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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

NOVARTISAG, et al., g
Plaintiffs, g
V. g Civil Action No. 10-cv-1138 (ESH)
HON. DAVID J. KAPPOS, 3 (Consolidated)
Defendant. §

MEMORANDUM OPINION

Plaintiffs Novartis AG andNovartis Vaccines and Diagnostics, Inc. (“Novartis”) have
sued David J. Kappos, the Under Secretal@ahmerce for Intellectual Property and the
Director of the U.S. Patenhd Trademark Office (“PTQ”). Plaintiffs bring this suit under 35
U.S.C. § 154, and the AdministrativeoRedure Act (“APA”), 5 U.S.C. 88 7(t seq, claiming
that defendant improperly determined the amoumpiadént term adjustment to which they are
entitled. Before the Court are plaintiffs’ Mon for Summary Judgment and defendant’s Cross
Motion for Summary Judgmengor the reasons set forth below, plaintiffs’ motion will be
granted in part and denied in part, and defendant’'s motion will be granted in part and denied in
part.

BACKGROUND
LEGAL FRAMEWORK
Prior to 1994, U.S. patents were granted ftaren of seventeen years from the date the

patent issued. In 1994, Congress atfjd the term of a U.S. patdottwenty years from the date
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the application was filed to bring the U.S. in line with other countrigenpaerms. However,
because the examination of a patent applicatimndbikes more than three years from filing to
the issuance of a patent, this meant that matenpees received effecé\patent terms of less
than the historical seventeen-year period. Thus, in 1999, Congress amended the Patent Act by
creating patent term adjustments (“PTA”) tdexd patent terms in response to unreasonable
delays in the examination afpatent applicationSee35 U.S.C. § 154(b).

The Patent Act created sevetgies of PTA, two of which arat issue here. First, a
patentee can accrue PTA if the PTO fails to tedmain specified aains within fixed windows
of time. See35 U.S.C. § 154(b)(1)(A). For examplethie PTO does not issue an office action
responding to a patent application within 14 nherdfter the applicain was filed, the patentee
will be awarded one day of PTA for every day until the first office action is isddedlhis
type of PTA is known as “A Delay.” The PTitifies the patentee ¢iie amount of A Delay
that has been awarded when it issues the Notiédlowance. Because the Notice of Allowance
is sent well before a patent is actually grdntbe determination of A Delay is known as a Pre-
Issuance Determination.

A second type of PTA accrues if the PTO failsssue a patent witlhthree years of the
filing of the application.See35 U.S.C. § 154(b)(1)(B). This type of PTA is known as “B
Delay.” Specifically, 8154(b)(1)(B) provides that:

if the issue of an original patent is dgdd due to the failure of the [PTO] to issue

a patent within 3 years after the actual filing date of the application in the United

States, not including-

(1) any time consumed by continuestamination of the application
requested by the appéint under section 132(b);

(i) any time consumed by a proceeding under section 135(a), any time
consumed by the imposition of an order under section 181, or any



time consumed by appellate review by the Board of Patent Appeals
and Interferences dny a Federal court; or
(i)  any delay in the processing of the application by the United States
Patent and Trademark Office regted by the applicant except as
permitted by paragraph (3)(C),
the term of the patent shall be extendethy for each day after the end of that 3-
year period until the patent is issued.

The PTO has promulgated two final ruletenpreting the proper calculation of B
Delay under 8§ 154(b)(1)(B). First, 37 C.F.RL.802(b) states that the patent term shall
be adjusted if the issuance of the patent was delayed due to the failure of the PTO to issue
a patent within three years after the filingeddbut not including: (1) any time consumed
by continued examination of the apptioa under 35 U.S.C. § 1.703(b).” Second, 37
C.F.R. 8 1.703(b) states thae period of adjustment under 8§ 1.702(b) is to be the
number of days beyond three years fromfiliveg date, but not including the number of
days between the filing ofr@aquest for continued examination (“RCE”) and the date the
patent is issued. In other words].§03(b) provides tha(1) patentees cannatcrue B
Delay for time consumed by an RCE, redesd of when it was filed, and (2) “time
consumed by” an RCE includes all of the time from the filing of the RCE to the issuance
of the patent. Because B Delay accrues timéilactual date of issuance, the PTO does
not determine the proper amount oDBlay until the patet is granted.

After determining the proper amount of A and B Delay, the PTO must determine
the extent of any overlap between the tyaes of delay. The method of determining
A/B Delay Overlap was changed in respoits the Federal @iuit’'s decision inVyeth v.

Kappos 591 F.3d 1364 (Fed. Cir. 2010). PrioMtyeth the PTO interpreted the period



of B Delay to include the entire time betweée filing of an apljication and the issuance
of a patent more than three years later. THaspatent took longer than three years to
issue, any A Delay that occurred during ffendency of the application by definition
overlapped with the period of B Delay, and was$ awarded to the patentee as PTA. As
the Federal Circuit explained, “[u]sing thisunework, the PTO useld] either the greater
of the A delay or B delay to determine tiqgpropriate adjustment, but never combine[d]
the two.” Wyeth 591 F.3d at 1368. Wyeth the Federal Circuit held that the PTO’s
interpretation of the overlgprovision was erroneous; Belay and B Delay should be
aggregated so long as that aggregation @vaol require counting the same calendar day
twice. See idat 1369-70.

After the Federal Circuit’'s decision Wyeth the PTO announced that it would not seek
further review of that decision and would iraplent the court’s interpretation of A/B Delay
Overlap when determining the appropriate amtaf PTA for issuegbatents beginning on
March 2, 2010. (AR166-67.) The PTO alsmaunced that it would permit recalculation of
PTA for patents issued prior to March 2, 2010losw as the requestrfoeconsideration was
filed within 180 days of the graof the patent. (AR170.) Tis, only patents that had been
granted within the 180 days pritar that announcement were eligilbbe a recalculation of their
PTA using the new postyethinterpretation.

Because the overlap determination dependdi®@amount of B Delay, it is also done at
the time the patent is granted. The final deteatnom of PTA, which faairs in just A Delay but
also B Delay and any overlap between A Bnidelay, is therefore known as an Issuance

Determination.



