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UNITED STATES DISTRICT COURT 

DISTRICT OF NEW JERSEY 
 

MSD CONSUMER PRODUCTS, INC., et 

al., 

 

Plaintiffs, 

 

v. 

 

ZYDUS PHARMACEUTICALS (USA) 

INC., 

 

Defendant. 

 

Civil Action No. 11-7437 (PGS)(LHG) 

 

 

 

 

ORDER DENYING DEFENDANT’S 

MOTION FOR LEAVE TO AMEND 

INVALIDITY CONTENTIONS 

 

This matter comes before the Court on a Motion to Amend Preliminary Invalidity 

Contentions filed on June 12, 2013 by Defendant Zydus Pharmaceuticals, Inc. (“Defendant”). 

[Docket Entry No. 62]. Defendant’s motion was opposed by Plaintiffs MSD Pharmaceuticals 

(USA) Inc., Santarus, Inc., and The Curators of the University of Missouri (“Plaintiffs”). [Docket 

Entry No. 69].  Defendant then replied on July 8, 2013.  [Docket Entry No. 70].  The Court has 

considered the moving and responding papers and the oral arguments of counsel presented on 

August 7, 2013, pursuant to FED. R. CIV. P. 78.  For the reasons set forth below, Defendant’s 

Motion is DENIED. 

I. BACKGROUND 

The facts assume the parties’ familiarity with the case and therefore are limited to those 

pertinent to this motion: 

Plaintiffs sued Defendant for infringement of four patents, U.S. Patent Nos. 6,699,885; 

6,489,346; 6,645,988; and 7,399,772, based upon Defendant’s November 11, 2011 submission of 

an Abbreviated New Drug Application seeking to market and sell a product that is bioequivalent 

to Plaintiffs’ over-the-counter Zegerid® product.  [Docket Entry No. 1].  This case was stayed on 
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February 23, 2012 by Order of the Court [Docket Entry No. 14], pending a decision from the 

Circuit Court of Appeals for the Federal Circuit (“Federal Circuit”) in an earlier-filed, related 

case in the District of Delaware, consolidated as Santarus, Inc. et al. v. Par Pharmaceutical, Inc. 

(the “Par Case”).  After the Federal Circuit issued its ruling, 694 F.3d 1344 (Fed. Cir. 2012) (the 

“Par Decision”), this Court lifted its stay on September 18, 2012.  [Docket Entry No. 18].  

Plaintiffs amended their Complaint to narrow the bases stated for their infringement claim to one 

patent: 7,399,772 (the “ ‘772 Patent”).  [Docket Entry No. 19].  The ‘772 Patent relates to 

methods for treating a gastrointestinal disorder by administering a solid pharmaceutical 

composition that includes omeprazole in combination with sodium bicarbonate.  [See ‘772 

Patent, claim 1 at Docket Entry No. 1-6.] 

The Par Decision reversed the District Court holding that certain claims of the ‘772 

Patent directed to conventional dosage forms, such as tablet or capsules, containing non-enteric 

coated proton pump inhibitors, were obvious in view of  two prior art references.  Par, 694 F.3d 

at 1355.  The Federal Circuit found that one of the two references relied upon by the District 

Court, Pilbrant A., Cederberg C., “Development of an oral formulation of omeprazole” (the 

“Pilbrant Reference”) did not support the District Court’s obviousness determination, but in fact 

teaches away from conventional dosage forms embodied by the claims at issue.  Id.  

After the Federal Circuit’s ruling, this Court conducted an Initial Scheduling Conference 

on January 15, 2013.  At that conference, the parties discussed the schedule for the case, 

including the need to expedite the proceedings in light of the expiration of the 30-month stay in 

May 2014.  The Court then issued a January 31, 2013 Pretrial Scheduling Order. [Docket Entry 

No. 35].  On February 25, 2013, the Honorable Peter G. Sheridan, U.S.D.J., conducted an in-

person conference with counsel in this case, as well as in the three related cases: Schering-
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Plough Healthcare Products, Inc., et al. v. Par Pharmaceutical, Inc., 10-cv-4837; Santarus, Inc., 

et al., v. Zydus Pharmaceuticals, Inc., 11-cv-7441; and Santarus, Inc., et al., v. Dr. Reddy’s 

Laboratories Inc., et al., 12-cv-5202.  During the conference, Judge Sheridan instructed counsel 

to brief the issue of the impact of the Par Decision on the cases at bar. 

