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Re: AstraZeneca AB, et al. v. Mylan Laboratories Limited, et al.
Civil Action No. 12-1378 (JAP)

Dear Counsel:

Pending before the Court is AstraZeneca AB, Aktiebolaget Hassle, AstraZeneca LP, KBI Inc. and 

KBI-E Inc.’s (collectively, “AstraZeneca”) application seeking an Order requiring Mylan Laboratories

Limited and Mylan Inc. (collectively, “Mylan”) to further amend their Second Revised First Amended

Noninfringement and Invalidity Contentions .  AstraZeneca raised this issue via letter dated August 31,

2012.  Mylan responded on September 12, 2012 and AstraZeneca submitted a reply on September 17, 2012. 

The Court has considered the parties’ submissions and, finding them to be sufficient, decides AstraZeneca’s

application based on same.  

As an initial matter, the Court notes that Mylan objects to AstraZeneca’s application as being

procedurally improper because AstraZeneca failed to comply with L.Civ.R. 37.1(b)’s meet and confer

requirement.  Indeed, Mylan claims that while the parties had previously discussed the fact that AstraZeneca

believed Mylan’s contentions were insufficient, AstraZeneca never identified the specific deficiencies until

it submitted its August 31, 2012 letter to the Court.  Mylan argues that this is not the way either the Local

Civil Rules or Local Patent Rules are designed to work and that time and other resources have been

unnecessarily wasted by AstraZeneca’s approach.  
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AstraZeneca disagrees with Mylan over the parties’ meet and confer efforts.  In this regard,

AstraZeneca argues that the parties had been meeting and conferring on Mylan’s allegedly deficient

contentions for six weeks prior to AstraZeneca submitting its August 31, 2012 letter to the Court.  Moreover,

AstraZeneca argues that after engaging in this lengthy meet and confer process, on August 27, 2012, four

days prior to submitting its letter to the Court, AstraZeneca informed Mylan that the parties had reached an

impasse with respect to the claimed deficiencies and that Mylan never disagreed with AstraZeneca’s

assessment.  As a result, AstraZeneca contends that its letter application is properly before the Court.

The Court shall consider the substance of AstraZeneca’s application.  While the Court finds that

additional steps could have been taken prior to the application being made, the Court does not believe that

the application is procedurally improper.  The parties clearly spent significant time discussing the alleged

deficiencies with Mylan’s contentions.  The parties also have clearly reached an impasse concerning the

requisite specificity of Mylan’s contentions.  1

With respect to the substance of AstraZeneca’s application, AstraZeneca takes issue with the

specificity of Mylan’s (1) 35 U.S.C. §112 (§ 112 contentions) and lack of priority contentions; (2) contention

that certain of the claims of the ‘192 patent are invalid for statutory double patenting based on US5714504

Ondberg et al.; and (3) obviousness contentions.  The Court addresses each in turn below.  At the outset,

however, the Court notes that one argument Mylan has proffered in response to the alleged deficiencies

AstraZeneca has identified is that Mylan has incorporated Hanmi’s contentions from the related civil action,

AstraZeneca AB, et al. v. Hanmi USA, Inc., et al., Civil Action No. 11-760 (JAP).  Given the “substantial

heft” of Hanmi’s contentions (the contentions are approximately 160 pages long), Mylan argues that “many,

Nevertheless, in the future, in order to maximize the chance of resolving a dispute without1

the need for court intervention, the parties are instructed to discuss their issues in the same level of
detail they would use in describing same for the Court.  In addition, prior to submitting any letter
application to the Court, the parties should explicitly inform each other of their intention of doing
same.

2
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if not all, of AstraZeneca’s clomplaints about the purported insufficiency of Mylan’s contentions” are

without merit.  (Letter from Arnold B. Calmann to Hon. Tonianne J. Bongiovanni, U.S.M.J. of 9/12/2012

at 4).  Indeed, Mylan argues that its contentions supplement Hanmi’s adding additional detail to Hanmi’s

and that AstraZeneca essentially ignores this fact in its application.

