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INTEREST OF AM/ICUSCURIAE

Monsanto Company (“Monsanto”) is a leading globaMmer of
agricultural products. The seeds, biotechnology products, and herbicides that
Monsanto researches, develops, and brings to miankebve agricultural
productivity, reduce farming costs, produce bettamal feed, and produce better
foods for consumers. Monsanto spends over $2amiflier day in research and
development to support and improve its businesBasents are a critical
component of Monsanto’s research and developmeiniteas and a significant
factor in Monsanto’s willingness to devote substmesources to these activities.

The final rules at issue in this case will severelstrict the ability of patent
applicants like Monsanto to claim the full scopetdir inventions. 72 Fed. Reg.
46,716 (Aug. 21, 2007) [“Final Rules”]. For exampFinal Rules 75 and 265,
which limit applicants to five independent clainmeawenty-five total claims
unless the applicant files an “examination supdodument” (“ESD”) [the “5/25
Rule”], will have irreparable adverse effects omportant types of Monsanto
inventions. The Final Rules, if allowed to go iefiect, will result in the
forfeiture of substantive patent rights, particlyldor those inventions that are
generated in an organized program of progressseareh and development, such

as that used by Monsanto.



SUMMARY OFARGUMENT
The District Court correctly held that the Patemdl §rademark Office

(“PTO") does not have the statutory authority &uis the Final Rules because, as
this Court affirmed irCooper Techs. Co. v. Dudds36 F.3d 1330, 1336 (Fed. Cir.
2008), the PTO lacks the authority to issue sultistarules. For research-based
companies like Monsanto, an egregious aspect dfitied Rules is the 5/25 Rule.
If implemented, that Rule, alone and in combinataetih other provisions of the
Final Rules, will deny Monsanto’s statutory rigatftlly claim what it regards as
its inventions. The Final Rules also compromigeepstatutory rights, including
Monsanto’s rights under 35 U.S.C. § 103(c) andabee the 5/25 Rule
prejudicially interacts with limiting principles gfatent law such as prosecution
history estoppel and intervening rights, Monsantigjht to enforce its patents.
Thus, the Final Rules are substantive rules—thasectimmnge existing law—that
are beyond the PTO'’s rulemaking authority.

ARGUMENT

l. Introduction

Monsanto is a leading global provider of agricuddyproducts. Monsanto’s
Seeds and Genomics segment produces leading seetkpdevelops
biotechnology seed traits that assist farmers mrotling insects and weeds, and

provides other seed companies with genetic matanidlbiotechnology traits for



their seed brands. Through its Agricultural Praduty segment, Monsanto
manufactures herbicide products for the resideatia commercial markets.
Monsanto invests heavily in the development andempntation of chemical
manufacturing processes for the production of leatbs, including itfRoundup®
brand herbicides.

Biological and chemical products such as these&iyiinvolve progressive
stages of research, with intervals of months of@ssing between significant
developments. Once the initial invention is madpatent application claiming it
Is filed. Additional research, however, often Isdo new data, improvements,
modifications, and a better understanding of tivemion or of its important
properties and the principles on which it functioddew patent claims are
necessary to protect improvements to the develdgicignology with a scope
commensurate with the inventor’s contribution te #rt. This is particularly
important with respect to biological or chemicalentions because, by their
nature, they are subject to infinite variation witkhe scope of the inventive
concept.

Early in the development process, it is difficaltdetermine the significance
of certain descriptions of the invention or the ortance of alternative ways of
describing the same or similar inventions. Attih@e the initial application is

filed, the inventor may not fully appreciate whigipecific combination of features



will form the product or process that ultimatelyivae brought to market, often
many years later, or what regulatory hurdles wéllfaced in bringing the invention
to the market. Moreover, during litigation, whigtay occur years after
prosecution, the courts may interpret the clainfilegintly from what the inventor
intended, adding to the importance of presentingynadternative claims.

Each claim in a patent application defines inventubject matter that
differs from every other claim. All of the clainisgether define the subject matter
to which the inventor is entitled. Applicants mpsg¢sent all patentable claims
during original prosecution because claims caneadded or amended in
litigation, and adding or amending claims after plagent has issued is problematic
and constricted by law. Accordingly, selectionadfich claims to present in
prosecution determines the inventor’s rights inithention.

The key flaw in the 5/25 Rule is that it assumexd #il inventions can be
adequately claimed within that number of claims distlegards certain inventions
that cannot be described so precisely and, thexgifoproperly limits an
inventor’s ability to protect the full scope of thmvention by preventing the
inventor from submitting an appropriate combinatodnndependent and
dependent claims. With intricate inventions irewded field, the use of broad
independent claims may be vulnerable to assertlaighey are not novel, or that

they are obvious from prior art. Narrower deperidgsms—which are more



specific and contain more limitations—may avoid thssues, but are unlikely to
cover all embodiments of an invention to which @ventor is entitled.

