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New District of New Jersey Local Patent Rules 
Require Early Action in Pharmaceutical Patent Cases   
BY JOSEPH M. O’MALLEY, BRUCE M. WEXLER AND ANTHONY MICHAEL 

The District Court of New Jersey approved Local 
Civil Rule 9.3 on December 23, 2008, which will 
take effect on January 1, 2009. L. Civ. R. 9.3 
establishes twenty-two local patent rules that 
implement a standard protocol for patent 
litigation cases in the District of New Jersey. The 
local patent rules were based on the local rules 
of the Northern District of California but were 
modified to adapt to the practices and 
procedures of the District of New Jersey, such as 
the role of Magistrate Judges in the District of 
New Jersey and the use of a discovery 
confidentiality order.  

New Jersey’s new local patent rules will 
implement a case schedule whereby the parties 
are required to assert their claims and defenses 
early in the litigation and produce the bulk of 
their documents shortly after the initial 
scheduling conference. The new patent rules also 
implement specific procedures in Hatch-Waxman 
Act cases. Pharmaceutical patent litigants 
considering the District of New Jersey as a venue 
should therefore be aware of the scope and 
timing of these new local patent rules. 

Branded pharmaceutical companies considering 
filing their Hatch-Waxman Act lawsuits in the 
District should undertake a thorough pre-suit 
investigation before receiving a Paragraph IV 
Certification in order to be better prepared for 
the early obligations 1) to produce documents 
relating, among other things, to conception, 

reduction and first use of the invention and 2) to 
identify certain contentions that are mandated 
by the new rules. Note that in Hatch-Waxman 
Act cases involving an active ingredient patent, 
the rules appear to be somewhat favorable to 
the patentee, since they create a burden on 
defendant to identify its invalidity contentions 
early, without creating a similar burden on the 
patentee to respond to those contentions. We 
provide below a summary of key provisions of 
the rules. Of course, the full set of rules and 
their specific language should be consulted in 
any actual litigation. 

Scope of Rules and Power of Court to 
Modify Them 

The local patent rules will apply to all civil 
actions filed in or transferred to the District of 
New Jersey that allege patent infringement after 
January 1, 2009. (L. Pat. R. 1.2 and 1.4). The 
Court is allowed to modify the obligations or 
deadlines that are set by these patent rules in a 
particular case based on the simplicity or 
complexity of that case. (L. Pat. R. 1.3). At the 
initial scheduling conference, parties are 
expected to discuss any proposed modifications 
of the obligations or deadlines set forth in the 
new rules. The parties also will discuss the other 
provisions of the rules, including the scope and 
timing of any claim construction discovery, the 
format of the Claim Construction Hearing, how 
parties intend to educate the Court on the 
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patents at issue, and the need for any discovery 
confidentiality order. (L. Pat. R. 2.1). 

Patentee’s Disclosure of Asserted 
Claims, Infringement Contentions and 
Initial Document Production 

Under the local patent rules, in a non Hatch-
Waxman case, the Patentee is the party that is 
obligated to first serve its contentions and 
document production. Within 14 days after the 
Initial Scheduling Conference, the patentee is 
required to serve a “Disclosure of Asserted 
Claims and Infringement Contentions” to each 
opposing party. (L. Pat. R. 3.1). The “Disclosure 
of Asserted Claims and Infringement 
Contentions” must include among other things: 
(a) each claim of each patent in suit that is 
infringed, as well as the applicable statutory 
subsections of 35 U.S.C. § 271 asserted; (b) 
identification of each accused product; (c) a 
claim chart identifying where each limitation of 
each claim is found in the accused product; (d) 
the priority date, if any, to which each asserted 
claim is entitled; (e) the identity of any product 
relied upon by the patentee as an embodiment 
of any claim; and (f) if the party claiming patent 
infringement alleges willful infringement, the 
basis for such allegation. (Id.) 

With the “Disclosure of Asserted Claims and 
Infringement Contentions,” the party must also 
produce documents. (L. Pat. R. 3.2). The 
patentee must produce documents including: (1) 
documents sufficient to show discussions with a 
third party regarding the invention, or any offer 
to sell, or any public use of the claimed invention 
prior to the date of the patent application; (2) 
documents showing the conception, reduction to 
practice, design, and development of each claim 
before the date of the application for the patent 
in suit; (3) a copy of the file history for each 
patent in suit to the extent possessed by the 
patentee; (4) documents showing that the party 
asserting patent infringement is the actual owner 
of the patent; (5) documents showing the 
operation of any product the patentee relies on 
as an embodiment of the claims. (Id.) 