1. PROCEDURAL HISTORY

On July 6, 2010, Novartis filed suit, allegitigat the PTO had improperly calculated the
amount of PTA to which eleven of its patents wemétled. (Complaint [ECF No. 1].) Novartis
argued first that the PTO acted impedy in refusing to apply the postyethinterpretation of
A/B Delay Overlap to patents graal prior to September 2, 2009 (“téyethClaim”). Second,
Novartis challenged the PTO’s interpretation & #éffect of an RCE on the determination of B
Delay (“the RCE Claim”). On February 16, 2012is Court ordered that this case be
consolidated with three other matterStevartis v. Dol] No. 09-cv-1203Novartis v. Kappas
No. 11-cv-0659, antllovartis v. KappasNo. 11-cv-0821—all of which raise the same legal
issues. Given the consolidation of the fouresashe PTA determinations for twenty-three of
Novartis’ patents areow at issue.

Plaintiffs filed a Motion for Summaryudigment on May 16, 2012. ([Dkt. No. 35] (“Pls.’
Mot.”).) Defendant then filed a Cross ktan for Summary Judgnmé and Opposition to
plaintiffs’ motion on June 18, 2012. ([Dkt. No. 38] (“Def.’s Mot.”).) On July 18, 2012,
plaintiffs filed an Opposition to defendant’sdSs Motion and a Reply to defendant’s Opposition
to its Motion. ([Dkt. No. 40] (“Pls.” Reply):) And finally, on Augus20, 2012, defendant filed
a Reply to plaintiff's Opposition. [gkt. No. 42] (“Def.’s Reply”).)

ANALYSIS

LEGAL STANDARDS

A. Judicial Review of Patent Term Adjustments

The APA provides judicial review of an aggmnaction to a party who has suffered a legal

wrong because of that action. 5 U.S.C. § 702e ARA gives the court authority to “decide all



relevant questions of law, interpret constitutional and statutory provisions, and determine the
meaning or applicability of thern@s of an agency action.” 58.C. § 706. It further provides
that the reviewing court shall s&gide an agency action thatashd to be “arbitrary, capricious,
an abuse of discretion, or otherwise not iocadance with law,” or “in excess of statutory
jurisdiction, authory, or limitations.” Id.

The arbitrary and capricious standard “praes the validity of agency action, requiring
[the court] to determine whether the agency lmsiclered the relevantdimrs and ‘articulate[d]
a rational connection between thettafound and the choice madeAT&T Corp. v. FCC220
F.3d 607, 616 (D.C. Cir. 2000) (quotiiMptor Vehicle Mfrs. Ass’n dhe U.S., Inc. v. State
Farm Mut. Auto. Ins. Cp463 U.S. 29, 43 (1983)). The court “may reverse only if the agency's
decision is not supported by substantial evideac#)e agency has mea a clear error in
judgment.” Kisser v. Cisnergsl4 F.3d 615, 619 (D.C. Cir. 1994).

B. Motion for Summary Judgment

Normally, a motion for sumary judgment under Rule 56 shall be granted if the
pleadings, the discovery and disslioe materials on file, and anffidavits show that there is no
genuine issue as to any matefait and that the moving partyestitled to judgment as a matter
of law. Fed. R. Civ. P. 56(a), (gee alsdAnderson v. Liberty Lobby, In&77 U.S. 242, 247
(1986). “In a case involving review of a final aggnaction under the [APA], however, the
standard set forth in Rule 56@pes not apply because of the lirdit®le of a court in reviewing
the administrative record.Sierra Club v. Mainella459 F. Supp. 2d 76, 89 (D.D.C. 2006)

(citation omitted).



“Under the APA, it is the rolef the agency to resolve faet issues to arrive at a
decision that is supported by the administrative record, whereas ‘the function of the district court
is to determine whether or not as a mattdawfthe evidence in the administrative record
permitted the agency to make the decision it didd”’at 90 (quotingOccidental Eng’g Co. v.
INS, 753 F.2d 766, 769-70 (9th Cir. 1985)). Thus, “wla@ agency action is challenged” solely
with “arguments about the legal conclusion talbewvn about the agenegtion,” then the case
on review presents only a question of law aad be resolved on the administrative record
pursuant to a motion for summary judgmehltarshall Cnty. Health Care Auth. v. Shala&88
F.2d 1221, 1226 (D.C. Cir. 1993). Imathinstance, a “district cotjij reviewing agency action
under the APA's arbitrary and capricious standard do[es] not resolve factual issues, but
operate[s] instead as [an] appellatertfo] resolving legal questions.James Madison Ltd. by

Hecht v. Ludwig82 F.3d 1085, 1096 (D.C. Cir. 1996).

In this case, the only issue for reviewaitegal question @e whether the PTO’s
determination of PTA for each dfovartis’ patents was a valid and appropriate exercise of

agency discretion.

C. Standard of Review

In answering this question, it is necessary to determine what level of deference the PTO’s
determination is entitled to. Und€hevron, U.S.A., Inc. v. Natural Resources Defense Council,
Inc., 467 U.S. 837 (1984), “where Congress has awbdran agency to promulgate substantive
rules under a statute it is charged with adstering,” the court “rast uphold the agency’s
interpretation of an ambiguity or omission imtlstatute if the interpretation is a reasonable

one.” Merck & Co., Inc. v. KessleBO F.3d 1543, 1549 (Fed. Cir. 1996) (citidgevron 467



U.S. at 842-45). However, the Federal Circug peeviously determined that the PTO does not
have the authority to issue substantive rulely, procedural regulationsgarding the conduct of
proceedings before the agen&ee Merck80 F.3d at 1549-50. Indeed, 35 U.S.C.
8 154(b)(3)(A) limits the PTQO’s authority to pretng “regulations estaishing procedures for
the application for and determination of patemim adjustments.” 35 U.S.C. 8§ 154(b)(3)(A).
Thus, the PTO'’s determination is not entitlecCteevrondeference.See Merck80 F.3d at 1549-
50; Wyeth v. Duda$80 F. Supp. 2d 138, 141 (D.D.C. 2008).