The Court is unpersuaded by this argument.  While Mylan is correct that it has incorporated Hanmi’s

contentions into its own, Mylan’s additional contentions do not simply provide supplementary information

in further support of Hanmi’s contentions.  Instead, Mylan’s additional contentions are, by and large, new

contentions that are separate and distinct from those already asserted by Hanmi.  AstraZeneca has not

objected to the specificity of any of the contentions Mylan incorporated from Hanmi, but only takes issue

with certain aspects of Mylan’s newly raised contentions.  As a result, the fact that Mylan incorporated

Hanmi’s contentions into its own has little bearing on whether Mylan’s additional, new contentions are

deficient.             

1. Mylan’s § 112 and Lack of Priority Contentions

AstraZeneca takes issue with Mylan’s contentions that certain claims of the ‘504 and ‘192

patents are invalid under 35 U.S.C. § 112 “for lacking a specification that both enables and sufficiently

describes the full scope of the claimed inventions” as well as Mylan’s lack of priority contentions.  (Letter

from John E. Flaherty to Hon. Tonianne J. Bongiovanni, U.S.M.J. of 8/31/2012 at 2).  The Court addresses

each in turn below.

a. Mylan’s § 112 Contentions  

In their entirety, Mylan’s disputed § 112 contentions read as follows:

In addition to the specific § 112 arguments set forth in Hanmi’s First
Amended Noninfringement and Invalidity Contentions, Mylan asserts that the
following claims are invalid under one or more paragraphs of § 112:

• Claims 1, 3-7, and 10 of the ‘504 patent: lack of written
description of “pure” esomeprazole;

3
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• Claims 3 and 10 of the ‘504 patent: lack of written description

4and not enabled for the full scope of the “N (R) " salt of+

esomerprazole;

• Claims 1, 2, 4, 6, and 7 of the ‘504 patent: lack of written
description and not enabled for the full scope of “alkaline
salt” esomeprazole;

• Claims 1, 2 and 12 (and their dependent claims of the ‘192
patent: lack of written description and not enabled for the full
scope of “alkaline salt” esomeprazole;

• Claims 10 and 21 of the ‘192 patent lack of written
description and not enabled for the 5-80 mg dose range;

• Claims 3, 4, 6, 14, 15, 16, and 18 of the ‘192 patent: lack of
written description and not enabled for the elements
describing biochemical results of esomeprazole
administration (e.g., “so as to effect a less pronounced
increase in gastrin levels in slow metabolisers”).

(Mylan’s Second Revised First Amended Noninfringement and Invalidity Contentions at 22-23).

AstraZeneca claims that Mylan’s § 112 contentions are deficient because Mylan has provided no

explanation of why the identified terms are allegedly not “reasonably conveyed” or why they would require

“undue” experimentation, the information necessary to satisfy the written description and enablement

requirements set forth in § 112(1).  AstraZeneca argues that Mylan should be required to provide said

information because L.Pat.R. 3.3(d) requires Mylan to provide the “grounds of invalidity” underlying its

invalidity contentions based on § 112 and, without it, “AstraZeneca would have to try to articulate § 112

support for all aspects of every asserted claim for each patent.”  (Letter from John  E. Flaherty to Hon.

Tonianne J. Bongiovanni, U.S.M.J. of 8/31/2012 at 4).  AstraZeneca claims that this would be directly

contrary to the purpose of the Local Patent Rules which “‘require parties to crystallize their theories of the

case early in the litigation’ and eliminate ‘litigation by ambush.’” (Id. at 3 (quoting AstraZeneca AB v.

Hanmi USA, Inc., 2011 WL 5526009, *4 (D.N.J. Nov. 14, 2011))).  

4
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In addition, AstraZeneca notes that many of Mylan’s § 112 contentions are directed at claim terms

also identified by Hanmi in its contentions.  As such, AstraZeneca notes that, at least superficially, these

claim terms align.  AstraZeneca, however, argues that it is entirely unclear how Mylan’s contentions add any

additional detail to or are different from Hanmi’s § 112 contentions.  As a result, AstraZeneca claims that

without any further explanation from Mylan, it can only meaningfully respond to Hanmi’s explanation for

the overlapping contentions.