Applicants properly seek to address these cond®rissibmitting multiple
independentife., broader) claims to provide breadth of coveragkmanltiple
dependentife., narrower) claims to provide both depth of coveragd a
graduated scope of protection. As developmenhohaention progresses,
applicants need the ability to claim additional edliments of the invention
disclosed in the initial application, as well agpnovements and new uses that are
patentable over prior art. A properly structuredes of claims is important to
avoid gaps in patent coverage that would underitmagatent holder’s legitimate
interests (and investment). Such gaps may enalmengetitor to appropriate the
essence of the invention by designing around thiensl without having invested in
the original research, because subject matteradiedlin a patent application but
not claimed is in the public domain. In a compieshnology, such gaps likely are
unavoidable if the claim structure of a single ailon is limited to twenty-five
claims.

[I.  The District Court Correctly Held that the Final Rules Are Substantive
Rules Beyond the PTO’s Rulemaking Authority

The District Court correctly held that the PTO does have the authority to
Issue the Final Rules, because the PTO'’s rulemaddtigprity is limited and does

not extend to substantive rule§afas v. Dudas541 F. Supp. 805, 811-13 (E.D.



Va. 2008);see alsdCooper Techs536 F.3d at 133@rand v. Miller, 487 F.3d
862, 869 n.3 (Fed. Cir. 2007) (stating that “theRBbdoes not eait@hevron
deference on questions of substantive patent laM&jck & Co. v. KessleB0
F.3d 1543, 1550 (Fed. Cir. 199&ynimal Legal Def. Fund v. Quig§32 F.2d 920,
930 (Fed. Cir. 1991). The Final Rules are substafitecause, in the District
Court’s words, they “change existing law and afler rights of applicants.Tafas
541 F. Supp. at 814pe Cooper Tech$36 F.3d at 1336 (“A rule is ‘substantive’
when it ‘effects a change in existing law or poliaich ‘affect[s] individual
rights and obligations.™) (quotingnimal Legal Defense Fund v. Qujd82 F.2d
920, 927 (Fed. Cir. 1991)) (internal quotations tbeal); see alscChamber of
Commerce v. United States Dep'’t of Lakbr4 F.3d 206, 211-12 (D.C. Cir. 1999).

The Government’s brief ignores the real issue wWthFinal Rules. The
iIssue is not whether applicants have a right ®dn unlimited number of
continuations and RCEs or make as many claimsegswiant. The real,
substantive harm of the Final Rules is that thdlydeiny applicants their right to
“claim[] the subject matter which the applicantaeds as his invention.” 35
U.S.C. §112.

The Government characterizes the Final Rules aslyn&egulat[ing] the
timing and availability of procedural mechanismatdsetting filing and

documentation requirements,” not governing “thessabtive criteria that will be



applied in the proceedings.” Appellants’ Br. 14, 4t claims that any
infringement on applicants’ substantive rights srely incidental to the exercise
of the PTO'’s rulemaking authoritySee idat 31-32, 37-38. Further, the
Government repeatedly claims that the Final Rutesat place any real
restrictions on applicants. However, an honeshuat@n of the impact of the
Final Rules shows that they will prevent applicdnisn obtaining patent
protection for inventions that they would receivelar the current patent laws and
rules—precisely the type of “change in existing lahét this Court’SCooper
Technologieslecision held was beyond the PTO’s limited rulem@lauthority.
The best way to see this effect is through a sigeexfample although any number
of complicated inventions that develop over timghvwmportant details being
determined over time, will suffer this same problem

A. Monsanto’s Oxidation Catalyst Technology

A catalyst is a substance that increases the faeloemical reaction
without itself being consumed. While differentalgist structures often have
similar compositions, they can have vastly difféngmlecular mechanisms of

action! Catalysts are important during manufacture of yraremical products,

! For example, one mechanism that increases th@fat chemical reaction
involves bringing the reactants in closer proxinmidyeach other by having them
both bind to “active sites” of the catalyst.



such as methanol, ammonia, and sulfuric acid. Uginats research, Monsanto
looks for better and more economical ways to predtleemical products by
developing new catalysts.

Monsanto has been conducting research to redu@xffese of producing
an important herbicide for farmers. Productionhd herbicide uses an oxidation
catalyst comprising a composition on a carbon sdpplhis is an expensive
ongoing research project and, so far, there haea beleast three generations of
progressive inventive development.

Because describing the composition of a catalységly is not the best
way of enabling others to practice the inventibw, patent specification of a novel
catalyst usually describes a method of its preparatnd its physical properties.