Accused Infringer’s Invalidity Contentions and 
Initial Document Production 

In a non-Hatch-Waxman Act case, within 45 
days after service of the “Disclosure of Asserted 
Claims and Infringement Contentions,” each 
party opposing a claim of patent infringement 
must serve “Invalidity Contentions.” (L. Pat. R. 
3.3). The “Invalidity Contentions” must include 
the identity of each item of prior art that 
allegedly anticipates each asserted claim or 
renders it obvious, an explanation of how the 
prior art anticipates or renders obvious the 
invention including a chart identifying where 
specifically in each alleged item of prior art each 
limitation of each asserted claim is found. The 
contentions must also include disclosure of any 
grounds of invalidity of the asserted claims 
based on 35 U.S.C. §§ 101 or 112. (Id.) 

With the Invalidity Contentions, the accused 
infringer must also produce documents, 
including: (1) documents sufficient to show the 
operation of the accused product; and (2) a copy 
or sample of the prior art identified if it does not 
appear in the file history of the patent(s) at 
issue, including, where necessary, an English 
translation of the relevant portion. (L. Pat. R. 
3.4).  

Hatch-Waxman Cases 

The new local patent rules have special 
provisions for Hatch-Waxman Act cases 
regarding disclosures of infringement and 
invalidity contentions. (L. Pat. R. 3.6). In a 
Hatch-Waxman Act case, the defendant has to 
produce a copy of the entire ANDA at or before 
the initial scheduling conference. (L. Pat. R. 
3.6(a).) Within 14 days, the Defendant then has 
the burden of disclosing its “Invalidity 
Contentions” and the documents accompanying 
those contentions. (Id., 3.6(b).) These Invalidity 
Contentions and the accompanying document 
production are the same in scope as those 
discussed above for a non-Hatch-Waxman Act 
case. (Id.) 
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Also within 14 days of the Initial Scheduling 
Conference, the Defendant has to provide “Non-
Infringement Contentions.” (Id., 3.6(d).) The 
disclosure must include a claim chart identifying 
each claim at issue in the case, each limitation of 
each claim at issue, and which claim limitations 
are literally absent from the ANDA. (Id.) At the 
same time, Defendants also must produce any 
documents that they intend to rely on in defense 
against any infringement contentions by 
Plaintiffs. (Id., 3.6(e).) 

Within 45 days of receipt of Defendant’s “Non-
Infringement Contentions,” if any, Plaintiffs are 
required to serve a “Disclosure of Asserted 
Claims and Infringement Contentions” for all 
patents that are referenced in the Defendants’ 
Paragraph IV Certification and produce 
documents with those contentions. The scope of 
the disclosure and document production is the 
same as that in a non-Hatch-Waxman Act case. 
(Id., 3.6(f).) The local patent rules do not appear 
to require production of documents 
demonstrating infringement of the accused 
product. (See Id. 3.6(g), 3.2.) And, if the 
Defendant does not serve Non-Infringement 
Contentions, there appears to be no burden 
under the local patent rules for the patentee to 
serve Infringement Contentions. Of course, the 
Defendant can still serve discovery requests 
upon the Plaintiff requiring disclosures later in 
the case. 

Amendments to Contentions 

The new rules require that a party must show 
good cause for amendment of the Invalidity or 
Infringement Contentions, which means that 
these contentions should receive careful 
attention before submission. (L. Pat. R. 3.7) The 
rules give examples supporting good cause, 
absent undue prejudice: (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; (d) disclosure of an asserted claim and 
infringement by a Hatch-Waxman plaintiff that 
was not reasonably anticipated. (Id.). 

Also note that there is no obligation on the 
Hatch-Waxman Act Plaintiff to reply to the 
Defendant’s invalidity contentions. This creates a 
potential strategic advantage for branded 
pharmaceutical company in cases like those 
typically involving active ingredient patents, 
where infringement is not at issue. Defendant 
will have to make a detailed disclosure of its 
invalidity contentions early in the case without a 
corresponding burden under the local rules for 
the patentee to respond. Thereafter, the 
defendant can only amend those contentions on 
a showing of good cause. If the defendant wants 
to amend those contentions, it must meet the 
good cause burden. (L. Pat. R. 3.7). Defendants 
will therefore have to take care not to simply 
repeat contentions from their notice letter, which 
is what often occurs in these cases. And even if 
the defendant meets the burden for amendment, 
the process of formally amending its contentions 
may create a record of shifting theories by the 
Defendant. Such shifting of theories by a 
Defendant could be additional support for an 
assertion of exceptional case by a prevailing 
branded pharmaceutical company. See Takeda 
Chemical Indus., Ltd. v. Mylan Laboratories, 
Inc., 2008 WL 5120584 (Fed. Cir. Dec. 8, 2008). 