In contrast, Mylan argues that its § 112 contentions are more than sufficient under the Local Patent

Rules.  In this regard, Mylan claims that “the purpose of a disclosure of contentions is to provide information

and notice of defenses and matters asserted by each party, not to be a substitute for an argument on the

merits of each party’s legal position relating to same.”  (Letter from Arnold B. Calmann to Hon. Tonianne

J. Bongiovanni of 9/12/2012 at 5 (citing 02 Micro Int’l Ltd. v. Monolithic Power Sys., Inc., 467 F.3d 1355,

1365-66 (Fed. Cir. 2006))).  Mylan argues that its § 112 contentions provide AstraZeneca with its theories

of defense and that nothing further is required at this juncture.  Mylan additionally claims that AstraZeneca

is improperly seeking to compel Mylan to disclose what essentially “amounts to expert testimony under the

guise of a dispute over the details of Mylan’s Contentions.”  (Id.)  As such, Mylan claims that AstraZeneca’s

application should be denied.

The Court has reviewed Mylan’s § 112 contentions.  The Court notes that all but two of the

contentions are directed at claim terms also identified by Hanmi in its § 112 contentions.  For example, both

Hanmi and Mylan contend that certain claims of the ‘504 patent are invalid because the following claim

4terms are not described or enabled:  “pure,” “N (R) " and “alkaline salt.”  Similarly, Hanmi and Mylan both+

contend that certain claims of the ‘192 patent are invalid because of lack of enablement for the claim term

“biochemical results.”  The Court, like AstraZeneca, is unclear of what, if anything, new or different Mylan

seeks to add with respect to these contentions.  Indeed, as written, these contentions do not meaningfully

supplement Hanmi’s existing contentions.  Nevertheless, given the fact that Mylan incorporated Hanmi’s

5
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contentions, the Court presumes that Mylan intended to add something new to Hanmi’s contentions because 

otherwise Mylan’s § 112 contentions concerning these claim terms would be superfluous.  To the extent

Mylan intends its contentions to assert something different from, including anything additional to, Hanmi’s

contentions, then Mylan must amend its contentions to identify and explain the differences.  

Beyond the apparently overlapping contentions identified above, Mylan also raises the following new

§ 112 contentions: (1) Claims 1, 2 and 12 (and their dependent claims) of the ‘192 patent: Lack of written

description and not enabled for the full scope of “alkaline salt” esomeprazole; (2) Claims 10 and 21 of the

‘192 patent: lack of written description and not enabled for the 5-80 mg dose range; and (3) Claims 3, 4, 6,

14, 15, 16 and 18 of the ‘192 patent: lack of written description . . . for the elements describing biochemical

results of esomeprazole administration.  (See Mylan’s Second Revised First Amended Noninfringement and

Invalidity Contentions at 23).  The Court finds that these contentions are deficient. 

 L.Pat.R. 3.3(d)  requires Mylan to provide the “grounds” of its invalidity contentions based on § 112. 

Here, all Mylan does is identify the claim terms in dispute and in conclusory fashion assert that certain patent

claims fail because the relevant claim terms are not described and/or enabled.  Simply put, this is not

enough.  To allow otherwise would contravene the Local Patent Rules “overarching goal of having . . .

parties establish their contentions early on . . . by having parties crystalize their theories early in the case.” 

AstraZeneca AB v. Hanmi USA, Inc., Civil Action No. 11-760 (JAP), 2011 WL 5526009, *4-5  (D.N.J. Nov.