In fact, when a catalyst is first developed, mahjgsodetailed characteristics
remain unknown, and the exact composition of thvasites may defy precise
analysis for a long period of time. Thus, from essity, novel catalysts often are
redefined over time based upon the identificatibphysical properties that are
associated with the catalyst’s performance. Tipbgsical properties relate to
such complex subjects as specific surface areptignrand desorption
characteristics of the catalyst surface, solidespdtase relationships at active sites,
physical microstructure of the catalyst, and etwutr configuration of the catalyst.

While there are many ways to assess a catalygteirarly stages of development



it is difficult to know which properties are impartt or even the most effective
way to define the catalyst’s relevant properties.

An application claiming priority only to the firgeneration of Monsanto’s
oxidation catalyst technology is still pendihdt includes claims directed to
catalysts comprising various transition metal arichgen compositions on a
carbon support. Included are claims that defiretthnsition metal composition as
a cobalt nitride, cobalt carbide nitride, iron i, or iron carbide nitridé.

The second generation applications also claim ega®that uses oxidation
catalysts on carbon supports. But the oxidatidalgst is described in terms of
various specific surface area parameters and catibns thereof that are also
based on generally less expensive non-noble nfetadseby enabling millions of

dollars to be saved in making the herbicide.

2 U.S. Patent Application Publication No. 2006/0988 (published Mar. 30,
2006). One first generation patent has issued, Ra&nt No. 7,129,373 (issued
Oct. 31, 2006) (the ‘373 patent), and another patdated to this catalyst
technology also has issued, U.S. Patent No. 7,30(jSsued Jun. 24, 2008) (the
‘920 patent).

® The ‘373 patent also includes claims to a catalgmprising a noble metal
deposited over a modified carbon support havinguasition metal/nitrogen
composition thereon. Noble metals are resistanbtmsion or oxidation. They
include precious metals, such as gold, silveralant, platinum, palladium, and
rhodium.

* The first pending independent claim (Claim 30&)ites a process for the
oxidation of an organic substrate where the oxotatiatalyst comprises “a carbon
support having formed thereon a transition metatgosition . . . wherein the total

Footnote continued on next page



The third generation applicatioolaims a novel method for preparing
further improved catalysts, and contains multipidapendent claims separately
characterizing the improved catalyst in terms ofgital properties different from
the properties claimed in the second generatioficgion?’® The third generation
claims more finely define the invention by inclugim the claims a list of
preferred transition metals for the carbon support.

These three generations of applications curreratyelpending at least 41
iIndependent claims and 256 total claims. The tstedlatively low because many

of the pending independent claims have not yet ha#mer detailed with a full

Footnote continued from previous page

Langmuir surface area of said catalyst is at labstut 60% of the total Langmuir
surface area of said carbon support prior to foionabf said transition metal
composition thereon.” Amendment submitted Aug®t2D08 in U.S. Patent
Application No. 10/919,028 (the ‘028 application).

> U.S. Patent Application Publication No. 2006/02@8 (published Oct. 12,
2006)(the ‘466 publication).

® These include: (i) time of flight secondary imass spectrometry (“ToF
SIMS™); (ii) particle size of the transition metaitfogen composition on the
carbon support; (iii) x-ray photoelectron spectagse (“XPS”); and (iv) electron
paramagnetic resonance (“EPR”).

’ The first independent claim of the ‘466 publioatrecites “a catalyst, wherein
the catalyst comprises a carbon support havingddrthereon a transition metal
composition comprising a transition metal (M) amgagen, the transition metal
being selected from the group consisting of copgierer, vanadium, chromium,
molybdenum, tungsten, manganese, cobalt, nickelimeand combinations
thereof, wherein the catalyst is characterizedeseeating ions corresponding to
the formula MNC," when the catalyst is analyzed by ToF SIMS as deextin
Protocol A and the relative abundance of ions imctvix is 1 is at least 20%.”

10



series of appropriate dependent claims. To adelyuabver this technology
through the first three generations may ultimatelyuire 500 to 1,000 claims.
Because the 5/25 Rule was not in force when thengatssued, the first patent to
issue in the family, the ‘373 patent, had a tofal@6 claims pending in its
application at one time; these were reduced taah &b 92 claims in the final
patent. This strategy allows the ‘373 patent ded'®20 patent to serve as early
notice to competitors and would-be infringers ofidanto’s rights while
additional claims are prosecuted in the PTO.

As explained below, Monsanto’s strategy for patenthis catalyst
technology would be foreclosed under the 5/25 Rélesent the limitations of the
5/25 Rule, Monsanto could fully protect its catalgshnology as it is currently
doing. This change in existing law is the typewlbstantive regulation that the
PTO is forbidden from implementing.

