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UNITED STATES DISTRICT COURT 

DISTRICT OF NEW JERSEY 
 

UNITED THERAPEUTICS 

CORPORATION, 

 

Plaintiff, 

 

v. 

 

SANDOZ, INC., et al., 

 

Defendants. 

 

Civil Action No. 12-1617 (PGS)(LHG) 

  

 

 

 

 

  

UNITED THERAPEUTICS 

CORPORATION, 

 

Plaintiff, 

 

 v. 

 

SANDOZ, INC., et al., 

 

Defendants. 

 

Civil Action No. 13-316 (PGS)(LHG) 

 

 

 

 

ORDER GRANTING SANDOZ’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 14, 2013 by Defendant Sandoz, Inc. (“Sandoz”).  [Docket Entry No. 

92].  Sandoz’s motion was opposed by Plaintiff United Therapeutics Corporation (“UTC”). 

[Docket Entry No. 97].  Defendant then replied on July 12, 2013.  [Docket Entry No. 99].  The 

Court has considered the moving and responding papers, pursuant to FED. R. CIV. P. 78.  For 

the reasons set forth below, Sandoz’s Motion is GRANTED. 

Case 3:12-cv-01617-PGS-LHG   Document 102   Filed 08/23/13   Page 1 of 12 PageID: 3141



2 

 

I. BACKGROUND 

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

pertinent to this motion: 

On March 14, 2012, UTC filed the first of these patent infringement suits against Sandoz 

in the action captioned as United Therapeutics Corporation. v. Sandoz, Inc., et al., 12-1617 (“12-

1617”).  On January 16, 2013, UTC filed a second action, United Therapeutics Corporation. v. 

Sandoz, Inc., et al., 13-316 (“13-316”), against Sandoz and a second party, relating to the same 

patents at issue in 12-1617.  This motion relates to both of the captioned actions, pursuant to a 

stipulation filed by the parties.  [Docket Entry No. 101].
1
  UTC has sued Sandoz for infringement 

of three patents, United States Patent Nos. 5,153,222 (“the ’222 Patent”); 6,765,117 (“the ’117 

Patent”); and 7,999,007 (“the ’007 Patent”), based upon Sandoz’s submission of Abbreviated 

New Drug Application (“ANDA”) No. 203649 seeking to market and sell a generic version of 

UTC’s prescription REMODULIN® treprostinil sodium injection.  [Docket Entry No. 1]. 

On August 7, 2012, the Court issued a Scheduling Order [Docket Entry No. 26] in 12-

1617, according to which Sandoz served its initial Invalidity Contentions for all three patents in 

suit on UTC on September 7, 2012.  [Docket Entry No. 93 at p. 2].  UTC served its Responses to 

those Invalidity Contentions on October 26, 2012.  [Docket Entry No. 93 at p. 2].  On June 14, 

2013, Sandoz requested UTC’s consent to file Amended Invalidity Contentions for the ‘117 

Patent.  [Docket Entry No. 93 at p. 2 n.1].  UTC refused and Sandoz filed the instant motion, 

seeking leave to amend its Invalidity Contentions with respect to the ‘117 Patent to include, as 

prior art, EP 0159784 (the “EP ‘784 Publication”) and U.S. Patent No. 4,668,814 (the “ ’814 

                                                           
1
 For purposes of this decision, the references will be to docket entries and filings in the first case, 12-1617, unless 

otherwise noted. 
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Patent”).  [Docket Entry No. 93 at p. 2].  Sandoz attached its proposed Amended Invalidity 

Contentions to its motion.  [Docket Entry No. 93-2].   

On June 14, 2013, Sandoz served Invalidity Contentions in the second case.  [Docket 

Entry No. 93 at p. 3].  Those contentions contained the additional references sought to be added 

by way of the present motion.  Id.  During a hearing on the record on June 27, 2013, however, 

the Court barred all portions of Sandoz’s Invalidity Contentions in the 13-316 case that relied 

upon the EP ‘784 Publication and the ‘814 Patent until this motion could be decided. 

The Court issued an amended Scheduling Order on June 3, 2013 that applies to both 

cases.  [Docket Entry No. 91].  Under the amended Scheduling Order, fact discovery will remain 

open through October 31, 2013 and affirmative expert reports are due no later than November 

22, 2013.  Id. at 7.  Expert discovery is to be concluded by February 24, 2014.  Id.  Dispositive 

motions are to be filed by November 18, 2013.  Id. 