14, 2011).  In order to comply with the Local Patent Rules, Mylan’s delineation of the grounds of its § 112

contentions must include the bases for why it believes the identified claim terms are not described and/or

enabled.  While Mylan need not provide the equivalent of expert testimony in its contentions, it does need

to identify the bases for its assertions that certain claim terms are not described and/or enabled.                 

b. Mylan’s Lack of Priority Contentions

AstraZeneca takes issue with Mylan’s lack of priority contentions for essentially the same reason that

it objected to Mylan’s § 112 contentions.  With respect to priority, AstraZeneca notes that “[f]or priority

6
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entitlement, the same inquiries apply as of the priority date; that is, the prior application to which priority

is claimed must contain a written description of the later-claimed invention and must enable the practice of

that invention.”  (Letter from John E. Flaherty to Hon. Tonianne J. Bongiovanni of 8/21/2012 at 3 (citing

Reiffin v. Microsoft Corp., 214 F.3d 1342, 1345-46 (Fed. Cir. 2000))).  

Mylan’s lack of priority contentions read:

Mylan notes that several of the claims in the patents-in-suit are not entitled
to the earliest possible priority date established by the parent patents or patent
applications listed on the face of the patent.  In addition to the specific
priority date arguments set forth in Hanmi’s First Amended Noninfringement
and Invalidity Contentions, Mylan asserts that, for example, no claim of the
‘872 patent is entitled to the 5/28/1993 priority date of parent patent
application SE9301830 because no claim of the ‘872 patent is supported by
the specification of the ‘830 patent application.  Similarly, no claim of the
‘192 patent is entitled to the 5/28/1993 priority date of parent patent
application SE9301830 because no claim of the ‘192 patent is supported by
the specification of the ‘830 patent application.  The same argument holds for
other patent applications to which the ‘504, ‘192, and ‘872 patents claim
priority.  Mylan awaits AstraZeneca’s proof of entitlement to an earlier
priority date for each Asserted Claim, as required under New Jersey’s Local
Patent Rules.

(Mylan’s Second Revised First Amended Noninfringement and Invalidity Contentions at 21-22).   

AstraZeneca claims that Mylan, relying on L.Pat.R. 3.1(f), incorrectly takes the position that

AstraZeneca must “establish” the priority date of any asserted claim.  AstraZeneca argues that this is

incorrect because L.Pat.R.3.1(f) only requires that a patent holder identify “the priority date to which each

asserted claim allegedly is entitled.”  Moreover, AstraZeneca argues that L.Pat.R. 3.1(f) “does not apply to

Hatch-Waxman cases, in which the defendant must first provide its invalidity contentions.”  (Letter from

John E. Flaherty to Hon. Tonianne J. Bongiovanni of 8/21/2012 at 3 (citing L.Pat.R. 3.6)).  AstraZeneca

claims that given the sparsity of Mylan’s lack of priority contentions it is “unsure whether and how they

differ from Hanmi’s,” though AstraZeneca does note that, at the least, Mylan’s “challenge regarding the ‘872

patent claims is completely knew.”  (Letter from John E. Flaherty to Hon. Tonianne J. Bongiovanni of

9/17/2012 at 2).   As a result, AstraZeneca argues that Mylan should be compelled to explain its priority

7
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challenges.  Further, even though AstraZeneca claims that it need not identify the priority date of the asserted

claims at this juncture, AstraZeneca notes that “the asserted claims are entitled to the priority date stated on

the face of the patents[.]” (Id.)    

Mylan, however, argues that AstraZeneca is seeking an Order requiring Mylan to “provide an

‘explanation’ of obviousness for every possible priority date that AstraZeneca may assert for each asserted

claim.”  (Letter from Arnold B. Calmann to Hon. Tonianne J. Bongiovanni, U.S.M.J. of 9/12/2012 at 5). 

Mylan claims that “[s]uch a requirement cannot be contemplated by the Local Patent Rules because

AstraZeneca has not yet set forth the priority date to which it may be entitled for each claim.”  (Id.) 

Consequently, Mylan claims that AstraZeneca is putting “the cart before the horse, bogging Mylan down

with drafting obviousness contentions for priority dates that AstraZeneca may never claim.”  (Id.) 

Consequently, Mylan argues that AstraZeneca’s application should be denied.