B. The Loss of Substantive Patent Rights Is Amplifiethy the Final
Rules’ Limits on Continuations Practice

The forfeiture of claims arising from the 5/25 Rideamplified by the Final
Rules’ limit of no more than two continuation orfCapplications. Under the 5/25
Rule and current continuation practice, an appticanld, at least in theory,
pursue all of its patentable claims by filing aisgof twenty-five-claim
continuation applications—albeit at exorbitant exqeerafter extended delay, and

with significant loss of patent term. But undeg thinal Rule’s limitations on

11



continuation practice, even this unattractive alive is not available, because
only two continuation or CIP applications are aléalv

Thus, the combination of these two rules limitsagplicant to a maximum
of fifteen independent and seventy-five total ckgim an original application and
its two permitted continuation or CIP applicatioasd then only if there are no
patentably indistinct claims in copending contirguapplications. If there is even
one patentably indistinct claim in a copending canhg application, all of the
claims in that continuation or CIP application amdhe original application must
be within the 5/25 Rule. This combination of rutdsarly represents a change in
existing patent law or policy that affects an inweis patent rights. As such, this
combination of rules represents substantive rulengathat is beyond the authority
of the PTO.

The only way to get more than twenty-five claimsueined at one time,
other than filing an ESD, is to file a divisiongpication. Divisional applications
can be filed in parallel with a continuation or Gipplication, but can only contain
claims that the PTO previously has found to bergatay distinct from all other
claims in another application. Because under thalRules only the PTO can
find the claims patentably distinct for purposesalivisional application,
divisional applications would be permitted only &daims previously presented in

an initial application or one of the two continaatior CIP applications.

12



By limiting the divisional applications to previdugpresented claims, the
5/25 Rule limits the subject matter that can ewepiesented to subject matter
within the scope of only the patentably distineticis filed in the original
application and its two continuation or CIP appgimas. There is no way to have
claims examined in a separate application, evérelf are patentably distinct,
without the PTO first confirming that they are pasbly distinct. This hobbles the
presentation of new claims directed to differemesss of an invention as
continued research determines that such aspecdisoetant to a commercial
embodiment of the invention. Applicants are fore@guess which claims will be
commercially relevant, patentably distinct, andep&tble without the necessary
feedback from the Patent Office, since only 25m$acan be presented at one time,
rather than let the commercial embodiments or disgoof prior art guide the
strategy over time.

If even one of any of a set of new claims is fopatentably indistinct from
even one copending claim, and twenty-five clainesadready present among the
pending applications, an applicant would have t@eba pending claim to
compensate for each claim added, or wait to fdertinuing application until one
of the copending applications is allowed or abardonUnder the Final Rules, a
divisional application is allowed two continuatiapplications, provided the

claims remain within the same scope as the clamggally presented in the

13



divisional application. But any such divisionapépation and any continuation
applications thereof would also be limited to fimdependent claims and twenty-
five total claims among them such that the divialapplication and its
continuation applications will likely be prosecutsegtially with consequent
sacrifice in term.

The Government attempts to justify its restrictioamsan applicant’s right to
file continuations to claim what he regards asitwention by relying ornn re
Bogese 11303 F.3d 1362 (Fed. Cir. 2002). Appellants’ 84:47. ButBogese Il
IS not inconsistent with the District Court’s fimgj that Final Rule 78 violates 35
U.S.C. § 120.Tafas 541 F. Supp. 2d at 815. That decision merelgredd the
equitable doctrine of prosecution history lachasfibinSymbol Technologies, Inc.
v. Lemelson Medical., Education & Research Fourmaaf77 F.3d 1361 (Fed.
Cir. 2002), to proceedings in the PTBogese llapplies established judicial
precedent that allows a court to render unenfoleealpatent that issued after
unreasonable and unexplained delay. 303 F.3dGat, I369. It does not
authorize the PTO to promulgate new, substantilesrio deny all applicants,
regardless of the reasonableness of their approgatosecution and without any
individualized review, the right freely to file m®than two continuations.

The Government relies on the statemerBagese 11 303 F.3d at 1368, that

“[tihe PTO has inherent authority to govern proaedoefore the PTO, and that
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authority allows it to set reasonable deadlinesrandirements for the prosecution
of applications” to justify Final Rule 78. Appatis’ Br. 45-47. However, the
scope of the PTO’s rulemaking authority is a cortghjeseparate issue from the
Court’s specific holding that prosecution histoaghes, an equitable remedy,
applies to proceedings before the PTO. Equitadieedies by their nature require
case-by-case consideration and balancing of a&llaglt facts and circumstances.
See Symbol Techs., Inc. v. Lemelson Med., Eduesé&dkch Found422 F.3d
1387, 1385 (Fed. Cir. 2005) (“[T]there are no $tilme limitations for

determining whether continued refiling of patenplagations is a legitimate
utilization of statutory provisions or an abusdhadse provisions. The matter is to
be decided as a matter of equity, subject to theréiion of a district court before
which the issue is raised. . . . The doctrinegmisecution laches] should be
applied only in egregious cases of misuse of theitiry patent system.”$ee also
A.C. Aukerman Co. v. R.L. Chaides Constr, @60 F.2d 1020, 1032 (Fed. Cir.
1992) (“With its origins in equity, a determinatiohlaches is not made upon the
application of ‘mechanical rules.” The defensengeersonal to the particular
party and equitable in nature, must have flexipilit its application. A court must
look at all of the particular facts and circumstsof each case and weigh the

equities of the parties.” (citations omitted)). odedingly, it is not appropriate to
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codify an equitable remedy in a blanket legal mageghe PTO purports to have
attempted here.