Defendant served on Plaintiffs its Preliminary Invalidity Contentions on February 6, 

2013.  [See Docket Entry No. 62 at p. 6].  Plaintiffs served Defendant with their Response to 

Invalidity Contentions on March 13, 2013.  [See Docket Entry No. 63 at p. 4].  Fact discovery 

closed on July 1, 2013.  [See Docket Entry No. 25 at p. 7].  The Court granted a limited 

extension of the deadlines for affirmative expert reports and rebuttal expert reports to August 15, 

2013 and September 17, 2013, respectively.  [Docket Entry No. 82].  Expert discovery is to be 

concluded by October 1, 2013.  [Docket Entry No. 25 at p. 7].  Dispositive motions are to be 

filed by October 25, 2013 and the case is scheduled for trial before Judge Sheridan, commencing 

on January 27, 2014. 

II. LEGAL STANDARD 

This District's Local Patent Rules “exist to further the goal of full, timely discovery and 

provide all parties with adequate notice and information with which to litigate their cases.”  

Computer Accelerations Corp. v. Microsoft Corp., 503 F.Supp.2d 819, 822 (E.D.Tex. 2007). The 

rules are designed specifically to “require parties to crystallize their theories of the case early in 

litigation and to adhere to those theories once they have been disclosed.”  Atmel Corp. v. Info. 

Storage Devices, Inc., 1998 WL 775115, at *2 (N.D.Cal. Nov.5, 1998).  This is “to ‘prevent the 

‘shifting sands' approach to claim construction.’ ”  O2 Micro Int'l Ltd. v. Monolithic Power Sys., 

Inc., 467 F.3d 1355, 1364 (Fed.Cir.2006) (citing Atmel, 1998 WL 775115, at *2).  As 

distinguished from the liberal standard for amending pleadings under Rule 15, “the philosophy 
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behind amending claim charts is decidedly conservative.”  Atmel, 1998 WL 775115, at *2.  

However, Rule 3.7 “is not a straitjacket into which litigants are locked from the moment their 

contentions are served”; instead, “a modest degree of flexibility [exists], at least near the outset.”  

Comcast Cable Communs. Corp. v. Finisar Corp., 2007 WL716131, at *2 (N.D.Cal. March 2, 

2007). 

Pursuant to L. Pat. R. 3.7, leave to amend invalidity contentions may be granted “only by 

order of the Court upon a timely application and showing of good cause.” (emphasis added).  

Rule 3.7 provides a nonexhaustive list of circumstances that may, absent undue prejudice to the 

adverse party, support a finding of good cause: 

(a) a claim construction by the Court different from that proposed 

by the party seeking amendment; (b) recent discovery of material 

prior art despite earlier diligent search; (c) recent discovery of 

nonpublic information about the Accused Instrumentality which 

was not discovered, despite diligent efforts, before the service of 

the Infringement Contention; (d) disclosure of an infringement 

contention by a Hatch–Waxman Act party asserting infringement 

under L. Pat. R. 3.6(g) that requires response by the adverse party 

because it was not previously presented or reasonably anticipated; 

and (e) consent by the parties in interest to the amendment and a 

showing that it will not lead to an enlargement of time or impact 

other scheduled deadlines. 

L. Pat. R. 3.7.  Good cause “considers first whether the moving party was diligent in amending 

its contentions and then whether the non-moving party would suffer prejudice if the motion to 

amend were granted.”  Acer, Inc. v. Tech. Prob. Ltd., 2010 WL 3618687, at *3 (N.D.Cal. 

Sept.10, 2010) (citing O2 Micro, 467 F.3d 1355, 1355). 

The Court may only consider prejudice to the non-moving party, however, if the moving 

party is able to demonstrate diligence.  AstraZeneca AB v. Dr. Reddy’s Laboratories Inc., 2013 

WL 1145359, at *3 (D.N.J. 2013)(citing Apple v. Samsung, 2012 WL 1067548, at *2 (N.D.Cal. 
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Mar. 27, 2012)).  Courts have understood diligence to require a “showing that the party seeking 

leave to amend acted ... promptly [in] moving to amend when new evidence is revealed in 

discovery.” O2 Micro, 467 F.3d at 1363.  This requirement is consistent with L. Pat. Rule 3.7's 

requirement that the motion be “timely.”  As with good cause in general, the burden “is on the 

movant to establish diligence rather than on the opposing party to establish lack of diligence.” 