The Court finds that, as written, Mylan’s lack of priority contentions are insufficient.  In reaching

this conclusion, the Court first addresses L.Pat.R. 3.1(f).  Contrary to Mylan’s position, AstraZeneca is not

putting the cart before the horse.  L.Pat.R. 3.1(f) requires that the party asserting patent infringement’s 

Disclosure of Asserted Claims and Infringement Contentions contain “[f]or any patent that claims priority

to an earlier application, the priority date to which each asserted claim allegedly is entitled.”  Importantly,

however, in Hatch-Waxman cases, such as the case at bar, the party asserting patent infringement is not

responsible for serving its Disclosure of Asserted Claims and Infringement Contentions until after the party

opposing an assertion of patent infringement has served its Invalidity Contentions.  See L.Pat.R. 3.6 (c), (g). 

This sequence of events reflects the fact that in Hatch-Waxman cases, the ANDA applicants have, prior to

litigation, already assessed the patents at issue and have certified to the FDA their good faith belief that said

patents are “not valid, unenforceable, or will not be infringed.”  21 C.F.R. § 314.95(c)(6)(ii).  As a result, 

the fact that AstraZeneca has not provided the information required by L.Pat.R. 3.1(f) has no bearing on the

adequacy of Mylan’s invalidity contentions concerning lack of priority.

8
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Turning next to the substance of Mylan’s lack of priority contentions, as noted above, they are

insufficient.  In this regard, Mylan’s statement that “several of the claims in the patents-in-suit are not

entitled to the earliest possible priority date established by the parent patents or patent applications listed

on the face of the patent” is clearly deficient.  (Mylan’s Second Revised First Amended Noninfringement

and Invalidity Contentions at 21).   To the extent that Mylan intends to contend that certain claims of the

patents-in-suit are not entitled to a certain priority date, then Mylan must specifically identify those claims;

it cannot refer generally to “several of the claims in the patents-in-suit.”   Further, Mylan must provide some

explanation as to why the claims are not entitled to the priority date.  

Here, Mylan only asserts the following two specific lack of priority contentions: (1) “no claim of the

‘872 patent is entitled to the 5/28/1993 priority date of parent patent application SE 9301830 because no

claim of the ‘872 patent is supported by the specification of the ‘830 patent application”; and (2) “no claim

of the ‘192 patent is entitled to the 5/28/1993 priority date of parent patent application SE9301830 because

no claim of the ‘192 patent is supported by the specification of the ‘830 patent application.”  (Id. at 21-22).

Of these, it appears that Mylan’s lack of priority contention concerning the ‘872 patent is completely new. 

Whereas Hanmi also raises priority challenges with respect to the claims of the ‘192 patent.  

The Court finds that both conclusory contentions are deficient.  In order for AstraZeneca to

meaningfully respond to Mylan’s lack of priority contentions, Mylan must provide more information

concerning why the claims of the ‘872 and ‘192 patents are not supported by the specification of the ‘830

patent application.  In addition, to the extent Mylan’s priority challenges concerning the claims of the ‘192

patent differ from Hanmi’s, Mylan should detail the differences between same.  

Finally, Mylan’s sweeping statement that “[t]he same argument holds for other patent applications

to which the ‘504, ‘192, and ‘872 patents claim priority” is inadequate.  (Id. at 22).  To the extent Mylan

intends to raise priority challenges with respect to the claims of the ‘504, ‘192 and ‘872 patents based on

other patent applications to which they claim priority, then Mylan must specifically identify the other patent

9
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applications at issue and provide some explanation concerning why the relevant patent claims are not

supported by the specifications of the pertinent patent applications.              

2. Mylan’s Statutory Double Patenting Contention

AstraZeneca argues that Mylan’s statutory double patenting contention is deficient because Mylan

fails to provide any explanation of how each claim of the ‘192 patent is directed to the “same invention” as

a claim in the ‘504 patent.  As such, AstraZeneca argues it cannot provide a meaningful response to this

contention.  

The Court notes that Mylan does not respond to this argument in its letter of September 12, 2012. 

The Court further notes that, in total, Mylan’s statutory double patenting contention reads:

To the extent that the following references are found not to be anticipating,
then they also suffice as art showing the obviousness of the claimed
inventions, as discussed below in further detail.

