maniscalco 
Jacob T. Whitt 
Golda Lai 
PAUL, WEISS, RIFKIND, WHARTON 
& GARRISON LLP 
1285 Avenue ofthe Americas 
New York, NY 10019 
(212) 373-3000 

Wendy A. Whiteford 
Lois Kwasigroch 
Kimberlin Morley 
AMGENINC. 
One Amgen Center Drive 
Thousand Oaks, CA 91320-1789 
(805) 447-1000 

OF COUNSEL: 
Bradford P. Lyerla 
Louis E. Fogel 
JENNER & BLOCK LLP 
353 N. Clark Street 
Chicago, IL 60654 
(312) 222-9350 

IT IS SO ORDERED, this l ~of April, 2018. 

- u~t~hfuf Judge 

3 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

AMGEN INC. and AMGEN 
MANUFACTURING LIMITED, 

Plaintiffs, 

V. 

COHERUS BIOSCIENCES INC., 

Defendant. 

C.A. No. 17-546-LPS-CJB 
SEALED 

MEMORANDUM ORDER 

WHEREAS, Magistrate Judge Burke issued a 19-page Report and Recommendation (the 

"Report") (D.I. 50), dated December 7, 2017, recommending that the Court grant Defendant 

Coherus Biosciences Inc.'s ("Defendant" or "Coherus") motion to dismiss (D.I. 9) Plaintiffs 

Amgen, Inc. and Amgen Manufacturing, Limited's ("Plaintiffs" or "Amgen") Complaint for 

failure to state a claim upon which relief may be granted; 

WHEREAS, on December 21, 2017, Amgen objected to the Report ("Objections") (D.I. 

53), specifically objecting to the Report's interpretation of the prosecution history in finding that 

Amgen "clearly and unmistakably" surrendered claim scope regarding particular combinations of 

salts that were not specifically listed in the claims ofU.S. Patent No. 8,273,707; 

WHEREAS, on January 9, 2018, Coherus responded to Amgen's Objections 

("Response") (D.I. 57), asserting that the Report properly interpreted the prosecution history, and 

further, that two additional grounds support granting its motion to dismiss: (1) Amgen dedicated 

the surrendered claim scope to the public by disclosing alternative salt combinations in the '707 

1 
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CONFIDENTIAL MATERIAL REDACTED

patent specification but not claiming them; and (2) Amgen surrendered salt combinations in 

concentrations greater than the amount Coherus uses; 

WHEREAS, the Court has considered the parties' objections and responses de novo, see 

St. Clair Intellectual Prop. Consultants, Inc. v. Matsushita Elec. Indus. Co., Ltd., 691 F. Supp. 

2d 538, 541-42 (D. Del. 2010); 28 U.S.C. § 636(b)(l); Fed. R. Civ. P. 72(b)(3); 

NOW THEREFORE, IT IS HEREBY ORDERED that: 

1. Amgen's Objections (D.I. 53) are OVERRULED, Judge Burke's Report (D.I. 50) 

is ADOPTED, and Coherus's Motion to Dismiss (D.I. 9) is GRANTED. 

2. The '707 patent is directed to a process for purifying proteins during which the 

dynamic capacity- "the amount of protein that can be loaded onto a column without 

'breakthrough' or loss of protein to the solution phase before elution" -of a hydrophobic 

interaction chromatography ("HIC") column is increased by using a combination oftwo salts in 

the loading solution. '707 patent at 2:39-42, 3:38-41. Independent claim 1 ofthe patent reads: 

A process for purifying a protein on a hydrophobic interaction 
chromatography column such that the dynamic capacity ofthe 
column is increased for the protein comprising mixing a 
preparation containing the protein with a combination of a first salt 
and a second salt, loading the mixture onto a hydrophobic 
interaction chromatography column, and eluting the protein, 
wherein the first and second salts are selected from the group 
consisting of citrate and sulfate, citrate and acetate, and sulfate 
and acetate, respectively, and wherein the concentration of each 
ofthefirst salt and the second salt in the mixture is between 
about 0.1 M and about 1.0. 