Instead, the PTO is only &thed to deference und&kidmore v. Swift & Cp323 U.S.
134 (1944), which depends upon “the thoroughness eviidlés consideratin, the validity of its
reasoning, its consistency with karand later pronouncements, albthose factors which give
it power to persuade, iatking power to control.ld. at 140;see alsdMerck 80 F.3d at 1550.
In other words, a court will only defer to an agency interpretation if, among other things, “the
agency’s position constitutes a reasonablectusion as to the propeonstruction of the
statute.” See Cathedral Candle Co. v. itéd States Int’l Trade Commyd00 F.3d 1352, 1366
(Fed. Cir. 2005).
. TIMELINESS

Challenges to PTA determinations are goeel by 35 U.S.C. § 154(b)(4)(A). That
section provides:

An applicant dissatisfied with a detgination made by the Director under

paragraph (3) shall have remedy by a cation against the Director filed in the

United States District Coufor the District of Columbia within 180 days after the
grant of the paterit.

! For complaints filed on or after September2®11, the U.S. District Court for the Eastern
District of Virginia now hagurisdiction over actions under 32S.C. § 154(b). Pub. L. 112-29
at 8 9(a), 125 Stat. 284, 316.



35 U.S.C. § 154(b)(4)(A). Defendant does nopdis that timely complaints were filed with
respect to three of the Nawis Patents—U.S. Patent Nos. 7,807,155 (“the "155 patent”),
7,968,518 (“the '518 patent”), and 7,973,d3he '031 patent”). (Defs Mot. at 10.) However,
the PTO asserts that because the complaintsngka the remaining patents were filed more
than 180 days after theamt of each of those patents, Ndigis foreclosed from seeking
additional PTA for those patentdd.(at 10-11.)

As an initial matter, Novartis asserts thia 180-day limitation of § 154(b)(4)(A) does
not apply to its claims. By iterms, 8 154(b)(4)(A) applies teterminations “under paragraph
(3)” of that section. Novartis assetimt § 154(b)(3) governs only Pre-Issuance PTA
Determinations, meaning determinations of A Delé®ls.” Mot. at 31-32.)Novartis points to
several portions of that subsiectto support its position. For example, 8 154(b)(3)(B)(i) states
that: “the Director shall . . . make a determinatod the period of any patent term adjustment
under this subsection, astall transmit a notice dhat determinatiowith the written notice of
allowanceunder section 151.” 35 U.S.C. § 154(b)BJ() (emphasis added). Because neither
B Delay nor A/B Overlap has been determined at the time a Notice of Allowance is issued,
Novartis contends that thisg®n should not applio challenges to those determinationisl.)
Similarly, 8 154(b)(3)(D) statebat the Director “shajproceed to grant the pateafter
completion of the Director’s determinationapatent term adjustment under the procedures
established under thislssection.” 35 U.S.C. § 154(b)(3)(Pemphasis added). In Novartis’
view, the fact that the statuseggests that the PTA determination must be made prior to the
grant of the patent indicates that it tekonly to Pre-Issuance Determinationisl. gt 32.)

Thus, because no Pre-Issuance PTA Determinagiensnplicated here, Novartis argues that 35

9



U.S.C. 8§ 154(b)(3) is irrelewd, and the 180-day limitations pedi of 35 U.S.C. § 154(b)(4)(A)

does not apply. Instead, according to Novartisgdreeral six-year statute of limitations of the
APA (see28 U.S.C. § 2401(a)) applies to Novartippaal of Issuance PTA Determinationd. (
at 34.)

The Court disagrees. Section 154(b)(Fnstled “Procedures for patent perm
adjustment determination” and is the only sectibthe statute to address the PTO’s procedures
for determining PTA. From its plain languages clearly intended to relate to all PTA
determinations, regardless of when they ocdndeed, the very languad¥ovartis points to—
that the Director “shall proceed to grang thatent after completion of the Director’s
determination”—clearly requires that the Director make a full determination of all types of PTA
because both A Delay and B Delay (as well asaeylap between the two) must be determined
before the patent is granted.

In addition to being consistent with the planeaning of the statute, this interpretation
avoids absurd results. Congres=arly intended to include stricontrols on judil review of
PTA determinations. Under Novartis’ interpttéta, only Pre-lssuance Determinations would be
subject to those controls, while the final, complete PTA determinations that accompany an issued
patent would not. Instead, a patentee would H®@edays in which to challenge the calculation
of A Delay but six years in which to akenge B Delay and A/B Delay Overlap.

In reaching this conclusion, this Court is persuaded by the recent opidianssen
Pharmaceutica N.V. v. Kappo®44 F. Supp. 2d 707 (E.D. Va. 2012), that 35 U.S.C. §
154(b)(4)(A) provides the exclive means for judicial dilenges to the PTO’s PTA

determinations.ld. at 713. That court held:

10



[Illn a case in which a patentee isatbnging the number of days of PTA

calculated by the USPTO, whether thataoddtion occurred before the patent was

issued or afterwards, such a decision is governed by 88 154(b)(3) and (b)(4)(A).

In other words, any challenge to a PTA determination is governed by

§ 154(b)(4)(A).
Id. The court reasoned that a contrary holdirogild be “entirely iconsistent with the
Congressional intent plain on the face of tlauge—to strictly limit the forum and timing for
seeking judicial review of thesery specific USPTO decisionsld. As such, the 180-day
limitation prescribed by that section applies to the PTA determinations at issue here.

A. Ordinary Tolling

Judicial review of agency actions is ordihatolled until the agency action is finabee
Clifton Power Corp. v. FERQ94 F.3d 108, 110 (D.C. Cir. 2002) (citihgerstate Commerce
Comm’n v. Bhd. of Locomotive Eng’#&82 U.S. 270, 284 (1987)). “A request for administrative
reconsideration renders an agency'’s otheriigal action non-final with respect to the
requesting party.’Clifton, 294 F.3d at 110 (citingnited Transp. Union v. Interstate Commerce
Comm’n 871 F.2d 1114, 1116 (D.C. Cir. 1989)). Thus,gialireview of an agency action must
be tolled during the period of agency reddesgation. As the Supme Court explained in
Locomotive Engineers

[W]here a petition for reconsgdation has been filed within a discretionary review

period specifically provided by the agen{nd within the period allotted for

judicial review of the original order) . . . the petition tolls the period for judicial

review of the original order, which can therefore ppealed to the courts directly

after the petition for recorderation is denied.
482 U.S. at 279.