II. LEGAL STANDARD 

This District's Local Patent Rules were modeled after the local rules of the Northern 

District of California and the Eastern District of Texas in an effort “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) (quoting Atmel, 1998 

WL 775115, at *2).  As distinguished from the liberal standard for amending pleadings under 
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Rule 15, “the philosophy 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. Sandoz 

Sandoz argues that it has been diligent in preparing its invalidity case, citing its over 100-

page Invalidity Contention narrative and over 400-page claim chart as examples of its efforts.  

[Docket Entry No. 99 at p. 4 n.1]  Sandoz also contends its motion was timely filed.  [Docket 

Entry No. 93 at p. 5].  It lays the blame at UTC’s feet, urging that the necessity for Sandoz’s 

amendments was the ultimate result of UTC’s Responses to Sandoz’s initial Invalidity 

Contentions for the ‘117 Patent, wherein UTC argued that the treprostinil produced by the 

process recited in the asserted claims of the ‘117 patent is different from the treprostinil 

produced using the method disclosed by the prior art relied upon by Sandoz.  [Docket Entry No. 

93 at p. 6].   
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Sandoz first contends that the new references it seeks to add were not identified in its 

initial prior art searches because those references do not refer to treprostinil by its common name 

and do not identify treprostinil by the chemical name used in the asserted patents, instead relying 

on a third name with which Sandoz’s counsel were not familiar.  [Docket Entry No. 97 at p. 5]. 

Sandoz next contends that, after repeated requests, UTC finally produced a several-

thousand-page Investigational New Drug (IND) application for its REMODULIN® product in 

March, 2013.  [Docket Entry No. 93 at p. 7].  While reviewing the IND and other early technical 

and developmental documents that UTC produced, Sandoz says it gleaned new information—

information it could not have otherwise obtained—that was related to the treprostinil synthesis, 

which led it to search the prior art again.  [Docket Entry No. 93 at p. 6-7].  It was this search that 

yielded the EP ‘784 Publication that Sandoz now seeks to add as a prior art reference.  [Docket 

Entry No. 93 at p. 7]. 

According to Sandoz, on May, 2013, UTC produced additional internal documents 

providing greater details on the processes for making treprostinil developed by UTC’s 

predecessor in the 1980s.  [Docket Entry No. 93 at p. 7].  Those internal documents ultimately 

led Sandoz to identify the ‘814 Patent as relevant prior art.  [Docket Entry No. 93 at p. 8].   

Sandoz claims its predicament falls squarely within L. Civ. R. 3.7, which expressly 

recognizes that a showing of good cause can be established by “recent discovery of material 

prior art despite earlier diligent search.”  [Docket Entry No. 93 at p. 8].  Without the information 

that UTC provided in March and May, Sandoz contends it would not have been able to verify the 

alleged impurity issues associated with the earlier methods of synthesizing treprostinil that were 

described by the prior art that Sandoz cited in its Preliminary Contentions.  [Docket Entry No. 99 

at p. 7].   
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Sandoz argues that UTC will not be prejudiced by its amendment.  [Docket Entry No. 93 

at pp. 9-11].
2
  It asserts that the invalidity analysis contained therein is not complicated.  [Docket 

Entry No. 93 at p. 10].  Sandoz also contends that its amendment would not impact the schedule: 

it would not raise new claim construction issues; fact discovery remains open until the end of 

October; depositions have yet to be taken; expert reports are not due until late November; and 

trial has not been scheduled.  [Docket Entry No. 93 at p. 10]. 

B. UTC 

UTC opposes Sandoz request for leave to amend its Invalidity Contentions, asserting that 

Sandoz’s request is untimely and demonstrates a lack of diligence.  [Docket Entry No. 97 at p. 

4].   

UTC refutes Sandoz’s unfamiliar-chemical-name argument, by directing the Court’s 

attention to Sandoz’s own original Invalidity Contentions.  [Docket Entry No. 97 at p. 6].  

Specifically, UTC points to Sandoz’s citation of claim 5 of the ‘075 Patent as part of its basis for 

asserting invalidity of the ‘222 Patent and observes that claim 5 refers to treprostinil using the 

same chemical name used by both the EP ‘784 Publication and the ‘814 Patent.  [Docket Entry 

No. 97 at pp. 6-7]. 