Claim Construction 

The new patent local rules also provide for early 
disclosure of claim construction positions 
following the compelled disclosures concerning 
infringement and/or invalidity discussed above. 
(L. Pat. R. 4.1). The claim construction rules 
appear to apply to all patent infringement 
actions, including Hatch-Waxman cases.  

The new rules require the parties to exchange 
lists of claim terms for construction by the Court 
no later than 14 days after service of “Invalidity 
Contentions” or 45 days after service of the 
“Disclosure of Asserted Claims and Infringement 
Contentions” in actions where validity is not an 
issue. (Id.) The parties are also required to 
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further meet and confer to narrow the number of 
claim terms in dispute. (Id.) (The timing of this 
provision may need modification in certain 
Hatch-Waxman Act cases, since, by its terms, it 
may awkwardly result in an exchange of lists of 
claim terms for construction before the patentee 
has disclosed Asserted Claims and Infringement 
Contentions pursuant to L. Pat. R. 3.6(f).) 

Within 21 days after the exchange of the list of 
claim terms, the parties are required to 
exchange proposed claim constructions for each 
term identified by any party, along with any 
support for such construction from the 
specification of prosecution history, as well as 
any extrinsic evidence, including expert 
testimony. (L. Pat. R. 4.2.) The rules compel the 
parties to meet and confer again after this latter 
exchange to again try to narrow the issues to be 
resolved by the Court. (Id.)  

The parties are then required to prepare a Joint 
Claim Construction and Prehearing Statement, 
which summarizes those issues that remain in 
dispute and those issues that are no longer in 
dispute within 30 days after the exchange of 
their preliminary claim constructions. (L. Pat. R. 
4.3). Within 30 days after the Joint Claim 
Construction and Prehearing Statement is filed, 
the parties must complete all discovery relating 
to claim construction, including any depositions 
of fact witnesses. (L. Pat. R. 4.4). The parties 
are then required, within 45 days of the Joint 
Claim Construction and Prehearing Statement, to 
simultaneously serve and file respective opening 
claim construction briefs (“Markman briefs”). The 
parties then conduct expert discovery relating to 
claim construction for 30 days, and, within 60 
days of the opening brief, simultaneously file 
their respective responding Markman briefs. (L. 
Pat. R. 4.5). Opposing counsel are then required 
to confer and propose to the Court a schedule 

for a Claim Construction Hearing within two 
weeks following the submission of the 
responding Markman briefs. (L. Pat. R. 4.6). 

Advice of Counsel  

The new local rules require a party to decide 
whether or not it will rely upon advice of counsel 
within 30 days after the Court’s claim 
construction order. (L. Pat. R. 3.8). If a party 
decides to rely upon advice of counsel, it is 
required to: (a) produce or make available any 
written advice for which privilege has been 
waived; (b) provide a written summary of any 
oral advice and any documents related thereto 
for which privilege has been waived; (c) serve a 
privilege log for all other documents, except 
those authored by trial counsel, relating to the 
subject matter of the advice, for which the party 
is withholding on the grounds of privilege. (Id.) 
A party’s noncompliance with this rule may 
preclude that party from relying upon advice of 
counsel for any purpose. (Id.)  

Protective Orders 

The local patent rules now state that discovery 
can no longer be withheld on the basis of 
confidentiality. Instead, confidential information 
must be immediately produced on an outside 
counsel’s “Attorney’s Eyes Only” basis until a 
discovery confidentiality order is in place. (L. 
Pat. R. 2.2). Litigants are also required to 
present the Court with a consent discovery 
confidentiality order within 30 days of the initial 
Scheduling Conference. In the absence of 
consent, each party shall apply for a 
confidentiality order, and the Court may enter 
any of the proposed orders, or the Court may 
enter the District’s approved Discovery 
Confidentiality Order, which is set forth as an 
appendix to the local civil rules. 
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If you have any questions concerning these developing issues, please do not hesitate to contact any of the 
following Paul Hastings New York lawyers: 

Joseph M. O’Malley 
212-318-6090 
josephomalley@paulhastings.com 
 
Bruce M. Wexler 
212-318-6020 
brucewexler@paulhastings.com 
 
Anthony Michael 
212-318-6408 
anthonymichael@paulhastings.com 

18 Offices Worldwide Paul, Hastings, Janofsky & Walker LLP www.paulhastings.com 
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