***

3. US5714504 Lindberg et al. (statutory double patenting)

(Mylan’s Second Revised First Amended Noninfringement and Invalidity Contentions at 10).  Mylan

provides no further detail concerning its statutory double patenting contention.  Mylan has neither identified

the claims of the ‘192 patent it contends are invalid for statutory double patenting, nor has it identified which

claims of the ‘504 patent render the implicated claims of the ‘192 patent invalid.  The Court finds that as

currently written, Mylan’s statutory double patenting contention is insufficient.  To the extent Mylan intends

to pursue this contention, Mylan is directed to amend its contentions to identify which claims of the ‘192

patent are invalid for statutory double patenting as well as which claims of the ‘504 patent claim the same

invention as the allegedly invalid claims of the ‘192 patent. 

3. Mylan’s Obviousness Contentions

AstraZeneca objects to Mylan’s obviousness contentions to the extent Mylan attempts to support

same by referring generally either to the “common general knowledge available to one of skill in the art, as

10
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exemplified by the numerous items of prior art noted above” or to the teachings set forth in Exhibits D, E 

and F.  AstraZeneca notes that in challenging the claims of the ‘504, ‘192 and ‘872 patents, Mylan spends

significant time discussing various specific articles and describing how these articles, together, support its

obviousness contentions.  For example, with respect to the claims of the ‘504 patent, Mylan discusses the

obviousness of same in light of U.S. Patent No. 4,738,974 to Brandstrom, DE4035455 to Kohl, and U.S

Patent No. 4,359,465 to Ruwart.  (Mylan’s Second Revised First Amended Noninfringement and Invalidity

Contentions at 15-16).  Mylan does the same for the claims of the ‘192 and ‘872 patents.  (See Id. at 17-18;

19- 20).  AstraZeneca does not take issue with this aspect of Mylan’s obviousness contentions.  

However, in addition to this detailed discussion, Mylan also makes several references to and attempts

to rely upon “the common general knowledge available to one of skill in the art, as exemplified by the

numerous items of prior art noted above” in support of its obviousness contentions.   (Id. at 16, 18 and 20). 2

Mylan does not identify which items of prior art it is referring to, though AstraZeneca rightfully assumes

that Mylan is referencing the 61 items of art listed in Section II.B. “Invalidating Nature of the Identified Prior

Art, Printed Prior Art Rendering the Claims Obvious Under 35 U.S.C. § 103” of Mylan’s Second Revised

First Amended Noninfringement and Invalidity Contentions.  (Id. at 10-14).  AstraZeneca objects to Mylan’s

attempt to use these items of art in support of its obviousness contentions without delineating the content

within each reference that Mylan is relying upon as well as each specific combination of references that

support Mylan’s obviousness contentions. 

In addition, AstraZeneca objects to Mylan’s attempt to use its anticipation theories, which are set

forth in Exhibits D, E and F to Mylan’s Second Revised First Amended Noninfringment and Invalidity

Contentions, to support its obviousness contentions.  In this regard, AstraZeneca notes that, without any

Not all of Mylan’s references are worded in this exact fashion, but all involve substantially2

similar wording.  For example, Mylan also refers to “the general common knowledge available to
one of skill in the art, as identified by the prior art references listed above.”  (See e.g., Id. at 16, 18
and 20).  

11
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further explanation, Mylan baldly asserts that “[i]n addition, the teachings set forth in Exhibit[s] D [E and

F], to the extent not found to anticipate the claims of the ‘504 [‘192 and ‘872] patent[s] [respectively,] would

nevertheless render those claims obvious in light of the common general knowledge of the art identified

above[.]” (Id. at 15, 17 and 19).  AstraZeneca argues that Mylan’s general reference to the teachings of

Exhibits D, E and F is insufficient and claims that Mylan should be required to outline the specific content

of each reference it is relying upon as well as the different, specific combinations of references that underlie

its contentions.