Furthermore, Final Rule 78 fails to meet eB@aygese [k reasonableness
standard. In light of the above discussions, th@ Bannot establish that the Final

Rules’ “could not have been submitted” standamasonable, that it is reasonable
to apply this standard after two continuations and request for continued
examination (“RCE”), and that it is reasonable ppls this standard to all
applications in all circumstancés.

In defense of the limitation on continuations, @@vernment also cites the
applicant’s opportunity to submit an adequate $etaoms at the outset as
justification for curtailing the right to refileln effect, it contends that the applicant
should exercise foresight to initially file whatewaaims he will ultimately require,
and thus obviate any need for continuations. Bigtargument ignores the fact
that 5/25 Rule frustrates the very practice thatabntinuation rule is purportedly
intended to encourage. Under the 5/25 Rule, tigedt applicant is precluded

from presenting the full complement of claims ttie continuation rule compels

him to foresee. One rule demands uncommon pressidéime other thwarts it.

® Because the District Court did not reach the tioe®f whether the Final Rules
were reasonable undBogese llor the Administrative Procedure Act’s arbitrary
and capricious standard, if the Court reversedib#ict Court’s decision, these
iIssues should be decided on remand.
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C. Monsanto Would Be Unable to Adequately Claim This @talyst
Technology Under the Final Rules

As the preceding discussion demonstrates, to puttyect novel catalysts,
the patent applicant must be able to claim ea¢heotatalyst’'s properties that is
associated with favorable or commercially importeatalytic performance. But
the relationship of performance to composition,nastructure, or properties must
be determined by expensive and time-consuming rgsed he inventor can
completely protect the invention only through separclaims covering various
properties associated with performance and dedhilse catalyst’'s microstructure.
Only when many broad and narrow claims are predemotelaim properties
separately and in different combinations will tteégntee derive an appropriate
scope of protection to reward his or her investneiihe invention. The ability to
fully claim novel catalysts is essential to relaplatent protection of catalyst
technology, but will be frustrated by the Final &l

The application of the Final Rules will likely rast Monsanto’s ability to
fully define and claim its novel oxidation catalysta manner consistent with

Monsanto’s contribution and investménEor example, if continuation

° If the Final Rules are given effect, the PTO ajplparently apply the 5/25 Rule
to applications filed before November 1, 2007, imak a first Office action on the
merits was not mailed before that date. 72 Fed. BRe46,716. The 5/25 Rule
therefore would apply to all three generationsheflse Monsanto applications,
despite the fact that they were filed before theaFRules were published and that

Footnote continued on next page
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applications were to be used to patent 25 clainastiame, then the new subject
matter of U.S. Application No. 10/923,416 (“the &application”) could not be
filed until after the last of the 75 claims weréaled (still fewer than the 92
patented in the ‘373 patent). Worse yet, the gasai8 patent would be prior art
to the ‘416 application because the two continunetiallowed as a matter of right
under the Final Rules have been used up getting3lwaims so that the ‘416
application could not claim priority back to thestigeneration provisional—a
huge loss of substantive rights.

Under the patent laws, competitors that choosémioivest in research can
legitimately try to appropriate the value of paszhinventions by designing around
valid claims or finding additional prior art. Bacse a catalyst is relatively
Inexpensive to make, parasitical competitors caguently follow the teaching of
the patent application while designing around athe claimed properties and
details. This is also true for other types of egsb-intensive inventions, such as
transgenic plants. In anticipation of such compe&tiactivity, inventors seek to
develop an adequately graduated claim structurewanere possible, to add claims

supported by their pending applications that read@ampetitors’ products as they

Footnote continued from previous page

there are now more than 25 total claims afterst @ffice action on the merits in
the ‘028 application.
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emerge in the market place. The Final Rules wtulért such a strategy, thereby
significantly impinging on inventors’ substantivatpnt rights. Once the meager
5/25 allotment is used up, the Final Rules woukl/pnt Monsanto from claiming
any further embodiments of its novel catalyst. §,iHo the extent that the number
of claims it can make is arbitrarily restricted, M@anto will incur increased risk of
leaving a gap and not covering an invention thist atherwise entitled to claim—
again, a significant restriction of Monsanto’s dabsive patent rights. As noted, a
competitor that has not made the investment inareemay exploit this gap to
Monsanto’s detriment.