With respect to U.S. Patent No. 7,470,792€"tF92 patent”), Novdis filed a petition

for PTA reconsideration with the PTO within twoonths of issuance, d#ected by 37 C.F.R. §

11



1.705(d), raising the same claim that is now befoie Court. Withinl80 days of the PTO’s
denial of reconsideration (but more than 180 dHtex the issuancaf the patent), Novartis filed
suit in this court. Thus, Novartis argueattthe 180-day limitation ped should have been
tolled by its filing of apetition for reconsideration, renderiitg claim with respect to the '792
patent timely?

The PTO asserts that the ordinary tolling rdides not apply to 8 154(b)(4)(A). First, the
PTO argues that applying the normal tolling nades 154(b)(4)(A) wouldead out the language
“after the grant of the patent’dm the statute. (Def.’'s Mo#it 27.) However, it is well
established that “a statutory prowsisetting the limitations period motincompatible with a
tolling rule.” Bristol-Myers Squibb Co. v. Kappd1 F. Supp. 2d 238, 24@p0tion for
reconsideration denie®012 WL 4127636 (D.D.C. Sept. 20, 2012 deed, this Circuit has
applied the ordinary tolling rul® numerous statutes providifay specific limitations periods
that are triggered by specified dat&ee, e.gColumbia Falls Aluminum Co. v. EPA39 F.3d
914, 920-21 (D.C. Cir. 1998) (tolling 90-day limitatis period beginning from the date of the
challenged promulgation or denidlps Angeles SMSA Ltd. P’ship v. FCO F.3d 1358, 1359
(D.C. Cir. 1995) (tolling a 30-day limitation ped beginning on “the date upon which public

notice is given of the decision or order complaio&)l. Thus, the mere fact that § 154(b)(4)(A)

2 The PTO correctly points out thilbvartis did not allege thatdinary tolling applied in its
Second Amended Complaint. (Def.’s Mot2étn. 10.) Although it remains an “open question”
in the D.C. Circuit as to “whether the FeddRales permit parties to impliedly consent to ‘try’
issues not raised in theirgaldings through summary judgment motions,” the Court will follow
the majority of circuits thado allow constructive amendmenttbe pleadings under Rule 15(b)
through summary judgment motionSeeTurner v. ShinsekB24 F. Supp. 2d 99, 122 n.23
(D.D.C. 2011) (cdkcting cases).
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sets a specific date from which the 180-daytation period is to run—#h date the patent is
granted—does not render the geheling rule inapplicable.

Next, the PTO argues that the language b54&(b)(4)(A) suggests that Congress clearly
intended “to depart from the ordiygudicial treatment of ageneyrders under reconsideration.”
(Def.’s Mot. at 27-28 (quotin§tone v. INS514 U.S. 386, 393 (1995)).) Specifically, the PTO
argues that by tying the 180-diyitation to the date of pat¢ grant and expressly providing
that the issuance of the patshbuld proceed regardlessamy reconsideration sought by the
applicantsee35 U.S.C. § 154(b)(3)(D), Congress cleanfended to override the application of
the general tolling rule.ld. at 28.)

The same argument by the PTO was reject@ltistol-Myers Squibp841 F. Supp. 2d at
244-45. The Court concluded defendant’s argusdo not “support a conclusion that Congress
intended for the ordinary tolling rule ntat apply to Seabn 154(b)(4)(A).” Id. at 244. To the
contrary, 8 154(b)(4)(A) expregsstates that Chapter 7 oftléi 5—which includes the general
tolling rule—applies to @y actions arising underdahsection, a fact thiSourt recently noted
“indicates that Congress affirmatively intended fa tblling rule to applyo judicial review of
patent term adjustment determinationBristol-Myers Squibp2012 WL 4127636, at *6Thus,
nothing about § 154(b)(4)(A) “direct[s] this Courttake any action inconsistent with the normal
tolling rule.” Bristol-Myers Squibp841 F. Supp. 2d at 245.

Because the Court holds thaetheneral tolling rule applieand because Novatrtis filed
its complaint with respect toah792 patent within 180 days aftine denial of its petition for

reconsideration, Novartis’ claim with resgi to that paterwas timely filed.
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B. Equitable Tolling

With respect to the nineteen remainingegpas that were neither timely filed nor
susceptible to ordinary tollingyovartis argues that the 18@ydlimitations period should be
equitably tolled.

The Court must first determine if 8 154(b)(4) (& susceptible toqeiitable tolling. That
guestion turns on whether the statute is jurisaial in nature. The law on what constitutes a
“jurisdictional” statute is, to say the least, far from cle@ee, e.gGonzalez v. Thaled32 S.

Ct. 641, 648 (2012) (“Recognizing our ‘less than metigs! use of the term in the past, we have
pressed a stricter distinctidm@tween truly jurisdictional tes, which govern ‘a court’s
adjudicatory authority,” and namjisdictional ‘claim-processingiles,” which do not.”) (quoting
Kontrick v. Ryan540 U.S. 442, 454-55 (20043 rocery Mfrs. Ass’n v. ERA493 F.3d 169, 183
(D.C. Cir. 2012) (“In recent years, the tenmlogy of jurisdiction has been put under a
microscope at the Supreme Court. And tle&i€has not liked what it has observed—namely,
sloppy and profligate use of the term ‘jurisdictiday lower courts and, at times in the past, the
Supreme Court itself.”) (Kvanaugh, J., dissenting).

In light of these recent admonishments to construe the meaning of “jurisdictional”
narrowly, it is perhaps more prudent to camd that 8 154(b)(4)(A) should be viewed as a
“claim-processing rule”—one that “seek[s]goomote the orderly progress of litigation by
requiring that the parties takertain procedural stepsartain specified timesHenderson v.
Shinsekil31 S. Ct. 1197, 1203 (2011), and therefore,éhigtled to a “rebuttable presumption

in favor of equitable tolling.”Holland v. Floridg 130 S. Ct. 2549, 2560 (2010) (internal

14



guotation marks omitted). The Court, however, neaidresolve this knotty question, because it
finds that 8 154(b)(4)(A) should nbe equitably tolled under the circumstances of this case.