Mylan, however, argues that its obviousness contentions are more than sufficient under the Local

Patent Rules and controlling Supreme Court precedent.  In this regard, Mylan claims that AstraZeneca is

seeking a level of detail not contemplated by the Local Patent Rules or required by any other controlling law. 

In reaching this conclusion, Mylan relies on L.Pat.R. 3.3(b), which only requires that the party alleging

obviousness provide “an explanation of why the prior art renders the asserted claim obvious, including an

identification of any combinations of prior art showing obviousness.”  Mylan claims that AstraZeneca

overreaches the very language of the rule, seeking instead to compel Mylan to provide the following

detailed, unrequired, information:  “1) specific references relied upon; 2) specific content that is being relied

upon within each reference; 3) the apparent reason that the content would be combined to yield the claimed

invention; and 4) the basis for a reasonable expectation of success.”  (Letter from Arnold B. Calmann to the

Hon. Tonianne J. Bongiovanni of 9/12/2012 at 4).  

In addition, Mylan relies on KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 418, 127 S.Ct. 1727, 167

L.Ed.2d 705 (2007), to establish that its obviousness contentions are sufficient.  Specifically, Mylan argues

that “the KSR decision held that ‘the [obviousness] analysis need not seek out precise teachings directed

to the specific subject matter of the challenged claim, for a court can take account of the inferences and

creative steps that a person of ordinary skill in the art would employ.”  (Letter from Arnold B. Calmann to

the Hon. Tonianne J. Bongiovanni of 9/12/2012 at 4 (quoting KSR, 550 U.S. at 418) (Emphasis added by

12
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Mylan)).  Mylan claims that it has set forth several combinations of prior art showing obviousness in its

Second Revised First Amended Noninfringement and Invalidity Contentions and that it has also “provide[d]

references that contain the ‘common knowledge’ of one of skill in the art’” or, in other words, the very

knowledge that would support “‘the inferences and creative steps that a person of ordinary skill in the art

would employ’ in making the combinations.”  (Id.)  As such, Mylan claims that its obviousness contentions

are sufficient.

In this District, Local Patent Rule 3.3(b) addresses the scope of invalidity contentions based on

obviousness.  As Mylan acknowledges, L.Pat.R. 3.3(b) requires that a party alleging obviousness provide

“an explanation of why the prior art renders the asserted claim obvious, including an identification of any

combinations of prior art showing obviousness[.]” While the Court agrees with Mylan that it may rely on

“common knowledge and common sense” in establishing obviousness, the Court also finds that as written,

Mylan’s obviousness contentions are deficient.  DyStar Textilfarben GmbH & Co. Deutschland KG v. C.H.

Patrick Co., 464 F.3d 1356, 1367 (C.A. Fed. 2006).  In order to comply with L.Pat.R. 3.3(b), to the extent

Mylan intends to rely on the prior art listed in Section II.B. of its Second Revised First Amended

Noninfringement and Invalidity Contentions and/or Exhibits D, E and F thereto, then, for each of the patents

at issue, Mylan needs to separately identify which of the prior art references contained in Section II.B. and/or

Exhibits D, E and F bear on the obviousness of same.  Moreover, in addition to identifying the relevant prior

art references for each patent, Mylan must also provide “an explanation of why the prior art renders the

asserted claim obvious[.]” L.Pat.R. 3.3(b).  This explanation need not be as detailed as AstraZeneca seeks,

but should be similar in scope to that already provided with respect to Brandstrom, Kohl and Ruwart.  (See

Mylan’s Second Revised First Amended Noninfringement and Invalidity Contentions at 15-16, 17-18; and

19-20).  Further, to the extent Mylan contends that certain combinations of the identified prior art render the

patents at issue obvious, then, for each patent, Mylan’s explanation of obviousness must include an

“identification of [the] combinations of prior art showing obviousness.” L.Pat.R. 3.3(b).  