O2 Micro, 467 F.3d at 1366.  

In determining whether good cause exists, courts have also considered such other factors 

as (1) the reason for the delay, including whether it was within the reasonable control of the party 

responsible for it; (2) the importance of what is to be excluded; (3) the danger of unfair 

prejudice; and (4) the availability of a continuance and the potential impact of a delay on judicial 

proceedings.  See Oy Ajat, Ltd. v. Vatech Am., Inc., 2012 WL 1067900, at *20–21 (D.N.J. 

Mar.29, 2012) (collecting cases). 

III. PARTIES’ ARGUMENTS 

A. Defendant 

Defendant’s motion seeks leave to amend its Invalidity Contentions to include as prior art 

EP 0 584 588 A1 to Nomura et al. (the “Nomura Reference”).  [Docket Entry No. 62 at p. 2]. 

Defendant argues that it has been diligent and its motion was timely filed on June 12, 2013, 

prompted only weeks before by Plaintiffs’ actions (“Plaintiffs’ May Actions”): (1) Plaintiffs’ 

May 17, 2013 assertions in their briefing to Judge Sheridan that the Par decision has stare 

decisis effect on the issue of prior art obviousness in this case, and (2) Plaintiffs’ May 30, 2013 

observation, during a settlement conference conducted before this Court, that a prior art 

reference, Andersson, T., et al. “Pharmacokinetics and bioavailability of omeprazole after single 

and repeated oral administration in healthy subjects” (the “Andersson Reference”), relied upon 
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by Defendant in its Preliminary Invalidity Contentions, shared a common author with the 

Pilbrant Reference.  [Docket Entry No. 62 at p. 3].  According to Defendant, in response to 

Plaintiffs’ arguments, it searched for and located the Nomura Reference to obviate Plaintiffs’ 

new invalidity position.  [Docket Entry No. 62 at pp. 8-9]. 

In its papers and at oral argument, Defendant emphasizes its efforts to bring a concise 

obviousness case rather than burdening Plaintiffs and the Court with a large number of prior art 

references.  [Docket Entry No. 62 at p. 10]  Indeed, Defendant asserts that in the case that led to 

the Par Decision, the defendant asserted more than 600 references.  [Docket Entry No. 62 at p. 

6].  Defendant urges the Court not to penalize it for being more selective and warns that denying 

leave to amend would motivate patent defendants to adopt precisely the sort of kitchen-sink 

tactic with respect to prior art that the Local Patent Rules seek to avoid.  [Docket Entry No. 62 at 

p. 10; No. 70 at p. 5 n.2].  

Defendant argues that it has been diligent in its efforts to shape its invalidity case.  

[Docket Entry No. 62 at pp. 3, 8-9; Docket Entry No. 70 at pp. 2-3].  In its papers and at oral 

argument, Defendant consistently professes surprise and disbelief at the stare decisis arguments 

raised in Plaintiffs’ May 2013 briefing of the impact of the Par Decision and the common-author 

observation made by Plaintiffs at the settlement conference that same month.  [Docket Entry No. 

at pp. 8-9; Docket Entry No. 70 at pp. 3-5]. 

Defendant also argues that Plaintiffs will not be prejudiced by the proposed amendment 

because Plaintiffs were aware of the Nomura Reference by virtue of its being cited in an 

Information Disclosure Statement for the ‘772 Patent, its assertion as prior art in a related case, 

and its citation in connection with the reexamination by the Patent Office of a related patent.  

[Docket Entry No. 62 at p. 4; No. 70 at p. 6].  Defendant also asserts that granting its motion will 
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not necessitate changes to the existing Pretrial Schedule because the Nomura Reference presents 

an issue for consideration by expert witnesses, one that need not be addressed by Plaintiffs until 

their rebuttal expert reports, which are currently due on September 17, 2013, and expert 

discovery does not close until October 1, 2013.  [Docket Entry 62 at p. 11].  At oral argument, 

Defendant urged that the addition of the Nomura Reference to its Invalidity Contentions would 

be a minor amendment, a swap of the Andersson Reference in exchange for either the Nomura 

Reference or a combination of the Andersson Reference with the Nomura Reference.  