Equitable tolling is available to a petitionehavhas been diligent in pursuing his rights,
but for whom some extraordinary circumstast®d in the way and prevented timely filing.
Holland, 130 S. Ct. at 2562. The decision to equitabllya statute of limitations is made on a
“case-by-case” basis depending on the facts of the ¢disat 2563.

With respect to it§VyethClaim, Novartis argues first & it lacked knowledge of its
claim until the Federal Circug’decision on January 7, 2010)ifyethchanged the law with
respect to A/B Delay Overlap. (Pls.” Mot.48-49.) Additionally, Noveis argues that it
reasonably relied on the PTO’s longstangdand consistent use of its phérethmethod of
calculating A/B Delay Overlap; acading to Novartis, up until thé&/yethdecision forced the
PTO to use the correct interpretation of A/B Delverlap, Novartis reasonably believed that it
would have been futile to file a lawsuit appag the PTO’s PTA determinations under that
method of calculation.|ld.) Thus, Novartis suggests ththe 180-day limitation should have
been equitably tolled until the PTO’s Januad0, 2010 announcement that it would not seek
further appellate reviewf the Federal Circuit'$Vyethdecision.

With respect to its RCE Claim, Novartisegeven further, asserting that because no
federal court has yet ruled on the viability of tbigim, the statute of limitations has not yet
begun to run. I¢l. at 49.) Novartis insisthat it was not until thislaim was raised by Abbott
Laboratories irAbbott v. Kappasl0-cv-1853 (D.D.C.), filed on October 29, 2010, that Novartis

even became aware that this was a possible clddm). (
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Novartis’ arguments are unpersuasive effiect, Novartis’ position amounts to a
contention that the statute of limitations shouldlmegin to run until such time as a federal court
has actually ruled on and upheld the very clainey geek to pursue. But of course, Novartis
was free to raise the same issues that WymdhAdbott Laboratories raised in their lawsuits
within the 180 days after thgdatents were granted. As ti@gcuit has previously noted:

The only sure way to determine whether a suit can be maintained is to try it. The
application of the statatof limitations cannot be made to depend upon the
constantly shifting state dlfie law, and a suitor canntil or suspend the running

of the statute by relying upon the uncertainésontrolling law. It is incumbent
upon him to test his right and remedy i tvailable forums. These suits were
not commenced until through the lalwfrothers the way was made clear.

Commc’ns Vending Corp. of Arizona, Inc. v. EGB5 F.3d 1064, 1075 (D.C. Cir. 2004)
(quotingFiesel v. Bd. of Educ675 F.2d 522, 524-25 (2d Cir. 1982)). It is of no moment that the
PTO had consistently applied its ppéyrethinterpretation of A/B Delay Overlap; the question is
not what the PTO would have done in responserxjuest for reconsideration, but rather what a
federal court would have done in reviewing the PTO’s interpretation. That was both unasked
and unanswered until Wyeth raised exactly this igsus lawsuit, just as Novartis was free to
do at any point within 180 days its patents being granted.

Regardless, contrary to Nowar argument, a change in law is not such an extraordinary
circumstance as to justify theg@ication of equable tolling. See Nihiser v. Whit@11 F. Supp.
2d 125, 130-31 (D.D.C. 2002). Indkehis case is analogous\fenture Coal Sales Co. v.
United States370 F.3d 1102 (Fed. Cir. 2004), in which Meet Coal argued that its injury from
the Coal Sales Tax was “inherently unknowable’iluhe tax was held unconstitutional in

Ranger Fuel Corp. v. United Staj&3 F. Supp. 2d 466 (E.D. Va. 199&ee Venture CoaB70
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F.3d at 1107.The Federal Circuit rejected that argumand noted that, just like Novartis here,
Venture Coal argued &t that it lackedsufficient facton which it could sue, but rather it did not
know thelegal theoryon which its refund claim might succeedd.; see also Nihise211 F.

Supp. 2d at 131 (“[A]ll the relevant facts were known. It was the meaning of the law that was
misunderstood.”) (quotinGatawba Indian Tribe of South Carolina v. United Sta®&2 F.2d

1564, 1572 (Fed. Cir. 1993)). The court pointed oatt tlienture Coal was entitled to challenge
the Coal Sales Tax when it paid the taxes as much as were the plaifRéfisgar Fuel

Venture Cogl370 F.3d at 1106.

None of the cases relied on by Novartis undeveutture Coal In each case, the
“change in circuit precedent” that was found suéitito justify equitabléolling related to the
statute of limitations itself; in other wordsgetlaw changed in such a way that the petitioners’
habeas filings, which would otherwise hdeen considered timely, no longer weBze, e.g.
Shelton v. Purket663 F.3d 404, 407 (8th Cir. 2009) gBause Shelton’s petition was just
barely timely undeNichols it is clear that under tHeiddlerule . . . Shelton’s petition was
untimely.”); Griffin v. Rogers399 F.3d 626, 636 (6th Cir. 2005) (“This 30-day window was
adopted by th®almerCourt in January 2002 . . . [y]et Griffin failed to file within this 30-day
window in October 1998, over three years befoeetittne frame was adopted in this circuit.”);
York v. Galetka314 F.3d 522, 528 (10th Cir. 2003) (allowing equitable tolling because
petitioner filed his habeas petition over a yeaiore the Supreme Court decision holding that
pendency of federal habeas petition doetoll statute of limitations)Harris v. Carter 515
F.3d 1051, 1055-56 (9th Cir. 2008) (“[Harris] filedccessive petitions for state post-conviction

relief while ensuring that enoughrté would remain to file a federal habeas petition under the
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then-existingDictadorule. The Supremedtirt’s overruling of théictadorule made it
impossible for Harris to file artiely petition.”). In theseral other similar cases, equitable
tolling was justified becaudbe unforeseeable changdaw made it impossible for the
petitioners to file their petitions a timely fashion. That is arfary from this case. Novartis
benefited from the change in ldwt it could have (as Wyeth didjtempted to effectuate that
very change through a timely challertgehe PTO’s PTA determinations.