UTC next dismisses Sandoz’s argument that it needed UTC’s March 2013 and May 2013 

document productions in order to identify the new references.  [Docket Entry No. 97 at pp. 4-11].  

UTC asserts that Sandoz’s motion is untimely because Sandoz was in actual possession of the 

information it needed to incorporate both new references into its invalidity case in or before 

September 2012.  [Docket Entry No. 97 at p. 5].  As evidence, UTC again points to Sandoz’s 
                                                           
2
 Sandoz originally argued that because it had already timely filed its Invalidity Contentions in the related 13-316 

case with respect to the ‘117 Patent, which also rely upon the EP ‘784 Publication and the ‘814 Patent, requiring 

UTC to prepare a response in this case would not be overly burdensome.  [Docket Entry No. 93 at p. 9].  In light of 

the Court’s ruling at the June 27, 2013 hearing and the subsequent stipulation, this argument is moot.   
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original Invalidity Contentions, in which Sandoz acknowledged the limitations of the art it was 

citing against the ‘117 Patent.  [Docket Entry No. 97 at p. 8].  UTC urges that Sandoz’s 

responses are, in essence, admissions that Sandoz knew the flaws in its invalidity case back in 

September 2012 and should have continued searching.  [Docket Entry No. 97 at p. 8].  Had 

Sandoz continued its search, claims UTC, it would have identified both the EP ‘784 Publication 

and the ‘814 Patent.  By way of example, UTC provides the results of Google Patent searches it 

conducted that produced the EP ‘784 Publication and the ‘814 Patent among early hits when 

“Aristoff,” the name of the first inventor of the ‘075 patent cited by Sandoz, was combined with 

relevant chemical terms, “prostacyclin” and “carbacyclin.”  [Docket Entry No. 97 at p. 9]. 

UTC urges that it would be prejudiced by an amendment and analogizes its situation to 

that of the plaintiff in Jazz v. Roxane, 2012 WL 3133943 (D.N.J. July 30, 2012), where the Court 

found prejudice to the plaintiff from the proposed amendment after the parties had completed 

claim construction briefing and the plaintiff had relied on the original invalidity contentions for 

ten months.  [Docket Entry No. 97 at pp. 11].  Here, UTC points out that the Court has already 

issued a Markman decision and the parties are moving forward with discovery and expert 

preparation, with UTC relying on the contentions served nearly ten months ago.  [Docket Entry 

No. 97 at pp. 12]. 

IV. ANALYSIS 

A. Timing and Good Cause 

Insofar as Sandoz filed its motion in June and alleges that it did not appreciate its need to 

amend its Contentions to add the EP ‘784 Patent until March/April or the ‘814 Patent until May, 

the Court finds Sandoz waited less than three months and less than one month, respectively, to 

make its application.  The Court finds that these periods are not offensive given the host of 
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considerations that re-shaping an invalidity case might invoke.  Accordingly, the Court finds that 

Sandoz’s motion was timely filed.  

Next, the Court considers whether Sandoz was diligent in discovering the need to amend.  

In its original moving papers, Sandoz set forth two arguments in support of its failure to identify 

the EP ‘784 Publication and the ‘814 Patent earlier: (1) those references used an unfamiliar name 

for treprostinil; and (2) without the internal documents that UTC withheld until March and May 

2013, it could not appreciate a need to use those references.  UTC neatly dispatches Sandoz’s 

first argument by pointing out that Sandoz did, in fact, have knowledge of the alternate chemical 

name for treprostinil, as evidenced by Sandoz’s invocation of a claim reciting it in the course of 

its original Invalidity Contentions.  Sandoz apparently concedes this point because its Reply brief 

is silent on this first argument from its Opening brief. 

In any event, the Court finds Sandoz’s second argument more compelling.  The parties do 

not dispute that Sandoz’s original Invalidity Contentions with respect to the ‘117 Patent set forth 

the prior art Sandoz believed supported its invalidity case.  [See Docket Entry No. 93 at p.6; 

Docket Entry No. 97-2 at pp. 57-66].  According to Sandoz, UTC’s Responses to its original 

Contentions included arguments by UTC that the treprostinil produced using the ‘117 Patent 

process is different from the treprostinil produced using the method disclosed in the prior art that 

Sandoz had relied upon, and was not suitable for pharmaceutical use.  [Docket Entry No. 93 at p. 