13

Case 3:12-cv-01378-JAP-TJB   Document 66   Filed 01/31/13   Page 13 of 16 PageID: 705



In requiring Mylan to amend its contentions to include this information, the Court is demanding no

more than what the Local Patent Rules require.  Further, the Court’s decision does not run afoul of the

holding in KSR, which addressed issues distinguishable from those raised here.  The Court notes that the

Supreme Court in KSR was not faced with the question of whether a party’s obviousness contentions were

sufficiently specific.  Instead, the Supreme Court in KSR addressed whether the Federal Circuit, in applying

the “teaching, suggestion, or motivation test” (the “TSM” test) to determine whether a patent claim is

obvious, appropriately reversed the District Court’s decision to grant summary judgment to KSR based on

the fact that claim 4 of the patent-at-issue was obvious and therefore invalid.  KSR, 550 U.S. at 412-415. 

The Supreme Court in KSR determined that the Federal Circuit had applied the TSM test too rigidly.  Id. at

415.  In reaching this conclusion, the Supreme Court took note of the fact that the Federal Circuit determined

that under the TSM test, relying on the “nature of the problem to be solved” was not sufficient “because

unless the ‘prior art references address[ed] the precise problem that the patentee was trying to solve,’ the

problem would not motivate an inventor to look at those references.”  Id. at 414 (quoting Teleflex, Inc. v.

KSR Intern. Co., 119 Fed.Appx. 282, 288 (C.A. Fed. 2005)).  The Supreme Court disagreed finding that

“[a]s our precedents make clear, however, the analysis need not seek out precise teachings directed to the

specific subject matter of the challenged claim, for a court can take account of the inferences and creative

steps that a person of ordinary skill in the art would employ.”  Id. at 418.  

Mylan relies on this finding to support its position that its current contentions are sufficiently specific

as written and do not need to be further amended.  Nothing, however, in the KSR decision stands for the

proposition that a party challenging a patent claim based on obviousness need not specifically identify the

prior art it is relying on in support of same.  If anything, the opposite is true, as the Supreme Court

acknowledged that in determining obviousness, “[o]ften, it will be necessary for a court to look to

interrelated teachings of multiple patents; the effects of demands known to the design community or present

in the marketplace; and the background knowledge possessed by a person having ordinary skill in the art,
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all in order to determine whether there was an apparent reason to combine the known elements in the fashion

claimed by the patent at issue.  To facilitate review, this analysis should be made explicit.”  Id. at 418

(emphasis added).  

To be sure, the Supreme Court determined that “the analysis need not seek out precise teachings

directed to the specific subject matter of the challenged claim[.]” Id. (emphasis added).  However there

is no reason to assume that by this the Supreme Court meant that a party challenging a patent claim need not

identify with specificity the prior art teachings it is relying on to establish obviousness.  Id.   Instead, in light

of the thrust of the KSR decision, which focused on the Federal Circuit’s application of the TSM test, a much

more reasonable interpretation is that the Supreme Court wanted to make clear that a party challenging a

patent could rely on prior art references not addressed to the precise problem the patentee was trying to solve

to prove obviousness.  In other words, a party challenging a patent “can take account of the inferences and

creative steps that a person of ordinary skill in the art would employ” and there is no reason to “assum[e]

that a person of ordinary skill attempting to solve a problem will be led only to those elements of prior art

designed to solve the same problem.”  Id. at 418, 420. 

The fact that teachings not directed to the specific subject matter of the challenged claim may be used

to prove obviousness does not mean that a party intending on relying same need not identify those teachings

and provide an explanation of why said teachings render the asserted claims obvious as part of its

obviousness contentions.  Nor does it stand for the proposition that a party need not identify the

combinations of prior art which it claims shows obviousness.  As a result, Mylan is directed to supplement

its  obviousness contentions as described above.
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4. Conclusion

For the reasons stated above, AstraZeneca’s application seeking an Order requiring Mylan  to further

amend its Second Revised First Amended Noninfringement and Invalidity Contentions is GRANTED. 

Mylan is directed to serve its amended contentions no later than February 8, 2013.                                   

   
IT IS SO ORDERED.

     s/ Tonianne J. Bongiovanni         
TONIANNE J. BONGIOVANNI 
United States Magistrate Judge
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