In light of these consideratns, even assuming that 8 154M(A) is not juisdictional,
the facts in this case do not jifigthe application othe equitable tollingloctrine to Novartis’
nineteen untimely complaints.

C. Discovery Rule

As its final attempt to skithe 180-day limitation of § 154(@)(A), Novartis argues that
its untimely complaints should be permitted under the discovery rule. The “discovery rule”
provides that “a cause of action accrues whernijneed party discovers—or in the exercise of
due diligence should have discowdrethat it has been injured Hardin v. Jackson625 F.3d
739, 743 (D.C. Cir. 2010) (quotingat’l Treasury Emps. Union v. FLRA92 F.3d 498, 501
(D.C. Cir. 2004)).

This is nothing more than a rehash of Nbigaequitable tolling argument. Novartis
claims that it did not discover that it had suéfé an injury until a definitive federal court ruling
was issued on the merits of its legal claimSeePls.” Mot. at 53-54.) For itg/yethClaim, that
ruling came from the Federal Circuit in Janua010. For its RCE Claim, however, no such
court ruling has occurred totgsand so Novartis suggestsatlit has not yet discovered any

injury resulting from the PTQO'’s actions.
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As is the case with the equitable tolling ttowe, it can be debated as to whether the
discovery rule even applies to 8§ 154(b)A))( The PTO suggests that because Congress
specified that the statute of limiitans would begin to run as of the date the patent was granted,
Congress implicitly rejected the use of a discovetg, whereby the statute of limitations would
begin to run when the injury is first discovetgdthe injured party. (Bf.’s Mot. at 24-25.)

However, as previously discussed, the €oeed not resolve ihquestion because it
finds that the discovery rule, e if available under § 154(b)(4)(Avould not be applicable to
this case. The injury that Novartis allegea procedural one—th#te PTO misapplied the
statutory procedure for PTA determination andhied Novartis’ interest in obtaining the full
patent term to which it is entitled. However cdshe date that each patent was granted, Novartis
knew the amount of PTA it had been awarded lamew what procedure the PTO had used in
making that determination; all of tifi@ctsunderlying Novartis’ injury were both knowable and
in factknownby Novartis as of that date. Thusg th80-day limitations period began to run on
that date, and Novartiilure to challenge the PTA detemations within that 180-day period
rendered nineteen complaints untimely.

The Court will now turn to thenerits relating to the four patents (the '155, '518, '031,
and '792 patents) as to whicloartis has raised timely claims.

1.  RCE CLAIM

For three of the four timely-challenged patemMovartis asserts that the PTO improperly
calculated the amount of B Del&ywhich it was entitled undé& 154(b)(1)(B). That section
provides:

[I]f the issue of an original patent is delayed due to the failure of the [USPTO] to
issue a patent within 3 yesaafter the actual filing date of the application in the
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United States, not including—(i) any tinmensumed by continued examination of

the application requested by the applioamier section 132(b) . the term of the

patent shall be extended 1 day for each after the end of @t 3-year period

until the patent is issued.

35 U.S.C. 8§ 154(b)(1)(B). As explainebleve, the PTO has promulgated a regulation
interpreting 8 154(b)(1)(Bas meaning: (1) that any time consumed by an RCE is excluded from
the B Delay determination, evenitifoccurs after théhree-year window hadosed; and (2) that
“time consumed by” an RCE extends until the issuance of the p&ees7 C.F.R.

§ 1.703(b)(1). Novartis challenges both of theserpretations. Because the Court concludes
that the PTO erred in excluding from B Detaye consumed by an RCE filed after the three-
year window has closed, the Court need noteskiNovartis’ alternatezrargument regarding the
proper interpretation ofttme consumed by” an RCE.

The PTO and Novartis disagree about the pragerpretation of § 154(b)(1)(B). Both
parties agree that the statut@npvision has two parts: a “giger” provision and a “remedy”
provision. First, it identifies three-year period running from the date of the filing of the
application. If a patent is negsued within that threeear period—the “trigger"—then the
statute provides for a “remedy.” The pastdisagree, howeverbaut whether the “not
including” clause applies toehtrigger or to the remedy.

The PTO has interpreted the “not includingduse to be a part of the remedy provision;
in other words, if a patent has not issued withiee years of its filing de, the patentee shall be
entitled to a day-for-day patent term adjustnfenevery day until the patent issues, but “not
including” any time consumed by an RCESegDef.’s Mot. at 33.) Novartis insists that the

clause applies to the triggeldnder Novartis’ view, itthe patent is not issued within the three-

year period, “not including” time consumed by an R@ien the patentee is entitled to the day-
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for-day remedy. (Pls.’ Mot. at 21-22.) In otlveords, the filing of arRCE tolls the running of
the three-year clock, but if the three-year clagksrout, the applicant would be entitled to a day-
for-day patent term adjustment for every dayluhé patent issues, regardless of what activity
occurred during that time—even an RCH.)(

This exact issue was recently decidedh® Eastern District of Virginia iExelixis, Inc.
v. Kappos2012 WL 5398876 (E.D. Va. Nov. 1, 2012). elissue in that case—as here—was
“whether § 154(b)(1)(B) requiresdth or even addresses whethany PTA be reduced by time
attributable to an RCE where, as here, the RCE isdifieil the expiration of the three year
guarantee period specifigdthat statute.”ld. at *2 (emphasis addedl.ike Novartis, Exelixis
argued that “the PTO impropgrtalculated B delay by not providing a day for day PTA for time
consumed by the RCE filed afteetthree year period had expiredd. at *5. And just as it did
in this case, the PTO argued that “the timastimed by an RCE is always excluded from the
calculation of B delay because, in the PTO’s viany time consumed by an RCE is subtracted
from the PTA awarded under subparagraph i@)ardless of when the RCE is filedd.

Judge Ellis agreed with ExelfX interpretation. First and femost, he concluded that the
plain and unambiguous languageS8af54(b)(1)(B) makes ehr that the threeear clock is tolled
by the filing of an RCE, but that “once the thyear clock has run, PTA is to be awarded on a
day for day basis regardlessubsequent eventsld. at *6. In other words, the “not including”
language of § 154(b)(1)(B) “clegriind unambiguously modifies apdrtains to the three year
period and does not apply to, or refer to, the day for day PTA remédly.”