6; Docket Entry No. 99 at p. 5].  Sandoz claims it needed UTC to provide documentation—

internal documentation available only to UTC—that described improvements to the synthesis of 

treprostinil, which UTC did not produce until March and May of 2013, despite Sandoz’s earlier 

requests. 
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UTC suggests that Sandoz already understood the deficiencies of its prior art and, had it 

continued diligently searching, Sandoz would have identified the EP ‘784 Publication and the 

‘817 Patent by other means.  Nonetheless, UTC had an obligation, both under the discovery rules 

and the Local Patent Rules, to provide Sandoz with documents supporting the bases for its 

Responses to Sandoz’s Invalidity Contentions.  L. Pat. R. 3.4A(d) requires that Responses to 

Invalidity Contentions include “[t]he production or the making available for inspection and 

copying of any document or thing that the party intends to rely on in support of its Responses 

herein.”  Thus, under this District’s Rules, it is not enough for a party to defend its patent’s 

validity with mere argument; the party is also obligated to simultaneously furnish its supporting 

evidence.  Neither party has provided the Court with an indication of what UTC provided with 

its responses but Sandoz does argue that it repeatedly requested the information that UTC 

supplied in March and May of 2013, by way of Document Requests starting as early as 

September, 2012.  [Docket Entry No. 99 at p. 6 n.2].  Accordingly, while UTC’s Responses may 

have put Sandoz on notice in late October 2012 that it perceived a distinction between the prior-

art teaching cited in Sandoz’s Invalidity Contentions and the claims of the ’117 Patent, UTC 

appears to have failed to provide Sandoz with the documentary support for its distinctions until 

March and May of 2013.  Insofar as UTC’s production was beyond Sandoz’s control, and 

Sandoz acted with reasonable care and urgency to identify the references it seeks to add once 

UTC provided its IND and other internal documents, the Court finds that Sandoz has been 

diligent. 

B. Prejudice 

Because the Court finds Sandoz acted with diligence, it proceeds to assess the potential 

prejudice of permitting Sandoz to amend its Invalidity Contentions.  O2 Micro, 467 F.3d at 1368; 
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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.  In deciding whether Sandoz’s proposed amendments would 

unfairly prejudice UTC, the Court considers whether permitting the proposed amendments would 

(1) require UTC 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 Sandoz prepared its proposed amended Invalidity Contentions and 

attached them to its motion.  [Docket Entry No. 93-2].  UTC therefore had the benefit of 

reviewing Sandoz’s proposed amendments while preparing its opposition brief, and specifically, 

the benefit of an opportunity to assess the additional resources UTC might have to expend if it 

were called upon to respond to amended contentions.  Sandoz’s opening brief argued that its 

amended invalidity analysis comprises little more than four pages and is therefore not 

complicated.  [Docket Entry No. 93 at p. 10].  UTC’s briefing neither contested Sandoz’s 

statements nor suggested that there would be an extensive additional burden posed by having to 

respond to Sandoz’s amended contentions.  Accordingly, the Court finds that Sandoz, as the 

moving party, has met its burden as to this element. 

Finally, the Court turns to whether Sandoz’s amendment would significantly delay the 

resolution of the dispute.  This analysis also favors Sandoz.  It is undisputed that Sandoz’s 

amendments will not affect the Court’s claim construction ruling.  And while the Court is always 

mindful of the pressing schedule for Hatch-Waxman cases, fact discovery in this case remains 

upon until October 31, 2013, and expert reports are not due until November 22, 2013.  The Court 
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therefore finds that Sandoz’s proposed amendments will not significantly delay the resolution of 

this dispute. 

V. CONCLUSION 

For the foregoing reasons, and for good cause shown, 

IT IS on this 23
rd

 day of August, 2013, 

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

GRANTED; and it is further 

ORDERED that Sandoz shall serve the Amended Invalidity Contentions in both cases 

within five (5) days of entry of this Order; and it is further 

ORDERED that UTC shall serve its Responses to the Amended Invalidity Contention 

within twenty (20) days thereafter; and it is further 

ORDERED that the schedule in both cases shall in all other respects remain in full force 

and effect. 

 

  _____  __ 

LOIS H. GOODMAN 

United States Magistrate Judge 
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