B. Plaintiffs 

Plaintiffs oppose Defendant’s motion, arguing that it is untimely and demonstrates a lack 

of diligence, dismissing Defendant’s argument that its need to add the Nomura Reference was 

prompted by Plaintiffs’ May Actions.  [Docket Entry No. 63 at p. 7-8].  Plaintiffs urge, among 

other arguments, that because the Nomura Reference was considered by the U.S. Patent Office 

during its review of the application that issued as the‘772 Patent, Defendants were on notice of 

the Nomura Reference early and should have included it at least by the time it presented its 

Paragraph IV Notice in November 2011.  [Docket Entry No. 63 at p.7].  Plaintiffs therefore point 

to an 18-month gap between the Paragraph IV Notice and Defendant’s instant motion as 

evidence of Defendant’s failure with respect to both timeliness and diligence.  [Docket Entry No. 

63 at p. 7].  Plaintiffs urge that a lack of diligence is also evidenced by Defendant’s apparent 

recent realization that it might benefit from adding the Nomura Reference to its contentions in 

light of the Par Decision, six months after that decision was issued and three months after 

Plaintiffs cited its binding effect in their Response to Invalidity Contentions.  [Docket Entry No. 

63 at pp.8-9]. 
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Finally, at oral argument, and in response to direct questions from the Court, counsel for 

Plaintiffs asserted that the comment made at the settlement conference with regard to what has 

since been characterized as “common authorship” was merely a passing reference to an obvious 

fact: C. Cederberg is a named author on both the Pilbrant Reference and the Andersson 

Reference.  Plaintiffs assert this is not a new or separate defense, but rather supports their 

argument, set out in their Response to Invalidity Contentions, that the references relied upon by 

Defendant are merely cumulative of the ones that failed to convince the Federal Circuit that the 

claims of the ‘772 Patent at issue are invalid.  [Docket Entry No. 63-5 at p. 6]. 

Plaintiffs assert that they would be prejudiced by the amendment insofar as they would be 

required to respond to Defendant’s amended Invalidity Contentions while working to comply 

with their own portion of an aggressive case schedule.  [Docket Entry No. 63 at pp. 8-9].  

Plaintiffs also assert that they have relied on Defendant’s previously filed contentions while 

preparing their case.  [Docket Entry No. 63 at p. 11 n.8].  At oral argument, counsel explained 

that Plaintiffs have yet to see Defendant’s proposed amended contentions based on the Nomura 

Reference, despite having requested them.  In their papers, Plaintiffs note that the as-yet-

undisclosed amended contentions may raise new disputes as to claim terms, necessitating 

additional fact discovery and revisiting claim construction.  [Docket Entry No. 63 at p.11].  

Plaintiffs point to their own Response to Invalidity Contentions, which provides in-depth 

responses to each of Defendant’s references, urging that the amendment would require Plaintiffs 

to revisit their prior analyses and strategies.  [Docket Entry No. 63 at pp. 10-11]. 
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IV. ANALYSIS 

A. Timing and Good Cause 

Looking at the timeliness of Defendant’s motion in its best light, the Court finds that 

there is no basis to find that it was not timely filed.  Insofar as Defendant filed its motion in June 

and alleges that it did not appreciate its need to amend until May, the Court finds that there was a 

delay of one month.  The Court finds that a one-month period is not offensive given the host of 

considerations that re-shaping an invalidity case might invoke.  Accordingly, the Court finds that 

Defendant’s motion was timely filed.  

The Court cannot reach the same conclusion with regard to good cause. In their papers 

and at oral argument, Plaintiffs point to three earlier events that they believe should have put 

Defendant on notice of Plaintiffs’ stare decisis argument: the Par Decision itself, issued in 

September 2012; Plaintiffs’ stated position in the January 2013 Joint Discovery Plan that the 

Federal Circuit had determined the validity of the ‘772 patent; and Plaintiffs’ March 2013 

Response to Defendant’s Invalidity Contentions.  The Court finds Plaintiffs’ argument 

compelling.   