Second, Judge Ellis noted that the plain meaning of § 154(b)(1)(B) was supported by that

section’s structure and purpos8pecifically, the statute is signed to provide compensatory
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PTA for delays attributable to the PTO, whiksglucing PTA for delays attributable to the
applicant. However, the filing of an RCE is mote of the listed categories of “applicant delay”
provided for in 8 154(b)(2)(C). Thus, Judge Etimcluded that it was erroneous for the PTO to
punish applicants for fiing RCEdd. at *6-7.

Judge Ellis also thoroughly dispensed with\teey arguments that the PTO has raised in
this case. For example, in response &©RMO’s insistence that its construction of
8 154(b)(1)(B) should be entitled 8kidmoredeference, Judge Ellis pointed out th&kidmore
deference is unwarranted, whenhase, the statute is unambiguousd: at *8. Similarly, he
flatly rejected the PTO’s argument that filain language of § 158)(1)(B) renders the
subsequent section—8 18(1)(C)—superfluousld. at *8 n. 16. And finally, Judge Ellis
addressed the PTQO’s argumerdttBxelixis’ proposed constrtion could lead to disparate
treatment of some similarly-situated applicadepending on which side tife three-year line
the applicant files his RCE ond. In doing so, he reiteratedetirederal Circuit's admonishment
that, “[rlegardless of the poteatiof the statute to producegtiitly different consequences for
applicants in similar silations, this court doe®t take upon itself thele of correcting all
statutory inequities.” 591 F.3d at 1370. Judge BIE® noted that it iwithin the PTO’s power
to minimize this disparate treatment by issuimgelly notices of rejection such that RCEs must
be filed within thethree-year periodExelixis 2012 WL 5398876, at *8.

This Court finds Judge Ellis’ well-reasoned mipn to be persuasivdt will therefore
adopt his rationale for concludirigat the PTO'’s interpretatias contrary to the plain and
unambiguous language of § 154(b)(1)(B), and thentravenes the structure and purpose of the

statute.

22



Additionally, the Court notes one further calesation, not addresgddy the parties in
this case but raised by Abbott BiotherapeuticAbbott v. Kappgsl0-cv-1853 (D.D.C.) that
helps to bolster the conclusion reached hédgbot notes that the PTO’s position here—as
embodied in 37 C.F.R. 8§ 1.703(b)—is in confliatmanother of the PTO’s regulationsSeg
Plaintiff's Reply at 6-7Abbott v. KappasNo. 10-1853, July 18, 2012 [ECF No. 31].)
Specifically, 8 1.703(b) applies the “not includingnguage of § 154(b)(1)(B) to the “remedy”
provision of that seabn. It states that:

The period of adjustment under § 1.702(bjhise number of days, if any, in the

prior beginning on the day after the datattis three years after the date on which

the application was filed under 35 U.S.C. H)1(. ., but not including the sum of

the following periods: (1) The number d@dys, if any, in the period beginning on

the date on which an [RCE] was filethd ending on the date the patent was

issued.

37 C.F.R. 8§ 1.703(b). That section is therefoconsistent with the PTO’s position in this
litigation: the “trigger” occurs it patent is not issued withtinree years after the application’s
filing date, and the “remedy” consists of day-ttay PTA after that time, but does not include
any time consumed by an RCE. (Def.’s Mot. at 32-33.)

However, that regulation is in tensiontlvthe immediately preceding PTO regulation, 37
C.F.R. 8§ 1.702(b), which appli#ise “not including” language & 154(b)(1)(B) to the “trigger”
provision of that section and caders RCE in determining whethiére three-year clock has run.
It states:

[T]he term of an original patent shall bdjusted if the issuance of the patent was

delayed due to the failure of the Officeigsue a patent within three years after

the date on which the application waed under 35 U.S.C. 111(a) . . ., but not

including: (1) Any time consumed by dotued examination of the application
under 35 U.S.C. 132(b).

23



37 C.F.R. § 1.702(b). In other words, § 1.70&@ypts the plain meaning of 8 154(b)(1)(B),
which is advocated by Novartis but disputed by BTO in this caselt unambiguously provides
that the three-year window will be tolled duriting filing of an RCE, and says nothing about the
remedy to be applied if and when that three-yeark is triggered. Thus, if both regulations
were to be applied as written, time consumed by an RCE would appdyttthe trigger and the
remedy provisions of the statutsd would effectively result ithe double-counting of the “not
including” clause og 154(b)(1)(B).

In response to Abbott’s argument, the Pajipears to offer no explanation of the
inconsistency between 8§ 1.702(byats position in this litigatn, or the inconsistency between
8§ 1.702(b) and § 1.703(b). Instead, the PTO ignbodls the plain languag# the statute and
the text of 8§ 1.702(b) and advocates an incongigtéerpretation of § 1.703(b). These apparent
inconsistencies further bolsteet&ourt’s view that the PTO’sterpretation of 8 154(b)(1)(B) is
contrary to law.

In sum, the PTO’s interpretation of 8 154(PJB) contravenes the plain meaning of the
statutory language and thereforesinbe set aside as “not incacdance with law” and “in excess
of statutory . . . authority” pursuatet 5 U.S.C. § 706(2)(A) and (C).

V. WYETH CLAIM

In Wyeth the Federal Circuit helihat the PTO’s interptation of § 154(b)(2)(A)
regarding the calculatn of A/B Delay Overlap was impropegee591 F.3d at 1372. After the
Federal Circuit’s ruling, the PTO announced thatatld not seek furtheeview of the decision
and would use the proper rhetl of calculating A/B Delay Oviap both going forward and for

patents issued before March 2, 2010, so longesetiuest for recalculation was filed within 180
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days of the issuance of the paté{fAR166-175). Novartis argues that the PTO’s decision not
to apply the posWyethcalculation method to the patergsued before September 2, 2009 was
arbitrary, capricious, an abuseds$cretion, and otherwise notaccordance with law. (PIs.’
Mot. at 17-18.) Although Novartisitially alleged that eleven of éhpatents at issue in this case
were entitled to additional PTA because of the PTO’s failure to afggbth only one of those
patents—the '792 patent—was timely challenged in this Court.