The Final Rules as applied among claims of diffeegaplications containing
patentably indistinct claims is especially prejualicwith the greatest prejudice
suffered by research-based companies like Monsaktadescribed above,
progressive research requires a series of sucegsatent applications. Many
narrower subgeneric and species claims in MonssusgEtond generation
application include limitations not present in fhist generation, but fit within a
broader genus claim in the earlier application. nBento’s third generation
application includes additional subgeneric claiassyvell as species claims, within
the scope of both of the earlier applicationsthiese circumstances, regardless of
whether each of the second and third generatiohcagipns is patentable over its

predecessor application, the 5/25 Rule will be i@dphgainst the entire family of
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copending applications, thereby limiting the inverib a sum of five independent
claims and twenty-five total claims to be allocatedong the several
applications?

The Government’s brief condemns the above-descsbategies for fully
protecting inventions as misuse and abuseeAppellants’ Br. 5-6; 26. The
Government must discredit such practices becausaitot avoid the reality that
the Final Rules violate applicants’ right to claivhat they regard as their
invention. Instead of using the accepted and e&ihblished practices described
above, the Government would require applicantetedee the progress of their
invention, the ways in which it might be appropehby others, and what claims—
but no more than 15 independent and 75 dependamsswould be needed to

fully protect the inventionSee idat 25; 43.

% Under 35 U.S.C. § 103(c), the earlier generagipplications are often
disqualified as prior art to later generation apgiions for purposes of obviousness
under 35 U.S.C. § 103(a). But as discussed belmbenefit of § 103(c) is
nullified by the 5/25 Rule. Even in later genayatapplications that qualify as
patentable over earlier applications under 8 108¢agpplied by the Supreme
Court inGraham v. John Deere Co. of Kansas C3§3 U.S. 1 (1966), ariSR
International Co. v. Teleflex Incl27 S. Ct. 1727 (2007), there is no relief from
the 5/25 Rule. In the Monsanto example, the PTidabapply the first generation
applications as prior art against the second, m®second against the third under
8 103(c). The third generation application is &edid to be patentable as non-
obvious over the first under § 103(a), but thatsleet avoid the 5/25 Rule since
claims of the first generation applications reacoare obvious from the third.
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The Government’s attack on the legitimacy of thasetices is also
contrary to this Court’s binding precedent, anddbeitted intent of the Final
Rules to preclude them is an admission that thal Rales run contrary to existing
law. InKingsdown Med. Consultants, Ltd. v. Hollister |r&3 F.2d 867, 869
(Fed. Cir. 1988), Kingsdown, during prosecutiont®fpatent application for a
medical device, became aware of a similar, comgetavice manufactured by
Hollister. Id. at 870. Kingsdown filed a continuation applicatto obtain more
quickly claims that read on Hollister's devicBee id. The continuation
application presented an unamended, previouslgtezjeversion of a claim instead
of the amended, allowed version of the claich.at 871. A patent ultimately
issued with this claim, and Kingsdown sued Holtiste infringement. See idat
869. The district court held Kingsdown'’s patenemforceable, accepting
Hollister's defense of inequitable conduct base@ onisstatement and prosecution
of the earlier rejected claim in the continuatigplécation. Id. In reversing the
district court, this Court held that Kingsdown’sagégy of filing a continuation
application to add claims to cover Hollister's dmvivas not evidence of deceitful
intent. Id. at 874. This Court stated,

It should be made clear at the outset of the ptesen
discussion that there is nothing improper, illegal
inequitable in filing a patent application for therpose
of obtaining a right to exclude a known competgor’

product from the market; nor is it in any manner
improper to amend or insert claims intended to cave
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competitor's product the applicant's attorney kasied
about during the prosecution of a patent applicatio

In In re Wakefield422 F.2d 897, 961-62 (CCPA 1970), the examiner
rejected several claims for undue multiplicity ahd Patent Office Board of
Appeals affirmed on the basis that the claims wemeecessary and confusing. In
overturning the rejections, the CCPA affirmed aplaant’s right to claim his
invention as he sees fit. The CCPA stated,

It is rarely possible to determine necessity faroaer
claims at the time of prosecution. An applicanéof

does not know all the prior art which may be agskert
against his broader claims when he litigates hisria
Further, he is never sure that the broader claifsot

be successfully attacked on other grounds whegatid
in the courts.

Id. at 962. Thus, the CCPA concluded, “an applicantkl be allowed to
determine the necessary number and scope of mss;lprovided he pays the
required fees and otherwise complies with the tdtud. As explained above,
the Final Rules will prevent research-based congsalike Monsanto from
presenting patent claims in a manner expresslyoaiztd byWakefield

Of course, according to the Government, all of ¢h@®blems with the Final
Rules disappear if the applicant files an ESS2eAppellants’ Br. 10; 54.