'707 patent at claim 1 (emphasis added). 

3. Amgen alleges that Coherus's abbreviated Biologic License Application 

("aBLA") infringes the '707 patent (D.I. 1 at 

2 
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~~ 48-50; D.I. 17 at 13-15) In describing the equilibrium buffer used in this step, Coherus's 

aBLA explains:! 

(D.I.1 0 Ex. 9 at 170 1-CHS-00343268) Thus, Coherus 

contends there cannot be infringement 

(See D.I.1 0 at 8-9) Amgen counters that the aBLA infringes the '707 

patent under the doctrine of equivalents because "in the Coherus process, a preparation 

containing protein is mixed with a combination of a first salt and a second salt, which 

combination is the equivalent of one or more of the recited salt pairs." (D.I. 1 at~ 50) The 

Report found argument-based prosecution history estoppel prevented Amgen from being able to 

prevail on this theory of infringement under the doctrine of equivalents. (Report at 17) 

4. The Report found that the patent applicants clearly and unmistakably surrendered 

claim scope beyond the salt combinations listed in the claims of the '707 patent- i.e., citrate and 

sulfate, citrate and acetate, and sulfate and acetate. (Report at 12-13) In doing so, according to 

Amgen, the Report "misinterpret[ s] the arguments Amgen made to the Patent Office during the 

prosecution of the '707 patent" and "ignores context.'' (Objections at 5-6) The Court agrees 

with the Report and disagrees with the Objections. 1 

5. The prosecution history, namely, the patentee's correspondence in response to two 

1The Court also disagrees with Coherus' contention that Amgen waived the arguments it 
is making in its Objections because they were not presented to the Magistrate Judge. (See 
Response at 6) Amgen has always contested the application of prosecution history estoppel, and 
in its motion briefing contended that '"highlighting' the use of specific salt pairs is not a clear 
and unmistakable surrender of other salt pairs that are not discussed in the prosecution history." 
(D.I. 17 at 16) While this statement is not as detailed as Amgen's Objections, the Court finds 
Amgen has not waived it. 

3 
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office actions and a final rejection, shows a clear and unmistakable surrender of claim scope by 

the patentee. See Intendis GmbH v. Glenmark Pharms. Inc., USA, 822 F3d 1355, 1365 (Fed. Cir. 

2016) (stating that argument-based prosecution history estoppel applies when prosecution history 

"evinces a clear and unmistakable surrender of subject matter"). 

6. First, in a February 2008 Office Action, the Patent Office rejected the parent 

patent of the '707 patent as obvious over Holtz, a United States patent that disclosed "a method 

for purification of insulin-like growth hormone," in which salts are used to "improve the 

hydrophobic interaction" between the protein and the HIC matrix. (D.I. 10 Ex. 6 at 4) Holtz 

specifically listed salts such as "sodium sulfate, potassium sulfate, ammonium sulfate, potassium 

phosphate, sodium acetate, ammonium acetate, sodium chloride, sodium citrate and the like." 

(!d.) In July 2008, the patentee responded that "Holtz et al. does not describe optimizing the 

purification process for commercial production of any protein by increasing the dynamic capacity 

of the HIC column(s) through the novel use of particular combinations of only two salts." (!d. 

Ex. 7 at 8) (emphasis added) The patentee continued, "there is no suggestion in Holtz et al. to 

use two salts, let alone the particular combination of salts of the claimed method .... " (!d.) 