As an initial matter, it isoteworthy that the PTOifad to respond to NovartiVyeth
claim, so the Court may treat this argument as concesled.Day v. D.C. Dep’'t of Consumer &
Regulatory Affairs191 F. Supp. 2d 154, 159 (D.D.C. 2002).

Regardless, under the PTO’s own policy, \tiigethmethod of calculating A/B Delay
Overlap should have been applied to th@2 patent. Specificallpn March 10, 2010, the PTO
wrote a letter to the Patent Public Advis@gmmittee in which it explained its position on the
application oflWyethto previously-issued patent The PTO explained:

The USPTO is acting consistent with thielicial review provisions of 35 U.S.C.

§ 154(b)(4) in limiting patenterm adjustment recal@tions to patentees who

either: (1) filed a request for patent teadfjustment recalculation that has not yet

been decided within the 180-day period in 35 U.S.C. 8§ 154(b)(4); or (2) are
currently engaged in a challenge, in the USR¥rQhe courts to the USPTO'’s

patent term adjustment determination that was commenced within the 180-day
period in 35 U.S.C. § 154(b)(4).

% Novartis asserts that this eétively set the cut-off date foecalculation at September 2, 2009.
However, it appears to the Court that the pogethinterpretation was actually available to
patents issued on or after August 1, 2009. The policy discussed above was announced in the
Federal Register on February 1, 2010; thusafyrpatent issued on after August 1, 2009 (180
days prior to that announcemerthle patentee would have been ablseek reconsideration of

its PTA determination. Regardless, the PTOrwslisputed Novartis$haracterization of its
policy. Moreover, only one of éhpatents at issue in this case was granted in the window
between August 1 and September 2, 2009—U.@nP&lo. 7,576,221—and as the challenge to
that patent was not timely file this appears to be a tinction withouta difference.
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(AR183 (emphasis added).) Novartis firstdile complaint in thi€ourt regarding the '792
patent on June 30, 20095¢e Novartis v. DglD9-1203 [ECF No. 1] (D.D.C. June 30, 2009).)
As explained above, although that complaint waditest within 180 days of the issuance of the
'792 patent, it was filed within 180 days of the®$ denial of its requesor reconsideration.
Thus, under normal tolling rules, whittis Court has held apply to1®4(b)(4), athe time of
the Federal Circuit'$Vyethdecision, Novartis was “currentlyngaged in a challenge, in . . . the
courts, to the USPTO'’s patent term adjustnuatermination that was commenced within the
180-day period in 35 U.S.C. § 154(b)(4).” (AR183.) The PTQO’s refusal—with no explanation
whatsoever—to follow its own policy and appyyethto the '792 patent contravenes the APA.
In particular, the PTO failed to consider theevant factors and to “articulate[] a satisfactory
explanation for its action incluay a ‘rational connection between the facts found and the choice
made,” as required by the arlaity and capricious standartfotor Vehicle Mfrs. Ass’™63
U.S. at 43 (quotin@urlington Truck Lines v. United Staf&¥1 U.S. 156, 168 (1962)).

In addition to violating its owpolicy, the PTO’s refusal to appWyethto the '792
patent is contrary to well-established la®he '792 patent was issued on December 30, 2008, a
full two months after théistrict court opinion inWyeth 580 F. Supp. 2d 138\ovartis sought
agency reconsideration ¢ PTA determination in Februa®p09, in part based on the district
court’sWyethruling. (A1011-14.) In June 2009, the PTO declined to apply\Mpethmethod
of calculating overlap to the '79#atent. (A1015-21.) This wasroneous. The Supreme Court
has made it clear that it is “error to refusepply a rule of federal Varetroactively after the
case announcing the rule has already done &arries B. Beam Distilling Co. v. Georgid1

U.S. 529, 540 (1991). The district couMg/ethopinion was applied raiactively to Wyeth;
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Wyeth'’s patent terms were adjusted in accordanttethe newly-announced rule in that case.
Thus, when Novartis filed for reconsideratiomakt five months later, the PTO abused its
discretion by refusing to calculate Novartistgra consistently witlthe method adopted in
Wyeth Its decision to do so “violate[d] the pripte of treating similarly situated parties the
same.” Nat'l Fuel Gas Supply Corp. v. FERB9 F.3d 1281, 1289 (D.C. Cir. 1995).

For these reasons, the Court finds that the Bif€d in not applyingither this Court’s or
the Federal Circuit'$Vyethdecision to the '792 patent.
V. FIFTH AMENDMENT TAKINGSCLAIM

As its final argument, Novartis asserts thatapplying its erroneousterpretations of
8 154(b)(1)(B), the PTO deprived Novartis ofpt®perty interest in & patent term without
compensation in violation of the Takings Clan$¢he Fifth Amendment(PIs.” Mot. at 54.)

With respect to the nineteen patents forahiNovartis did not tiraly challenge the PTA
determinations under 8 154(b)(4)(Ahis argument is untimely and cannot now be raised.

Moreover, the Court need not address éingument as it relates to the remainder of
Novartis’ patents. With respect to Novartis’ RCE Claim, this argument is moot, as the Court has
already ordered the very remedy that Novartekse Specifically, this Court ruled that the
PTO'’s refusal to award B Delay for time consunbgdan RCE filed after the three-year deadline
was erroneous and ordered the PTO to recalctilatPTA determinations for three of Novartis’
patents. $ee supré&ection Ill.) Similay, the Court has alreadyled that the PTO acted
arbitrarily and capriciosly in not applying th&Vyethmethod of calculating A/B Delay Overlap

to the '792 patent, and has ordetked PTO to recalculate the PTAtdaminations for that patent.
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(See suprdection 1V.) Thus, the Couneed not determine whether either of the PTO’s errors
amounted to a constitutional violation.
CONCLUSION
For the reasons stated abopkintiffs’ motion for summaryudgment is granted in part
and denied in part, and defendamhotion for summary judgment gganted in part and denied

in part. A separate Order accompanies this Memorandum Opinion.

Is/
ELLEN SEGAL HUVELLE
United States District Judge

DATE: November 15, 2012
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