However, the Final Rules’ ESD requirements are auofical, burdensome, and
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risky for applicants. The Government largely igepr dismisses these
significant issuesSee idat 16; 27.

The ESD protocol requires that the applicant sealidd.S. patents and
patent application publications, &ireign patent documents, and radin-patent
literature, covering altlaim limitations. Final Rule 265(b). For eachterial
reference, the applicant must identify thié limitations of each claim that are
shown by the reference and explain how each claipaientable over the
reference. Final Rule 265(a)(3)-(4). And, thergstrbe a further showing of
where each limitation of each claim finds supporthe applicant’s specification.
Final Rule 265(a)(5). The cost of all of this vk prohibitive.

The Government’s brief analogizes the ESD requirgmaith PTO Rules
56 and 105, which require applicants to supplynmiztion to the PTOSee
Appellants’ Br. 57-59. This analogy misses thekrmcause these rules do not
require applicants to search out references amdharacterize their effect on the
application. Under 35 U.S.C. 88 131 and 132, fh@ Performs these tasks.
Shifting these responsibilities to applicants effesdy relieves the PTO of its
examination obligations and its burden to show #maapplicant is not entitled to a

patent. As the District Court correctly concludbg,shifting this burden to
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applicants, the Final Rules alter existing patent &nd practice—which is beyond
the scope of the PTQO’s rulemaking authorifyafas 541 F. Supp. 2d at 816-17.
An attempt to comply with Final Rule 265 requir@pkcants to make
statements in a vacuum, which could lead the agmqiito characterize both the
claims and the prior art in a manner that is at bekelpful to the examiner and at
worst could lead to unwarranted fraud allegationktigation, expanding the
current plague of such allegations. Indeed, ifekaminer finds the applicant’s
ESD unhelpful or if the claims change after submrs®f the ESD, the examiner
could ask the applicant any number of times to Eipent the record, increasing

the cost to the applicant and the time spent bly thet applicant and the examiner

' The cases the Government relies on do not sugp®RTO’s imposition of the
ESD requirement. I8tar Fruits S.N.C. v. United Stat&93 F.3d 1277, 1282
(Fed. Cir. 2005), this Court affirmed the PTO’samretation that Rule 105
allowed it to request information from the applitheyond that which is directly
material to patentability. However, the differeadetween Rule 105 and the ESD
requirement are stark. Rule 105 allows the exammesquest information that
“may be reasonably necessary to properly examirieeat the matter” after the
examiner has begun examination. The ESD requiremdmrequire applicants to
supply information before examination. Thus, wiilele 105 allows for targeted
requests for information relevant to the issuesetkeminer has identified, the ESD
requirement will require an applicant to perforiwiale ranging, burdensome, and
expensive search without the benefit of the exarigneput. In re Epstein 32

F.3d 1559 (Fed. Cir. 1994), does not permit the BRI @ke whatever action it
deems necessary to relieve its burden of estabfjsimpatentability. The
concurring opinion irEpstein cited by the Government, warns that rules shifting
the burden of patentability onto applicants magblgject to abuse and puts the
onus on the PTO and this Court to keep such alusleeick. By attempting to
impose the ESD requirement on applicants, the Pa%fdiled in this duty.
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In prosecution. Thus, the applicant is faced witHobson'’s choice: either
undertake the expense and untoward risks of submein ESD; or be relegated to
the restrictions of the 5/25 Rule. Each of th@sedsitions is contrary to statute.

[ll.  Other Principles of Patent Law Amplify the Harm Caused by the Final
Rules

A.  Evisceration of the Protection of 35 U.S.C. § 103(c
Congress enacted § 103(c) of the Patent Act in B@84dexpanded it in 1999

to overrule the adverse effect on organized rebeairthe decision of the Court of
Customs and Patent Appealdmre Bass474 F.2d 1276 (1973)See Oddzon
Prods., Inc. v. Just Toys, Ind.22 F.3d 1396, 1402-03 (Fed. Cir. 1997) (discugssi
history and purpose of 35 U.S.C. 8§ 103(&)mnberly-Clark Corp. v. Procter &
Gamble Distrib. Cq.973 F.2d 911, 917 (Fed. Cir. 1992) (same). 8ecdD3(c)
prevents inventions made in the course of organiegselarch from being held
unpatentable as obvious from earlier inventionsgldsures and patent
applications produced in the same organizationdbatify as prior art only under
8 102(e), 8 102(f), or 8 102(g). Congress recagphthat applying such art for
purposes of obviousness under 8§ 103(a) would diguaeritorious inventions
arising from the typically progressive nature afjamized research, while
discouraging the communication and collaboratioagnco-workers that is the

lifeblood of a research organization.
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The 5/25 Rule as applied among multiple applicatieffectively defeats the
purpose of 8§ 103(c). In a series of commonly owaaplications respectively
directed to successive generations of developmeagiven technology, § 103(c)
cannot afford relief where the 5/25 Rule imposésastic limit on the number and
scope of claims that can be filed. If multiple gations of applications remain
copending, the inventor will have difficulty in @@nting any claims at all in a
fifth, fourth, or even third generation applicatiaithout exceeding the 5/25 limit.
Thus, the benefits otherwise available from § 1P3(e rendered nugatory.