(emphasis added) The patentee made this statement- referencing the "particular combinations 

of salts of the claimed method" - even though the Patent Office had specifically pointed out that 

which 

Amgen now alleges is equivalent to salts claimed in its patent.2 

2The parent patent's claim 1 recited a combination "wherein the first and second salts are 
citrate and phosphate salts," while the larger group of three combinations of salts- "citrate and 
sulfate, citrate and acetate, and sulfate and acetate''- is claimed in the '707 patent as issued. 
(D.I. 10 Ex. 7 at 3) 

4 
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7. Later, in an October 2010 Office Action, the Patent Office once more rejected the 

'707 patent claims as obvious over Holtz, again listing the various salts disclosed by Holtz, 

(D.I. 10 Ex. 2 at 4) On January 26,2011, the patentee argued in its 

response that the pending claims were different from Holtz because they "recite a particular 

combination of salts [and n]o combination of salts is taught nor suggested in the Holtz et al. 

patent, nor is the particular combinations of salts recited in the pending claims taught nor 

suggested in this reference." (D.I. 10 Ex. 3 at 5) Thus, the patentee once more distinguished its 

application by ( 1) the use of dual salts and (2) ''the particular combinations of salts" recited in the 

application that became the '707 patent. 

8. In April 2011, the Examiner issued a Final Rejection, maintaining its rejection of 

the claims as obvious over Holtz. (D.I. 10 Ex. 1 at 1, 4) The patentee responded in August 2011, 

arguing that "the Patent Office's argument again overlooks two elements of the claimed method 

-the use of a combination of salts in a HIC operation, and the enhancement of the dynamic 

capacity of a HIC column imparted by the applicants' method." (!d. at 5) The patentee further 

stated that "merely adding a second salt to the traditional HIC process, as the Patent Office 

appears to suggest, will not produce applicants' claimed method." (Jd. at 7) The patentee, 

therefore, was again telling the Patent Office that merely using two salts, while different from 

Holtz, was not within the scope of its claims. 

9. Amgen's correspondence with the Patent Office shows "that the patentee clearly 

and unmistakably- and indeed, repeatedly- indicated to competitors that it surrendered 

processes using combinations of salts different from the 'particular combinations of salts recited 

in the claims."' (Report at 12; see also PODS, Inc. v. Porta Star, Inc., 484 F.3d 1359, 1368 (Fed. 

5 
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Cir. 2007) (describing prosecution history estoppel inquiry depends on "whether a competitor 

would reasonably believe that the applicant had surrendered the relevant subject matter")) As the 

Report correctly stated, "if all that was in the prosecution history was the patentee's general focus 

on the fact that its invention disclosed the use of a combination of salts (in contrast to Holtz's 

disclosure ofthe use of a single salt) then its conclusion [recommending granting Coherus's 

motion to dismiss] would not be warranted. But in order to overcome the Examiner's rejection 

of the claims over Holtz, the patentee distinguished its invention not only on that ground, but also 

for the independent reason that the invention recited the use of particular combinations of salts." 

(Id. at 12-13) Accordingly, argument-based prosecution history estoppel bars Amgen from 

succeeding on its claim of infringement under the doctrine of equivalents. 3 

10. While the Report understandably and appropriately did not reach Coherus' other 

arguments, the Court agrees with Coherus that another reason Amgen's claim for infringement of 

the '707 patent must be dismissed is that the patentee dedicated to the publici 

(See '707 patent at 4:42-51 

"combining two different salts having different lyotrophic values with a protein preparation 

allows more protein to be loaded onto a column with no or negligible breakthrough compared 

with higher salt concentrations of each single salt") B not claimed - and, 

3While the Court agrees with the Report's ultimate conclusion about prosecution history 
estoppel, the Court does not find inventor Senczuk' s Declaration (D .I. 1 0 Ex. 4 at 1) to provide 
the strong support for this conclusion that the Report found (see Report at 13) (noting, correctly, 
that "patentee supported its position with an inventor declaration providing test results for those 
particular claimed combinations"). The Court understands the Declaration to be principally 
concerned with comparing combinations of salts to use of a single salt and improving dynamic 
capacity of a HIC column. 
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