In the Joint Discovery Plan, Plaintiffs assert that  

…since the Federal Circuit has adjudged that [the claims at issue] 

of the ‘772 patent are valid, and Zydus does not allege that its OTC 

product does not infringe these claims, Plaintiffs believe that there 

are no infringement or validity claims at issue in this case, with the 

exception of an exceptional case claim. 

[Docket Entry No. 63-4 at p. 3].  Even if this were not sufficient cause for Defendant to realize 

through a reasonable exercise of diligence that it needed to amend its Invalidity Contentions, it is 
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unclear to the Court why Defendant did not reach that conclusion in March 2013 when 

confronted by statements like the following in Plaintiffs’ Response:  

Undeterred by the Federal Circuit’s findings, Zydus relies on many 

of the same references and cites others that are merely cumulative; 

[Docket Entry No. 63-5 at p. 6] and  

…Andersson’s teaching to use a large amount of sodium 

bicarbonate in solution, similar to the approach in Pilbrant, 

confirms that one of ordinary skill in the art…would have believed 

that such dosing was necessary.” 

[Docket Entry No. 63-5 at p. 20].  With these and other similar statements in its Response, the 

Court finds that Plaintiffs signaled their intent to draw comparisons, both legal and factual, 

between the Andersson Reference relied upon by Defendant and the Pilbrant Reference cited in 

the Par Decision.  They also made clear their argument that the references cited by Defendant 

are cumulative, the common authorship of Pilbrant and Andersson being one basis for their 

argument.  Plaintiffs did so with sufficient clarity that a diligent party would have been prompted 

to reassess the value of the Andersson Reference as a basis for an invalidity case.  Insofar as 

Defendant has not met its burden to prove diligence, the Court further finds that it has not 

presented sufficient good cause to justify granting its motion.  

B. Prejudice 

Because the Court fails to find that Defendant acted with diligence, it need not consider 

prejudice at all.  O2 Micro, 467 F.3d at 1368; AstraZeneca AB, 2013 WL 1145359, at *5; Jazz 

Pharmaceuticals, Inc. v. Roxane Laboratories, Inc., 2012 WL 3133943, at *8 (D.N.J. 2012); 

Apple, 2012 WL 1067548, at *14 (N.D.Cal. 2012); Acer Inc., 2010 WL 3618687, at *5.  
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Nevertheless, even if the Court were to consider prejudice, that factor would weight in favor of 

Plaintiffs. 

In deciding whether Defendant’s proposed amendments would unfairly prejudice 

Plaintiffs, the Court considers whether permitting the proposed amendments would (1) require 

Plaintiffs to expend significant additional resources; or (2) significantly delay the resolution of 

the dispute.  TFH Publications Inc. v. Doskocil Mfg. Co., Inc., 705 F.Supp.2d 361, 366 

(D.N.J.2010); see also O2 Micro, 467 F.3d at 1366–68. 

The Court notes that while Plaintiffs may be generally familiar with the Nomura 

Reference given its long relation to the ‘772 Patent, it cannot be expected to be prepared to 

address a set of Amended Invalidity Contentions it has not yet seen.  As Defendant recognized at 

oral argument with respect to stare decisis, the application of prior art is a fact-intensive 

undertaking, requiring citation to particular portions of relied-upon references and careful 

articulation of how that information combines to teach one of skill in the art.  Without the benefit 

of Defendant’s proposed amendments, neither Plaintiffs nor the Court can gauge the resources 

that Plaintiffs would have to expend to address them.  Where, as here, the burden lies with the 

movant to prove a lack of prejudice, Defendant’s vague assurances that its changes are minor are 

not enough.  Similarly, given this case’s extremely tight schedule, with opening expert reports 

due in less than a week, trial only five months away, and the looming expiration of the 30-month 

stay, the Court finds that Defendant has not met its burden of establishing  that granting its 

motion would not significantly delay resolution of the case. 
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V.  CONCLUSION 

For the foregoing reasons, and for good cause shown, 

IT IS on this 9
th

 day of August, 2013, 

ORDERED that Defendant’s Motion to Amend its Invalidity Contentions is hereby 

DENIED. 

 

  _____  __ 

LOIS H. GOODMAN 

United States Magistrate Judge 
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