B.  Doctrine of Equivalents

If a competitor takes advantage of a gap in patewerage caused by the
5/25 Rule and the competitor’s design-around r&flealy an “insubstantial
change” compared to one or more elements of thmethinvention, the patent
holder can argue that there is infringement evenafdesign-around does not fall
within the express terms of a patent claiBee Warner-Jenkinson Co. v. Hilton
Davis Chem. C9520 U.S. 17, 39-40 (1997). However, in recertrgethe courts
have progressively constricted this doctrine, mef@ito as the doctrine of

equivalents, and the 5/25 Rule would exacerbateffieets of these restrictions.
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Under the landmarkestodecisions?essentially any amendment during
prosecution that adds a claim element or narrowexgting element, and that
relates to a substantial issue of patentabilityatas a risk of an estoppel against
the enforcement of the claim under the doctrinefivalents with respect to that
element? If the competitor offers a product or uses a psscthat substitutes an
equivalent for the added or narrowed element, ienccannot be enforced under
the doctrine of equivalents if the substitution Wblbave been “foreseeable” at the
time the application was filed.

Thus, instead of relying on the doctrine of equawds, it is critical for the
patentee to have claims in the original patentc¢hatbe literally read on any
foreseeable competitive product or process. Adogrtb longstanding patent
practice in complex technologies, this need tyjhraalmet by presenting a
relatively large number of claims, including paghltlaims that may omit the
narrowed element of the amended claim, while dystishing the prior art in other
ways that a competitor may not ultimately avoid.

The 5/25 Rule will severely limit the number ofiahg of varying scope that

can be prosecuted, even where the impact is ngbaonded by applying the Rule

2 See Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushikb35 U.S. 722 (2002)
and its Federal Circuit progeny.

3 Moreover, there is a presumption that any namgvamendment does relate to a
substantial issue of patentabilit$ee Festo535 U.S. at 739-41.
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against the sum of claims in related applicatioM&reover, if a claim that would
literally cover the accused product or processesgnt in the application as filed,
or in a foreign counterpart or PCT application rédseeability” will be
conclusively established and enforcement undeddleérine of equivalents barred
by Festa

Even in the absence of an estoppel, applicatidheofioctrine of equivalents
can be barred by inadvertent dedication of subjedter that is disclosed but not
claimed. SeeJohnson & Johnston Assocs. Inc. v. R.E. Sery.2856. F.3d 1046,
1054 (Fed. Cir. 2002). For example, if the broad&sm is found unpatentable
over previously unidentified prior art, the 5/25I1&may leave gaps in coverage
that may enable a competitor to resort to the pe&sn own teachings in
developing a competing technology that avoids émeaining valid claims.

C. Inadequate Post-Issue Remedies and Intervening Ritsh

After all applications based on a given discloduaee issued, the only
alternative currently available for changing or imgdgdclaims to remedy any
discovered gaps involves returning to the PTO éonedial prosecution, either re-
examination under 35 U.S.C. § 302 or re-issue ufldy.S.C. § 251. If a change
or addition is pursued at that time, the patenti@otan suffer significant prejudice
against enforcement and further time delay. Fanmgde, unless an original claim

that reads on a competitor’s product or procespigeld during remedial
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prosecution, the patent holder cannot recover daséay the period prior to the
date that a revised patent or certificate isstigkhis is so even if a claim added in
the remedial PTO proceeding covers the infringpraduct and is determined to
be valid by a courtSee BIC Leisure Prodsl F.3d at 1220-21. Also, if the claims
are amended, the court can allow a competitor mdirmoe infringing activity in
certain circumstances where the competitor reliedm error in the original

claims. 35 U.S.C. § 252.

To avoid these problems in litigation, longstandoagent practice in
complex technologies involves presenting a compreie claim structure that
distinguishes the prior art yet prevents a competrom copying the invention.
However, as discussed above, the 5/25 Rule, aluthéacombination with other
provisions of the Final Rules, will severely lintite ability of patent applicants to
prosecute a claim structure adequate to providgamge against these types of

risk.

* This legal principle is referred to as intervepiights. SeeBIC Leisure Prods.,
Inc. v. Windsurfing Int’l, Ing.1 F.3d 1214, 1220-21 (Fed. Cir. 1993grtel Corp.
v. Phone-Mate, In¢c825 F.2d 1577, 1579-80 (Fed. Cir. 1987).
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CONCLUSION
For the foregoing reasons, the Court should affirm the District Court’s

decision in this case.
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